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I'maga 1. OBIIUE INIOJIOKEHUA

Crartba 1. [Ipeamer peryinpoBanus HacTosimero MeaepajbHOr0
3aKOHA
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1. Hacrosmuii ®enepainbHblii 3aKOH PETYIUMPYET OTHOIICHHWS, BO3HHUKAIOIIME B CBSI3U C
oOpamieHueM -  pa3pabOTKOH,  JOKIMHUYECKMMM  HCCICAOBAHUSAMH,  KIMHHYECKUMH
UCCIIEIOBAaHUSAMH, JKCIEPTU30M, TOCYIapCTBEHHOW pErucTpamnuei, co cTaHaapTH3alued u ¢
KOHTPOJIEM KadecTBa, MPOU3BOACTBOM, M3TOTOBIEHHEM, XpPaHEHHMEM, IE€PEBO3KOI, BBO30M B
Poccuiickyro ®enepanuio, BbiBO30M u3 Poccuiickoir dexpepanuu, pekiamMoi, OTIYCKOM,
peanuzanuen, nepenaveu, NpUMEHEHUEM, YHUYTOKEHHMEM JIEKAPCTBEHHBIX CPEICTB. (B pell.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosmmii ®enepanbHplii  3aKOH  YCTAaHABIMBACT IMPUOPUTET TOCYIAPCTBEHHOI'O
peryiaupoBaHus 0€30MacHOCTH, KauecTBa U 3((EeKTUBHOCTHU JIEKAPCTBEHHBIX CPEJACTB IPU UX
obparnienun. (B pen. PenepanapHoro 3akona ot 25.06.2012 N 93-D3)

Crarbs 2. Cdepa npumeHeHust HacTossmero dexepajbHOro 3aK0Ha

Hacrosmuit ®enepanbHblil 3aKOH MPUMEHSIETCS] K OTHOIICHUSIM, BO3HUKAIOIIUM IIPU 00OpaIieHun
JICKApCTBEHHBIX CPENCTB Ha TeppuTopun Poccuiickoit Oeneparuu.

Cratps 3. 3aK0HOAATEJIBCTBO 00 00PALICHUH JIEKAPCTBEHHBIX
CpeacTB

1. 3akoHomaTenbcTBO 00 OOpallleHUU JEKAPCTBEHHBIX CPEICTB COCTOUT M3 HACTOAIIETO
®denepanbHOTO 3aKO0HA, IPYTUX (PeaepaabHbIX 3aKOHOB M MHBIX HOPMATHUBHBIX MPABOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOJATENBCTBO 00 OOpalleHNH JEKapCTBEHHBIX CPEACTB B OTHOLICHUM IOPHIUYECKUX
JII] ¥ MHIWBHIYaTbHBIX TPEANPUHUMATENCH, OCYIIECTBISIONINX JACATEIHHOCTh Ha TEPPUTOPUH
MEXJIYHAPOAHOTO MEAMLMHCKOTO KJIacTepa, MpPHUMEHSeTcs C Y4eToM OCOOEHHOCTEH,
ycTaHOBJIEHHBIX DenepalibHbIM 3ak0HOM OT 29 mioHs 2015 roa N 160-®3 "O mexayHapoIHOM
MEIULUHCKOM KJIacTepe W BHECEHUM W3MEHEHHUH B OTAENbHBbIE 3aKOHOJATEIbHBIE AKTHI
Poccuiickoit ®enepauun". (B pen. PenepanbHbix 3akoHOB 0T 29.06.2015 N 160-®3, ot
04.08.2023 N 428-D3)

2. Je#ictBue Hacrosimero @eaepalbHOTO 3aKOHA PACIPOCTpaHsIETCs Ha oOpaiieHue
HapKOTUUYECKUX JIEKAPCTBEHHBIX CPEACTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YUETOM
0COOEHHOCTEM, YCTaHOBJIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit denepanyivi 0 HAPKOTHUECKUX
CpeICTBaXx, NICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCopax.

3. JetictBue Hacrosimero @enepanbHOrO 3aKOHA pacHpoOCTpaHseTcs Ha oOpalleHue
paguodapMareBTHYECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBJICHHBIX
3akoHOAaTenbCcTBOM Poccuiickoit ®enepanun B obnactu  obOecriedeHHUs paaHallMOHHON
0C30IMacCHOCTH.

4. Ecnmu MexayHapoaHbIM aorosopoM Poccuiickoit @enepany yCTaHOBIIEHBI MHBIE NpaBUIa,
4YeM Te, KOTOpbIe IPeTyCMOTpeHbI HacTos M denepaabHbIM 3aKOHOM, TPUMEHSIOTCS ITpaBHIia
MEX/TyHapOAHOT'O I0r0BOPA.

4.1. PewmeHus MeEXrocylapCTBEHHBIX OpPraHOB, IPHUHSATHIE Ha OCHOBaHUM IOJIOXKEHUI
MEXIyHApOAHBIX NO0roBopoB Poccuiickoil denepanuy B UX HMCTOJKOBAaHWUHU, IPOTHBOPEYAIIEM
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Koncrurynuu Poccuiickoit ®denepannu, He noaiiexar ucnoinenuto B Poccuiickoit deneparum.
Takoe mpoTHBOpedHEe MOXET OBITh YCTAHOBJICHO B TOPSIKE, OMpEAceHHOM (eaepatbHbIM
KOHCTUTYLIMOHHBIM 3aKOHOM. (B pen. @enepanbHoro 3akoHa ot 08.12.2020 N 429-03)

5. B Poccuiickoit Penepanyu B COOTBETCTBUM C MEKIYHApOAHBIMHU J0roBopamu Poccuiickon
®enepanyu U (WIKM) Ha OCHOBE NMPHUHLMIIA B3aUMHOCTH MPHU3HAIOTCSA PE3YNIbTaThl KIMHUYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB AJIs MEAULIMHCKOTO MPUMEHEHMS, IPOBEIECHHBIX 3a
npezaenamu reppuropun Poccutickon denepanuu.

Cratbs 4. OCHOBHbIE IOHATHS, HCIIOJIb3YeMble B HACTOSALIEM
DenepajbHOM 3aK0HE

Jns ueneii Hactosimero denepanbHOro 3aK0OHA UCIIOIB3YIOTCS CIEAYIOIINE OCHOBHBIE TOHSATHS:

1) JICKAPCTBCHHLIC CPCACTBA - BCHICCTBA HJIM HX KOM6I/IH3.I_[I/II/I, BCTYIIAOIMUE B KOHTAKT C
OpraHnu3MoOM 4YCJIOBCKa WUJIK JXUBOTHOI'O, IIPOHUKAIOIINUE B OpraHbl, TKAHW OpPraHu3Ma 4cCJIOBCKa
WK XKUBOTHOI'O, IIPUMCHACMBIC IJIA HpO(l)I/IJ'IaKTI/IKI/I, JUAarHOCTUKH (3a HCKIIFOYCHHUECM BCIICCTB
WnJIn ux KOM6I/IHaI_II/II71, HC KOHTAKTUPYIOIIHUX C OPraHnu3MOM YCJIOBCKA HUJIN )I(I/IBOTHOFO), JICUCHUA
3360HeBaHI/I5{, pea6I/IJ'II/ITaI_II/II/I, 1 COXpaHCHHUA, IPCAOTBPAIICHUA WM  IIPCPbIBAHUA
6epeMeHHOCTI/I " TOJYYCHHBIC U3 KpPOBH, IIJIa3Mbl KPOBH, H3 OpPIaHOB, TKaHel OpraHnnusma
YCJIO0BCKa HWJIM XHUBOTHOTO, paCTeHI/II\/JI, MHHCPAJIOB METOAAMH CHHTEC3a HWJIIM C INPUMCHCHHCM
ouojoruyeckux TtexHomorui. K JICKAPCTBCHHBIM CPCIACTBAM OTHOCATCA (I)apMaL[eBTI/I‘IeCKI/IC
CY6CTaHI_II/II/I H JICKaApCTBCHHLIC IIPCIIAPAThI;

2) dbapmarieBTHYECKass CyOCTaHIUS - JICKAPCTBEHHOE CPEACTBO B BUJE OJHOTO WIJIM HECKOJIBKUX
obnanaromux (GpapMakoIOrHUeCKON aKTUBHOCTHIO JIEHCTBYIOIINUX BEIIECTB BHE 3aBUCHUMOCTH OT
MPUPOIBI  TIPOUCXOXKJICHUS, KOTOpPOE TMpEAHA3HAYCHO JUIS IPOU3BOJCTBA, W3TOTOBIICHUS
JIEKapCTBEHHBIX MpernapaTtoB U ompenenser ux 3¢pGekTuBHOCTE; (B pea. deaepanbHOrO 3aKOHA
or 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3) BCIIOMOI'aTCJIbHBIC  BCHICCTBA - BCHICCTBA HCOPraHHUYCCKOIO0 HJIM  OpraHUYCCKOro
IMPOUCXOKACHUA, HCIOJIB3YEMBIC B IMPOLCCCC IMPOU3BOJACTBA, H3IOTOBJICHUA JICKAPCTBCHHBIX
npemnapaTroB JJId IIpUJaHUuA UM HGO6XOI[I/IMI)IX (1)I/I3I/IKO-XI/IMI/I‘-ICCKI/IX CBOﬁCTB;

4) nexkapcTBEHHBbIE NpenapaThl - JIEKApCTBEHHbIE CPEJICTBA B BHJE JIEKAPCTBEHHBIX (opM,
MpUMEHsIeMble I TPO(UIAKTUKH, JTUArHOCTUKH, JIeYeHUs 3a00sieBaHUs, peaOuIUTaluU, IJis
COXpPaHEHHUs, IPEOTBPALLICHHS TN MPEepbIBaHNs OEPEMEHHOCTH;

5) nekapctBeHHas (GopMa - COCTOSIHHME JIEKAPCTBEHHOTO IIpenapara, COOTBETCTBYIOIICE
crocobaM ero BBEACHHS M TNPUMEHEHHS W O0eCHeuuBarolee IOCTHKEHHE HEoO0XO0AUMOro
neuebHoro ¢ dekra;

5.1) no3upoBKa - COJAEpKaHWE OJHOTO WM HECKOJIBKUX JICUCTBYIOIIMX BEIIECTB B
KOJINYECTBEHHOM BBIPAKCHUM Ha €AMHUILY J103bl, MJIM €IUHUILY 00beMa, WM €IUHUILy MAaCcChl B
COOTBETCTBUM C JIEKAPCTBEHHOM (QopMoi JMOO AT HEKOTOPBIX BUIOB JIEKAPCTBEHHBIX (HOpM
KOJIMYECTBO BBICBOOOXKIAEMOTO U3 JIEKapCTBEHHOW (OpPMBI JEHCTBYIOLIETO BeIlecTBa 3a
equHUIly BpemeHu; (B pen. DenepambHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))
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6) mepedyeHb JKU3HCHHO HEOOXOJMMBIX W BAKHCHWIIMX JICKAPCTBEHHBIX IPEMapaTroB -
yrBepxkaaeMmblii  [IpaBurensctBoM  Poccumiickoir  ®Denepauuu  NepedeHb  JIEKAPCTBEHHBIX
MpernapaToB JJii MEIULHUHCKOIO MPUMEHEHUs, 00eCreunBalOIIUX MPUOPUTETHBIE MOTPEOHOCTH
3paBOOXPAaHEHUS B MEIIX NPOPUIAKTHKHA W JIeYeHUs 3a00JieBaHH, B TOM YHCIE
npeobnagaronMx B CTPYKType 3aboneBaemocth B Poccuiickoit ®enepamuu; (B pen.
denepanpHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHbie JEKapCTBEHHBIC TpenapaThl - JEKapCTBEHHBIC Mperaparbl, MpeaHa3HauYCHHbIC
HCKITIOYUTEIIBHO JUTSl AUATHOCTUKH WJIM MATOTCHETHUYECKOTO JICUCHUS (JICYCHUS, HAPABICHHOTO
Ha MEXaHU3M Pa3BHUTH 3a00JieBaHMs) penkux (opdaHHbIX) 3aboaeBanuii; (B pea. DeaepaaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

6.2) OMoNOrMYeCKHe JIEKAPCTBEHHBIC MpEenaparbl - JIEKAPCTBEHHBIC MpErapaThl, JEeHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOM3BEACHO WM BBIICICHO W3 OWOJIOTHYECKOTO HWCTOYHHMKA W IS
OTIpEJICICHUs] CBOMCTB M KadyecTBa KOTOPBIX HEOOXoauMma KOMOWHAnus OMOJOTMYECKHX U
(UBNKO-XUMHUYECKUX METOA0B. K OHOJOrMYecKHM JICKApCTBEHHBIM IIperaparaM OTHOCSTCS
MMMYHOOHOJIOTHUECKUE JIEKAPCTBEHHBIE MPENapaThl, JEKAPCTBECHHbBIE MpEnapaTsl, MOJTYYCHHBIC
U3 KpOBH, IUIa3Mbl KPOBH 4YEIIOBEKAa M JKMBOTHBIX (32 HWCKJIFOUYECHHEM ILIEIbHON KpOBH),
OMOTEXHOJOTMYECKHE JIEKAPCTBEHHBIE MPENaparhl, T'eHOTEPANICBTUYECKHE JIEKapPCTBEHHBIC
npenapartsr; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

7) UMMYHOOMOJIOTMYECKHE JIEKAPCTBEHHbIE Mpenaparbl - JIEKApCTBEHHbIE IpEnaparsl,
npeJHasHaueHHble A7 (OPMUPOBAHMA AKTUBHOTO MJIM IACCMBHOTO HMMMYHHTETa JHOO
JTMAarHOCTUKH HaJIW4YMsl WMMYHUTETa WM JUarHOCTUKU CIENU(DUIECKOTO MPHOOPETEHHOTO
U3MEHEHHS  HMMYHOJIOTMYECKOrO  OTBE€Ta  Ha  auleprusupyromue  Bemecta. K
MMMYHOOHMOJIOTUYECKUM JIEKAPCTBEHHBIM IIperapaTaM OTHOCATCS BaKLMHbI, aHATOKCUHBI,
TOKCHHBI, CBIBOPOTKH, UMMYHOIJIOOYJIHMHBI W ajjieprensl; (B pen. PenepaabHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

7.1) OUOTEXHOJOTHYECKHE JIEKapCTBEHHbIE IIpernaparbl - JIEKapCTBEHHbIE Ipenaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBIISAETCS C UCIIOIb30BAaHUEM OMOTEXHOIOTHUYECKUX MTPOLECCOB U
MeronoB (B Tom uymcie JIHK-pekoMOWHAaHTHON TEXHOJOTHHU, TEXHOJIOTHH KOHTPOJIHUPYEMOM
9KCHPECCHH T€HOB, KOJUPYIOIUX OHOJOrMYECKH AaKTHBHblE O€NKM B MPOKApUOTAX H
JyKapuoTax, BKIII0Yasi N3MEHEHHbIE KJIETKU MJIEKOMUTAIOIINX ), TMOPHIOMHOTO METO/1a U METO1a
MOHOKJIOHQJIBHBIX aHTUTEN; (B pel. PenepanbHoro 3akona or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

7.2) TreHoTepamneBTUYECKHE JICKapCTBEHHbIE IpenapaThl - JIEKapCTBEHHBIE Ipenaparsl,
(apmalieBTHUECKass CyOCTaHIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOM HYKJIEHMHOBOM KHCIIOTOM
WIN BKJIIOYAET B ce0sl peKOMOMHAHTHYIO HYKJIIEMHOBYIO KHCJIOTY, MTO3BOJISIONIYIO OCYIIECTBIATh
peryaupoBaHMEe, penapanuio, 3aMeHy, Jo0aBJeHHE WM  YAAJCHHE  T'€HETHYECKOU
nocienoBarenbHocT; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

8) HapKOTHYECKHE JIEKAPCTBEHHBIC CPECTBA - JICKAPCTBEHHBIE MTpenaparsl U (papMareBTHISCKHE
CyOCTaHIIMM, coOAepXkallie HapKOTUYECKHWE CpelAcTBa M  BKIO4YeHHble B [lepeueHb
HApKOTUYECKHUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOIEKAIIUX KOHTPOIIIO
B Poccuiickoit ®denepannu, B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu,
MEXKIYHApOAHbIMU JoroBopamu Poccuiickoit @eaepanuu, B ToM 4yncie EquHONW KOHBEHIIMEN O
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HapKOTUUYECKUX cpeacTBax 1961 roxa;

9) MCUXOTPOITHBIC JICKAPCTBEHHBIC CPE/ICTBA - JIGKAPCTBEHHBIC MPEnapaThl U (hapMalleBTHIECKUE
cyOCTaHIIMM, COJEp)KaIllMe IICUXOTPOITHBIE BEIIeCTBA W  BKIOUeHHble B [lepeueHn
HAapKOTUYECKUX CPEJICTB, MCUXOTPOIMHBIX BELIECTB U UX MPEKYPCOPOB, MOAJIEKAIINX KOHTPOIIIO
B Poccuiickoit ®denepanniu, B COOTBETCTBHM C 3aKOHOAATEIbLCTBOM Poccuiickoit denepaiuu,
MEXIyHApoAHbIMU JoroBopamu Poccuiickonn @Penepaumu, B ToM uucie KonBeHuuen o
IICUXOTPOIHBIX BemecTBax 1971 roxa;

10) panuodapmanieBTHUECKHE JIEKAPCTBEHHBIE CPE/ICTBA - JIEKAPCTBEHHBIE CPEACTBA, KOTOPHIE
colepKaT B TOTOBOW ISl HCIONB30BaHHMA (OpME OAWH PAAMOHYKIUA WIA HECKOJIBKO
PaaMOHYKIINJOB (paiuOaKTUBHBIX HU30TOIOB);

10.1) opurmHaJbHBIN JIEKApPCTBEHHBIM Mpenapar - JIEKapCTBEHHBIN IIpernapaT ¢ HOBBIM
JIEWCTBYIOIIMM BEIIECTBOM, KOTOPBIN MEpBbIM 3apeructpupoBal B Poccuiickoit denepaunu uimm
B MHOCTPaHHBIX TOCYJapCTBaX HAa OCHOBAaHUM DPE3YyJbTATOB JOKIMHUYECKUX HCCIICAOBAHHM
JICKApCTBEHHBIX CPEIACTB W KIMHUYECKMX MCCIEJOBAHUN JIEKAPCTBEHHBIX IpErnaparos,
MOJITBEPKIAIOUINX €ro KadecTBO, PPEeKTHBHOCTh M Oe3omacHOCTh; (B pea. demepanbHOTro
3aKk0Ha oT 27.12.2019 N 475-®3)

11) pedepeHTHBIl JEeKapCTBEHHBIH Ipemapar - JICKapCTBEHHbI IpenapaT, KOTOPBIH
UCIOJIb3YETCS Il OLEHKM OWOAKBHUBAJICHTHOCTH WIM TEPANEBTUYECKOW SKBUBAJIEHTHOCTH,
KayecTBa, 3(p(HEKTUBHOCTH M 0OE30M1aCHOCTH BOCIPOU3BEIECHHOIO JIEKAPCTBEHHOI'O Ipernapara
Wi OmoaHajoroBoro (6MOmom00HOTO) JEKApCTBEHHOTO Tpemnapara (buoanamora). B kadectse
peepeHTHOro JIEKapCTBEHHOIO Ipenapara A MEIULMHCKOIO IPUMEHEHHUs HCIOJIb3yeTCs
OpPUT'MHAJIbHBIN JIEKAPCTBEHHbIN IIpenapar JIn0o, eClii OpUTrMHAJIbHBIN JIEKapCTBEHHBIN Mpenapar
HE 3aperucTpUpPOBaH WM HE HaxoauTcst B obopote B Poccuiickoii denepannu U He HaAXOAUTCS B
000poTe B MHOCTPAHHBIX TOCYAApCTBaX, BOCIPOM3BEACHHBIN JIEKAPCTBEHHBIM IpernapaT WiId
OuoaHaIoroBbli (O0MOMOIOOHBIN) JIEKAPCTBEHHBIH mpenapar (OMOaHaIOr), KOTOPBIA MEepBBIM
3apEeTUCTPUPOBAH M3 4YHUCIA Haxomsammxcs B oOopore B Poccuiickoit ®Dexnepanun,
OMOAPKBUBAJIEHTHOCTh WJIM TeparneBTUYECKas SKBHUBAJICHTHOCTb, KauecCTBO, 3(PPEKTUBHOCTb H
0€30MacHOCTh KOTOPOTO OIEHUBAJINUCh IO OTHOIIEHHUIO K OPUTMHAJIBHOMY JIEKapCTBEHHOMY
mpernapary, a Takke KayecTBO, 3(pPeKTHMBHOCTh M 0€30HMacCHOCTh KOTOPOTO MOATBEP)KIAOTCS
pe3ynbTraTaMu  (apMakoOHaZ30pa U IPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEICTB,
HaXOJALIMXCS B TPaKIaHCKOM 000pOTe, YCTaHOBJIEHHBIM TpeOOBaHMSAM K HX KadecTBy. B
KauecTBe pEePEepeHTHOro JIEKapCTBEHHOIO Ipenapara JUisi BETEPUHAPHOTO MNPUMEHEHHUs
UCIIOJIb3YETCS JIEKapCTBEHHBIN npenapar Ui BETEPUHAPHOIO IIPUMEHEHNUS,
3aperucTpupoBaHHblii B Poccuiickoin @denepanyy Ha OCHOBAHUHU PE3YyJIbTAaTOB JTOKJIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX CPEACTB U KJIMHUYECKUX HCCIEJOBAHUM JIEKapCTBEHHBIX
MpenaparoB, IMOJATBEPKIAOIINX €ro KadecTBO, A(PQPeKTuBHOCTHP W 0€30MacHOCTh; (B peil.
denepanbHOro 3akoHa oT 27.12.2019 N 475-D3)

12) BOCHpPOM3BENEHHBIM JEKAapCTBEHHBIM IMpemapaT - JIEKApCTBEHHBIM mpemnapar Jis
MEIULUHCKOTO MPUMEHEHUs, KOTOPBII UMEET SKBUBAICHTHBIH peepeHTHOMY JIeKapCTBEHHOMY
rpenapary KadeCTBEHHBIM COCTaB W KOJMYECTBEHHBIM COCTaB JIEWCTBYIOIIMX BEIIECTB B
SKBUBAJICHTHOU JIEKapCTBEHHOH (hopme, OO JEKapCTBEHHBIM Npemnapar Ajs BEeTepUHApHOTO
MIPUMEHEHUsI, KOTOPBI HMMeEeT TaKhe K€, 4TO M pedepeHTHBIM JIeKapCTBEHHBIN Ipernapar,
KaueCTBEHHBIM COCTaB U KOJIMYECTBEHHBIM COCTaB JCUCTBYIOIIUX BELIECTB B TaKOHU IKE
JIeKapcTBEeHHON (popme, OMOIKBHUBAJIEHTHOCTh MJIM TepaneBTUYecKasi SKBUBAJIEGHTHOCTh KOTOPBIX
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COOTBETCTBYIOILIEMY pedepeHTHOMY JIEKapCTBEHHOMY npernapary MOATBEPKICHA
COOTBETCTBYIOLIMMH HCCIIeA0BaHUAMH; (B pea. DenepanbHoro 3akona ot 27.12.2019 N 475-03)

12.1) TepameBTHYECKas SKBUBAJEHTHOCTb JICKAPCTBEHHBIX IpeMaparoB - JOCTHIKEHHE
KIMHUYECKH COIMOCTAaBUMBIX TepamneBTHYeckoro 3¢ddekra um mokazarteneil 3QPEeKTHBHOCTH H
0€30I1aCHOCTH IIPU MPUMEHEHUH JICKApPCTBEHHBIX MPEnapaToB A MEIULMHCKOTO MPUMEHEHHUS,
UMEIOIINX OJJHO MEXKIYHApOJHOE HEMAaTeHTOBAaHHOE (MJIM XMMHYECKOE, WIHM TPYIIIMPOBOYHOE)
HalMEHOBAaHME, B SKBUBAJIECHTHBIX JI03UPOBKAX 110 OJHUM U TEM K€ ITOKa3aHUSAM K IPUMEHEHUIO
U TpU OJAMHAKOBOM CIOCOOE BBEIACHUS y OJHOW W TOW K€ TpyINIbl OOJNbHBIX; (B pei.
denepanbHOro 3akona ot 27.12.2019 N 475-D3)

12.2) GuoananoroBsiii (0MOMOI00HBIN) JIEKapCTBEHHBIN npernapat (0noaHasor) - OMOJIOTHYECKUN
JIEKapCTBEHHBIHN MpernapaT, CX0KUH 10 mapameTpaM KaduecTBa, 3PPEeKTUBHOCTH U O€30MIaCHOCTH
C pedepeHTHBIM OHMOJIOTUYECKUM JICKAPCTBCHHBIM IPEIapaToM B TaKOW e JIEKapCTBEHHOU
dbopMe W HMMEIOUIMIA HWACHTHYHBIA crmocod BBeneHus; (B pen. DemepanbHOro 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

12.3) B3auMo3aMeHseMBbIii JIEKapCTBEHHBIN Mpenapar - JEKapCTBEHHBIN Mpenapar ¢ JoKa3aHHOU
TepareBTUUECKON 3KBUBAJICHTHOCTHIO WJIM OMOIKBUBAJIEHTHOCTBHIO B OTHOLIEHUN PePEepEeHTHOTO
JIEKapCTBEHHOI'0 Ipenapara, HWMEIOIIMM SKBUBAJIEHTHBIE €My Kaue€CTBEHHBII COCTaB H
KOJIMYECTBEHHBI COCTaB JICMCTBYIOIMX BEIIECTB, COCTaB BCIOMOTraTEJbHBIX BEILECTB,
JIeKapcTBeHHYIO (opMy | crioco0 BBeaeHus; (B pen. DexepanpHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

12.4) OWMOSKBHBAJICHTHOCTh JICKAPCTBEHHBIX MpPENapaTroB - JIOCTHKEHHE COIMOCTaBHMBIX
II0Ka3aTeJIe CKOPOCTH BCACBIBAHMS, CTEIEHU IIOCTYIUIEHHsS K MECTY JEWCTBUS U CKOPOCTH
BBIBEJICHUS] OJHOTO WJIM HECKOJIbKMX oOnajaromux (apMaKoJIOTHUECKOM aKTHBHOCTBHIO
HeﬁCTByIOMHX BCIICCTB IMpPU MPUMCHCHHU JICKAPCTBCHHBLIX MNPCIaparoB IJId MEAUIIMHCKOIO
IPUMEHEHMsI, MMEIOIIMX OJIHO MEXJAYHApOJHOE HENaTeHTOBAHHOE (WIM XUMHUYECKOe, WIH
IPyNIHPOBOYHOE) HAUMEHOBAHUE, B SKBUBAJIEHTHBIX JO3MPOBKAaX U MpPHU OJUHAKOBOM criocole
BBesieH st (B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 475-03)

13) nekapcTBEHHOE PACTUTEIHHOE CHIPHE - CBEKUE WIJIM BBICYIICHHBIC PACTEHUs TUOO X YacTH,
HCIIOJb3YEMBIE JIJIsl TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OPraHU3aUsIMU - IPOU3BOJUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB WJIM W3TOTOBJICHUSI JICKAPCTBEHHBIX IMPEMapaTroB anTEeYHBIMU
OpraHM3alysIMH,  BETEpPUHAPHBIMU  aNTEYHBIMU  OPraHU3alUSIMH,  HWHJIUBUIYaJTbHBIMU
MpearpUHIMATEIIMU, UIMEIOIIMMU JIMIICH3HUI0 Ha (DapMaIieBTHUECKYIO eI TEIbHOCTD;

14) nexapcTBEHHBII pacTUTEIbHBIN Npenapar - JIEKapCTBEHHBIN Mpenapar, Mporu3BeACHHbIN Win
M3TOTOBJIEHHBIN U3 OAHOTO BHUJA JIEKAPCTBEHHOI'O PACTUTENIBHOTO CHIPbS WIIM HECKOJIBKUX BHUJIOB
TaKOTO CHIPbsI U pealin3yeMblii B pachacoBaHHOM BHJE€ BO BTOPUYHON (IOTPEOUTETHCKOIN)
YIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, Tpou3BeIeHHbIH
WM U3TOTOBIICHHBIN U3 (papMaleBTUUEeCKO CyOCTaHIIMM WK (papMalieBTUUECKUX CyOCTaHIIUH B
COOTBETCTBUM C TpeOoBaHUSAMHU 0OmUX (apMaKONEeWHbIX cTaTell K TOMEONMAaTUYECKUM
JICKApCTBEHHBIM TpenapaTaM WM B COOTBETCTBHHM C TpeOOBaHMUSAMHU (apMaKONeu CTPaHBI
IIPOM3BOJUTEINSL TAKOIO JIEKAPCTBEHHOro Impemnaparta; (B pen. PenepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))



https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150

16) MexayHapoIHOE HEMAaTeHTOBAHHOE HAMMEHOBAaHUE JIEKAPCTBEHHOTO CpeAcTBa -
HAaUMEHOBAHHE JCHCTBYIOMIErO BemiecTBa (hapMarieBTUYECKONH CYOCTaHIIMH, PEKOMEHIOBAaHHOE
BcemupHnoii opranusanueii 3apaBooxpaneHus; (B pea. deaepanbHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

17) ToproBoe HanMMEHOBAaHHE JIEKAPCTBEHHOI'O CpEJCTBAa - HAaUMEHOBAHHE JIEKAPCTBEHHOTO
CpeACTBa, MPUCBOSCHHOE €r0 pa3paboTUYMKOM, JepKaTesieM WM BIaJCNIbLEM PErUCTPAIIHOHHOTO
YAOCTOBEpPEHHUs JIEKapCTBEHHOrO Tpenapara; (B pena. dexepanpHoro 3akoHa or 22.12.2014 N
429-03 (pex. ot 13.07.2015))

17.1) rpynnupoBOYHOE HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIperapaTta - HaWMEHOBaHHE
JIEKapCTBEHHOIO  IIperapara, HE  HMMEIOUIEr0  MEXAYHAapOJHOIO  HENAaTEeHTOBAHHOIO
HAaMEHOBAHMSA, WJIM KOMOHMHALIMU JIEKAPCTBEHHBIX IMPENaparoB, HCIOIb3yeMOE B IEIAX
00bEIUHEHNS. MX B TPYINY IMOJA €IWHBIM HAUMEHOBAaHUEM HCXOJs M3 OJMHAKOBOIO COCTaBa
nercTBytomux BemiecTB; (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-d3 (pexn. ot

13.07.2015))

18) oOmas ¢apmakoneliHas cTaTbs - JOKYMEHT, YTBEP)KICHHBIH YIOJIHOMOYEHHBIM
(denepasbHBIM OpPraHOM HCIIOJHUTENBHON BJIACTH W COJACp)KAIIMN IepedeHb IoKa3aTelei
KayectBa © (WJIM) METOJOB KOHTPOJIS KayecTBa KOHKPETHOM JIEKapCTBEHHOH (opMbl,
JICKAPCTBEHHOTO ~ PACTHTENBHOTO  CHIPbS, ONUCAHUS  OHOJIOTMYECKHX, OHMOXMMHYECKHUX,
MHUKPOOHOIOTUYECKHUX, (U3NKO-XUMHUECKUX, (PU3MUECKUX, XUMHYECKHMX M JPYTHX METOJOB
aHaJIM3a JEKapCTBEHHOT'O CPECTBA, a TAK)KE TPEOOBAHUS K MCIIOJIb3YEMbIM B LIEJISX MPOBEICHHS
JTAHHOTO aHaJIM3a PEaKTHBaM, TUTPOBAHHBIM pacTBOpaM, MHIUKaTopam; (B pen. denepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

19) c¢apmakoneiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (enepaabHbIM
OpraHOM HCIOJHUTEIBLHONW BJIACTH U COJIEpIKallUil IepeueHb Noka3aTesiell KayecTBa U METOJI0B
KOHTPOJISl KauecTBa JIEKAPCTBEHHOT0 cpe/cTBa; (B pen. deaepanpHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

19.1) crangaptHble o0Opa3ibl - BEHIECTBA, MOCPEACTBOM CpaBHEHUS C KOTOPBIMU
OCYIIIECTBIISICTCS KOHTPOJh KA4eCcTBa WCCICAYyEeMBIX JICKQpPCTBEHHBIX CPEJCTB C TIOMOIIBIO
(U3UKO-XMMHYECKUX M OWOJIIOTUYECKUX METOJOB B IMENSIX MOATBEPXKICHUS COOTBETCTBUS
JICKaPCTBCHHBIX CPEJICTB TPEOOBAaHUSM HOPMATHBHOW JOKYMEHTAI[MH, YCTAHOBJICHHBIM IIPH
OCYIIIECTBICHUH TOCYIapCTBEHHOW PETUCTPAIlMU, U KOTOpPHIE MPUMEHSIIOTCS IS KaauOpOBKU
CTaHJIAPTHBIX 00PA3IOB MPOW3BOAUTEIS JICKAPCTBEHHBIX CPEJICTB, UCIIOJIB3YEMBIX ISl KOHTPOJIIS
KauecTBa M WMHBIX IIeJiell mpu oOpalleHu JIeKapCTBEHHBIX CpeAcTB; (B ped. PDeaepanbHOTrO
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

19.2) dapmakoneitHpiii cTaHIAPTHBIA 00paser] - CTaHAApTHHIA oOpa3el, NMPOWU3BEIACHHBIM B
COOTBETCTBUM ¢ (hapmakomeitHoi cTatbeii; (B pen. denepanpHoro 3akona or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

20) HOpMaTHUBHAA JOKYMCHTAUUA - JOKYMCHT, coz[epxcamﬂﬁ NEpCUCHb ONPCACIACMBIX I10
pe3yjabTaTaM COOTBETCTBYIOIINUX OSKCIICPTHU3 ImoKa3aTelieil KadecTBa JICKAapCTBECHHOI'0 CpPEACTBA
AJE MECIUOUHCKOTrO IMPUMCHCHUA, METOAOB KOHTPOJISI €ro KadueCTBa U YCTaHOBHCHHBIﬁ €ro
MMPOU3BOJUTCIICM;

21) HOpPMATUBHBI JOKYMEHT - JOKYMEHT, COJEpKalluii NepedeHb OMNpEeIesIseMbIX IO
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pe3yabTaTaM COOTBETCTBYIOIIMX JKCIEPTU3 MOKa3aresiel KauecTBa U (MJIM) METOJIOB KOHTPOJIS
KauecTBa  JICKAPDCTBEHHOW  (OPMBI,  ONMUCAHUS  OUOJIOTUYECKUX,  OMOXMMHUYECKUX,
MUKPOOHOIOTUIECKHUX, (U3NKO-XUMHUCCKUX, (PU3MUECKUX, XUMHUYECKHUX M APYTrHX METOJIOB
aHalM3a JIEKAPCTBEHHBIX CPEACTB /I BETEPUHAPHOTO TPUMEHEHUs, TpeOOBaHHUS K
UCTIOJIB3yEeMBbIM B IIENIAX MPOBEACHUS JAHHOTO aHAM3a PEaKTHBAaM, TUTPOBAHHBIM PacTBOPAM,
WH/IMKATOpaM M YCTAaHOBJICHHBIH €ro MPOU3BOIUTEIICM;

21.1) oOmmii TeXHUYECKUH JOKYMEHT - KOMIUICKT JOKYMEHTOB M MaTE€pHaOB, COCTOSAIINNA W3
HECKOJIbKUX pa3/ieJloB - JOKYMEHTAlluM aJMUHUCTPATHUBHOTO XapakTepa, XHUMHYECKOM,
(bapmaleBTUYECKO u OMOIOrHYeCKOi JOKYMEHTAIUH, (bapMaKoIOTHYECKOIH,
TOKCUKOJIOTUYECKOM  JIOKYMEHTAlUH, KIMHUYECKOM JOKYMEHTAMU W NPEACTaBIISIEMbIN
OJIHOBPEMEHHO C 3asiBJICHUEM O TOCYAAPCTBEHHOW PErMCTPALIMH JIEKAPCTBEHHOTO IIpenapara s
MEIHUIIMHCKOTO TMPUMEHEHHsT B (opmare, yCTAaHOBJICHHOM YIOJHOMOYCHHBIM (eaepaTbHbIM
OpraHOM HCIIOJIHUTENbHON BnacTH; (B pea. denepanpHoro 3akoHa or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

22) KadecTBO JIEKAPCTBEHHOIO CpEACTBa - COOTBETCTBUE JIEKAPCTBEHHOTO CpEACTBA
TpeboBaHusAM (apmakoneiHoil cratem MO0 B cCiydyae €€ OTCYTCTBUS HOPMAaTHBHOM
JOKYMEHTAIUN UM HOPMATUBHOTO JOKYMEHTA;

23) 06e3011aCHOCTb JIEKAPCTBEHHOI'O0 CPEACTBAa - XapaKTEPUCTUKA JIEKAPCTBEHHOI'O CpE/ICTBa,
OCHOBAaHHAs HA CPaBHUTEIHFHOM aHanmM3e ero 3((EeKTUBHOCTH M PHUCKA NMPUYMHEHHS Bpena
3I0POBBIO;

24) 3(p(heKTUBHOCTD JICKAPCTBEHHOT'O Mperapara - XapakKTepUCTHKA CTEICHU MOJOXKHUTEILHOTO
BJMSIHHS JICKAPCTBEHHOTO Tpenapara Ha TEYCHHUE, MPOJAOIDKUTEILHOCTh 3a00JCBaHUS WIIH €T0
MPEIOTBpAIllCHHe, pPEaOMIUTALMIO, HAa COXPaHEHHE, NPEJOTBPALICHHE WJIH TpPEpPhIBAaHKE
OepeMEeHHOCTH;

25) Ccepus JICKaApCTBECHHOI'O CPEACTBA - KOJIMYCCTBO JICKAPCTBCHHOT'O CPEACTBA, IPOU3BCACHHOC B
PE3YIBbTATC OAHOTO TEXHOJOTHYCCKOI'0 UKJIIA €TO IMPOU3BOAUTECIICM,

26) perucTpallMOHHOE  yJOCTOBEpPEHHE  JICKApCTBEHHOIO  Mperapata -  JOKYMEHT,
MOATBEPIKIAIOMIUH (aKT TOCYAPCTBEHHON pErucTpaIiiy JISKApCTBEHHOTO TIperapara;

26.1) gepskaTenb WM BIaeNel] PETUCTPAIIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO TIperapara
- pa3paboTUMK JEKApCTBEHHOTO CPEACTBA, MPOU3BOAMUTEND JIEKAPCTBEHHBIX CPEACTB WM HMHOE
IOPUINYECKOe JIMI0, OOJamaroniee MpaBOM BIAJEHHUS PErHCTPALMOHHBIM YIOCTOBEPEHUEM,
KOTOpbIE HECYT OTBETCTBEHHOCTh 3a KadecTBO, OJ¢pdekTuBHOCT U  0e30MacHOCTh
JeKapCcTBeHHOTro Tpenapara; (B pea. denepanpuHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

27) perHCTpaHHOHHBIﬁ HOMECp - KOIOBOC 0603Ha‘-ICHI/Ie, INPHUCBOCHHOC JICKAPCTBCHHOMY
npemapary npu €ro l"OC}’I[&pCTBCHHOﬁ perucTpanuu;

28) oOpaiieHue JeKapCTBEHHBIX CPEACTB - pa3paboTka, MTOKIMHHYECKHE WCCIEIOBaHMS,
KJIMHAYECKUE HWCCIEAOBaHUs, dKCIEPTHU3a, TOCYAapCTBEHHAS PETHCTpalus, CTaHAapTHU3alUs U
KOHTPOJIb KayeCTBa, IMPOU3BOJICTBO, U3TOTOBJICHHE, XpaHEHHUE, NepeBO3Ka, BBO3 B Poccuiickyto
®enepanuio, BbIB03 M3 Poccuiickon denepanuu, pekinama, OTIYCK, peanu3aius, Mnepeaada,

IIPUMEHEHHUE, YHUUYTOKEHHUE JIEKApCTBEHHBIX CpeACTB; (B peld. dDenepalbHOrO 3aKOHa OT
06.12.2011 N 409-®3)
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29) cyOBeKkThl OOpalleHHs] JIEKapCTBEHHBIX CPEACTB - (U3MYECKHe JUIla, B TOM 4YHUCIE
UHJUBUAYAJIbHBIE NIPEANPUHUMATENN, U IOPUINYECKHUE JIMIA, OCYLIECTBIISIIOIINE AESITEIbHOCTD
IIpU 0OpallleHUH JIEKAPCTBEHHBIX CPENICTB;

30) pa3paboT4MK JIEKAPCTBEHHOTO CpEICTBAa - OpraHu3amnus, oOjajaromas TpaBaMHd Ha
pe3ynbTaThl  JOKJIMHUYECKUX HCCIIEOBAaHUI  JIEKAPCTBEHHOTO  CPEICTBA, KIMHUYECKUX
HCCIEAOBAaHUM  JICKApCTBEHHOI'0 mpernapata W (MJIM) Ha TEXHOJIOTHIO IPOU3BOJICTBA
JeKapCcTBeHHOTo cpeacTBa; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-d3 (pexn. ot

13.07.2015))

31) npou3BOJCTBO JIEKAPCTBEHHBIX CPEACTB - JEATEILHOCTH MO MPOU3BOACTBY JIEKAPCTBEHHBIX
CPEICTB OpPraHU3alUsAMH - IMPOU3BOAUTEIISIMU JIGKAPCTBEHHBIX CPEACTB HA OJHON CTajuH,
HECKOJIBKUX WJIM BCEX CTaJHsIX TEXHOJOTMYECKOTO IMpoIecca, a TaKkKe [0 XPAaHCHHIO U
pealn3anyy MPOU3BEICHHBIX JICKAPCTBCHHBIX CPEJICTB;

31.1) nmpomsBOACTBEHHas IUIOMIAJKA - TEPPUTOPHAIBLHO  OOOCOOJNEHHBIN  KOMIUIEKC
IIPOM3BOIUTENIS JIEKAPCTBEHHBIX CPE/ICTB, NMPEIHA3HAYEHHBIN JJIs BBIIIOJHEHUS BCEro IMpolecca
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB WJIM €ro oNpeAeseHHON cTaauy; (B pen. PenepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

32) MMPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCACTB - OpraHu3alusl, OCyHICCTBIIAIOIIasA MPOU3BOACTBO
JICKAPCTBCHHLIX CPCACTB B COOTBECTCTBUU C Tpe6OBaHI/I$IMI/I HaCToAImeTro d)eﬂepaanoro 3aKO0Ha,

33) dapmareBTHYECKAs AEATETBHOCTD - JEITEIBHOCTD, BKIIOYAIOIIAst B Ce0sl ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CpPEJICTBAMHU, HMX XpaHEHUE, IEpPEBO3KY M (WJIU) PO3HUYHYIO TOPIOBIIIO
JIEKapCTBEHHBIMU MIperapaTaMi, B TOM YHCJIE JUCTAHIMOHHBIM CIIOCOOOM, HX OTITYCK,
XpaHeHHe, IEPEBO3KY, H3TOTOBJEHHE JICKAPCTBEHHBIX mpemnaparoB; (B pen. PeaepaibHOro
3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanus ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEICTBAMHU - OpTaHU3AIHs,
OCYIIECTBJISIONIAs ONTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMU CPEJICTBAMHU, UX XPaHEHHE, TIEPEBO3KY
B COOTBETCTBUU ¢ TpeOoBaHMsIMU HacTosiero denepanbHOro 3aKoHa;

35) amrTeyHas opraHu3alus - OpraHU3alUs, CTPYKTYpPHOE TMOApa3/eiIeHHe MEIUIMHCKON
OpraHM3allM, OCYIIECTBISAIOIME PO3HUYHYO TOPTrOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMy, B TOM
yyciie JUCTAaHLHMOHHBIM CHOCOOOM, XpaHEHHe, IE€peBO3KY, MW3rOTOBJIEHME U  OTIIYCK
JIEKapCTBEHHBIX MpenapaToB JUIsl MEIUIIMHCKOTO IPUMEHEHUS B COOTBETCTBUH C TPEOOBAHUSIMHU

Hacrosiero deaepanbHOTO 3aK0Ha; (B pen. deaepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot
03.04.2020 N 105-®3)

36) BerepuHapHas anTeyHas OpraHU3allds - OpraHW3aIus, CTPYKTYpPHOE IMOApa3JeleHne
BETEPUHAPHOM OpraHu3aluy, OCYHIECTBISAIOIINE PO3HUYHYIO TOPIOBIKO JIEKAPCTBEHHBIMU
mpernapaTamMy, B TOM YHCII€ TUCTAHIIMOHHBIM CIOCOOOM, XpaHEHHUE, U3TOTOBICHHE M OTIIYCK
JICKApCTBCHHBIX ITpE€IIapaToB AJIA BETCPUHAPHOTO MPUMCHCHUSA B COOTBETCTBUU C Tpe60BaHI/I5[MI/I
nacrosiero ®egepansHoro 3akona; (B pea. ®emepansuoro 3akona oT 03.04.2020 N 105-D3)

37) danecuduupoBaHHOE  JIEKAPCTBEHHOE  CPEACTBO -  JIGKAPCTBEHHOE  CPENCTBO,
COIIPOBOXKAAEMOE JIOXKHON MHpOpMaIueil 0 ero coctase U (WIH) MPOU3BOIUTEIIE;

38) HemoOpOKauyeCTBEHHOE JIEKAPCTBEHHOE CpPEJCTBO - JIEKAPCTBEHHOE CPEJCTBO, HE
COOTBETCTBYIOIIEE TpeOoBaHUAM (apMaKoONmeHHON cTaThu JHOO B cllydyae €€ OTCYTCTBHS
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TpCGOBaHI/IHM HOpMaTHBHOﬁ AOKYMCHTAIIUU UJIM HOPMATUBHOI'O JOKYMCHTA,

39) xoHTpagaKTHOE JIEKApCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEICTBO, HAXOJIIEecs B
000pOTe C HAPYLICHUEM I'PasKIAAHCKOT0 3aKOHO/IATEIbCTRA;

40) JMOKIMHUYECKOE  HCCIENOBAHUE  JIGKAPCTBEHHOTO  CPENCTBA -  OMOJIOTHYECKHE,
MHUKPOOHOJIOTUYECKHE, HWMMYHOJOTHYECKHUE, TOKCHKOJOTWYeCcKHe, (papmMakojIoruyeckue,
¢u3nueckne, XUMHYECKHE U JApPYrHe WCCIEJOBAaHHUA JICKAPCTBEHHOTO CPEICTBA ITyTEM
MPUMEHEHUSI HAYyYHBIX METOJOB OIICHOK B IEJIAX IOJYYEHUs OKa3aTeJIbCTB O€30MacHOCTH,
KayecTBa 1 3()(hEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA;

41) KIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOTO Ipernapara - M3y4YeHHE JAMArHOCTUYECKUX,
JIe4eOHBIX, MPO(PUIAKTHYECKUX, (apMaKOJIOTHUYECKUX CBOWMCTB JIGKAPCTBEHHOTO Mperapara B
MPOLIECCE €r0 MPUMEHEHHUsS y YelOBEKa, JKMBOTHOTO, B TOM YHCJIE MPOIECCOB BCACHIBAHMSI,
pacrpeeieHusi, I3MCHCHUsSI U BBIBEJICHUS, IyTeM MPUMEHEHUS HAYYHBIX METOJIOB OIICHOK B
HEJISAX TOJYYEeHHUsT TOKa3aTeIbCcTB 0€30MacHOCTH, KayecTBa U 3((EKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, JaHHBIX O HEXeNaTeJIbHBIX pPEaKIUsAX OpraHu3Ma 4YelIOBeKa, J>KMBOTHOTO Ha
MPUMECHECHHUE JICKAPCTBEHHOTO Tperapara u 00 3¢ddexTe ero B3auMOJICHCTBUS C JAPYTUMHU
JIEKapCTBEHHBIMU MperapaTaMu U (UJIu) NULIEBBIMU IPOYKTAMU, KOPMAMHU;

42) MHOTOIICHTPOBOE KIMHHYECKOE HCCIEIOBAaHHE JICKAPCTBCHHOTO Mpernapara Jyis
MEIUIUHCKOTO MPUMEHEHHS - KIMHMYECKOE HCCICIOBaHKME JICKApCTBEHHOIO Mpenapara Juis
MEIUIUHCKOTO TPUMEHEHHS, IPOBOMMOE pa3pabOTYMKOM JICKAPCTBEHHOTO Mperapara B JIBYX U
6OJI€C MCIUIHMHCKUX OpraHu3aluAax 1Mo CAWHOMY IPOTOKOJIY KIMHUYCCKOIO MHCCICIOBAHUSA
JICKapCTBEHHOTO Iperapara;

43) MexXIyHapOIHOE MHOTOIICHTPOBOE KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOTO Mpenapara
JUTSE MEIUIIMHCKOTO MPUMEHEHHSI - KITMHUYECKOe MCCIIeI0BaHUE JICKAPCTBEHHOTO Mpenapara Jyis
MEMIIMHCKOTO TPUMEHCHHUS, TPOBOJUMOE pPa3pabOTUYMKOM JIEKAPCTBEHHOTO TIperapara B
Pa3NMYHBIX CTpaHax IO €IWHOMY IPOTOKONY KIMHHUYECKOTO HCCIEJIO0BaHUS JEKApCTBEHHOTO
npenapara;

44) mOCTpPEerucTpallMOHHOE KIMHUYECKOE HCCIIEeI0OBaHUE JIEKAPCTBEHHOrO Ipemnapara s
MEIUIMHCKOTO NPUMEHEHUS - KIMHUYECKOE HCCIIECIOBAHME JIEKAPCTBEHHOrO Ipenapara IJis
MEIUIIMHCKOTO MPUMEHEHHUs, IMPOBOJUMOE IPOU3BOJAUTENEM JIEKAPCTBEHHOI'O IIpernapara,
IpaXIaHCKH 000pOT KOTOPOTO OCYIIECTBIISETCS IOCIE€ TOCYAapCTBEHHOW perucTpanuu, B
LEJSIX JTOMOJHUTENBHOr0 cOOpa JAaHHBIX O €ro 06e30MacHOCTH U A(P(PEKTUBHOCTH, PACIIMPEHUs
[IOKA3aHUH K TIPUMEHEHUIO [aHHOIO JIEKAPCTBEHHOIO IIpenapara, a TaKXe BBIABICHUS
HEXEJIaTEJIbHBIX PEaKUil MallMeHTOB Ha €ro JECTBHE;

45) wuccrnenoBanne OWOPKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO Tpernapara - BHJ KIMHUYECKOTO
HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpenapara, IPOBEIECHHE KOTOPOro OCYHIECTBISAETCS IS
OTIpeIeTICHUs] CKOPOCTH BCACHIBAaHWS M BBIBEJCHHUS OJHOTO WM HECKOJIBKUX OO0JIaJaroIInx
(hapMaKoOJIOTUUECKOW aKTUBHOCTBIO JIEHCTBYIOIIUX BEIIECTB, KOJWYECTBA JIEKAPCTBEHHOTO
Ipernapara, JOCTUTalolero CHCTEMHOIO KpPOBOTOKA, M PE3yJbTaTbl KOTOPOTO MO3BOJISIOT
clenaTh BBIBOJ O OMOPKBHMBAJIEHTHOCTH BOCIIPOM3BEIEHHOIO JIEKApCTBEHHOTO Mpernapara B
OTIpeIeTICHHBIX JICKAPCTBEHHOW (opMe M O3UPOBKE, COOTBETCTBYIOMIMX (hOpME U JO3HPOBKE
pedepeHTHOTO JIeKapCTBEHHOTO mpernapaTa; (B pea. PexepanpHoro 3akoHa oT 22.12.2014 N
429-®3 (pen. ot 13.07.2015))
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46) wucceOBaHUE TEPANeBTUYCCKONH SKBUBAICHTHOCTH JICKAPCTBEHHBIX MPENAapaToB - BHJ
KIIMHUYECKOTO  WCCIICIOBAaHUS  JIGKAPCTBEHHBIX  IPENapaToB, IMPOBEICHUE  KOTOPOTO
OCYIIECTBISICTCS  JUIS  BBISIBIICHUS OJJMHAKOBBIX CBOWCTB JIGKAPCTBEHHBIX IIPEIapaToB
OTpECNICHHOW JICKAPCTBEHHON (OpPMBI, a TaKKe HAIMYUs OJIMHAKOBBIX IIOKa3aTesen
0e3omacHOCTH W AI(PPEKTHBHOCTH JIEKAPCTBEHHBIX MPENapaToB, OJIMHAKOBBIX KIMHUYCCKHX
3¢ (eKTOB MpH UX MPUMEHCHHH,

47) IpOTOKOJ KIMHUYECKOTO UCCIIEI0BaHHS JICKAPCTBEHHOTO TIpenapara - JOKyMEeHT, B KOTOPOM
OIPEACISIFOTCS  1eH, (OPMBI OpPraHM3alMd W METOMOJIOTHSl TPOBEACHUS KIMHHYECKOTO
UCCIIEI0OBAHMS, CTATHCTUYECKHE METOIbI 00Pa0OTKH PE3yIbTaTOB TAKOTO MCCIICIOBAHUS U MEPBHI
no obecriedeHnI0 0e30mMacHOCTH  (U3WYECKUX JIML, YYacTBYIOIIMX B  KIMHUYECKOM
HCCIIEI0BAaHHH JICKAPCTBEHHOT'O ITPEIaparTa;

48) Opoutopa wHccienoBarenss - CBOJHOE H3JIOKEHHE Ppe3yJbTaToB  JTOKJIMHUYECKOTO
UCCIICIOBAHMS JICKAPCTBEHHOI'O CPEACTBA M KIMHUYECKOIO MCCICNOBAaHUSA JIEKAPCTBECHHOIO
rpenapara Jiuisi MEJUIUHCKOrO IPUMEHEHMS;

49) mHQOPMALMOHHBIA JHCTOK MAIMEHTa - JOKYMEHT, B KOTOPOM COJEpXarcs B JIOCTYITHOM
¢dopme cBeieHUs, KacarolMecs MPOBOAMMOrO KIMHUYECKOIO MCCIIEOBAHUS JICKAPCTBEHHOI'O
mpernapara, U B IHCBMEHHOH ¢opMe H00pOBONBHOE COrjlacue MalleHTa Ha ydJacTue B
KJIMHUYECKOM  HCCIIEZIOBAaHUM  JIEKAPCTBEHHOIO  IIperapara I0Cle€  O3HAKOMJICHHS  C
0COOEHHOCTSIMH KIIMHUYECKOTO HMCCIEIOBAHUS, UMEIOMIMMHU 3HAUCHHE IS BBIPAKECHUS TaKOTO
corJjlacus;

50) moOGouHOe MACHCTBHE - pEaKlUs OpraHu3Ma, BO3HUKIIAS B CBS3W C NPUMCHECHUEM
JIEKApCTBEHHOTO Tpernapara B J03aX, PEKOMEHIYEMbIX B MHCTPYKIIUU IO €r0 MPUMEHEHHUIO, IS
MPOPUIAKTUKH, TUATHOCTUKH, JICUCHUS 3a00JI€BaHUS WU JJIS pEaOWIUTALINH;

50.1) HexxenaTenbHas peakiys - HEMpeAHaMEpEeHHas HeOJarompusiTHas peakiusi OpraHu3Ma,
KOTOpass MOXeT OBITh CBsi3aHa C TPUMEHEHHEM JIeKapCTBEHHOTO TMpemnaparta; (B pen.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

51) cepre3Has HeXeJaTelnbHAs peaKkius - HeXelaTelIbHas peaklus OpraHW3Ma, CBS3aHHAs C
MPUMEHEHHEM JIEKApCTBEHHOTO MpernapaTta, MpHUBENIIas K CMEPTH, BPOXKICHHBIM aHOMAIHSIM
WU TIOpOKaM Ppa3BUTHA JMOO TMPENCTaBISOMAs CO00M  yrpo3y JKM3HHU, TpeOyromas
rOCIUTANIU3AINY UIH MPUBEAIIAs K CTOMKOM yTpaTe TpyI0CIOCOOHOCTH U (WJIN) MHBAJIUIHOCTH;

52) HCMPCABUACHHAA HCKECIATCIbHAA PCaKIHA - HCKECIATCIbHAasA peaKlusd OpraHuiMa, KoTopasd
CBs3aHa C MPUMCHCHUCM JICKAPCTBCHHOT'O IIPCIlapaTa B 103aX, pPEKOMCHAYCMBIX B ITPOTOKOJIC €TI0
KIIMHUYCCKOI'0O MCCICIOBAaHUAI, 6p01H10pe HCCIICO0BATECIIA, UKW C IPUMCHCHHUEM JICKAPCTBCHHOI'O
Inpenapara B 103aX, pPCKOMCHAYCMbIX B MHCTPYKIUU 110 €TI0 IMPUMCHCHHUIO JJIA HpO(bI/I.HaKTI/IKI/I,
JUArHOCTHUKH, JICHCHUA 3a00JIeBaHUs WIH MGHI/IHHHCKOP'I pea6I/IJ'II/ITaI_II/II/I MmanucHTa, 1 CyIIHOCTb,
TSOKCCTh HJIM HUCXO/[ KOTOpOfI HC COOTBCTCTBYCT PIH(bOpMaLII/II/I 0 JICKAPCTBCHHOM IIpCIiapare,
conepmameﬁcz B IIPOTOKOJIC €0 KIIMHUYCCKOIr'0o UCCIICA0OBAHUA, 6p01mope HcciaecaoBareiad UJin B
HHCTPYKIMU IO NPUMCHCHHIO JICKAPCTBCHHOI'O IIPCIiapara, (B pea. @enepaanoro 3aKOHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

52.1) dapmakoHan30p - BUJ AEATEILHOCTU 110 MOHUTOPUHTY 3()PEKTUBHOCTH U O€30MacCHOCTU
JIEKapCTBEHHBIX IPENapaToB, HANpAaBICHHBIM Ha BBIABICHUE, OLEHKY W IPEIOTBpALICHHE
HEeXKeJlaTeJIbHBIX MOCIEICTBUN IPUMEHEHUS JIeKapCTBEHHBIX MpenapaTos; (B pea. deaepaibHOro
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3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

52.2) mnaH ynpaBleHUs] PUCKaMHU - TIOJPOOHOE ONMUCAHWUE MEPOIPUSITHI Mo (hapMaKOHAI30DY,
HAlpaBJICHHBIX HAa BBIABJICHUE, OLEHKY M MPEJOTBpAIlCHUE WIM MHHMMM3AIHNIO PUCKOB,
CBSI3aHHBIX C JIGKAPCTBEHHBIMU TIperapaTamu, BKJIOYas OLEHKY 3(()EKTUBHOCTH aHHBIX
Mmepornpusithii; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

53) peuent Ha JICKAPCTBEHHBIH NIpemapar - MEAUIIMHCKHA JTOKYMEHT yCTaHOBJICHHOW (DOPMBI,
coJepKallluii Ha3HAUYE€HHUE JIEKApCTBEHHOIO IIpernapaTta A MEIUIUHCKOTO IPUMEHEHUs,
BBIIAHHBIN MEIUIIMHCKUM PabOTHUKOM B IEJIIX OTIYCKa JIEKApPCTBEHHOT'O IMpemnapara Uid ero
M3TOTOBJICHUS M OTITyCKa Ha OyMa)KHOM HOCHTEJIE MJIH C COTJIacus MaleHTa WK e€ro 3aKOHHOTO
npeactaBuTeNss B (opMe SJIEKTPOHHOTO JOKYMEHTa, IOAMHCAHHOTO C HCIOJIb30BAHUEM
YCUJICHHOW KBaTM(PUIMPOBAHHON SIIEKTPOHHON MOIMUCH METUIIMHCKOrO pabOTHUKA, JIHOO
JOKYMEHT YCTaHOBIIEHHOW (OpMBI, COJep>Kallliii Ha3HAYEHHE JICKAPCTBEHHOTO MperapaTta Uit
BETEPUHAPHOTO TMPUMCHCHHMSI, BBIJIAHHBIN CIICIUATMCTOM B O0JIACTH BETCPUHAPHH B MEJSIX
OTITyCKa JIEKapCTBEHHOTO Iperapara Uil €ro U3roTOBJICHUS U OTITyCKa Ha OyMa)KHOM HOCHTEIIE;
(B pen. deaepanbhbIx 3aKk0HOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-D3)

54) TpeboBaHMEe MEIUIMHCKOW OpraHu3allid, BETEPUHAPHOW OpraHU3alMh - JOKYMEHT
YCTaHOBJICHHOW (DOPMBI, KOTOPBIA BBITUCAH MEIUIIMHCKHM PAaOOTHHUKOM WJIHM CHEIHAAINCTOM B
o0jacTu BeTepUHAPHH, UIMEIOIIUMHU Ha 3TO MPaBO, U COACPKHUT B MUCbMEHHOH (popme ykazaHUE
anTeyHOM opraHuM3aluyd WM  BETEPUHAPHON  anTeyHOW oOpraHu3auuu o0  OTIyCKe
JIEKapCTBEHHOT'O MIpernapaTa Uil O €ro U3roTOBJICHUH U 00 OTIIycKe AJis oOecredeHus 1e4e0Horo
rpoiiecca B MEIMIIMHCKON OpraHu3aiuu, BeTepUHApHOW opraHuzainmu; (B pea. deaepaibHOTro
3akona ot 02.08.2019 N 297-D3)

55) KOMIUIEKCHas OIleHKa JIeKapCTBEHHOIO IpenapaTa - OILIEHKa 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOI'O Ipelnapara, BKIIOYaroIas B ceds aHaiu3 UHPOPMALUU O CPaBHUTEIBHOM
KIMHUYECKOH H(PQPEKTUBHOCTM U 0€30IacHOCTU JIEKAPCTBEHHOTO IMperapara, OLEHKY
SKOHOMMYECKUX TOCIEACTBUM €ro MPUMEHEHHUs, HU3y4eHHE JOMOJHUTENbHBIX MOCIEACTBUM
IIPUMEHEHUs JIEKapCTBEHHOIO IIpernapaTa B ILEJIAX MPUHATHS PEIIEHUH O BO3MOXKHOCTHU
BKJIIOUEHUS JIEKapCTBEHHOT'O Ipernapara B MEpevYeHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX  IIPENapaToB, HOPMATUBHBIE IPAaBOBBIE AKTbl M  HHBIE JIOKYMEHTHI,
oTpeeNsoNre NOPAA0K OKa3aHHUsI MEIULMHCKOMN MTOMOIIY, WIIM UCKITIOUEHUS €r0 U3 yKa3aHHBIX
NepeyHs, akTOB U JOKYMEHTOB; (B pe. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

56) cucreMa MOHUTOPHMHIa JBWXKEHMS JICKAPCTBEHHBIX IMPENapaTroB s MEIUIMHCKOro
NpUMEeHEeHUsT - (¢eaepanbHas TrocyAapcTBeHHass HWHGOPMAIMOHHAs CHUCTEMa MOHUTOPUHIA
JBUKEHUS JIEKAPCTBEHHBIX IPENApaToOB I MEJULMHCKOTO IIPUMEHEHHS OT IIPOU3BOJUTEIS 10
KOHEYHOT'O MOTPEeOUTENsI C MCIOJb30BAHUEM B OTHOILIEHUM JIEKAPCTBEHHBIX IpEnapaToB AJis

MEIULUHCKOTO TNPUMEHEHHUs CpeAcTB HAeHTH(uKauuu. (B pea. dexepanbHOro 3aKoHa OT
28.12.2017 N 425-®3)

I'maga 2. IOJTHOMOYUSA ®EAEPAJIBHBIX OPT’TAHOB
WCIHOJIHUTEJBHOM BJIACTH, OPTAHOB
WCIIOJTHUTEJBHOM BJIACTHU CYFBEKTOB
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POCCHUHUCKOM ®EJEPAIIUA ITPU OBPAILLIEHUU
JEKAPCTBEHHBIX CPE/JICTB

Cratbs 5. IlotHoMouns PeepaibHbIX OPraHOB UCIOJHUTEIbLHOM
BJIACTH NPU 00PALIEHUH JIEKAPCTBEHHBIX CPE/ICTB

K mnonnomoumsiM  ¢enepaabHBIX OpPraHOB HCIOJHUTENBHOW BIACTH TpU  OOpalieHUH
JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) nmpoBenenue B Poccuiickoii denmepanuu eIuHON TOCYIapCTBEHHOW IOJUTHUKH B 00JIacTH
obecrnieueHrs JIGKApCTBEHHBIMH TIperaparamu TpaxknaaH B Poccuiickoit denepanuu; (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) yrBepxkaeHue oOmMX (apmakonmeHHbIX crarei, (apMaKONMEWHBIX CTaTel, W3IaHUE
rocyapcTBeHHON (hapmakoneu, co3JaHhe W BelleHue peecTpa (papMakomeidHbIX CTaHIAPTHBIX
00pa3ioB; (B pea. PeaepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) ocymectBieHue (penepabHOTO TOCYAaPCTBEHHOTO KOHTPOIIS (Ham3opa) B cdepe odparneHus
JIEKapCTBEHHBIX CPeACTB; (B ped. DenepanbHbix 3akoHOB OT 25.06.2012 N 93-P3, ot 11.06.2021
N 170-®3)

4) nuUeH3WpOBAaHUE IMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uucie ¢eaepaibHbIi
rOCYAapCTBEHHBIN JIMIIEH3MOHHBIA KOHTPOJb ACSITEIBHOCTU IO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB, MEPUOJUIECKOE MOATBEPKICHIE COOTBETCTBUS JIMLIEH3UATa, UMEIOIIETO JIMIEH3UI0 Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, M (DApMalIeBTUUECKON JIEATEILHOCTH B COOTBETCTBUU C

3akoHojaTenbcTBOM Poccuiickoit @enepauny; (B pea. PeaepanbHoro 3akoHa ot 11.06.2021 N
170-d3)

5) opraHuzaius SKCHEPTHU3bI JEKAPCTBEHHBIX CPEJCTB, TUYECKOW SKCHEPTH3bI BO3MOXKHOCTH
MIPOBECHUST KIMHMYECKOIO HCCIIEAOBAaHMs JIEKAPCTBEHHOIO Ipernapara Uil MEAMIMHCKOTO
MNPUMCHCHUS, OSKCICPTU3bI AOKYMCHTOB, HNPCACTABICHHBLIX I OHNPCACICHUSA BO3MOXHOCTHU
paccMaTpuBaTh  JIGKAPCTBEHHBIM  Mpemapar Ajds  MEAWLUUHCKOIO  MPUMEHEHHS  IpH
TOCY/IapCTBEHHOM PETUCTpaluy B KadecTBE Op(haHHOTO JIEKapCTBEHHOTO Ipemapara; (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

5.1) opraHuzanusi MpPOBENEHUS KOMILIEKCHOM OLIEHKH JIEKapCTBEHHOI'O Ipernapara B ILEsuxX
IPUHATUSA PELIEHUH O BO3MOXKHOCTU BKIIIOUEHHUs JIEKAPCTBEHHOIO IIpenapara B IIEpEeYeHb
KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpPENapaTroB, HOPMATHUBHbIE NPABOBBIE
aKTbl U HHbIE JOKYMEHTBI, OIpPEACIAIOIINE IOPAJOK OKA3aHUs MEIULMHCKON IOMOILIU WU
UCKJTIOYEHHS €r0 M3 yKa3aHHBIX MEepeyHsi, aKTOB U JOKYMEHTOB; (B pea. PenepanbHOro 3aKoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) BBIIaua paspenieHui Ha TMPOBEJACHHUE KIMHUYECKUX WCCIICOBAHUNA JIEKApCTBEHHBIX
[IPENaparoB, BEJACHUE PEECTpa BBIAAHHBIX pa3pElICHUN Ha MPOBEAEHUE KIMHUYECKUX
HCCIIEIOBAHUH JIEKAPCTBEHHBIX IIPENAPATOB;

7) TOCymapCTBEHHAsl PErHCTpalus JIEKAPCTBEHHBIX IMPENapaTroB, BEJACHHUE TOCYIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJICTB;
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8) opranuzanus U (WIM) NPOBEJEHUE UHCIEKTUPOBAHUS CyOBEKTOB 0OpallleHHs! JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE IpaBUiaM HaJJIEXKallel J1adopaTOpHOW MPaKTUKH, IpaBUIIaM
HaJUIeKalled KIMHUYECKOM IIPAKTHKHM, IIpaBWIaM HaJJIeXalled IMPaKTUKUd XpaHCHHS U
IIEPEBO3KHU JIEKAPCTBEHHBIX IMPENApaToOB Il MEAULMHCKOIO IPUMEHEHHUS, [IpaBUilaM XpaHEHUs
JIEKapCTBEHHBIX CPEACTB I BETEPUHAPHOIO IPUMEHEHHWs, IpaBUIaM  HaJJIeKallei
JUCTPUOBIOTOPCKON TpakTUKH, MpaBUiIaM HaJUleXkalled anTeyHoOW NpakTHKU; (B pen.
®denepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 28.04.2023 N
171-@3)

8.1) oprammzanus © (WIKM) TPOBEACHHE HMHCIEKTUPOBAHUSA CYOBEKTOB oOOpaIrieHus
JIEKapCTBCHHBIX  CPEICTB  HA  COOTBETCTBHE  TPEOOBaHHWSAM  MPaBWI  HaJUIekKalleu
MIPOU3BOJICTBEHHON MPAaKTUKH, BblJaya 3aKIOYCHHH O COOTBETCTBHU ITPOU3BOMTEIIS
JIEKapCTBCHHBIX CPEJCTB TPEOOBAHMSIM MPABHII HAJUICKAIICH MPOM3BOJACTBECHHON MPAKTHKH; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

8.2) ycraHOBIIeHHE MOpsAKA BEICHUS U BEICHHE T'OCYJApPCTBEHHOI'O peecTpa 3aKIIOYCHHH O
COOTBETCTBUHU TPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM MPABHI HaJUISKAIIEH
MIPOU3BOJICTBEHHOM MpakTuky; (B pea. Genepanbuoro 3akona ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

9) rocygapCTB€HHad perucrpanusda IMpeACIbHBIX OTIIYCKHBIX IICH HpOHSBOI[PITCJICﬁ Ha
JICKApCTBCHHBIC IMPEIapaThbl, BKIIOYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XOIII/IMI)IX 1 BaXKHCHIIINX
JICKApCTBCHHBIX MHPCIaparoB, U BEACHHUC TI'OCYHAAaPCTBCHHOI'O peeCTpa NMPCACIIbHBIX OTIIYCKHBIX
OCH HpOI/I3BOI[I/ITeJIeI71 Ha JICKApCTBCHHLIC IIpCraparbl, BKIKOYCHHBIC B INCPCUYCHBb KHU3HCHHO

HEOOXOAMMBIX M BaXHEHIIMX JIEKapCTBEHHBIX Ipenaparos; (B pen. denepaabHOro 3akoHa OT
06.06.2019 N 134-93)

9.1) cormacoBaHwe TMPOEKTOB PEIICHHH OPraHoB WCIIOJHUTEIBHOW BJIACTH CYOBEKTOB
Poccuiickoit denepanuu 00 yCTaHOBICHUH U (UITH) U3MEHEHHH MPEACTBHBIX Pa3MEPOB OMTOBBIX
Ha70aBOK M MpEENbHBIX Pa3MepOB PO3HUYHBIX HAJ0aBOK K (PAKTUYECKHM OTIYCKHBIM II€HaM,
YCTaHOBJICHHBIM  MPOM3BOAUTEISIMH  JICKAPCTBEHHBIX TpEnapaTroB, Ha JIEKapCTBEHHBIC
npemnaparbl, BKIIFOYCHHBIC B IICPCYCHL )KU3HCHHO H€O6XO)II/IMBIX U BaXKHEUIIIIX JICKApCTBCHHBIX
npemnaparos; (B pea. PenepaiapHoro 3akona ot 13.07.2015 N 241-D3)

10) Bblgaya, YCTAaHOBJIEHHWE TOpPSAKA BBIJAYM pPA3pelIEHUs HA BBO3 KOHKPETHOW NapTUU
JekapcTBeHHOro cpenactBa B Poccuiickyto ®enepauuio; (B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.1) BbIIaya, yCTAaHOBIIEHNE MOPSAJKA BblAAUU U (OPMBI TOKYMEHTA, KOTOPBIM MOATBEPKIAET,
YTO MPOU3BOACTBO JIEKAPCTBEHHOI'O Ipernapara Jjsi MEAULIUHCKOIO MTPUMEHEHUS OCYILIECTBIEHO
B COOTBECTCTBHUHU C Tpe6OBaHI/I$IMI/I HpaBI/IJ'I Hannemameﬁ HpOI/ISBO)ICTBeHHOI\/'I HpaKTI/IKI/I HUJINX 49TO
JIEKapCTBEHHBIN TMpemnapar s BETEPUHAPHOTO MPUMEHEHHs JOMYyIIeH K OOpalleHuio B
Poccuiickoit ®enepannu, ¥ TMOUICKUT TPEACTABICHUIO MO TPEeOOBAHUIO YIMOJIHOMOYEHHOTO
opraHa CTpaHbl, B KOTOPYIO BBO3HUTCS JIEKaPCTBEHHBIN Npenapart; (B pea. denepaibHbIX 3aKOHOB
o1 22.12.2014 N 429-®P3 (pea. ot 13.07.2015), ot 02.08.2019 N 297-D3)

10.2) BpITaua, ycTaHOBIIEHHE MOPSIKA BbLAAYM M (POPMBI JOKYMEHTA, CO/IEPIKAIIEro CBECHHS O
CTaAMAX TEXHOJOTWYEeCKOTrO0 MpOoIecca MPOM3BOACTBA JIEKAPCTBEHHOTO CPEACTBA UL
MEIULUHCKOTO MPUMEHEHHsI, OCYIIECTBIIEMBIX Ha TeppUTOpHH EBpasuiickoro s5KOHOMHUYECKOTO
cor3a; (B pea. PeaepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
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13.07.2015 N 241-93)

11) coznanue coBETOB MO BOMPOCAaM, CBA3aHHBIM C OOpallieHHUEeM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrectaius u cepTHU(UKALUs CIEIHATUCTOB;

13) myHkT yrpatui cuiy. (B pea. @enepanproro 3akona ot 02.07.2013 N 185-D3)

14) ocymectBiaenue dapmakoHnanazopa; (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

15) yuactue B MeX1yHaApOAHOM COTPYIHUYECTBE;

16) nony4enwue 1o 3ampocam yrnoJIHOMOYEHHOTO (eiepaibHOTO OpraHa UCIOIHUTENIBHOM BIacTH
OT OpTraHOB WCIIOJIHUTEIBHON BIAcTH CyObekToB Poccwiickoit demepanuu, a Takxke OT
CyOBEKTOB 0OpalleHHsl JIeKApCTBEHHBIX CPEJICTB ISl METUIIMHCKOTO NMPUMEHEHHs WH(OpMaLun
[0 BOIIPOCAM YCTAHOBJICHHS W NMPUMEHEHHMs 1IeH Ha JICKapCTBEHHBIC Mpemnaparbl U HaJ10aBOK K
HUM,;

17) npumeHeHHe Mep OTBETCTBEHHOCTHM 3a HapylIeHHE 3aKOHoJaTelbcTBa Poccuiickoit
®denepanuu;

18) yTBepkaeHue MpaBUJ HaJyIeXalled JadopaTOpHOM NPAKTUKW, MPAaBUI HaAJIeXallen
KJIMHUYECKOW TMpaKTUKW, MpPaBWJ HaJJIeXalled IPOU3BOJICTBEHHOW MPAKTUKU, MpaBUIl
Ha/IJIeKallell IpakTUKKA XpPaHEHUs U EePEeBO3KHU JIEKAPCTBEHHBIX IPenapaToB i MEAULUHCKOTO
MIPUMEHEHHUSI, MPaBUJI XPAHEHMsI JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO NPUMEHEHMUS,
IIPaBUJI HaJUIeXkKalel TUCTpUObIOTOPCKON NPAKTUKHU, IPABUII HAJIEKAIeH allTeUHON MPaKTUKH,
IpaBWJl  HaJUIeKalled MpakTUKU  (papMakoOHaA30pa JIEKapCTBEHHBIX IpenapaTtoB  AJis
MEIULMHCKOTo IpuMeHeHus; (B pel. PenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-03 (pen. ot
13.07.2015), ot 28.04.2023 N 171-®3)

19) ycraHoBieHue mnopsaka (OPMHPOBAHUS PETUCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIN
mpenapar U TpeOoBaHMH K JIOKyMEHTaM B €ro cocrase; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

20) yTBepkKJIeHHE MPaBUI PALMOHAIBHOTO BHIOOpAa HAMMEHOBAHUH JIEKAPCTBEHHBIX IpPENapaToB
JUIsL MEAMLIMHCKOTO NpuMeHeHus; (B pel. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

21) yTBepik/ieHuE NepeyHsl HAMMEHOBaHUH JIeKapCcTBEHHBIX GopM; (B pe. DenepanbHOro 3aK0Ha
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

22) myHKT yrpatui cuiy. (B pea. @exepanbHoro 3akona ot 27.12.2019 N 475-D3)

23) yTBepkaeHUe TpeOOBAaHUH K MHCTPYKIIUU TI0 MEIUIIMHCKOMY TIPHMEHECHHIO JICKAPCTBEHHBIX
MpernapaToB U K MHCTPYKIIMH MO0 BEeTEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

24) npuHATUE PEIICHUH, SBJISIONINXCS OCHOBAHUSMU JIJISl BKIIOUEHHUS JIOMEHHBIX UMEH U (WJIH)
yKaszaTeJell CTpaHMIl CallTOB B MH(OPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHON cetu "HHTepHer", a
TaK)Xe CETEBBIX a/IPECOB B €IMHYIO aBTOMATHU3MPOBAHHYIO HH(MOPMaILMOHHYIO cuctemy "Enunblii
peectp JOMEHHBIX UMEH, yKaszaTeyeu CTPaHUL] CalToOB B
MH(OPMALIMOHHO-TEIEKOMMYHUKAIIMOHHON ~ cetn  "MHTepHeT" UM CETEeBBIX  aJIpecoB,
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MO3BOJISIIOIIMX HMACHTU(UIMPOBATH CAalThl B HMH(OPMALMOHHO-TEIEKOMMYHUKAIIMOHHON CETH
"NuTepuer", copepxkamue nHGOPMAIUIO, pacpocTpaHeHne KoTopoit B Poccuiickoii deneparumn
3ampenieHo", B OTHONICHUH MH(pOpPMAIUH, COJAEpKallel mpeiokKeHHe 0 POZHUYHOW TOProBie
JIEKApCTBEHHBIMU IIpenapaTaMu, B TOM YHUCIIE TUCTAHIIMOHHBIM CIIOCOOOM, PO3ZHUYHASI TOPTOBIIS
KOTOPBIMH OTpaHHYEHA WJIM 3alpelieHa B COOTBETCTBUU ¢ HacToALMM DeaepanibHbIM 3aKOHOM,
u (wm) uHDOpManKH, coaepKamel MPEeaIoKeHHe O PO3ZHUYHON TOPTOBJE JICKAPCTBEHHBIMH
npernapaTamMu, B TOM YHCJE JUCTAHIIMOHHBIM CIIOCOOOM, JIMLIAMHU, HE MMEIOIIUMU JUICH3UU U
paspelieHuss Ha OCYIIECTBICHUE TaKOW JIEATEeNIbHOCTH, €CIU TOJIyYeHHE JHMIECH3UH |
paspelleHus: NpeayCMOTPEHO 3aKOHOAATEIHCTBOM 00 OOpalieHUH JEKapCTBEHHBIX CPEICTB; (B
pen. deaepansuoro 3akoHa oT 03.04.2020 N 105-D3)

25) BbIIAYa paspelieHHi Ha BBOJ B TPaXJaHCKUM 000POT HMMYHOOHOJIOTHYECKHX
JICKApCTBEHHBIX IpenapatoB. (B pea. eaepanbroro 3akoHa ot 28.11.2018 N 449-D3)

Crarps 5.1. Ilepenaua ocymecTBiaeHus MOJHOMO4YHN (eaepabHbBIX
OPraHoOB UCHOJHHUTEIbLHON BJIACTH NIPH 00PALIEeHNH JIEKAPCTBEHHbIX
CpeACTB OPraHaM MCIOJHUTEIbHOH BJIACTH CYObeKTOB Poccuiickoi
®enepannu (B pea. Peaepanbuoro 3akona ot 13.07.2015 N 233-D3)

[Tonnomouus enepanbHBIX OPraHOB UCTIOJHUTENBHOM BIACTU MPHU 00pallleHuH JeKapCTBEHHBIX
CPEICTB, MPENYCMOTPEHHBIE HacToAmMM @DenepanbHbIM 3aKOHOM, MOTYT TEpeaaBaThCs st
OCYILIECTBIICHUSI OpraHaM HCIOJHUTENbHOM BiacTu CcyObekToB Poccuiickoit denepanuun
nocraHoBieHussMu [IpaBurensctBa Poccuiickoit ®Penepanuu B MOPSAAKE, YCTAHOBJIEHHOM
@denepanbHbIM 3aKOHOM OT 6 okTs0ps 1999 roma N 184-®3 "OO6 oO0mux MOpUHIUIAX
OpraHu3ali  3aKOHOJATENBHBIX  (MPEACTABUTEIBHBIX) W  HCIOIHUTEIBHBIX  OPraHOB
rocyJapcTBEHHOM BiacTu cyobekToB Poccutickoit denepamuu’.

Crarbs 6. [lo1THOMOYHA OPraHOB MCIOJHHUTEIbHON BJIACTH
cyobekTa Poccuiickoin @enepauuu npu oopameHuu
JIEKAPCTBEHHBIX CPEICTB

K nmonHoMounsM opraHoB HCIIOJHUTENBbHOM BiacTu cyOwbekta Poccuiickoir ®expepanuu npu
oOpallleHU Y JIEKApCTBEHHBIX CPEICTB OTHOCSATCS:

1) paspaboTka U peanu3alys PETUOHAIBHBIX MPOrpaMM OOECTeYeHHs]  HacelleHUs
JICKApCTBCHHBIMU ITpEIIapaTaMu;

2) YyCTaHOBJEHHME IMPEAETbHBIX pPa3MEpOB OINTOBBIX HAA0AaBOK U TPEIENIbHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PAKTUYECKHM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHbIC IIperapaThl, BKIIOYECHHBIE B II€PEUYCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIINX JIEKaPCTBEHHBIX MIPENapaTos;

3) OCYHICCTBJICHUC PCTUOHAJIBHOI'O TOCYAAPCTBCHHOI'O KOHTPOJA 3a NPHUMCHCHUCM IICH Ha
JICKApCTBCHHBIC IMPEIapaThbl, BKIIOUYCHHBIC B IICPECUCHDL JKU3HCHHO HGO6XO,ZII/IMI)IX U BOXKHEHIIINX
JICKApCTBCHHBIX MPCIIapaToB, OPraHnu3anuaMnu OIITOBOM TOPrOBJIN JICKAPCTBCHHLBIMU CPCACTBAMU,
AIlITCUYHBIMU OpraHu3alluaAMU, HHAWUBUAYAJIIBHBIMU MPCANPUHUMATCIAMU, UMCIOIUMHA JIMIICH3UIO
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Ha (hapMaleBTHUECKYIO JCATEIbHOCTh, MEAMIIMHCKUME OPTaHU3AIMSIMH, UMEIOIIAMU JIUIICH3HIO
Ha  (apMaleBTHUECKYI0  JESATEbHOCTh, W WX  00O0COOJNEHHBIMU  MOJPa3eIICHUSIMU
(amOynaropusiMu, (GenbAMIEpCKUMU M QEIBANICPCKO-aKYIIEPCKUMH  ITYHKTaMH, I[CHTPaMHU
(ornenenusiMu) oOmmIe BpaueOHOW (CeMEHHO) MPaKTUKH), PACIIONIOKCHHBIMH B CEIbCKHX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€4YHbIC opraHu3anuu; (B pen. denepaabHbIX
3ak0HOB OT 25.06.2012 N 93-®3, ot 27.12.2019 N 475-D3)

4) npuHATHE PEIICHUs] 00 MCIOJIL30BAaHMHM Ha TEPPUTOPHH CcyObekTa Poccuiickoit denepanuu
HapsiIy ¢ pelenTaMu Ha JICKApCTBEHHBIC TIpenapaTsl, 0hOpMICHHBIMUA Ha OYMa)XHOM HOCHTEJE,
pelenToB Ha JIEKapCTBEHHbIE TMpemnaparbl, CcHOPMHUPOBAHHBIX B (GopMe IIEKTPOHHBIX
JIOKyMeHTOB. (B pea. PenepanbpHoro 3akona ot 29.07.2017 N 242-D3)

I'naBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA

Crarbs 7. Pa3pa0doTka ¥ u31aHue rOCyAapCTBEHHON hapMaKoneu,
pa3MellieHue TaHHBIX 0 Hell

1. ITon rocymapcTBeHHO# (hapmakorieeli MOHUMAETCsl CBOJ OOIIUX (apMaKOMEeHHBIX cTaTed U
(hapmakonenHbIX CTaTei.

2. Pazpaborka o0mux ¢apmakonelHbIX cTaTeil u (QapMakoneidHbIX cTaTeid, B TOM 4YHUCIE
(dapMaKkomeWHbIX cTaTel Ha QapMakonelHbIe CTaHAApTHBIC O0paslbl, W BKIIOYCHHE WX B
rOoCy/lapCTBEHHYI0  (papMakomer0  OCYIIECTBISAIOTCS B MOpPSAKE,  YCTaHOBICHHOM
YIIOJTHOMOYCHHBIM (pe/IepalIbHBIM OPraHOM HCIOJHUTEIBHON BiacTH. (B pen. PDemepanbHOrO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. PazpabGotka QapmakomneiiHON cTaTbl Ha pe(epeHTHBbI JeKapCTBEHHbIN mpemapar u
BKJIIOUEHHE €€ B TOCYJapCTBEHHYIO (apMakomeo B TEUEHHE CpoKa MAEWCTBUS 3allUThI
UCKJIIOUUTENILHOTO TIpaBa, YIOCTOBEPEHHOI'O MATEeHTOM Ha peepeHTHbIN JeKapCTBEHHBIH

npernapar, OCYIIECTBIISIFOTCSL ¢ COTIacHs ero pa3padoTuuka. (B pea. denepaibHOrO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. TocynapctBeHHass (¢apmakornes H3AA€TCd YHOJHOMOYEHHBIM (efepalbHbIM OpraHOM
WCIIOJTHUTENBHOM BIIACTH 3a CUET CPelCTB (efepaabHOro OrKeTa M MOANEKUT Tepenu3IaHusIM
HC PEeXKEC U€M OAWH pas B IIAThH JICT, B NCPUOJ MCEKAY KOTOPBIMHU H3AAIOTCA HNPUIIOKCHHA K
rocynapcTBeHHOH ¢apmakorniee, coepxamue oOmme QapmakoneiiHple CcTaTb W (WUITH)
(hapMakoIieiiHbple CTaThU, YTBEPKJEHHBIE TIOCIIe M3JaHHS WIM MEeperu3daHusl TOCYIapCTBEHHOU
(dhapmakorien.

5. YnoiaHoOMOYeHHbIH QenepanbHbIii OpraH MCHOJIHUTENBHOM BJIACTH pa3MeIlaeT JaHHBIE O
rocyJIapCcTBEHHOUW (papmakoriee W MPUIOKEHUAX K HEH Ha cBOoeM O(HUIMAIbHOM CalTe B CETH
"NHTepHeT" B yCTAaHOBIIEHHOM UM IOPSIJIKE.

I'masa 4. JUHEH3UPOBAHMUE ITPOU3BOACTBA
JJEKAPCTBEHHBIX CPEACTB U PAPMAINEBTUYECKOHU
AEATEJBHOCTU, 'OCYJAPCTBEHHbBIN KOHTPOJIb
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(HAA30P) B COEPE ObPAIIEHUSA JIEKAPCTBEHHbBIX
CPEJICTB (B pen. ®eaepanabHoro 3akona ot 11.06.2021 N 170-P3)

Crarbs 8. J/InneHzupoBanue npou3BoACTBA JIEKAPCTBEHHbIX
cpeacTB U (papMaleBTHYECKOU 1eSITeJIbHOCTH

1. JluneHsupoBaHWE TIPOM3BOJACTBA JICKAPCTBEHHBIX CPEACTB U  (papMareBTUUYECKOM
JEATEIIbHOCTH OCYILECTBIISETCS B COOTBETCTBUU € 3aKOHOaTeNbcTBOM Poccuiickoit denepanum.

2. OO0s13aTeNIbHBIM YCIIOBUEM IMPEAOCTABICHUS JIMLIEH3UMH Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEIICTB SBJISIETCS] MPUIIOKEHHUE K 3asBJICHUIO COMCKATEls JUIEH3UH MEPEUHs JIEKApCTBEHHBIX
¢dbopM u (unun) BUAOB (hapMalleBTUUECKUX CYOCTAHIINM, KOTOPbIE TPOU3BOIUTEIND JI€KAPCTBEHHBIX
CPEICTB HaMEpPEH MPOU3BOAUTD.

3. B ciydyae HEoOXOAMMOCTH PACHIMPEHHS IMPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB 3a CYET
HOBBIX JICKAPCTBCHHBIX (OpM W BHJIOB (hapMaleBTUICCKUX CYOCTaHIIMN TPOU3BOJUTENb
JICKAPCTBEHHBIX CPEACTB JOJDKEH IOJaTh B JIMIICH3UPYIOIIMKA OpPraH 3asBJICHUE O BHECCHHH
W3MCHCHHH B pEeCTp JUIEH3UH Ha TPOM3BOJICTBO JIGKAPCTBEHHBIX CPEACTB. (B pell.
denepanbubix 3ak0HOB 0T 02.08.2019 N 297-P3, ot 11.06.2021 N 170-D3)

4. JluueH3us Ha TNPOU3BOJICTBO JIEKAPCTBEHHBIX CpeACTB ((papMmaleBTHUYECKOH CyOCTaHIUMU
CIHMpTa STHJIOBOTO (STAaHOJA) BBIAACTCS TMPH YCIOBHUH HAIMYKs Yy OpraHW3aldd Ha IpaBe
COOCTBEHHOCTH, XO3SHCTBEHHOTO BEJECHHUS WJIM OIEPaTUBHOIO YIPaBJIEHUS OCHOBHOI'O
TEXHOJIOTNYEeCKOro 000pyA0BaHUs AJIsl IPOU3BOJICTBA ITHIOBOTO CIMPTA, 3aPErUCTPUPOBAHHOTO
B COOTBETCTBHMHU cO cTaTheil 14.1 dexnepanpHoro 3akoHa ot 22 Hos6ps 1995 rona N 171-d3 "O
rOCY/IapCTBEHHOM PETYJIMPOBAHUM ITPOU3BOACTBA M 000POTA ATUIIOBOTO CIIUPTA, ATIKOTOJIBHON U
CIHMpTOCOJepXkKaleil MPOAYKIUH U 00 OrpaHHMYEHHM MOTpeOJeHHs (PACHUTHS) AJKOrOJIbHOM
npoaykiuu". (B pen. deaepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

Cratps 8.1. Oco0eHHOCTH JIMIIEH3UPOBAHMS IIPOU3BOACTBA
JIEKAPCTBEHHBIX cpeacTB (papManeBTHYECKON CYOCTAHIMH CIMPTA
3TIWJIOBOTO (3TaH0J1a) (B pea. @eaepaibHOro 3akona or 27.12.2019 N

481-d3)

1. JlelicTBUe NMIIEH3MM Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CpPeACTB ((apmarieBTHUYECKOM
CyOCTaHIIM CIIUPTa STUIOBOTO (3TaHOJIA) MPUOCTAHABIMBAETCS B YACTH IIpaBa Ha MPOU3BOJCTBO
(apmaleBTUUECKOl CYOCTaHIIMM CIHUPTa 3TUJIOBOTO (3TAHONA) JIMIEH3UPYIOIIMM OPraHoM B
clydasx, ompezeneHHbix cratheil 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O
JUIEH3UPOBAHUN OTAENBHBIX BHUAOB JIEATEIBHOCTH", a TakXe Ha CpPOK INPUOCTAHOBJICHUS
NEUCTBUS  JIMLIEH3MM HA  NIPOM3BOACTBO  ATWJIOBOILO  CIHUpTa  JUIsl  NPOM3BOJACTBA
(dhapmareBTHUeCKO CyOCTaHIIMM CIHUPTa STHJIOBOTO (dTaHOJA), BBIJIAHHOW B COOTBETCTBHH C
@enepanbHbIM  3aKOHOM OT 22 Hoa6pa 1995 rtoma N 171-®3 "O rocyaapcTBEHHOM
perylupoBaHMM  TPOM3BOACTBA M 00OpOoTa  ATUJIOBOTO  CHHUPTA,  AJKOTOJBHOM U
CIHUPTOCOJEpXKAIEH NMPOAYKIMH U 00 OrpaHHMYEHHM MOTpeOieHus (PachHTHs) alKOTOJbHOU
npoaykuuu'".
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2. JleiicTBHE JHMIIEH3UM Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapManeBTHYECKOM
CyOCTaHIIMM CIHUPTa STHJIOBOTO (3TaHOJIA) B YaCTH IpaBa Ha MPOU3BOJACTBO (papMaiieBTHUECKOM
CyOCTaHIIMM CIIUpPTa 3TUJIOBOTO (3TaHOJA) MPEKPAIIaeTCs JIULIEH3UPYIOIIMM OPTaHOM B CITy4asXx,
ompeneneHHbix cratheir 20 denepanbHoro 3akona or 4 wmas 2011 roma N 99-®3 "O
JULEH3UPOBAHNH OTICIBHBIX BUAOB JACATEIBHOCTH', a TaKXKe C JaThl IMPEKpAlleHUS WIN
AHHYJIMPOBAHUA I[eﬁCTBHH JIMICH3UHU Ha MMPOHU3BOACTBO 3THJIOBOTO CIIMpTa IJIA IMPOHU3BOACTBA
(apmaneBTHYECKOI CyOCTaHIIMU CIIMPTa STWIOBOTO (3TaHOINA), BBIIAHHOM B COOTBETCTBUH C
@enepanbHbIM  3aKOHOM 0T 22 Hoa6psa 1995 rtoma N 171-®3 "O rocymapcTBEHHOM
pEeryIMpoOBaHWM  TPOM3BOJACTBA M 00OpOTa  ATUJIOBOIO  CIUpPTAa, AJKOTOJIBHOM U
CIHUPTOCOJIEPXKAMIEH NPOAYKIUHA U 00 OrpaHHYEHHH MOTPeONCHHs (PACHUTHS) AIKOTOJIBHOM
npoaykuuu".

Honoxcenua cmamou 8.2 na meppumopusnx /Joneyxoit Hapoonou Pecnyonuxu, Jlyzanckoi
Hapoonou Pecnyonuxu, 3anopocckoii od1acmu, XepcoHcKoul 001acmu RPUMeHAIOmcs ¢
01.09.2024 (uacms 3 cmamvu 3 Dedepanvnozo 3axkona om 04.08.2023 N 428-D3).

Crarps 8.2. Oco0eHHOCTH JIUIIEH3UPOBaHN S (papMalieBTHYECKOI
NeSITeJIbHOCTH B YACTH OCYIIECTBJICHUS ONITOBOI TOPrOBJIH
JIEKAPCTBEHHBIMU cpecTBaMu (B pel. @enepajibHOro 3aK0HA OT

04.08.2023 N 428-d3)

1. eiicTBue JMLIEH3UN Ha (papMalleBTUYECKYIO JESTEIbHOCTh B YACTU OCYILECTBIEHUS ONTOBON
TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH JUISI MEIUIMHCKOTO IPUMEHEHHS IpEeKpallaeTcs
JULEH3UPYIOLUM OPraHOM B CIlydasiX, OIpeneicHHbIX cTarbed 20 denepanbHOro 3akoHa ot 4
Mmast 2011 roga N 99-®3 "O nuneH3MpoBaHUU OTIENBHBIX BHJOB JCATEIHHOCTH'", a TaKXe IO
PELICHUIO JIMLEH3UPYIOLIEr0 OpraHa, NPUHATOMY B COOTBETCTBHHM C HacToslled uacTeio. B
CJIy4ae BBISBJICHHS MPHU OCYIIECTBJICHUH (DellepaibHOTO roCyIapCTBEHHOTO KOHTPOIsS (Haa30pa)
B c(epe oOpalieHus JEKapCTBEHHBIX CPEJICTB HAapyLIECHHs] OpraHu3aluell ONTOBOW TOPTOBIH
JIEKapCTBEHHBIMU cpeacTBamMu TpeboBaHuil yacteil 1 - 3 crateu 53 Hactosmero denepanbHoro
3aKOHa JIefiCTBHE JMIEH3UM Ha (apMaleBTUYECKYIO AEATEIbHOCTh B YaCTH OCYIIECTBICHHUS
ONTOBOM TOProBIM JIEKAPCTBEHHBIMU  CPEJICTBAMHU Ui  MEIUIMHCKOTO IPHUMEHEHUs
IIPUOCTAHABIMBAETCS B TEYEHHME JAECATH pabouyux MAHEH CO JHS BBIBIECHUS YKAa3aHHOTO
HapyuieHus. JleficTBue JHMIEH3UM Ha  (apMaleBTHUECKYIO JIeATEIbHOCTh B  YacTu
OCYILIECTBJIEHUS! ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMU JJII  MEIMLIMHCKOIO
IIPUMEHEHUS] IPUOCTAHABIMBAETCS HA CPOK, KOTOPBIM ONpEAEAeTCs JULEH3NPYIOUM OpraHoM
(HO He MeHee 4YeM Ha OJIMH Mecsl), M0 MCTEYEHHM KOTOpPOro JEWCTBUE JaHHOM JMIEH3UU
MOJJIEKUT MPEKPALIEHUIO0 HA OCHOBAHNUHN PELIEHUS JIMLEH3UPYIOLIErO OPraHa, 32 UCKIFOYEHUEM
Clly4dasl, yKa3aHHOTO B YaCTH 2 HACTOALLEHN CTAThH.

2. JleiicTBUE TUIIEH3UHU Ha (PapMarieBTUUECKYIO JCITEIHHOCTh B YaCTH OCYIIECTBJICHHS ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU U1 MEAULUHCKOrO NPUMEHEHHUs, NEHCTBUE KOTOPOU
MIPUOCTAHOBIIEHO B COOTBETCTBHH C YACThIO 1 HAcTosIIeH cTaThby, MOJJIEKUT BO30OHOBIIEHUIO B
cllyyae, €clid B MepHOJ] IPUOCTAHOBIICHUS JIEHCTBUS JAHHOW JIMLIEH3UU B paMKax J0CyAe0HOro
00aJIoBaHUS pelIeHne KOHTPOJIbHOTO (HAJA30pHOT0) OpraHa B YaCTH BBISIBJICHHOI'O HApyLIEHUS
TpeboBanuii yacreit 1 - 3 cratbu 53 Hacrosero depepaabHOro 3aKOHA OTMEHEHO. B ykazaHHOM
cillydae JeicTBHe JUIEH3UM Ha (papMaleBTUYECKYIO JI€ATEIbHOCTh B YacTHU OCYIIECTBIICHUS
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ONTOBOM  TOPrOBIM  JICKAPCTBEHHBIMH  CPEICTBAMH JUII  MEIUIUMHCKOTO  TPUMEHCHUS
BO30OHOBIISIETCS HE TO3/IHEE OJHOTO pabodero IHS CO JHS OTMEHBI PEIICHUsS KOHTPOJIHHOTO
(Haa30pHOrO) Opraua.

Cratbsa 9. I'ocynapcTBeHHBIH KOHTPOJIb (HAA30pP) B cdepe

o0paleHusi JIeKAPCTBEHHBIX cpeaAcTB (B pea. PenepaabHOro 3aKoHa
or 11.06.2021 N 170-P3)

1. TocynapcTBeHHBI KOHTpONb (Haa30p) B cdepe oOpamieHus: JIEKapCTBEHHBIX CPEACTB
OCYLLIECTBIISICTCS MTOCPEACTBOM (peiepalbHOro0 rocy1apcTBEHHOIO KOHTPOJIs (Haa3opa) B cdepe
oOpalleHusl JIEKApCTBEHHBIX CPEIACTB U (pelepaIbHOr0 TOCYIAapCTBEHHOTO JIMIEH3HOHHOTO
KOHTPOJISL JIEATEIbBHOCTH IO IPOM3BOJCTBY JIEKAPCTBEHHBIX CPEACTB, OCYILIECTBISEMbIX
(benepanbHBIMH  OpraHaMH HCIIOJIHUTENILHOW BJIACTH, YIIOJIHOMOYEHHBIMU IIpaBuTEnscTBOM
Poccuiickoit @enepanuu.

2. Tlpeamerom (henepanbHOTO TOCYIApCTBEHHOTO KOHTpONsl (Ham3opa) B chepe oOparmieHus
JICKApCTBCHHBIX CPCACTB SABJIAIOTCA:

1) cobmoienre 00s3aTeNIbHBIX TPeOOBaHU B chepe oOpalneHus JICKapCTBEHHBIX CPEJICTB, B TOM
qHcIIe:

a) TpeOOBaHMM K JOKIMHUYECKMM MCCIECIOBAHUAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
HCCIIEIOBAaHUAM JIEKAPCTBEHHBIX MPENapaToB, U3rOTOBICHUIO, XPaHEHUIO, TIEPEBO3KE, BBO3Y B
Poccuiickyro @eneparuio, OTIYCKy, peajln3aliuy, nepeaaye, Npoiaxke JIEKapCTBEHHbBIX CPEJICTB,
IIPUMEHEHUIO  JIEKAPCTBEHHBIX  IPENapaToB, YHUYTOKEHHUIO JIEKAPCTBEHHBIX  CPEJCTB,
YCTaHOBJICHUIO TIPOM3BOAMTEISAMHU JIEKAPCTBEHHBIX IIPENapaToB LEH Ha JIEKAPCTBEHHBIE
IpenapaTsl, BKJIIOUCHHbIE B MIEPEUECHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHUIINX JIEKapCTBEHHBIX
[IpenapaTos;

0) TpeOoBaHUN K COOTBETCTBHUIO JIGKAPCTBEHHBIX CPENCTB, HAXOSAIIUXCS B OOpaIleHHH,
MoKa3zaTessiM KauecTBa, d(OPEKTUBHOCTH U O€30MACHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUU C
HactosuM DeepaabHbIM 3aKOHOM;

B) TpeOOBaHUH K COOJIIOJICHUIO CYObEKTaMU OOpallleHus JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHBIX B
gactd 1 crathu 67.1 HacTosmero deaepalbHOro 3aKOHA, OTPAaHUYEHUH, HAJlaraeMbIX CTaThsIMU
67.1 u 67.2 nactosmero denepaabHOTO 3aKOHA;

2) coOnroneHue JIMIEH3MOHHBIX TpPeOOBaHMH K  OCYIIECTBIEHHUIO (papManeBTUYECKON
JeSTeTbHOCTH;

3) coOmoneHne TpeOOBaHMM K MPEAOCTABICHUIO CYObEKTaMHM OOpaIleHUs JIeKapCTBEHHBIX
cpeacTtB MHpOpMAlUKM O JIEKApCTBEHHBIX CpPEACTBaX M (WJIM) JIEKapCTBEHHBIX Ipernaparax,
npenycMoTpeHHoi cratbsamu 9.1, 52.1 u 64 Hacrosmero deaepanibHOTO 3aKOHA;

Ionoxcenusn nynkma 4 wacmu 2 cmamou 9 npumensatomces 0o 01.03.2026 (nynkm 2 cmamou
2 ®eoepanvrozo 3akona om 20.10.2022 N 405-D3).

4) coOmojeHre TPeayCMOTPEHHBIX cTaTheh 55.1 Hacrosmero @eaepanbHOTO 3aKOHA
TpeOOBaHUII K TPOBEACHUIO OKCIEPHUMEHTAa IO OCYIIECTBICHUIO PO3HUYHOW TOPTOBIU
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JICKApCTBECHHBIMU IIp€riapataMu JJId MEAULUMHCKOTIO IMPUMEHCHHUA, OTIIYCKAEMBIMU II0 PCUCITY

Ha JIEKapCTBEHHBI Npenapar, JUCTaHIMOHHBIM CIOocOoO0OM. (B pen. denepanbHOTO 3aKOHA OT
20.10.2022 N 405-d3)

3. Ilpu ocymectBieHnn ¢eaeparbHOro TOCYIapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe
oOpallieHus JeKapCTBEHHBIX CPEJICTB MPOBOJATCS CIEAYIONINE BUIbI KOHTPOIbHBIX (HaJ30PHBIX)
MEpOIPHUATHIA:

1) nokyMeHTapHas MPOBEPKa;

2) BbI€3/IHAs IPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KAa4eCTBa,;
4) KOHTpOJIbHAS 3aKYIIKA;

5) UHCIIEKITMOHHBIN BU3UT;

6) HaOmrofcHUE 3a COONIOZICHUEM O0s3aTCNIbHBIX TpeOOBaHWN (MOHHUTOPHHI OE30IACHOCTH)
(bapmakoHazop).

4. Opranu3zanus ¥ OCYIIECTBJICHHE (elepaibHOr0 rocyJapCTBEHHOTO KOHTpOJsS (Haa3opa) B
cdepe oOpaleHUs JICKApCTBEHHBIX CPEJICTB PeryaupyroTcs DepepaibHbIM 3aKOHOM OT 31 WO
2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpoJIE (HaA30pe) U MyHUIIMTIAIHLHOM KOHTPOJIE B
Poccuiickoit deneparun'.

5. BuemyiaHOBBIN BBHIOOPOYHBIH KOHTPOJb KayecTBa MPOBOJAUTCS B TOM 4YMCIIE Ha OCHOBAHUU
IIPOTrpaMMBbI IIPOBEPOK.

6. [11aHOBBII BHIOOPOYHBINM KOHTPOJIb Ka4e€CTBA HE MPOBOIUTCS.

7. Ilo pesynpTaTam BBIOOPOYHOTO  KOHTPOJISI KadecTBa HapsAy C  PEIICHUSMH,
npenycMoTpeHHbIMu  DenepanbHbiM  3akoHOM OT 31 wmronsgs 2020 roma N 248-®3 "O
roCyJapCTBEHHOM KOHTpoJie (Haa30pe) U MYHHUIMNAIBHOM KOHTpoje B Poccuiickoii
@enepanun", QenepasbHBIMU OpraHaMHM HUCIOJHUTEIBHOW BIIACTH, YIOJHOMOYEHHBIMH Ha
OCYILECTBIICHHE BEBIOOPOYHOIO KOHTPOJIS KauecTBa, IPUHUMAIOTCS CIEIYIOLINE PEIICHHS:

1) o manpHeWEM TpakAAHCKOM 00OpOTE CepUH, NapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CPEICTBa B Cy4yae MOATBEPXKACHUS IO Pe3yJbTaTaM IPOBEIEHHBIX MCIBITAHUM COOTBETCTBUS
Ka4yecTBa JIEKAPCTBEHHOTO CPEJICTBA YCTAHOBIECHHBIM TPEOOBAaHUSM;

2) 00 U3BATHM U3 TPAXKIAHCKOTO0 000pOTa Cepuu, MAPTHUHU COOTBETCTBYIOIETO JIEKAPCTBEHHOTO
CpeICTBa B Ciy4yae BBIABICHHUS [0 pe3yjbTaTaM IPOBEIEHHBIX HCIBITAHUNH HECOOTBETCTBUS
KauyecTBa JIEKAPCTBEHHOT'O CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBAHUSM;

3) 0 mepeBoJie JIEKAPCTBEHHOT'O CPEACTBA HA MOCEPUNHBIA BBHIOOPOUHBIA KOHTPOJH KayecTBa
JIEKapCTBEHHBIX CPEJCTB B Cilydae IOBTOPHOIO BBISIBJICHHS HECOOTBETCTBHSI KadecTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBJIEHHBIM TPeOOBaHUAM M (IpU HEOOXOJUMOCTH) O MPOBEPKE
cyObekTa oOpallleHusi JEeKapCTBEHHBIX CpeAcTB. Pacxonpl, cBsI3aHHBIE C TPOBEAECHUEM
MOCEPUHHOT0 BBIOOPOYHOTO KOHTPOJISI, OIUIAUMBAIOTCS IPOU3BOJAUTENIEM JIEKAPCTBEHHOTO
cpeactBa 0O  AepxaTeneM WM BJiaJeibLEM  PETUCTPALMOHHOIO  YAOCTOBEpPEHUS
JIEKapCTBEHHOI'O IIpernapara.
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8. denepanpHbld TOCYIapCTBEHHBIN JINLEH3UOHHBIA KOHTPOJIb ACSITEIBHOCTH 110 IIPOU3BOACTBY
JIEKAPCTBEHHBIX CPEICTB OCYILIECTBIACTCS B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit
denepauuu.

Cratba 9.1. Ilporpamma npoBepok (B pea. @egepajbHOr0 3aK0OHA
o1 11.06.2021 N 170-P3)

1. B memsax opraHuzanuu BbIOOPOYHOTO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB
(dbopMupyeTcst mporpamma IpoBEpoOK.

2. Jlna uenedl peanv3alMy IpOrpaMMbl MPOBEPOK IPOU3BOAMUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alii, OCYLIECTBIISIIOIIME BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro Penepaunuio,
MPEAOCTABIAIOT B OTHOLIEHUHU JIEKAPCTBEHHBIX CPEACTB ISl MEIUIMHCKOTO INPUMEHEHHS B
YIOJIHOMOYECHHBIN (peiepaabHblil OpraH UCIOJHUTEILHON BIACTH, OCYIICCTBISIIOMUN (DYHKIIMI
10 KOHTPOITIO U HAJ30py B cepe 3ApaBOOXPAHEHHUS, B OTHOLICHUH JIEKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO TPUMCHECHHUS B YIOJHOMOYCHHBIA (eAepalbHBI OpraH HCIIOJTHATEIHLHON
BIIACTH, OCYIIECTBISIOMUN (QYHKIMM MO KOHTPOII M HaaA30py B cdepe oOpaiieHus
JICKaPCTBEHHBIX CPEACTB Ui BETEPUHAPHOIO MNPUMEHEHMS, CBEICHUS O CEpHUsAX, NapTUsAX
JIEKapCTBEHHBIX CPEACTB, MOCTYMAIOIIUX B TpaxkaaHckuii o6opot B Poccuiickoit denepanuu, B
MOpsIIKE, COCTaBE U O0BbEME, YCTAHOBJIECHHBIX YyKa3aHHBIMUA (eAepaTbHBIMU OpraHaMu
WCIIOJHUTEJIBHOW BJIACTU B  OTHOLIEHUM JIEKAPCTBEHHBIX CPEICTB JUII MEAUIMHCKOIO
NPUMEHEHUSI U B OTHOIIEHUU JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOIO MPUMEHECHUS
COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (OpMHUPYETCs Ha KaleHAApHBIA Tox B cpok no 30 mekadps rona,
MIPEIIIECTBYIOLIEr0 TOAY MPOBEAEHUS BEBIOOPOUHOTO KOHTPOJIA.

n_n

4. B ciyyae HacTyIUIeHHs COOBITHIH, yKa3aHHBIX B MOAMyHKTax "0" m "B" myHkTa 2 yactu 6
HACTOAILIEH CTaTbM, (QenepaibHbIM OpPraHOM HCIHOJHUTEIBHON BJIAcTH, OCYHIECTBISIONIUM
(GyHKIMH 1O KOHTPOJIIO M Haa3opy B cdepe 3apaBooxpaHeHUs, (enepaabHbIM OpraHoM
UCIIOJIHUTEJIBHOM BJIACTH, OCYILECTBIIIOUIMM (YHKIMHM 1O KOHTPOJIIO M Haa30py B cdepe
oOpallleHnsl JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO NPUMEHEHHUs, IPU HEOOXOAMMOCTHU
BHOCSITCSI COOTBETCTBYIOIIIME U3MEHEHUS B IPOTpaMMy IIPOBEPOK.

5. B nmporpamMy mnOpOBEPOK MOTYT BKJIKYATHCS MEPONPUATUS C YYETOM HAPYIIECHUH,
BBISIBIICHHBIX B paMKaXx KOHTPOJIBHBIX (HAA30pPHBIX) MEPONPHUATHH 3a MPEIbLIYIIHI
KaJIeHIApHBII TO/I.

6. [IporpamMmma npoBEpOK CONEPIKHUT:

1) mepeueHb JEKapCTBEHHBIX CPENCTB, OTOOp 00pa3lloB KOTOPBHIX OYAET OCYIIECTBISTHCS B
paMKax BBIOOPOYHOTO KOHTPOJSL, (POPMUPYEMBIH C y4eTOM pe3yJbTaTOB T'OCYIapCTBEHHOTO
KOHTpOJsl (Hag3opa) B cdepe oOpaiieHusi JeKapCTBEHHBIX CPEACTB 3a KaJeHJApHbIA TOf,
MpeIIIeCTBYIONUHN TOAY IPOBEACHHS BBIOOPOUYHOTO KOHTPOJIS;

2) YKa3aHUC Ha CO6BITI/IC, HACTYIUICHUC KOTOPOTO ABJIACTCA OCHOBAHUCM JIsI OCYIICCTBJICHUSA
BBI60pO‘{HOFO KOHTPOJIA:

a) MOJIYYCHHUEC CBCHGHHﬁ, MNpEACTABIACMBIX B COCTABC U 06’LCMC, YCTAHOBJICHHBIX (I)C,Z[CpaHBHBIM
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OpPraHOM HCIIOJIHUTEIBHON BIIACTH, OCYIIECTBISIOIUM (DYHKUIMU 1O KOHTPOJK U HAI30py B
cdepe 3apaBooxpaHeHus, (heaepaTbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBISIFOIIUM
GYHKIIMM TIO KOHTPOJIO U Haa3opy B cdepe oOpalleHUs JEKApCTBEHHBIX CPEACTB IUIf
BETEPUHAPHOTO MPUMEHEHHS, O CEepUsX, MapTUAX JICKAPCTBEHHBIX CPEJICTB, MOCTYIMAIOIIUX B
rpaxaanckuii o6opor B Poccuiickoit denepanuu, yka3aHHBIX B IyHKTE 1 HacTosIel 4acTw,
OpraHu3alMsIMH, OCYLIECTBIISIIOIIUMHU ITPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB B Poccuiickoii
®enepannu U BBO3 JIEKAPCTBEHHBIX cpelicTB B Poccuiickyro denepanuio;

0) TmoJy4YeHHE TMIOCTYMAIOUIEH B TOPSAIKE, YCTAHOBICHHOM CTaThed 64 HACTOSIIEro
@OenepalibHOTO 3aKOHA, MHGOpPMAMU O TMOOOYHBIX JACUCTBHSX, HEXKEIATEeNbHbIX PEaKIusX,
CEPbE3HBIX HEXKENATENbHbIX PEAKUUSAX, HENPEABUACHHBIX HEXKENATENIbHbIX pEaKUMsIX Mpu
MIPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB, 00 MHAWBUIYaTbHON HEMEPEHOCUMOCTH, OTCYTCTBUU
3¢ (HEeKTHBHOCTH JICKAPCTBEHHBIX MPEMapaToB, a TakkKe 00 WMHBIX (haKTax U 0OCTOSATEIHCTBAX,
MIPEJICTABIISIONINX YTPO3Y JKU3HU WU 3JI0POBBIO YEJIOBEKa MO0 KUBOTHOTO MPHU MPUMEHEHUU
JIEKapCTBEHHBIX IIPENapaToB M BBbISIBICHHBIX Ha BCEX 3Tamax oOpallleHus JIeKapCTBEHHbIX
npenaparoB B Poccuiickoit @enepanun U Ipyrux rocyapcraax;

B) moiy4yeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 31 mrons 2020 roma N 248-03 "O
rocyJapCTBEHHOM KOHTpoJie (Haa30pe) U MYHHUIMNAIBHOM KOHTpoje B Poccuiickoii
Oenepanuu" CBEACHUI O MPUYMHEHUU Bpela WM 00 yrpo3e NpUYUHEHHsS Bpela >KU3HH,
3I0POBBIO IPAXKJIAH MUJIU JKUBOTHBIX.

Cratps 9.2. I'ocygapcTBeHHBIA KOHTPOJIb (HAA30p) 3a peajau3anuen
OpPraHaMy UCIOJHUTEJIbHOH BJIACTH CyObeKTOB Poccuiickoi
Denepanyv MOJTHOMOYMH B cepe o0OpaleHns JIeKAPCTBEHHBIX
CPeICTB AJIs1 MeJULUMHCKOr0 npuMeHeHus (B pea. PeaepajbHOro
3akoHa oT 11.06.2021 N 170-P3)

1. I'ocynapcTBEeHHBII KOHTPOJIb (HaA30p) 3a peaau3aluedl OpraHaMy HCIIOJIHUTENbHOM BIIACTH
cyobexToB Poccuiickoit denepanny noasHOMOUM B chepe oOpalieHus JIEKapCTBEHHBIX CPE/ICTB
JUIE  MEIWULUHCKOTO IPUMEHEHHs OCYILIECTBISETCS YNOJIHOMOUYEHHBIM [IpaBurenscTBoM
Poccutickoii denepanuu opraHoM UCIIOJIHUTEIBHON BJIACTH.

2. IlpeameTroM rocymapCTBEHHOTO KOHTPOJs (Haa30pa) 3a peanu3aluel opraHaMmu
UCTIOJHUTENBbHOM BracTH cyObekToB Poccuiickoit denepanu noiHoMounit B cepe oOpalieHus
JIEKapCTBEHHBIX  CPEJICTB  JUII ~ MEOUIMHCKOTO MNPUMEHEHUsS  SBISETCS  COONIOACHHE
YIIOJIHOMOYEHHBIMU OpraHaMH HCIOJHUTENbHONW BiacTH cyOBbekToB Poccuiickoit @eneparuu
METOJIMKH YCTAHOBJIEHUS MpPEAENbHBIX pPa3MEpPOB ONTOBBIX HAA0ABOK U IpeleibHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PAKTUYECKHM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIpENapaTroB, Ha JEKApCTBEHHBIC IIpenapaThl, BKIIOYECHHBIE B II€PEUYECHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKAPCTBEHHBIX NPENapaToB.

3. Tlpu ocymecTBICHHH TOCYIapCTBEHHOTO KOHTPOJS (HaA30pa) 3a peau3ameil opraHaMu
UCTIOJHUTENBHOM BracTH cyObekToB Poccuiickoit deneparnu noiHoMmounii B cepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJCTB JUISI MEIWIMHCKOTO NPUMEHEHUS NPOBOJATCSA CIEIYIOLIUE BUIBI
MEPONPHUATHI:
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1) noKyMeHTapHbIE IPOBEPKHU;
2) BbIE3/IHBIE IPOBEPKHU.

4. Opranuzanys U OCYILIECTBIEHHME T'OCYJapCTBEHHOIO KOHTpOJsl (Haa3opa) 3a peanu3anuei
opraHaMy HCIIOJTHUTEIBHOM BIacTH CyOBeKTOB Poccuiickoit denepanuu mojHoMounid B cepe
oOpaiieHusi JICKapCTBEHHBIX CPEACTB Ml MEAWIIMHCKOTO TMPUMEHEHHUS PEryIupyrTCs
®denepanbHbIM 3aKOHOM OT 6 OkTsa0ps 1999 toma N 184-®3 "OO oOmmx mnpuHIMIAX
OpraHu3aly  3aKOHOJATENBbHBIX  (NMPEACTABUTEIBHBIX) W HUCIOJIHUTEIBHBIX  OPraHoOB
rocyaapcTBeHHOM BiacTu cyobekToB Poccuiickoit deneparuu’.

5. Tlomoxenue o TOCYAapCTBEHHOM KOHTposie (HAA30pe) 3a peaiu3anueld opraHaMu
HCIIOTHUTEJIPHOU BJIacTH CyOBheKTOB Poccuiickoit Deaepannn moJHOMOUNA B chepe oOpaiieHus
JIEKAPCTBEHHBIX CPEACTB JUII MEIUIMHCKOTO IMPUMEHEHMs yTBepxkaaercs lIpaButenbcTBOM
Poccuiickoit ®enepanuu.

Crarbs 9.3. PernoHaIbHbIN IOCYyJaPCTBEHHbIH KOHTPOJIb (HAA30P)
3a IPUMEHEHNEM II€H HA JIEKAPCTBEHHbIE MPENnaparTbl, BKI4YEHHbIE
B MepeYeHb *KU3HEHHO HeO0XO0AMMbIX M BAKHEHIIIMX
JIEKAPCTBEHHBIX Npenaparos (B pea. PeaepaibHOro 3aK0HA OT_
11.06.2021 N 170-®3)

1. PeruonHanpHbIi TOCYJApCTBEHHBI KOHTpOJb (HAI30p) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHBIC TIPENapaThl, BKIIOYCHHBIC B MEPEYCHb )KU3HCHHO HEOOXOAMMBIX U BaXKHEUIINX
JIEKapCTBEHHBIX MPENapaToB, OCYIIECTBISAETCS OPraHOM HCIHOTHUTENBHON BIIACTH CYObEeKTa
Poccuiickoit  ®enepauniv,  YNOJIHOMOYEHHBIM  BBICIIMM  MCIIOJIHUTEIBHBIM  OPraHOM
rocyJapcTBEHHOM BiacT cyobekTa Poccuiickoit denepamui.

2. IIpenMeTOM peruoHaIbHOTO TOCYAAPCTBEHHOTO KOHTPOJISA (Ha130pa) 3a MPUMEHEHUEM 1I€H Ha
JIEKapCTBEHHbIE MTPENapaThl, BKIOYEHHBIE B MepeueHb )KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IPENaparoB, SBISETCS COONIOJCHHE OpraHU3alUsSMU ONTOBOH TOPTOBIH
JIeKapCTBEHHBIMU CpeAcTBaMH, anTEeYHBIMU OpraHu3aLUsIMH, WH/IMBUYaJIbHBIMU
MpeNNpPUHUMATENSIMU, UMEIOIIMMH  JIMLIEH3UI0 Ha  (apMaleBTUYECKYIO JAESTEIbHOCTb,
MEIULIMHCKUMH OpraHU3alMsIMU, HUMEIOIIMMU JMLEH3UI0 Ha (papMaleBTUHUECKYIO AESTeIbHOCTD,
nu  ux 000COONEHHBIMM  MOApa3zlelNeHusMH  (amOynaropusmMu,  QenbAIIEpCKUMH U
(benpaepeKo-aKyniepcKuMi  MMyHKTaMH, LEHTpaMu  (OTHeNeHusiMH) oOmeld BpadeOHOU
(ceMeliHOM) NPaKTUKH), PACMOJIOXKEHHBIMU B CEJIbCKMX HACEIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT ~alTE€4YHble OpraHu3allik, NpU peaTu3aliil JEKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K TNPUMEHEHHUIO II€H, YPOBEHb KOTOPHIX HE JIOJDKEH TMPEBBINIATh CYyMMY
(aKTHUECKOM OTIYCKHOM II€HbI, YCTAHOBJICHHOW MPOU3BOJUTEIIEM JIEKAPCTBEHHBIX IPENnapaTos,
U KOTOpblEe HE MPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPENEIbHBIX OTIYCKHBIX LIEH, U Pa3MepoB
ONTOBBIX HAA0aBOK M (MJIM) pa3sMEpOB PO3HUYHBIX HaN0aBOK, HE IPEBBIIAIONIUX
COOTBETCTBEHHO DPa3MEPOB MpPENEIbHBIX ONTOBBIX HAA0aBOK U (WJIM) pa3MepoB MNpeAesbHBIX
PO3HUYHBIX HaJ0aBOK, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit denepanui.

3. Opl’aHPBaI.IPIH U OCYHICCTBJICHUC PCTUOHAJIBHOI'O0 TOCYJAapCTBECHHOI'O KOHTPOJIA (Han30pa) 3a
INPUMECHCHUCM I[IEH Ha JICKAPCTBCHHLBIC IpeIaparbl, BKIIOYCHHBIC B IICPCUCHLb KHWU3HCHHO
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HEOOXOJMMBIX W BaKHEWIIMX JIEKAPCTBEHHBIX IIPENapaToB, peryaupyroTcs DenepaibHbIM
3akoHoM 0T 31 wmronsa 2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpoOJe (Haa3ope) u
MYHHMLMIIAIBHOM KOHTposie B Poccuiickoit denepanun’.

4. TlonoxeHue o0 peruoHaIbHOM I'OCYIapCTBEHHOM KOHTpOJIE (HaA30pe) 3a IPUMEHEHUEM 1IEH Ha
JIEKapCTBEHHbIE MpEnaparThbl, BKIIOYEHHbIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEHUIINX
JICKApCTBCHHBIX IperapaTros, YTBCPIKAACTCA BBICIIIUM HUCITOJIHUTCIIbHBIM OopraHnomM
rocyaapcTBeHHOM Biactu cyobekTa Poccuiickoit denepanui.

Crarbs 9.4. @enepanbHblIil FOCYIAPCTBEHHBINA JTHMIEH3UOHHBIH
KOHTPOJIb AeSITeJIbHOCTH 110 MPOU3BOACTBY JIEKAPCTBEHHBIX
cpeacts (B pea. PexepaabHoro 3akoHa ot 11.06.2021 N 170-®3)

1. ®enepanbHbIil rOCYAapCTBEHHBIN JTUIIEH3UOHHBIN KOHTPOJIb JEATEIbHOCTH 110 MPOU3BOICTBY
JIEKapCTBEHHBIX CPEJCTB OCYyIECTBIseTCs deaepaibHbIMU OpraHaMH HCIIOJHUTENBLHOM BIIACTH,
ynosHomoueHHbIMU [IpaButensctBoM Poccuiickoit enepanumn.

2. ®enepallbHbII rOCYIapCTBEHHBIN JTUIIEH3UOHHBIN KOHTPOJIb JEATEIbHOCTH 10 IPOU3BOICTBY
JIEKapCTBEHHBIX CPEJCTB OCYLIECTBISIETCS B COOTBETCTBUU ¢ DepepalibHbIM 3aKOHOM OT 4 Mas
2011 roga N 99-®3 "O nuieH3UpOBaHUU OTAEIBHBIX BUAOB jAedrerabHocTH" U denepaabHbIM
3akoHoM OT 31 wmronsa 2020 roma N 248-®3 "O rocymapcTBEHHOM KOHTpoje (Haa3ope) u
MYHHIIMITAILHOM ~ KOHTposie B Poccuiickoit @enmepanmu”. B pamkax denepaibHOTO
rOCYJJapCTBEHHOT'O JIMLIEH3MOHHOIO KOHTPOJIS IESATEIbHOCTH 110 NMPOU3BOACTBY JIEKapCTBEHHBIX
CPEACTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30PHBIC) MEPOIPHATHS HE TPOBOAATCSA, TPU ITOM
MPOBOJIUTCS TMEPUOJUYECKOE MOJATBEPXKIEHHUE COOTBETCTBUS JIMIIEH3MATOB JIMIIEH3UOHHBIM
TpeOoBaHusIM B cooTBeTCTBUH ¢ PDenepanbHbIM 3akoHOM oT 4 mas 2011 roga N 99-®3 "O
JIMIIEH3UPOBAHUY OT/EIBHBIX BUIOB ESTEIHHOCTH'.

I'naBa 5. PABPABOTKA, JOKJIMHNYECKHE
NCCIEAOBAHUA JEKAPCTBEHHbBIX CPEACTB, A TAK/XKE
KIMHUYECKHUE NUCCIIEJOBAHUA JIEKAPCTBEHHbIX
MHNPEITAPATOB JJISI BETEPUHAPHOI'O IIPUMEHEHUSA

Cratps 10. Pa3padoTKa JieKapCTBEHHBIX CPEACTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEJICTB BKJIIOYACT B CEOsl MOMCK HOBBIX (hapMaKOJIOTHYECKH
aKTUBHBIX BEIIECTB, IMOCJEAYIOLIEE H3YYEHHE HX JIEKAPCTBEHHBIX CBOWMCTB, JOKIMHUYECKHE
WCCTeOBaHMs, pa3pabOTKy TEXHOJOTUM MPOU3BOJCTBA (PapMaleBTUYECKUX CyOCTaHIIHM,
pa3paboTKy COCTaBOB U TEXHOJIOTHI MPOU3BOICTBA JIEKAPCTBEHHBIX MTPENapaToB.

2. ®uHaHCOBOE 0OeceueHre pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISICTCS 3a CUET:
1) cpencTs deaepanbHOro OIOKETA;

2) cpeacTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;
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3) CpEICTB IPOU3BOIUTENIEH JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAYYHO-HMCCIIEIOBATENbCKUX paboT MO JIOTOBOPY MEXAY pa3padOTUMKOM JIEKapCTBEHHBIX
CPEICTB U NPOU3BOJAUTEIIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3aIPEIICHHBIX 3aKOHOAATEICTBOM Poccuiickoit denepainu HCTOYHUKOB.

3. IlpaBa  pa3zpaboTumka  JICKQPCTBEHHOTO  CPEACTBA  OXPAHSIOTCS  TPaKTAHCKUM
3aKOHOAATEIbCTBOM.

Cratba 11. JlokanHuYecKoe HCCIeT0OBAHNE JIEKAPCTBEHHOT 0
CpeacTBa sl MEIUIIUHCKOT0 NPUMEHEHUs

1. JloknuHUYECKOe MCCIIEeJOBAaHHE JICKAPCTBEHHOT'O CPEACTBA ISl MEIUIIMHCKOTO MPUMEHEHHUS
MMPOBOAUTCA IYTEM NPHUMCHCHUSA HAYUYHBIX MCTOJ0OB OILICHOK B LCJIAX IMOJYYCHHA JOKA3aTCIILCTB
0e301acHOCTH, Ka4ecTBa M 3G (HEKTUBHOCTHU JIEKAPCTBEHHOTO CPEJICTBA.

2. JloknIMHUYECKOe MCCIIeIOBAaHHUE JIEKAPCTBEHHOTO CPENCTBA Ui MEIUIIMHCKOTO MPUMEHEHHS
NPOBOAMTCS B COOTBETCTBHM C TpaBWJIaMM HAJICKAIIEH J1abOpaTOPHOW MpPAKTHKH,
YTBEP)KICHHBIMH YITOJTHOMOUYEHHBIM (heIepabHbIM OPraHOM HCIIOJIHUTENFHON BIACTH. (B pei.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. Jlast opraHM3anyy ¥ MpOBEACHUS TOKIMHUYECKOTO MCCIIEOBAHMUS JIGKAPCTBEHHOTO CPEACTBA
JUIST METUIIMHCKOTO TMPUMEHEHHS Pa3pa0OT4YHUKH JIGKAPCTBEHHBIX CPEICTB MOTYT TPUBJICKAThH
HAyYHO-HMCCIIEIOBATEIbCKIE  OpraHu3aliy, o0pa3oBaTelbHBIE  OPraHU3allMM  BBICIIETO
oOpa3oBaHus, UMCIOIIUE HEOOXOIUMYIO MaTepHaIbHO-TEXHUUECKYIO 0azy u
KBATM(DUIIMPOBAHHBIX CIICIIUAIMCTOB B COOTBETCTBYIOIICH 0O0JacTH HCCIeNOBaHUSA. (B pell.
denepanbroro 3akona ot 02.07.2013 N 185-D3)

4. JIOKIMHUYECKOE MCCIEA0BAaHNE JIEKAPCTBEHHOTO CPEACTBA JUIsl MEAUIIMHCKOTO MPUMEHEHUs
MIPOBOAMTCS [0 YTBEPKICHHOMY pa3pabOTYMKOM JIEKapCTBEHHOI'O CPEACTBA IJIaHy C BEJIECHHUEM
IIPOTOKOJIA 3TOTO MCCIIEAOBAHUS M COCTaBICHHEM OTYETA, B KOTOPOM COIEPKATCS PE3yJIbTaThl
3TOTrO MCCIIEJOBAHUS U 3aKIHOUYEHUE O BO3MOKHOCTH IIPOBEACHUS KIMHUYECKOTO UCCIIEI0BaHUS
JIEKapCTBEHHOI'0 IpernapaTa Jisi METUIUHCKOTO PUMEHEHHUSI.

5. TlpoBeneHue MPOBEPOK COOJIIOACHUS TPABWI HaJIekKaIIeH Ja0opaTOpHOW NPAKTUKH U
MPaBOBbIX HOPM HCIIOJIb30BaHUS JKUBOTHBIX MPU NMPOBEACHUU JOKIMHUYECKUX HCCIEIOBaHUMN
JIEKApPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO MPUMEHEHHUSI OCYIIECTBIISIETCS YITOJIHOMOYEHHBIM
(dbenepanbHBIM OPTaHOM HCIIOJHUTENBHON BiacTu. (B pen. PenepanbHOro 3akoHa ot 22.12.2014
N 429-®3 (pexn. ot 13.07.2015))

6. Pe?)y.]'H)TaTI)I JAOKIIMHHUYECKOT'O HMCCICAOBAHUA JICKAPCTBEHHOTO CpCACTBa A1 MCIUITUHCKOI'O
INPpUMCHCHUSA MOTYT OBITh MNpEaACTaBJIICHBI B yHOHHOMO‘{eHHLIf/'I (bel[epaﬂbHBIﬁ opraH
HCIIOJIHUTEILHON BJIACTH B YCTAHOBJICHHOM IMOPAAKE B LECIIAX FOCynapCTBeHHOfI perucTpannuu
JICKApCTBCHHOT'O ITperiapara.

Cratbs 12. JlokJIuHIYECKOE UCCIe0BAHUE JIEKAPCTBEHHOI0
CPeACTBA U KJIMHUYECKOEe HCCJIeIOBAHME JIEKAPCTBEHHOT0
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npenapara J1jisi BeTepUHAPHOT0 IPUMEHEHUs

1. I[OKJII/IHI/I‘ICCKOG HCCIICAOBAHUC JICKAPCTBCHHOT'O CPCACTBA JJIsI BETCPUHAPHOI'O IMMPUMCHCHUA
MMPOBOAUTCA NIYTCM NPHUMCHCHUSA HAYUHBIX MCTOJ0B OLICHOK B HCIAX IMOJYUCHUSA JOKA3aTCIILCTB
6630HaCHOCTI/I, KadyectBa H B(b(i)eKTI/IBHOCTI/I JICKApCTBEHHOT'O CpE€ACTBA, B TOM YHCIIC
OIIPCACIICHUA CpOKa €ro BBIBCACHUA M3 OpraHusmMa KUBOTHOTO, B NCIAX obecrneueHuUs
0e30macHOCTH IMPOAYKIIMH JKUBOTHOI'O IIPOUCXONKIACHUA IMOCJIC MIPUMEHEHNUS COOTBETCTBYIOIICTO
JICKaApCTBCHHOI'O IIpCIiapara.

2. JIOKIMHHMYECKOE MCCIENOBAaHUE JIEKaPCTBEHHOIO CPEACTBA M KIMHMYECKOE MCCIEIOBAaHUE
JIEKapCTBEHHOI'O npenapara JUTSL BETEPUHAPHOTO IIPUMEHEHU, UCCIIEIOBAHNE
OMOSPKBUBAJIEHTHOCTH YKa3aHHOI'O JIEKAPCTBEHHOr'O Ipernapara HMPOBOJSATCS B COOTBETCTBUU C
NpaBUJIAMH, YTBEPKIECHHBIMH YIIOJTHOMOYEHHBIM (eiepaJbHbIM OpPraHOM HCHOJHHUTEIBHOM
BJIACTH.

3. JIOKJIIMHMYECKOE MCCIIENOBAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHMYECKOE MCCIIEI0BaHUE
JIEKAPCTBEHHOT'0 IIpernapara il BETEPUHAPHOIO MPUMEHEHUS MPOBOAATCS IO YTBEPKICHHOMY
pa3pabOTYUKOM JIEKAPCTBEHHOI'O CPEJICTBA IUIaHy C BEJEHHEM MPOTOKOJIOB 3TUX UCCIIEAOBAHHM
U COCTaBJICHUEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YJIbTAThl ITUX UCCIEIOBAHUM.

4. [lna opraHu3anuy M NMPOBEIEHUS JOKJINHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOIO CPENCTBA
U KIIMHAYECKOrO0 HCCIENOBAHUs JIEKAPCTBEHHOI'O Ipernapara Uuisi BETEPHUHAPHOIO NMPUMEHEHUs
pa3paboOTUYMK JIEKAPCTBEHHOT'O CpEJICTBA MOJKET IPUBJIEKAaTh OpraHU3allud, HMEoLIUe
HEOOXOMMYI0 MaTepHAIbHO-TEXHUYECKYI0 0a3y W KBaIHM(HUIMPOBAHHBIX CIEIHATINCTOB B
COOTBETCTBYIOIIEH 001aCTU UCCIIEIOBAHUS.

5. Knuanueckue HCCIICAOBaHHUA JICKAPCTBCHHBIX IIPCIIAPATOB IJII BETCPUHAPHOTI'O NPHUMCHCHUSA
IMPOBOAATCA B BETCPUHAPHBIX OpraHU3alugX U B OpraHHU3aluiax, OCYHICCTBIIAIONNX pa3BCACHUC,
BbIpallluBaHWEC U COACPKAHUEC )KUBOTHBIX, B LICIIAX:

1) YCTAHOBJICHUS ITICPEHOCUMOCTH JICKAPCTBCHHBIX ITPCIIAPATOB 3JOPOBBIMU KUBOTHBIMH,

2) moabopa ONTUMAJBHBIX JO3UPOBOK JIEKAPCTBEHHBIX IIpEMapaToB M Kypca JIEYEHHUS Ha
KOHKPETHOM TIpyIIie )KUBOTHBIX C ONpeAeIEHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHusi Oe3omacHocTH M 3(P(EKTUBHOCTM  JIEKAPCTBEHHOIO  IIperapara,
IpeHa3HAUYEHHOT' O JUIs JICYEHUs ONpeAETICHHbBIX 3a00JIeBaHUI KUBOTHBIX, UM 3PPEKTUBHOCTH
JIEKapCTBEHHOTO Mpenapara s NpoQHUIaKTHKU 3a00JIeBaHUM 310pPOBBIX KHBOTHBIX;

4) n3ydyeHHs BO3MOXKHOCTEH pacHIMpeHHUsl MOKa3aHUM K NMPUMEHEHHUIO 3aperucTpUpOBAHHOTO
JIEKapCTBEHHOI'O IIperapaTa 1 BbISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI.

6. Knunudeckoe ucciiejoBaHue JEKapCTBEHHOI'O MperapaTa JUisi BETEpUHAPHOIO NMPUMEHEHUs
OCYILIECTBIISIETCA 33 CUET CPEICTB pa3pabOTUNKa JIEKAPCTBEHHOTO CPECTBA.

7. Otuersl O pe3ynapTaTax IOKIMHUYECKOTO HCCIECIOBAHMS JIEKAPCTBEHHOIO CPEICTBA M
KJIIMHUYECKOTO0 MCCIIEOBAHUS JIEKApCTBEHHOI'O IIpernapaTta Ui BETEPUHAPHOTO IPUMEHEHUs
COCTABJISIIOTCS pa3pabOTYMKOM JIEKAPCTBEHHOTI'O CPE/ICTBA C YUETOM 3aKJIIOUCHUH OpraHu3aluid,
MPUHUMABIINX Y4acTHE B OpraHU3aI[UH U [TPOBEJICHUU 3THUX HCCIIET0BaHUM.

8. KOHTpOJIL 3a TOPOBCACHUCM JOKIMHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB U
KIIMHUYCCKUX I/ICC.]'IG)IOBaHI/Iﬁ JICKApCTBCHHBIX IIpE€rapaToB AJId BCTECPHUHAPHOI'0 IMPUMCHCHUA



OCYIIECTBISIETCS YIIOJHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJTHUTEIBHOM BIACTH.

I'1asa 6. OCYIECTBJIEHUE 'OCYJAPCTBEHHOHN
PEI'UCTPALNU JIEKAPCTBEHHbLIX ITPEIIAPATOB

Crarba 13. I'ocyrapcTBeHHas1 peruCcTPANUs JeKapCTBEHHbIX
npenapartoB (B pea. PexepajbHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B Poccuiickoii ®enepanii  AOMYCKAIOTCS MPOU3BOJACTBO, H3TOTOBJICHUE, XPaHEHUE,
nepeBo3ka, BB03 B Poccuiickyro ®enepanuio, BbiB03 U3 Poccuiickoir ®denepanuu, pexiama,
OTIYCK, peanu3alus, rnepeaaya, IpUMEHEHUEe, YHUUTOKEHUE JIEKAPCTBEHHBIX MpenapaToB, €CIU
OHM 3apPETUCTPUPOBAHBI COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (peiepalibHbIM  OpraHOM
UCIIOJHUTENbHOM BiacTu. (B pen. Penepanbroro 3akona ot 13.07.2015 N 241-D3)

2. 'ocynapcTBeHHON pEerUCTpalliy MOJIeKAT:

1) Bce nexkapcTBeHHBIE MpemapaThl, BIIEPBBIE MOJIeXkKalllue BBOAY B oOpaiienue B Poccuiickoit
®enepanuu;

2) nexapcTBEHHbIE IIpenaparhl, 3aperMCTPUPOBAHHBIE paHee, HO IPOU3BEACHHBIE B JPYTUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C MEPEUYHEM HAUMEHOBAHHI JIEKAPCTBEHHBIX (OpPM, B
HOBOH JI03UPOBKE TPH JT0KA3ATEIHCTBE €€ KIMHNYECKOW 3HAYMMOCTH U 3(H(HEeKTUBHOCTH;

3) HOBBIE KOMOMHALIMY 3aPETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB.

3. TocynapcTBeHHass perucrpanusi JIEKapCTBEHHBIX IPENapaTroB OCYILIECTBISIETCA IO
pe3yibTaTaM 3KCIEePTU3bI JIEKAPCTBEHHBIX CPEACTB, @ TOCYAAPCTBEHHAs perucTpanus ophaHHbIX
JIEKAPCTBEHHBIX IIPEMApPAaTOB OCYLIECTBISAETCA II0 pe3yJabTaTaM JKCIEPTU3bl JOKYMEHTOB,
IIPEICTABICHHBIX Ul ONPENEIIEHUs BO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IIperapar
JUIsL MEIULHHCKOIO IPUMEHEHHs IPU OCYLIECTBICHUU TIOCYJapCTBEHHONW PpEruCTpalvu B
KayecTBe Op(aHHOro JIEKApCTBEHHOI'O TMpemapara, H 1O pe3yidbTaTaM 3KCHEpPTH3bI
JIEKapCTBEHHBIX CPENICTB.

4. TocymapcTBeHHass  perucrpanusi  JIEKapCTBEHHOTO  Ipenapara  OCYHIECTBIISETCS
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (efiepaibHbIM OpraHOM HMCIIOJHUTEIBHON BIACTH B CPOK,
HE TPEBBIIAIONIUN CTa MIECTUACCATH pabouyux AHEH CO JHS TPHUHSATHS COOTBETCTBYIOIIETO
3asBJIEHUSI O TOCYJAPCTBEHHOM pEerucTpaluu JIEKapCTBEHHOIo Ipenapara. B ykazaHHBIN Cpok
BKJIFOYAETCSl BpPEMs, HEOOXOIMMOE JIJIsi TTIOBTOPHOTO MPOBEACHHS SKCIEPTHU3bI JIEKAPCTBEHHOTO
CpeicTBa B COOTBETCTBUM CcO cTatbel 25 Hactosimero ®denepanbHoro 3akoHa. Cpok
TrOCYJapCTBEHHOW PETHCTpallii JICKAPCTBEHHOTO IMpernapara HUCYUCISIETCS CO JHS TPUHSTHS
COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM (DelepaqbHbIM OPTraHOM HCIOJHUTEIHFHOW BIIACTH
COOTBETCTBYIOIIETO 3asBJIEHUS O FOCYJAapCTBEHHOW PErMCTPAlMU JEKapCTBEHHOTO Mpernapara ¢
MIPUIIOKEHUEM HEOOXOJUMBIX JOKYMEHTOB TI0 JICHb BBIJIAYHM PETUCTPAIIMOHHOTO yOCTOBEPEHHUS
JIEKapCTBEHHOTO TIpemapara. Bpewms, HeoOXoawmmoe Jisi HAmpaBlICHUS YIOJTHOMOYEHHBIM
(denepanbHBIM OpPraHOM HCIOJHUTENBHOM BJIACTH 3ampoca O TMPEICTABICHUU HEOOXOIMMBIX
MaTepuajioB W TPEJICTABICHUS 3asBUTEJIEM OTBETa Ha JAHHBIA 3ampoC B COOTBETCTBHH CO
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cratbsiMu 16, 19 u 23 nacrosmero denepanbHOro 3aKOHa, HE YYUTHIBACTCS MPH MCUMCICHUU
CpOKa TrOCyIapCTBEHHOW PErUCTPAIliH JICKAPCTBEHHOTO Mperapara.

5. 'ocynapCTBEHHOW pErucTpaluy HE OAJIEKAT:

1) JICKApPCTBCHHBIC ITpEIiapaThbl, U3rOTOBJICHHBIC allTCYHBIMH OpraHHU3alllusaIMK, BETCPUHAPHBIMU
AllTCUHBIMU OpTraHHu3alusAMU, HWHAUBUAYAJIBHBIMUA NOPCANPUHHUMATCIIAMA, KOTOPBIC HMCIOT
JIJMICH3HUIO Ha (bapMaHeBTI/I‘IeCKYI-O ACATCIIBHOCTD, I1IO PEUCIITAaM Ha JICKAPCTBCHHEBIC ITPEIIapaThbl U
Tpe6OBaHI/I5[M MCECIUILMHCKHUX OpFaHHSaHHﬁ, BETCPUHAPHBIX OpFaHH3aHI/II>'I;

2) JeKapCcTBEHHbIE TMpenaparbl, MNPUOOpPETeHHblE (QUINYECKUMH JMIAMH 3a T[peaesiaMu
Poccuiickoit @eaepanuu v npeHa3HauYECHHBIE U1 TUYHOTO HCIOIb30BaHMUS,

3) nekapcTBEHHbIE Tpenaparbl, BBo3UMBbIE B Poccuiickyto ®enepanuio aias OKa3aHUs
MEIULHUHCKON MOMOIIM MO YU3HEHHBIM IOKA3aHUSM KOHKPETHOrO MAallMeHTa Ha OCHOBAaHUU
paspeleHus, BBIJTAaHHOTO YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOIHUTEIBLHON BIACTH;

4) nexapcTBEHHBIE CpeACTBa, BBO3UMbIE B Poccuiickyto denepaliiio Ha OCHOBAaHUH BBIJAHHOTO
VIIOJTHOMOYCHHBIM  (pelepalIbHBIM ~ OpPraHOM  WCIOJHHUTEIBHON  BIIACTH  pa3pelieHUs W
MpEIHA3HAYCHHbIC I IPOBEACHUS KIIMHUYECKUX UCCIIEA0BAHNUN JIEKAPCTBEHHBIX IIPENAapaToOB U
(wM) MpoBEIEHUS YKCIIEPTU3BI JIGKAPCTBEHHBIX CPEICTB JIJIsi OCYIIIECTBICHUS TOCYIapPCTBEHHON
pEerucTpanmu JEKapCTBEHHBIX MpenapaToB;

5) dbapmarneBTHuecKre CyOCTaHITHH;

6) pagnodapManeBTHIECKUE JCKAPCTBCHHBIE MPENapaThl, U3TOTOBICHHBIC HEMTOCPEICTBCHHO B
MEAUIMHCKUX OpPraHM3alMsIX B TMOPSAKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (eaepatbHbIM
OpraHOM HCTIOJHUTENIBHOU BIIACTH;

7) ekapcTBEHHbBIE MpenapaTsl, IPOU3BOJUMBIE JUI HKCIIOPTA.
6. He nomyckaercst rocy1apcTBEHHAs! perUCTpaLus:

1) JICKApCTBCHHBIX MPCIapaTroB, OTIWYAKOMHUXCA ApYr OT Apyra Kad€CTBCHHLIM COCTABOM
HeﬁCTBYIOHIHX BCIICCTB, IO OANHAKOBBIM TOPrOBbIM HAMMCHOBAHUCM;

2) OAHOTO JIEKAPCTBEHHOTO Mpenaparta, MpeICTaBIEHHOI'0 Ha FOCyIapCTBEHHYIO PETUCTPALUIO B
OTHOIIEHWU OJHOTO U TOTO XK€ JAepraTelsi WM Biajeiblia PETUCTPALMOHHOIO YAO0CTOBEPEHUS
JIEKapCTBEHHOT'O MpernapaTa B BUJIE IBYX U OoJiee JeKapCTBEHHBIX MPENnapaToB MO/ Pa3InYHbIMU
TOProBBIMH HauMeHOBaHUsAMH. (B pen. DenepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 2JIEKTPOHHOM (opMe WIM Ha OyMaKHOM HOCUTENE) CyObeKkTa oOpaleHus
JICKApCTBEHHBIX CPEJACTB COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM (elepaabHbIM OpPraHOM
WCTIOJTHUTEBHOW BIIACTH, OCYIICCTBIITIONIMM TOCYAaPCTBEHHYIO PErHCTPAILUIO JIEKAPCTBEHHBIX
MpenapaToB, B YCTAHOBJIEHHOM MM TMOPSJIKE OCYLIECTBISETCS Hay4HOE KOHCYJIbTHPOBAaHHUE IO
BOIpocaM, CBSA3aHHBIM C TMPOBECACHHUEM JTOKIMHHYCCKUX I/ICCHCJIOBaHI/Iﬁ, KIIMHUYECKUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPEnapaToB, AKCIEPTU3bl KauecTBa JICKAPCTBEHHBIX CPEICTB,
s¢dekTuBHOCTH M 0€30MaCHOCTH, C OCYIIECTBICHHEM TOCYIapCTBEHHOW perucTpanuu
JIEKapCTBEHHbIX  mpenapaToB. KOHCyIbTHpOBaHHWE  OCYIIECTBISIETCS C  IPHUBICUYECHUEM
CbellepaJ'IBHI)IX rocyaapCTBECHHBIX 6IO)I)KCTHI)IX y’—Ipe)K}IeHPIﬁ, MMOABCAOMCTBCHHBIX OJaHHOMY
¢denepambHOMY OpraHy HCIOJHUTENBHOW BJIACTH W HE YYacTBYIOIIMX B OpraHu3aluu
IMPOBCACHUA DOKCIICPTHU3BI KA4YCCTBa JICKAPCTBCHHBLIX CPEACTB B HCIAX OCYHICCTBICHHUA HX
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rOCyJIapCTBEHHOM pErucTpalMy B COOTBETCTBUM CO cTaThei 16 Hactosimero denepanbHOro
3aKOHa, B BHJE OTBETAa B NHCHMEHHOH (hopME YIOIHOMOYEHHOTO (enepaIbHOro opraHa
WCIIOJIHUTENILHOM BJIaCTH Ha 3ampoc. Pa3Mmep B3uMaeMoil ¢ 3asBHUTENS IJIAThl ONpEAeNseTcs B
COOTBETCTBHUH C 3aKOHOJATeNBCTBOM Poccuiickoii @enepannu 00 opraHu3aiy Npe1oCcTaBICHUs
rOCy/IapCTBEHHBIX W MYHHIMMNAIbHBIX Yyciyr. MH]opmamus 00 OCylIecTBICHHMH HAyYHOTO
KOHCYJIbTUPOBAHMSI, B TOM YHCJIE€ CTAaThbH, 0030pbl, CIPABOYHBIC MaTepPHAaJIbl U HHAs WHPOpMALUs
00 OCyIIECTBICHMH HAY4YHOTO KOHCYJIbTHPOBAHHUS, pa3MellaeTcsi Ha OQUIMAIBHOM caiiTe
YIIOJIHOMOYEHHOTO (peiepanbHOr0 OpraHa HCIOJHUTENbHONH Biactd B cetu "HHTeprer" ¢
COOJIOICHUEM OTPaHWYCHMM, YCTAHOBJICHHBIX 3aKOHOJATEIbCTBOM O IMEPCOHANBHBIX JIaHHBIX,
KOMMEpYECKON U (WJIH) TOCYAapCTBEHHOM TaifHe.

8. T'ocymapcTBeHHass perucrpanys J€KapCTBEHHBIX IPENapaTroB, KOTOPHIE IPEIHA3HAYEHBI IS
IIPUMEHEHHUsI B YCIIOBHUSX BOEHHBIX JCHCTBUM, YpPE3BbIYAMHBIX CUTYyalUH, NPELyNPEKICHUSL
Ype3BbIUAlHBIX CHUTyalud, NPOPUIAKTUKM U JedeHHs 3a0osieBaHUll, NpeacTaBISIOLUX
OMACHOCTb [UIsl OKPYXAloUMX, 3a00J€BaHUIl M NOpPaKEHWH, IOJYyYEHHBIX B pe3yJbTaTe
BO3CUCTBUS HEOIArONpPUATHBIX XUMHUYECKUX, OMOJIOTMYECKHMX, paJUalMOHHBIX (AKTOPOB, U
KOTOpBIE pa3paboTaHbl B TOM YHWCIIE MO 3aJaHUIO (eaepalbHBIX OPraHOB HCIOJIHHUTEIBHOM
BJIACTH, YIOJIHOMOYEHHBIX B 00J1aCTH OOOpPOHBI CTpaHbl U 0€30IaCHOCTU TOCYAApPCTBA, a TAKXKe
JICKApCTBEHHBIX CPEJACTB B Cllydae MX JAe(EeKTyphl MM PUCKAa BO3HUKHOBEHHS NE(EKTYpHl B
CBA3M C BBeJcHMEM B oOTHoweHuM Poccuiickoi @Pexepanuu OrpaHUYMTEIBHBIX MEp
SKOHOMHUYECKOI'O XapaKTepa OCYLIECTBIAETCA B IIOPsJIKE, YCTaHOBJIEHHOM IIpaBuTesbcTBOM
Poccutickoit ®eneparuu. (B pea. Penepanbabix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022
N 46-D3)

Crartba 14. IIpyHIMIBI 3KCHEPTU3BI JTEKAPCTBEHHBIX CPEACTB (B
pen. ®enepanbHOro 3akona or 22.12.2014 N 429-®3 (pea. or
13.07.2015))

1. 9KCHepTI/I3a JICKApCTBCHHBIX CPCACTB OCHOBBIBACTCA HA NPUHIUIIAX 3dKOHHOCTH, CO6J'IIOI[€HI/IH
IpaB U CBO6OI[ YCJIOBCKA M TI'paXJaHWHA, IMPaB IOPUANYCCKOIro JIuia, HE3aBUCHUMOCTH 3KCIIEPTaA,
O6T>€KTI/IBHOCTI/I, BCCCTOPOHHOCTHU U ITOJHOTBI I/ICCJ'Ie,ZLOBaHI/II\/'I, MMPOBOAUMBIX C HUCIIOJIb30BAHUEM
COBPCMCHHBIX I[OCTI/I)KCHI/If/'I HAayKHn nu TCXHHUKU, OTBECTCTBECHHOCTH (bellepaHI)HOFO
rocyaapCTBEHHOT'O 6IOI[)I(CTHOFO YUpCKACHHUA TI0 HNPOBCACHUIO IKCIICPTHU3BI JICKAPCTBCHHBIX
CpCACTB U 3KCIICPTOB 3a ITPOBCACHNUEC U KAaUCCTBO SKCIICPTU3LI.

2. 9KCHCpTI/ISa JICKApPCTBCHHBIX NPCHIapaTOB AJII MCAUIHUHCKOI'O IPUMCEHCHUS BKIIFOYACT B ceost:

1) skcnepTu3y AOKYMEHTOB, MPEICTABIECHHBIX AJIsi ONpPEAeNeHNs BO3MOXHOCTU pacCMaTpUBAThH
JIEKAapCTBEHHBIM  Mpemapar s  MEIUIMHCKOTO  TPUMEHEHHS TPH  OCYIIECTBICHUH
roCyJIapCTBEHHOM PErUCTpaIMK B KauecTBE Op(paHHOTO JIEKapCTBEHHOTO Tperapara;

2) SKCHEepTU3y MPEIUIOKCHHBIX METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO CPEICTBA WU
Ka4yecTBa IPEJCTABICHHBIX O00pPa3IOB JIEKAPCTBEHHOIO CPEICTBA C KCIIOJIb30BAHHEM 3THX
METOJIOB (J1asiee - SKCIepTH3a KayecTBa JEeKapCTBEHHOTO CPECTRA);

3) OKcmepTHU3y OTHOIICHHS OXKUAAEMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY IpPHUMEHEHUs
JIEKApCTBEHHOTO MpeIapara;
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4) 5KCHepTH3y PErHMCTPAIMOHHOTO IOChE HA JICKAPCTBEHHBINM MpEnapar B IIENAX OMpPEAeICHUS
B3aUMO3aMCHACMOCTH JICKAPCTBCHHBLIX NPCIapaToB AJid MCAUIMHCKOrO IMPUMCHCHUS. (B pea.
depnepanbHOro 3akona ot 27.12.2019 N 475-D3)

3. DKcnepTU3a JIEKApCTBEHHBIX MIPENApaToB JUIsl BETEPUHAPHOIO IPUMEHEHMSI BKJIIOUAET B ce0sl
JKCIIEPTU3Y KA4E€CTBA JIEKAPCTBEHHOT'O CPECTBA M HKCIEPTU3Y OTHOLIECHUS OXKHAAEMOM IOJIb3bI
K BO3MOX>XHOMY PUCKY IPUMEHEHUSA JIEKapCTBEHHOIO IIpenapara.

Cratba 15. @egepajbHOe rocy1apcTBEHHOE 010IKETHOE
yUpesKIeHHue M0 MPOBeAeHUI0 IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

DKcrmepTu3a  JIGKAPCTBEHHBIX  CPEACTB  NMPOBOAMTCSA  (elepalbHBIM  TOCYAapCTBEHHBIM
OFOJDKETHBIM  YUYPESKJCHHEM COOTBETCTBYIOIIECTO YIIOJHOMOYCHHOTO (eIepabHOrO OpraHa
HUCIIOJIHUTEILHOU BJIaCTH, CO3AaHHBIM JJId oOecrieueHrs WCIIOJHEHUSA ITIOJIHOMOYHH DTOrO
(denepanbHOrO OpraHa IO BbIJaue Pa3pelICHUH Ha TPOBEICHUE KIMHUYECKUX HCCIICIOBAHUN
JIEKapCTBEHHBIX MpenaparoB U (WIKM) IO TOCYyIapCTBEHHOW pErucTpanuy JIeKapCTBEHHBIX
MpenaparoB (Jajnee - SKCIEPTHOE YUPEKIICHUE).

Crarps 16. Oprannsanus npoBeeHus: IKCIEePTU3bI
JIEKAPCTBEHHBIX cpeacTB (B pea. PenepajbHOIO 3aKOHA 0T

22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. DkcnepTu3a JIEKapCTBEHHBIX CPEACTB IPOBOIAUTCS KOMHUCCUEH SKCIEPTOB HKCIEPTHOIO
YUPEXKIEHUS, HAa3HAUEHHOW €ro pyKOBOJUTENIEM, HA OCHOBAaHMM 33aJaHHs Ha IPOBEJICHHUE
AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA, BBIJAHHOTO YIOJHOMOYEHHBIM (heliepaabHbIM OpraHOM
UCTIOJHUTENIBHOM BIAaCTH. PyKOBOJUTEIb SKCIIEPTHOTO YUPEXKIEHUS 00ecIieunBaeT Hajiexalee
MIPOBEJICHUE SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C 3aJaHUEM, BBIJAHHBIM
YIIOJIHOMOYEHHBIM (he/iepanbHbIM OPraHOM HCIOJTHUTENBHOM BIIACTH, U OPTaHU3YET MOJATOTOBKY
CBOJHOTO 3aKJIFOYEHUS ITOM KOMHUCCHUHU. B cOCTaB 3TOM KOMHUCCHH IO PEMICHUI0 PYKOBOJIUTENS
HKCHEPTHOTO YUPEXAECHUS MOTYT ObITh BKJIIOUEHBI B KAU€CTBE SKCIIEPTOB JIMLA, HE paboTarolue
B JIaHHOM OKCIIEPTHOM YYpEXKJIEHUHU, €CIM UX CHelHalbHble 3HAaHUS HEOOXOIUMBI IS
MIPOBEIEHUS SKCIEPTU3BI U TAKHE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM YUPEXKIECHUU.

2. DKCHepTOM MO MPOBEICHUIO IKCIIEPTU3BI JEKAPCTBEHHBIX CPECTB SIBIISETCS aTTECTOBAHHBIN
paOOTHHK  SKCHEPTHOTO  YYPEXKJIEHHUs, KOTOpPBIH  HMMEeT  BBICIIEE  MEIUIUHCKOE,
(bapmaneBTHYECKOE, OMOIOTHYECKOE, BETEPHHAPHOE WM XUMUYeCKoe 00pa3oBaHNe U MPOBOAUT
HKCHEPTH3y JIEKAPCTBEHHBIX CPEJICTB B TMOPAAKE HCIOJHEHUS CBOUX JOJDKHOCTHBIX
o0s13aHHOCTEH (Hajee - FKCIepT).

3. HpI/I IMMPOBEACHNHN JSKCHICPTU3BI JICKAPCTBECHHBIX CPCACTB JOKCIICPT HEC MOXKET HAXOIUTHCA B
KakOW-Tu00 3aBHCUMOCTH  OT JiMia, HA3HAYUBIICTO OTY OSKCHEPTUIY, pa3pa60TqH1<a
JICKApCTBCHHOT'O CPpCACTBA U APYTUX 3AUHTCPCCOBAHHBIX B PC3YJIbTATAX SKCIICPTU3BI JIMII.

4, HpI/I MPOBCACHUHN OBKCIICPTU3LI JICKAPCTBCHHBIX CPCACTB HC JOITYCKACTCA I/ICTpe6OBaTB y
3asBUTEINS JTHOO MHBIX JIMI MaT€pHUajbl, HGO6X0)II/IMI)IG JJI TIPOBEACHUA OKCIICPTHU3EI. B cirydac
HCAOCTATOYHOCTU TMPCACTABJIICHHLIX OJSKCIICPTY MATCPpHUAJIOB Ui Ada4YU 3aKIOYCHUSA OIKCIICPT
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CTaBUT BONPOC O INPEACTABICHUHM €My HEOOXOIUMBIX MAaTEpUAIOB Iepes PYKOBOAMUTEIEM
IKCIIEPTHOTO  YUPEXKICHUS, KOTOPbIM oOpamaercs ¢ COOTBETCTBYIOIIUM  3allpocoM B
YIIOJIHOMOYEHHBIH (eiepaibHblii OpraH MCIOJHUTEIbHON BIACTH, BBIIABLIMHA 3aJaHUE Ha
MPOBEICHUE OKCIEPTU3bl JIGKAPCTBEHHOTO CpPEACTBA. YKa3aHHBIA (enepanbHblii  OpraH
UCIIOJHUTEJIBHOM BJIaCTM B TEYEHUE IATH pPAadOYMX JHEH co JHSA MOCTYIUIEHHs 3ampoca
PYKOBOAMTEIS DKCIIEPTHOTO YUYPEKIACHUs HAIPABISICT 3asBUTEIIO 3alpOC O MPEACTABICHUHU
HEOOXOAMMBIX MaTepuanoB. JlaHHBIA 3ampoc MOXXET ObITh IepeJaH YHOJIHOMOYEHHOMY
MIPEACTABUTEINIO 3asBUTEIIS JIMYHO 110 PACIIUCKY, HAIIPABIIEH I10 I0YTE 3aKa3HBIM IIMCbMOM WIIH
nepefaH B SJEKTPOHHOM (GopMe IO TeJIeKOMMYHHMKAIlMOHHBIM KaHajiaM CBs3U. B ciydae
HallpaBJICHUs JAHHOI'O 3aIpoca IO IOYTE 3aKa3HbIM IHMCbMOM OH CUMTAETCS IOJYYEHHBIM I10
HCTEUCHUH LIECTH JTHEH C aThl HAIIPaBICHU 3aKa3HOro nuceMa. (B pen. deaepanpHOro 3akoHa
ot 25.11.2013 N 317-®3)

4.1. 3asBuTeNb 00s3aH NPEACTAaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOr0 (e1epaJIbHOro OpraHa
WCIIOJIHUTEJIBHOM BJIACTH B CPOK, HE IPEBBIIAIOLIMN JIEBIHOCTa pabouMx JHEH CO JAHS €ro
[OJIy4eHUs. YIIOJHOMOUYEHHBIH (efepabHblii OpraH HUCIOJHUTEIBHONW BIJIACTH, BBIAABILIUIA
3aJJaHie Ha MPOBEJCHNUE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA, B TEUCHUE MATH PAOOUYMX THEH
CO JHA IIOCTYIUIEHUS OT 3asBUTENI1 OTBETA HAa JAHHBIM 3allpOoC HANPAaBIAET TAKOW OTBET B
IKCIIEPTHOE YUpexaeHue. B ciryuae HermpeacTaBiIeHus [0 UCTCUCHUN JIEBSIHOCTA pabounx THEH
3asBUTENIEM OTBETAa Ha JIaHHBIH  3ampoc  YIOJIHOMOYEHHBIH  (enepaybHblii  OpraH
WCIIOJIHUTEJIBHOM BJIACTH, BBIJABIIMN 33JaHUE HA IIPOBEACHHUE JKCIEPTU3BI JIEKAPCTBEHHOIO
CpeACTBa, B TCUCHHE IISTH pabouuX JHEH HAINPaBISET B SKCIEPTHOE YUPEXkKACHUE YBEIOMIICHHUE
O HENpPEICTaBICHUM 3asBUTEIEM OTBETa HA 3alpoC YKa3aHHOIO opraHa. Bpemsa co nHs
HaMpaBJICHUsl 3alpoca HKCHEPTHOIO YUPEXkKACHUS B YHNOJHOMOYEHHBIN (enepaabHblii OpraH
HCIIOJTHUTEJIBHOW BIIACTH 10 JIHSI IOJIYYEHUS DKCIIEPTHBIM YUYPEKICHUEM OTBETA HA 3aIlIpOC WUIIU
YBEIOMIIEHHs O HEIPEACTABICHUU OTBETA HA 3allpOC HE YYUTHIBACTCS IPU MCUUCICHUU CPOKa

MIPOBEJEHUSI DKCIEPTU3bl JIEKAPCTBEHHOro cpeactBa. (B pen. PeaepanbHOro 3aKOHAa OT
25.11.2013 N 317-®3)

4.2. Eciu B cocTaBe pErHCTPAllMOHHOIO JI0ChE Ha JIEKApPCTBEHHBIN Mpenapar sl MEAUIIMHCKOTO
MIPUMEHEHHUSI COJEPIKUTCS MpenycMOoTpeHHas ctatbei 18, yacteio 1.1 crathu 30 u crartbeid 34
Hacrosero @enepaabHOro 3aKOHa KOMUS pEIIeHHs] YIOJTHOMOUYEHHOIo (hefepabHOro OpraHa
WCIIOJIHUTEJIBHON BJIACTH O TPOBEIECHUM WHCIEKTUPOBAHMS IMPOU3BOJIUTEINS JIEKAPCTBEHHBIX
CPEACTB, JKCHEPTYy 10 OQGOPMIIEHUS pEe3yJIbTaTOB SKCHEPTU3bl JIEKAPCTBEHHOTO CpPEICTBA
MIPEIOCTABIIAETCS B TOPSIIKE W HA YCIOBHSX, KOTOpbIE NPEAYyCMOTpeHbl 4dacTsaMu 4 u 4.3
HACTOAILLEH CTAaTbM, KONUS 3aKIIOUEHUS O COOTBETCTBUU IIPOM3BOIUTENS JIEKApPCTBEHHBIX
CpEeICTB TpeOOBaHMSM MpaBU HaJIeKallell NPOU3BOACTBEHHON NPAKTUKH, BBIAAHHOTO
YIIOJIHOMOYEHHBIM (e/lepajIbHBIM OpraHOM HCIHOJIHMUTENbHOM BiacTu. (B pen. dexepaibHOro
3akoHa ot 04.06.2018 N 140-D3)

4.3. 3asBuTenb 0053aH NPEACTAaBUTH B YIIOJTHOMOUYEHHBIN (hefepanbHbIi OpraH UCHOTHUTEIbHOM
BJIACTH KOIHIO 3aKIIOYEHHUS O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM IpaBUJ HaJJIeXKalled MPOM3BOJCTBEHHON NMPAKTHKH B CPOK, HE NPEBBIIIAIOIHIA
CTa BOCBMHJAECATH pabouyux MAHEW CO JHS TOJy4YyeHHUs 3ampoca O €€ IMPelIOoCTaBICHUU.
YTHoIHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIIABLIMKA 3alaHUE Ha
MIPOBEJICHUE SKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHHUE ISATH paboyux IHEH co JHA
MOCTYIUIEHHUS OT 3asBUTENII KONMMM 3aKIIOYEHHS O COOTBETCTBHUM  IIPOM3BOJUTENS
JIEKapCTBEHHBIX CPEJICTB TPeOOBAHMUSAM MpPABHI HaJUIeKalled MPOW3BOJACTBEHHOW MPaKTUKH,
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HampaBlsieT €€ B OKCIIEPTHOE YydpekaeHue. B ciaydae HempencraBieHHs 3asBHTEIIEM B
yKa?;aHHblf/'I CPOK KOITMU 3aKIIFOYCHHA O COOTBECTCTBUU IMPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB
TpeOOBaHMSAM TpaBWI HAJISKAIEH MPOM3BOACTBCHHOW MPAKTHKH  YIIOJTHOMOYECHHBIN
(denepanbHBIA OpraH UCIOJHUTEIBHON BIACTH, BBIJABIIHMN 33JaHUE HA IPOBEICHHUE IKCIIEPTU3HI
JICKapCTBEHHOTO CPE/ICTBA, B TEUCHHWE IATH pPaboduMX J[HEH HampasisieT B DKCIEPTHOE
YUPEXICHUE YBEIOMIIEHUE O HETIPEICTABICHUH 3asBUTEIIEM KON 3aKJIFOUEHUS O COOTBETCTBHH
NPOM3BOAMTENS  JICKAPCTBEHHBIX  CPEACTB  TpPeOOBaHMSIM  MHpaBWJI  HaJJICKaIleH
MIPOU3BOICTBEHHOM MPaKTUKU. Bpemsi co THS HampaBiIeHUs 3a1poca SKCIEPTHOTO YUPEKICHHS B
YIIOTHOMOYEHHBIH  (eiepanbHblii  OpraH HCIOJHWUTEIBHONH BIACTH 1O [JHS IIOJNy4CHUS
OKCIICPTHBIM YUYPCKACHUCM KOITMn 3aKJIIIOYCHUA (6] COOTBCTCTBHUU IMPOU3BOAUTCIIA
JIEKapCTBEHHBIX CPEICTB TPEOOBAHHUAM MPABWII HAIJICKAIIEH MPOU3BOACTBEHHON NMPAKTUKU WMIIH
YBCAOMIICHUA O €€ HCHIPCACTABJICHUMW HC YUYUTBIBACTCA IMPU HCYHUCIICHHU CPOKa MNPOBCACHUSA
IKCIIEPTHU3BI JICKAPCTBEHHOTO cpencTBa. (B pea. denepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5. DkcnepT NpH IMPOBEJEHUU IOPYYEHHOH €My PYKOBOJHUTENIEM 3KCIEPTHOTO YUPEKICHUS
9KCIEPTHU3bI JIEKAPCTBEHHOI'O CPEJCTBA 00s3aH:

1) mpoBecTH NOJIHOE HCCIEIOBAHUE NPEACTABICHHBIX €My OOBEKTOB, MaTepHajoB, OaThb
000CHOBaHHOE M OOBEKTHBHOE 3aKIFOYEHHE IO TIOCTABICHHBIM IE€pPE] HUM BOMPOCAM WIIH
MOTUBHPOBAHHOE 3aKIIIOYEHUE O HEBO3MOXKHOCTH IIPOBEACHUA UM DKCIIEPTU3BI JIEKAPCTBEHHOIO
CPEICTBA, €CIU IOCTABJICHHBIE BOIIPOCH! BBIXOJAT 3a MPEACIIBI CIEUAIbHBIX 3HAHUM JKCIEPTA,
OOBEKTBl HCCIENIOBAaHMM M MaTepuaybl HENPUrOJHbl WM HEIOCTATOYHBI JJIi IPOBEICHUS
UCCIIEIOBAaHUM U Jauy 3aKJIIOUEHUs TMOO COBPEMEHHBII YPOBEHb Pa3BUTHS HAyKH HE MO3BOJISET
OTBETUTH Ha IIOCTABJICHHBIEC BOIIPOCHI;

2) He pa3ryiaiarh CBEJICHUs, KOTOPBIE CTAIM €MY U3BECTHBI B CBSI3H C IIPOBEIEHUEM IKCIEPTU3BI
JIEKapCTBEHHOI'O  CPEJCTBA, a TaKKe CBEIEHUS, COCTaBJSIONIME TOCYAApCTBEHHYIO,
KOMMEPUYECKYIO WM HHYIO OXPAaHSIEMYIO 3aKOHOM TaliHy;

3) obecneunTh COXPaHHOCTh MPECTABIEHHBIX 00BEKTOB HCCIEA0BaHUN U MaTEPHAIIOB.
6. DKCIIepT HE BIIpaBe:

1) MMPOBOAUTDL 3KCIICPTUIY JICKAPCTBEHHOI'O CPCACTBA IO O6paIlIeHI/IIO HCIMIOCPCACTBCHHO K HEMY
OpraHI/ISaHI/Iﬁ nin (I)I/ISI/I‘IGCKI/IX JINII;

2) caMOCTOSITENbHO cOOUMpaTh MaTepuaibl s MPOBEIEHUS HKCIEPTHU3bl JIEKAPCTBEHHOTO
CPEICTBa;

3) NpOBOIUTH 3KCHEPTH3Y JEKApCTBEHHOI'O CPEACTBA B KAauyeCTBE HETOCYJapCTBEHHOTO
JKCIIepTa.

7. B ciydae HEoOXOAMMOCTH SKCIEPT BIIpaBE XOJATalHCTBOBAaTh MeEpel PYKOBOJUTEIEM
OKCIIEPTHOIO YYPEXKACHHUSI O IPHUBICUEHUU K IPOBEJIEHUIO HKCHEPTU3BI JIEKAPCTBEHHOTO
CPEICTBA IPYTUX SKCIIEPTOB.

8. Kax b1l skcnepT, BXOASIMNA B COCTaB KOMHCCUH SKCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEACHUE
SKCIEPTU3bl  JIEKAPCTBEHHOTO  CPEICTBA, HE3aBUCUMO UM CAMOCTOSITEIBHO  IMPOBOJUT
WCCIICIOBAHUS, OLICHUBAET PE3yJIbTaThl, MOJYYEHHBIE MM JUYHO W JPYTHUMHU SKCIEPTaMH, U
(dbopMynupyeT BBIBOJBI OTHOCHUTEIBHO TMOCTABIEHHBIX BOMPOCOB B Tpelenax CBOHX
CIIELIMAJIbHBIX 3HAHUM.
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9. Pe3y.]'IbTaTI)I SKCIICPTU3BI JICKAPCTBCHHOI'O CPEACTBA O(bOpMJ'IHIOTCﬂ 3aKJIFOYCHHUEM KOMHCCUU
OKCIICPTOB. B 3akmroueHnn KOMHUCCUU 9KCIICPTOB YKA3bIBAIOTCS IIEPCUCHDb HCCHGHOBaHHﬁ, 00BeEM
IIPOBCACHHBIX KaXABIM 3KCIIEPTOM HCCHGHOB&HHﬁ, YCTAaHOBJICHHBIC KaXXJIbIM M3 HHX (baKTBI n
CACJIAHHBIC B PE3YJIbTATC HCCJICIOBAHUM BHIBOBI. BKCHepT, MHCHHEC KOTOPOro HE COBIANACT C
PEIICHUEM KOMHMCCHH OJSKCIIEPTOB, BIIPpAaB€ BbBIPA3UTH CBOC MHCHHUEC B IMMChbMEHHOM (bopMe,
KOTOpPOC HpI/IO6H_[aeTC5I K 3aKIIFOUYCHHIO KOMHCCHUHU OKCIICPTOB.

10. DkcnepThbl, BXOASIIME B COCTaB KOMHUCCHM, MPEAYNPEXIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKkoHozarelbcTBOM Poccuiickonn denepanuu 3a  JAady  3aKIOYEHUs,
COJIepKalIero HEeoOOCHOBaHHbIE WM (pambCcU(PUUIUPOBAHHBIE BBIBOABI, O YEM OHHU JAIOT
HOJIITHUCKY.

11. Onpenenenue ypoBHSI MPO(HECCHOHATHLHOW MOATOTOBKHM JKCIIEPTOB M aTTECTAllus UX Ha
IPaBo NIPOBEICHUS IKCIEPTHU3BI JICKapCTBEHHBIX Cpe/CTB OCYILECTBIISIOTCS
IKCIIEPTHO-KBATU(UKANMOHHBIMA KOMHUCCHSIMH B IOPSIIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYCHHBIM  (peliepajbHBIM  OPraHOM  HWCIHOJHHUTEIBHOW  BJAacTH.  YPOBCHb
podecCHOHATEHON TOJITOTOBKH 3KCIIEPTOB MOJUICKHUT MEPECMOTPY YKa3aHHBIMU KOMHUCCHSIMU
HE peXe YeM OJIMH Pa3 B ISTh JIET.

12. TlpaBuia mpoBeNeHHS SKCIEPTU3BI JEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH AIKCIEPTH3BI
OTJIENbHBIX BHUJOB JIEKAPCTBEHHBIX MpenaparoB (pedepeHTHBIX JIEKAPCTBEHHBIX IPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBEHHBIX MPETApaToB, OMOIOTMYECKHX JIEKAPCTBEHHBIX MPETapaToB,
OMOaHAIIOTOBBIX (6ronmo00HBIX) JIEKapCTBEHHBIX npenaparoB (6bnoanaoros),
TOMEOIIATHYECKUX JICKAPCTBEHHBIX IPENaparoB, JIEKAPCTBEHHBIX PACTUTENBHBIX MpPENapaTos,
KOMOMHAIIMI JIGKApCTBEHHBIX IMpemnapaToB), (OpPMbI 3aKIIOUYEHUNH KOMHUCCHUU DKCIIEPTOB
YCTQHABJIMBAIOTCS ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepaibHBIM  OPraHOM
UCTIOJHUTENBbHOW BiacTH. (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®P3 (pea. ot

13.07.2015))

Crartba 17. llonaya u paccMoTpeHHe 3asiBJICHHS 0 TOCYAAPCTBEHHOM
perucTpanyu JeKapCTBEHHOI 0 Mpenapara J1Jjisi BeTePUHAPHOIO
npumeHeHus (B pea. PexepanbHoro 3akoHa or 22.12.2014 N 429-®3
(pea. ot 13.07.2015))

1. Jlmg rocynapCTBEHHOM pErucTpalvM JIEKapCTBEHHOIO Ipenapara s BETEPUHAPHOIO
MIPUMEHEHHUsI pa3pabOoTUHK TaKOTo JIEKAPCTBEHHOI'O MpernapaTa Uin YIIOJTHOMOYEHHOE UM JIpYroe
IOPUANYECKOE JIMLO (Jajiee B HACTOAIIEH CTaThe - 3aBUTENb) MPEACTABISAET B YIIOJIHOMOYEHHBIN
(benepanbHBIi  OpraH  MCIOJHUTEIBHOM  BIIACTH, OCYLIECTBISIOUIMA  TOCYJapCTBEHHYIO
pErucTpalmio JEKapCTBEHHBIX IMpenapaToB JJsi BETEPUHAPHOTO MPUMEHEHUS, B IJIEKTPOHHOU
dopme wunm Ha OyMaXHOM HOCHTENE 3asBIEHHE O TOCYJAapCTBEHHOW perucTpaiuu
JIEKapCTBEHHOI'0 TMperapaTa JUIsi BETEPUHAPHOIO MPUMEHEHMs, a TakXke B IOpsJKe,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM benepaabHbBIM OpraHoM
WCIIOJIHUTENILHOM BJIACTH, B AJIEKTPOHHOM (opMe MM Ha OyMaKHOM HOCHUTENEe HEOOXOIUMbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS] PErHCTPALMOHHOE JI0Che Ha JIEKAPCTBEHHBIN MpernapaT
JUIsl BETEPUHAPHOTO IPUMEHEHUS.

2. B 3agBmeHMM O TOCYIapCTBEHHOM pETHMCTpallMM JIEKapCTBEHHOrO TMpernapara Jist
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BCTCPUHAPHOI'O MPUMCHCHUA YKAa3bIBAOTCS:

1) HauMeHOBaHWE M aJpec 3asBUTENA, pa3pabOTUMKa M MPOU3BOAUTEINS JIEKAPCTBEHHOTO
rnpenapara s BETEPUHAPHOIO IMPHUMEHEHMS U aJpec MeCTa OCYLIECTBIEHHUS MPOU3BOJICTBA
JIEKapCTBEHHOI'O Ipenapara Jyisi BETEpMHAPHOr0 NPUMEHEHHU (B Cllydae HaJM4Msl HECKOJIbKUX
YYaCTHUKOB IIpOLECCa TPOU3BOICTBA HEOOXOMMO yKa3aTh KaX/10I0 U3 HUX);

2) HauMEHOBaHME JIEKQpCTBEHHOIO  Ipenapara Uil  BETEPUHAPHOIO  IPUMEHEHMs
(MEeXIyHapoJHOE HENAaTEeHTOBAaHHOE, WJIHM TPYINIHUPOBOYHOE, MM XUMHUYECKOE M TOPrOBOE
HAaUMEHOBAHUS);

3) MEpCUCHDb ,HGfICTB}HOH.IHX N BCIIOMOTI'aTCJIbHBIX BCHICCTB, BXOAAIIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara AJjid BETCPUHAPHOI'0 IPUMCHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXXJI0I'0 U3 HUX,

4) nekapctBeHHass (Qopma, JAO3MPOBKA, CIOCOOBI BBEACHUS U MPUMEHEHUS, CPOK T'OJHOCTHU
JIEKapCTBEHHOT'O IIpernapara Jisi BETEpUHAPHOTO MPUMEHEHUS;

5) dpapmakoTrepaneBTHUECKas TPYIIIa;

6) HEOOXOAUMOCTh MPUMEHEHHUSI YCKOPEHHOH MPOLeayphl SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB
B LIEJISIX TOCYIAPCTBEHHON PETUCTPAIlU JIEKAPCTBEHHOTO Mpemnapara;

7) KoUK TOKYMEHTOB, IOATBEPKIAIOIIMX YIIJIATy TOCY1apCTBEHHOMN MOLUUINHBI:

a) 3a MPOBEJIEHUE KCIEPTU3bl KayeCcTBA JIEKAPCTBEHHOTO CPEACTBA U IKCHEPTU3bl OTHOLICHUS
OKMJIa€MOM MOJBb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHMs JIEKAPCTBEHHOIO IIpemnapara s
BETEPUHAPHOTO IPUMEHEHUS IIPH €70 TOCYIAPCTBEHHOW PErvCTPaLlNY;

6) 34 BblJa1y PpECruCTpaliuOHHOIO YAOCTOBEPCHU: JICKAPCTBCHHOI'O IIPCIIapaTa,

8) Hammuue cornacus, NPEeAYCMOTPEHHOIO 4acTbl0 7 HACTOSAIIEH CTaTbH, €CIM C MOMEHTa
peructpanu peepeHTHOro JIEKAapCTBEHHOro IpernapaTra JUlsi BETEPHUHAPHOIO IMPHUMEHEHHS
HPOLLIO MEHee YeM IiecTh JieT. (B pea. denepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpanmmoHHoe J0Che B ILENISIX OKCIEPTU3Bl JICKAPCTBCHHOTO Tpenapara s
BETEPUHAPHOTO NpPUMEHEHHS] POpMHUpYETCS U3 CIEAYIOUIMX JOKYMEHTOB M CBEICHHI: (B pen.
denepanbHoro 3akona ot 27.12.2019 N 478-D3)

1) cBeneHust o aTe MPEJOCTaBIEHUS U PETUCTPALlMOHHOM HOMEpE JIHMIIEH3UU Ha MPOU3BOJICTBO
JIeKapCTBEHHBIX CpPEACTB, MPEOCTaBICHHON IPOM3BOTUTEITIO PETHCTPUPYEMOTO
JIEKapCTBEHHOTO  Iperapara Julsd  BETEepUHApHOTO  NPUMEHEHHUs, Uil  POCCUHCKHUX
npousBojuTenelt; (B pea. @enepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N
478-D3)

2) cBeneHHs O JaTe MPEJOCTaBICHUS H PETUCTPAIIMOHHOM HOMEpE JUIICH3UH Ha MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEJICTB, MPEJOCTaBIEHHON MPOU3BOAUTENO (apMaleBTUUECKONH CyOCTaHIINH,
BXOJSIIE B COCTaB PETUCTPUPYEMOTO JIEKApPCTBEHHOTO TIpenaparta JUisi BETEPUHAPHOTO
MIPUMEHEHHUS, A1 POCCUIICKUX NpousBoautenei; (B pen. denepanbHbix 3akoHOB OT 04.06.2018
N 140-®3, o1 27.12.2019 N 478-D3)

21) KOIIMA AJOKYMCHTA, BBIJJAHHOT'O YIIOJJHOMOYCHHBIM OpPTraHOM CTpaHbl IIPOU3BOAWUTCIIA JIA
Ka)i([[Oﬁ HpOI/I3BO,[[CTBCHHOI71 [mIoaaku pEerucCcTpupyeMoro JCKApCTBCHHOTO IIplliapara I
BETCPUHAPHOI'O IPUMCHCHUA n MOATBCPKAAOIIETO COOTBETCTBHC IIPOU3BOJAUTEIIA
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JIEKApCTBEHHOT'0 TIpernapara TpeOOBaHUSAM MPAaBHJI HAJICKAIICH MPOU3BOJACTBEHHON MPAKTHUKH,
U €ro IepeBoJi Ha PYCCKHUH SI3bIK, 3aBEPEHHbIC B YCTAHOBJIECHHOM MOPSIKE, a TAKKE KOMUS
3aKJIIOYEHUST O COOTBETCTBUHM IMPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPABHII
HaJJIeXKAIeld TMPOU3BOJACTBEHHON MPAKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM  HWCTOJHUTEIBPHOM  BJIACTH  JUII  KaXJAOW  IMPOM3BOJCTBEHHON  IUIOMIAAKH
PETUCTPUPYEMOTO JICKAPCTBEHHOTO TperapaTa JIsi BETCPUHAPHOTO MPUMEHEHUs, JTHOO KOMHS
pelieHus 0 MPOBEJCHUY WHCIIEKTUPOBAHUSI IIPOU3BOIUTEIS JICKAPCTBEHHBIX CPEACTB, IPUHATOTO
YIIOJTHOMOYEHHBIM  ()efiepalbHBIM  OPraHOM  HUCTOJHUTEIBHOW  BJIACTH  JUIS  KaKIOU
MPOM3BOJICTBEHHON  IUIOMIAJKK  PETUCTPUPYEMOTO  JIGKApCTBEHHOrO  Ipemapara s
BETEPUHAPHOTO TMPUMEHEHHUS. YKa3aHHbIE JOKYMEHThI TPEJICTABISAIOTCA B Cllydae, €cld
MPOM3BOJICTBO JICKAPCTBEHHOTO Tperapara OCYIIECTBISACTCS 3a TmpeaenamMu Poccuiickoit
Ddenepanum; (B pea. Penepanpaoro 3akona ot 04.06.2018 N 140-P3)

2.2) Komusi JOKYMEHTA, BBIJAHHOTO YIOJHOMOYCHHBIM OPraHOM CTpPaHbl IPOU3BOIUTEIIS
(dapMameBTHUECKON CYOCTaHIIMM W  TIOJATBEP)KIAIOIIETO COOTBETCTBHE  IPOU3BOIUTEIS
(dapMareBTHYECKOW CyOCTaHIIMU, BXOMASAILICH B COCTaB PErHCTPUPYEMOTO JICKAPCTBEHHOTO
mpernapata JUid  BETEPUHAPHOTO  IPUMEHEHHUs, TpeOOBaHUSAM MpaBUJ  HaJulexallen
MIPOU3BOJICTBEHHO! MPAKTHUKH, M €r0 TIEPEBOJI HA PYCCKUN SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM
MOpSZIKE, B CIIydae, €CIM MPOU3BOJACTBO (papManeBTHUECKOH CyOCTaHIIMU OCYIIECTBISETCS 32
npenenamu Poccuiickoit @enepanuu; (B pen. PeaepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3) mpoOeKT HOPMATHBHOTO JOKYMEHTa Ha JIGKApCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO
MIPUMEHEHUS;

4) TOKYMEHT, COJepKalllhii CIeIyIoNIyl0 HH(OpMaLKo 0 ¢apMaleBTUYECKON CyOCTaHIIMU WU
(dapMaleBTHYECKUX CYOCTAHIUAX, BXOSIIMX B COCTaB JIGKAPCTBEHHOTO Ipemnapara s
BETEPUHAPHOTO TPUMEHEHUS:

a) HauMEHOBaHHME (apMalleBTUYECKON CyOCTaHIMM, €€ CTPYKTypa, oOuue cBoiicTBa (mpu
TOCYJAapCTBEHHON PpETUCTpalliil HMMMYHOOWOJIOTHUYECKUX JIEKAPCTBEHHBIX IPETapaToB JUIs
BETEPUHAPHOTO TMPUMEHEHUS NPEJCTaBISAIOTCS CBEJIEHHs O IITaMMe, BKIIIOYas €ro
HAaMEHOBaHME, UHPOPMAIIUIO O MPOUCXOXKICHHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE
nernoHupoBanus); (B pen. PenepaapHoro 3akona ot 02.08.2019 N 297-D3)

6) HAaMMCHOBAHUC U aIp€C IMMPOU3BOJAUTCIIA,

B) TEXHOJIOTHS POM3BOJICTBA C OMKMCAHUEM CTaUI MPOU3BOJICTBA M METOJIOB KOHTPOJISI Ha BCEX
CTaJusX MPOU3BOJACTBA;

r) uHopmanus O npuMecix (HE MpeACTaBIseTCs] MpPU TOCYIAapCTBEHHOW pErucTpaluu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO MPUMEHEHNs); (B pe.
®enepanbaoro 3akona ot 02.08.2019 N 297-D3)

n) cnenudukanus Ha  (papMamneBTHYECKYH0 CyOCTaHIMiO (HE TPEACTaBIsACTCA TMPH
rOCy/IapCTBEHHOW PETUCTPALlMd WMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX IMpEnaparoB MAJis
BETEPUHAPHOTO IPUMEHEHUS);

€) OIMCaHhe METOJIMK KOHTPOJIS KaueCTBa;

) pe3ysbTaThl aHanu3a cepuil (apmaneBTHUECKOH cyOCTaHUMU (HE MPEACTABISIOTCS IPH
rOCy/lapCTBEHHOM pPETrucTpaludl HMMYHOOMOJOTUYECKUX JIEKAPCTBEHHBIX IpenapaTroB Jyis
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BETepUHApHOTO puMeHeHus); (B pea. PenepanbHoro 3akoHa oT 02.08.2019 N 297-D3)

3) MEepevYeHb CTAHAAPTHBIX OO0pPa3OB WJIM BEIIECTB, HMCIOJb3YEMbIX MPHU OCYIIECTBICHUU
KOHTPOJIS KAaYECTBA;

1) OIIMCAHUE XapPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaTepUaJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHbIE O CTAaOWJIBHOCTH (HE TPEACTABISAIOTCS TPU TOCYIAPCTBEHHOW PETUCTPALUN
MMMYHOOHMOJIOTUYECKHX JICKAPCTBEHHBIX MPENapaToB JIJIsi BETEPUHAPHOTO MPUMEHEHHUS); (B pel.
denepanbaoro 3akona ot 02.08.2019 N 297-D3)

JI) CPOK T'OTHOCTH, YCIIOBUSI XpaHEHUS;

5) or4er o pe3yabTaTax JAOKIMHHYECKOTO WCCIICIOBAHMS JICKAapPCTBEHHOTO CpEICTBA IS
BETEPUHAPHOTO MPUMEHEHHUS, BKJIIOYAIONIMNA OIMUCAHUE METOJ0B OMNPENEICHUs OCTATOUYHBIX
KOJIMYECTB JCHCTBYIOIIETO BellecTBa (IEHCTBYIOMIUX BEIIECTB), JOCTUTAIOMIETO (JOCTUTAIOIINX )
CHUCTEMHOTO KPOBOTOKA, B MPOAYKIIMH KMBOTHOTO MPOUCXOXKICHUS TMOCIEC MPUMEHEHUSI TaKOTro
JIEKapCTBEHHOT'O CPEJCTBA, a TAK)KE JOKYMEHTAIbHOE MOATBEPKACHHUE (BAIUIAINS) YKAa3aHHBIX
MeToz0B; (B pen. deaepanbroro 3akona ot 02.08.2019 N 297-D3)

6) OTUCT O pe3yiabTaTax KIMHHUYCCKOI0 HUCCICAOBAHUA JICKAPCTBCHHOI'0 IIpcliapara A
BCTCPUHAPHOI'O IMPUMCHCHUA Y KaXJOr'o BHIA XHUBOTHBIX, YKA3dHHBIX B MWHCTPYKOUH IIO
BCTCPUHAPHOMY IIPUMCHCHUIO,

7) TPOEKT HHCTPYKIMH [0 BETEPUHAPHOMY MPHUMEHEHUIO JICKaPCTBEHHOIO Ipernapara,
coJiep>Kallel CIeayIone CBeICHUS:

a) HAUMEHOBAHMWE JIEKAPCTBEHHOrO0  IIpermapara Ui  BETEPUHAPHOIO  IPUMEHEHUs
(MeXyHapoJHOE HENaTeHTOBAHHOE, WJIM TPYIIUPOBOYHOE, WIM XUMHUECKOE M TOProBOe
HaMEHOBaHHUA);

6) JICKApCTBCHHAs (I)opMa C YKa3aHHueM HAaMEHOBAaHMII M KOJHYECTBEHHOIO COCTaBa
I[CI\/’ICTBYI'OH_II/IX BCHICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIBbHBIX BCIICCTB,

B) OINMMCAHUEC BHCIIHETO BUAA JICKAPCTBCHHOT'O IIpCIiapaTa AJisk BETCPUHAPHOTO ITPUMCHCHU S,

r) (apmakoTepamneBTUYeCcKass TpyMNa JEKapCTBEHHOro Ipenapata Uil BETEPUHAPHOTO
MPUMEHEHMS WK yKa3aHue "ToMeonaTHYeCcKui JIeKapcTBEHHBIN npenapat';

n) (dapmakonmuHamuka W (papMakoKWHETHKa (32  HCKIIOUYeHHEeM (apMaKOKHHETHUKU
TOMEOMAaTHUYECKUX JIEKAPCTBEHHBIX MPEMapaToB U PACTUTENBHBIX JIEKAPCTBEHHBIX IMPEMapaTOB)
WJIM OMUCaHHe UMMYHOOUOIOTHYECKUX CBOMCTB JIGKAPCTBEHHOTO Mpenapara;

e) IMOKa3aHuAd JJIA MIPUMCHCHUSA
)K) MMPOTHUBOIIOKA3AHUA JIJId IPUMCHCHUS
3) MCPBI IPEAOCTOPOKHOCTHU IIPU TPUMCHCHHU,

M) YKa3aHHE€ BO3MOXXHOCTH U OCOOEHHOCTEH NpUMEHEHUs y OepeMEHHBIX KHBOTHBIX, Y
YKUBOTHBIX B IIEPUOJ JIAKTALIMH, Y TOTOMCTBA )KUBOTHBIX;

K) PEeXUM JI03UPOBaHUs, CIOcO0 BBEJEHUS U MPUMEHEHHUS, IPU HEOOXOAUMOCTH BpeMs IpuemMa
JIEKApCTBEHHOTO MperapaTa Uil BETEpUHAPHOTO IPUMEHEHUS, TPOJOJIKATEIBHOCTD JICUEHNS,
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J'I) BO3MOJKHEIE  ITOOOYHEBIE I[CP'ICTBI/IX, HCXKCIATCIbHBIC pCaKUU IIpU  [IPHUMEHCHUHA
JICKApCTBCHHOT'O ITpCriapara AJIs1 BETCPUHAPHOI'O MIPUMEHCHU A,

M) CUMIITOMBI [IEPEIO3UPOBKH, MEPHI 10 OKA3aHUIO IIOMOILY IIPU [IEPETO03UPOBKE;
H) B3aUMOJIEHICTBUE C IPYTMMHU JIEKAPCTBEHHBIMU TIperiapaTaMy U (WJIn) KopMaMu;
0) (OopMBI BBIITYCKA JIEKAPCTBEHHOTO NIperapara Jjsl BETEpMHAPHOT0 IPUMEHEHUS;

) ykazanwe (Ipu HEOOXOJIMMOCTH) OCOOCHHOCTEH NEHCTBHUS JICKQpCTBEHHOTO TMperapara s
BETEPUHAPHOI'0 IIPUMEHEHUS [IPU IIEPBOM IIPUEME HIIH IIPU €10 OTMEHE;

p) omnucanue (Mpu HEOOXOAMMOCTH) NEUCTBUI CHieaIicTa B 00J1aCTH BETepUHAPUH, BiIaIeIbIla
KUBOTHOT'O IIPH MPOITYCKE MpHEeMa OJHOM MJIM HECKOJIBKUX 103 JIEKApCTBEHHOI'O Mpenapara Jist
BeTepuHapHOro nmpuMeHenus; (B pea. ®eaepanbuoro 3akona ot 02.08.2019 N 297-D3)

C) CPOK TOAHOCTHM M YKA3aHUC Ha 3alpeT IMNPHUMCHCHUA JICKAPCTBCHHOI'O IIpf€riapara i
BCTCPUHAPHOI'O MPUMCEHCHUA 110 UCTCUCHHUHN CPOKA I'OJJHOCTH;

T) YCJIOBHSI XpaHEHUS,

y) yKa3aHWe Ha HEOOXOIMMOCTh XPAaHCHHUS JICKAPCTBEHHOTO Iperapara i BETECPUHAPHOTO
MPUMEHEHHUS B MECTAX, HEIOCTYIIHBIX JJISI IETEH;

¢) ykazanue (mpu HEOOXOIUMOCTH) CHCIHAIBHBIX MEP MPEAOCTOPOKHOCTH TIPH YHHUYTOKCHUU
HEHCIOJIb30BAHHBIX JICKAPCTBEHHBIX MPENAPATOB 11 BETEPUHAPHOIO MPUMEHEHHS;

X) CPOKH BO3MOKHOI'O UCITOJIB30BAHUS NPOAYKIHUH KUBOTHOI'O IIPOUCXOXKACHUS ITOCIIC BBCICHUSA
JKUBOTHOMY JICKAPCTBCHHOT'O IIpCIiapaTa JJIs1 BETCPUHAPHOI'O IPUMCHCHUS

1) YCTIOBUS OTIYCKa;

LI) HaUMCHOBAHUA W aJipeCa MPOU3BOACTBCHHBIX IUIOIIAIO0OK HPOU3BOAUTCIIA JICKAPCTBECHHOI'O
npemnapara it BETCPUHAPHOT'O IPUMCHCHU A ;

II) HaUMEHOBaHHWE, aJpec OpraHU3alH, YINOJHOMOUYEHHOH JiepKaTeleM WIN BIaAeIbleM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUsl JIEKapCTBEHHOI'O IpernapaTa Ha MNPUHATUE NPETEH3UH OT
MOTpeOUTENS;

8) mpOeKTHl MAaKEeTOB MEPBUYHOM YIAaKOBKM U BTOPUYHOI YIAKOBKHU JIEKApCTBEHHOT'O Ipernapara
JUIs. BETEPUHAPHOTO IPUMEHEHMUS;

9) cinenyromue cBeACHUS O JIEKApCTBEHHOM IIpenapare AJsl BETepHHAPHOTO NPUMEHEHHS:
a) ONMCaHKE U COCTAB JICKAPCTBEHHOTO TIpernapara Juisi BETepUHAPHOTO IPUMEHEHUS;
0) onucanue papMaleBTUUECKON pa3paboTKH;

B) OIMMCAaHUE TIIpomecca IMPOU3BOACTBA W €TI0 KOHTPOJIA, IMMOANMCAHHOE B IIOPAIKE,

YCTQHOBJICHHOM B COOTBETCTBHHM C 4YacThio 1 HacTodmiel cratey; (B pea. deaepanbHOro 3aK0HA
ot 02.08.2019 N 297-®3)

I) ONUCAaHWE KOHTPOJIA KPUTUUYECKHX CTaIUi MPOU3BOACTBA M IMPOMEKYTOUHOU MPOAYKIIHH,
IMOATIMCAHHOC B MOPAAKE, YCTAHOBJICHHOM B COOTBETCTBHH C YACTBIO 1 HaCTOﬂIHeﬁ CTaTbH, (B
pen. deaepansroro 3akoHa ot 02.08.2019 N 297-D3)
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1) HaMMCHOBaHHUS M ajpeca pa3paboTyuKa, JeprKaTels WM BIAJCiblla PErUCTPAIIMOHHOTO
YIOCTOBEPEHUSI JICKAPCTBEHHOI'O IIpernapara, MPOU3BOJCTBEHHBIX IUIOIMIAJ0K MPOU3BOIUTEINS
JIEKApCTBEHHOTO Tperapara Juisl BETEPUHAPHOTO TPUMEHEHHS C yKa3aHWEM CTaauil
TEXHOJIOTMYECKOTO0  Mpollecca, OCYUIECTBISEMbIX Ha  MPOM3BOJCTBEHHBIX  IUIOMIAJKaX
MPOM3BOJIUTENSI  JIGKAPCTBEHHOTO Tperapara i BETEPUHAPHOTO TIPUMEHEHHUs; (B pell.
denepanbHbIx 3aK0HOB 0T 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

€) (hapMareBTHUECKasi COBMECTUMOCTB;

) MUKpOOHMOJIOIrMYECKHE XapaKTEPUCTHUKHY;

3) MaTepuaIbHbIA OalaHC /711 MPOU3BOACTBA CEPUH TOTOBOTO MPOAYKTA;

1) OIMCAaHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYITOPOUHBIX CPEJICTB;
K) TOKYMEHTaIbHOE IMOATBEPKACHHE (BaJIMIAIMs1) TPOLIECCOB U (MJIN) MX OIICHKA;

) TpeOOoBaHUS K KadecTBY BCIOMOTaTENbHBIX BellecTB (cepTudukar, cnenudukanus Ha
BCIIOMOTaTeNbHbIE BEI[ECTBA M X 00OCHOBAHUE);

M) AHAIIUTUYCCKUEC MCTOAUKH, HCIHOJB3YEMBIC IIpU OCYHICCTBJICHUU KOHTPOJISI KadeCTBa
BCIIOMOI'aTCJIbHBIX BCUICCTB,

H) JOKYMEHTAJIbHOE TMOJTBEpPXKIACHUE (Baaugalus) aHAJTUTUYCCKUX METOAMK, HCIOIb3YEeMBIX
MPY OCYILIECTBICHUHN KOHTPOJISI KAU€CTBA BCIIOMOTaTEJIbHBIX BEIIECTB;

O) I/IH(l)OpMaIII/ISI 00 HCIIOJIB30BAaHUM BCIIOMOTATCIbHBIX BC€IICCTB YCITOBCUCCKOI'O U KMBOTHOI'O
IMPOUCXOKIACHUSA,

) TOJITYHKT. - YTpatui cuiy. (B pen. @enepansroro 3akona ot 02.08.2019 N 297-03)

p) TpeboBaHMS K KadecTBY JIEKAPCTBEHHOrO Ipernapara Jjsi BETEPUHAPHOTO IMPUMEHEHHUS
(cepTudukar, cnenuduKanus Ha JEKapCTBEHHBIN Ipernapar U uX 000CHOBaHUE);

C) AHAIIUTHYCCKUC MCETOAUKH, HUCIIOJB3YCMBIC IIpU OCYHICCTBICHHU KOHTPOJISI KadeCTBa
JICKApCTBCHHOTO IIpeliapaTa AJIs1 BETCPUHAPHOT'O MPUMCECHCHUS,

T) AOKYMCHTAJIbHOC IMOATBCPKACHUC (BaJ'II/II[aI_[I/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIb3YCMBIX ITPpHU
OCYHICCTBJIICHUM KOHTPOJIA Ka4eCTBA JICKAPCTBCHHOI'O Ipfcrapara I BCTCPHHAPHOIO
MMPUMCHCHUS

y) AOKYMEHT, MOATBEPKAAIONINN KaueCTBO JIEKAPCTBEHHOTO MperapaTa TPEeX MPOMBIIUICHHBIX
cepuil (TPOTOKOJ aHAIU3a WK CePTU(UKAT aHAIKM3a), OJIHA CEPHUST KOTOPOTrO JOJIKHA COBIA/IaTh
Cc cepuelt o0pasiia JIEKapCTBEHHOTO Tperapara, MoJaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTHKa IpUMecei;

X) TepedeHb CTaHAAPTHBIX 00pa3loB, UCIOIb3YEMbIX MPU OCYIIECTBIEHUU KOHTPOJISI KauecTBa
JIEKApCTBEHHOTO Iperapara il BETepUHAPHOTO IPUMEHEHUS;

I_[) JaHHBIC O CTaOUIBHOCTH JICKAPCTBCHHOTO IIpCIiapaTta AJid BETCPUHAPHOTO ITPUMCHCHUS,

10) xommsi MOKyMEHTa, cojeprKamiero MHGOpPMAaIuoo O HAIMYAA WK 00 OTCYTCTBUU (HAaKTOB
pErucTpaluy JIEKapCTBEHHOIO IpernapaTta JUisi BETEPUHAPHOTO MPUMEHEHUs 3a IMpeiesiaMH
Poccutickoit denepanuy;


https://normativ.kontur.ru/document?moduleid=1&documentid=255544#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l8
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l32

11) cornacue B mUCbMEHHOU (popMe, MPeTyCMOTPEHHOE YacThi0 7 HACTOSIIEH CTaThH, B ClIydae
perucTpauyy BOCIPOU3BEIECHHOIO JIEKApCTBEHHOTO npenapara; (B pea. denepanbHOro 3aKoHa
or 13.07.2015 N 241-®3)

12) xomusi JOOKyMEHTa Ha pPYCCKOM 3bIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IIOpSAKE U
MOJTBEPKJAIOLIETO  NPAaBOMOYHOCTh  3asBJIEHHMS O  TOCYAAPCTBEHHOM  perucrpanuu
JIEKapCTBEHHOT'0 Ipenapara AJ1sl BETEpUHAPHOI0 IPUMEHEHUS (JOBEPEHHOCTD);

13) cBemeHuss O TOCYAapCTBEHHOW PETHCTPALMU TE€HHO-HHXXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OpPraHU3MOB, IPEJHA3HAYEHHBIX IS BBIIYCKA B OKPYXKAIOLIYI0 cpely (NMpH rocyaapCTBEHHON
perucTpanyy JEKapCTBEHHBIX MpEnapaToB JJs BETEPUHAPHOTO NPUMEHEHUS, MOIYYCHHBIX C
IIPUMEHEHUEM T'€HHO-MH)KEHEPHO-MOIU(HUIIMPOBAHHBIX OPraHU3MOB WM COJCPXKALIUX TaKue
opranusMmsl). (B pea. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

4. Ilpu mpoBeneHWH YCKOPEHHOW MpPOLEAYphl SKCHEPTH3bI JICKAPCTBEHHOIO Mpenapara s
BETEPUHAPHOTO MPUMEHEHUS (32 HCKITIOYCHNUEM JIGKAPCTBEHHOTO Mperapara il BETEpUHAPHOTO
NPUMEHEHHsI, yKa3aHHOro B 4YacTu 4.1 HacTosmieidl craTbM) B IEISIX €ro rocyJapCTBEHHOMN
perucTpanyy BMECTO OTYeTa pa3paboTuMKa O pe3ynbTaTax IOKIMHUYECKOTO HCCIIETOBAHUS
JIEKapCTBEHHOTO CPEJICTBA JJIsI BETCPHHAPHOTO NMPHUMEHEHUSI MOXKET OBITh IpeJcTaBieH 0030p
HAaY4YHBIX paboT O pe3ysbTaTax JOKIMHUYECKOTO MCCIIEI0BAHUS Pe(EPEHTHOrO JIEKapCTBEHHOTO
npenapara Juisi BETCpHHAPHOTO NPUMEHEHHS, a BMECTO OTYETa O pe3yJjbTaTax KIMHHYECKOTO
WCCIICIOBAHMS  JIGKAPCTBEHHOTO Tpemapara JJisi BETEPUHAPHOTO MPHUMEHEHHsS OTYeT O
pe3ynbTaTax HCCIEeIOBAaHUH  OMOPKBHBAJICHTHOCTH BOCHPOM3BEICHHOTO JIEKAPCTBEHHOT'O
npenapaTa AJisi BETepuHapHoro npumeHenus. (B pen. denepanpHpix 3akoHoB oT 02.08.2019 N
297-@3, ot 28.04.2023 N 171-D3)

4.1. IIpu npoBeAcHUH YCKOPEHHOM MpOLENYphl 3KCIEPTU3bI JEKApCTBEHHOTO Ipernapara A
BETEPUHAPHOTO MPUMEHEHUs, NPEJHA3HAUEHHOIO JUIs JICYEHHS JOMAIIHMX JKUBOTHBIX,
ompeneneHHblx DenepanbHbIM  3akoHOM 0T 27 gnekabps 2018 roma N 498-®3 "O6
OTBETCTBEHHOM OOpalIeHUH C JKUBOTHBIMU M O BHECEHMM HW3MEHEHUH B OTJEIbHBIC
3aKOHozaTenpHble akThl Poccuiickon ®enepauun”, W 3aperucTpUpOBaHHOTO B KadecTBE
JIEKapCTBEHHOI'0 Ipernaparta Al MEIUIUHCKOTO MPHUMEHEHHUs, B LEISIX €ro rocyAapCTBEHHOU
perucTpany BMECTO OT4eTa pa3paboTdyMKa O pe3yibTarax JAOKIMHUYECKOTO HCCIIEI0BaHMS
JIEKapCTBEHHOI'O CpEeACTBa JJii BETEPUHAPHOIO TMPUMEHEHUS MOTYT OBITh IpEACTaBIEHBI
PE3yJIBTAThl TOKJIMHUYECKOTO HCCIIEI0BAaHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOT'O CPEACTBA AJIs
MEAUIIMHCKOTO0 MPUMEHEHMs, a BMECTO OT4YeTa O pe3y/lbTaTax KIMHUYECKOTO MCCIIEI0BaHUs
JIEKapCTBEHHOTO TMpenapaTa Ajs BETEPUHAPHOIO MPUMEHEHHMs - 0030p HaydHBIX pPaboT o
pe3ysbTaTax KIMHUYECKMX MCCIEA0BaHUN JIEKApCTBEHHOrO Mpernapara i MEAUIIMHCKOIO
IIPUMEHEHHS HA BHUJAaX JKMBOTHBIX, KOTOPBIM IPEIHA3HAYAECTCA MCCIENYEMbIN JIEKApCTBEHHBIN
npenapar. (B pea. @exepanpHoro 3akona ot 28.04.2023 N 171-D3)

5. Ha oskcnepTusy pasivuHbIX JIEKapCTBEHHBIX (OPM OJHOIO M TOrO K€ JIEKapCTBEHHOI'O
rpenapara Jjs BETepUHApHOTO NPUMEHEHUs 3asBUTENb MIPEACTABIISIET OTJACIbHBIE 3asBICHUS U
pEerucTpalioHHbIE JIOChE Ha KaXAyl0 JIEKapCcTBEHHYIO ¢opmy. IIpu yciioBUM 0JHOBpEMEHHOM
MoJlayl Ha DOKCHEPTU3y OJHOW JIEKapCTBEHHOM (OpPMBI € Ppa3IMYHBIMU JI03UPOBKOM,
KOHIIEHTpalLueil, 00beMOM 3asiBUTENb MPEACTABISIET OHO 3asBJICHUE U PETUCTPAIIMOHHOE J10Che
C TNPWIOKEHUEM MAaKETOB IIEPBUYHOM YINAKOBKM W BTOPMYHOM yrakoBkH. Ha wmakerax
IIEPBUYHOM YIIAKOBKM W BTOPUYHOM YIIAKOBKH YKa3bIBAIOTCS BCE IPOU3BOAMMBIE TO3UPOBKH,
KOHILEHTpaluu, OO0beMbl M KOJIMYECTBO J03 B YIAKOBKE JIEKAPCTBEHHOrO Ipernapara ajis
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BETEPHHAPHOTO puMeHeHus. (B pea. Denepanbroro 3akona ot 02.08.2019 N 297-03)

6. B ciiydae HemnpencTaBiaeHUs € 3a8BJICHUEM O TOCYJAapCTBEHHOM PErUCTpalluy JEKapCTBEHHOTO
npenapara Uil BETEPUHAPHOTO IPUMEHEHHsS JOKYMEHTOB, MOATBEPXKIAIOIIMX  YILIATy
rocyJapCTBEHHOM MONUUIMHBI U YKa3aHHBIX B IIYHKTE 7 4acTU 2 HACTOAIIEH CTaThbH, CBEACHHUH O
JIMLEH3MUAX, YKa3aHHBIX B MyHKTax | W 2 yactu 3 Hacrosuledl CTaThbU, a TaKK€ BbIJABAEMbIX
(mpenocTaBIsieMbIX) YIOJTHOMOYCHHBIMU (eepaTbHBIMU OpPraHaMU HWCTIIOJHUTEIBHON BIIACTH
JTOKYMEHTOB  (CBeACHWI), YKa3aHHbIX B TnyHKTe 2.1 4YacTu 3 HacTOsAImIEeH CTaThH,
YIIOJTHOMOYCHHBIN (peIepaIbHBIl OpraH HCIIOJIHUTEIBHONW BIACTH 3alpalliBacT yKa3aHHBIC
JOKYMEHTHI (CBElIeHHUs1) B MOPSIKE MEXBEIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOJCHCTBHUS.
(B pen. deaepanbHoro 3akona ot 27.12.2019 N 478-D3)

7. He pomyckaeTcsi WCHOJb30BAaHHUE B KOMMEPYECKUX IENsAX HHPOpPMAIMH O pe3yiabTaTax
JNOKJIIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX CPEACTB W KIMHHYECKUX HCCIETOBAHUIMA
JICKApCTBCHHBIX NPCHapaTroB AJid BCTCPHUHAPHOI'O IMPHUMCHCHUA, HpCI[CTaBHeHHOfI 3as1BUTCIICEM
JUISL TOCYAApCTBEHHOM perucTpaiiuu JIEKapCTBEHHBIX MpernapaToB, 0€3 ero corijacus B TEUCHUE
IIECTH JIET C JaThl TOCYAAPCTBEHHON PETUCTpaIlii PePEPEHTHOTO JIEKApPCTBEHHOIO Mpernapara B
Poccuiickoit ®enepanuu.

8. Jlep:kaTenp WM BIIaJEiell PErUCTPALMOHHOIO yJOCTOBEPEHMsI JIEKAPCTBEHHOIO IIpernapara
JUIl BETEpPUHAPHOrO INPUMEHEHHUs IMpEeACTaBIseT B YIOJIHOMOYEHHBIH (enepanbHblii opran
HMCIIOJHUTEIBHOMN BJIACTH OTYET II0 pe3yiibTaTaM Q)apMaKOHamopa OJIUH pa3 B IECTb MCCALICB B
TE€YEHUE JBYX JIET IOCJI€ TOCYyJapCTBEHHOM pErucTpaluu JEKapCTBEHHOIo IpernapaTra B
Poccuiickoit @enepannm, 3aTeM €KErOJHO B TEUECHUE TOCIEAYIOIMX TPEX JIET U B NAJbHEHUIIEM
OJIMH pa3 B Tpu roja. (B pea. Penepanbroro 3akona ot 02.08.2019 N 297-D3)

Crarps 18. Ilogaya u paccMoTpeHue 3asiBJICHUA 0 TOCYIAPCTBEHHOM
perucTpanuu JeKaAapCTBEHHOr 0 NMpenapara JJjisi MeIUINHCKOr0
npuMeHeHus (B pea. @eaepanbHoro 3akona or 22.12.2014 N 429-@3
(pen. ot 13.07.2015))

1. Jnga rocyaapCTBEHHOM perucrpalyy JI€KapCTBEHHOIO Ipernapara JUIsi MEIULHUHCKOIO
IPUMEHEHHUs IOpUAMYECKOe JIMIo, JCWCTByMollee B COOCTBEHHBIX MHTEpecax MM
YIOJHOMOYEHHOE TMPEJCTaBISITh HMHTEPECHl APYTroro IOPUAMYECKOro JHIa M 3asBisIoliee
JIEKapCTBEHHBIH Mpenapar Ha TOCYAAPCTBEHHYIO PErMCTpaluio (Jlanee B HACTOsIIEH cTaThe -
3asiBUTENb), IPEJCTABISET B YIOJIHOMOYEHHBIH (peiepabHbIi OpraH UCIOJIHUTENbHON BIIACTH,
OCYILIECTBISIONMN  TOCYJAapCTBEHHYIO PETUCTPALMIO  JIEKAPCTBEHHBIX  IpenapaTroB s
MEIULUHCKOTO MPUMEHEHHUs, B JEKTPOHHOM (popMe M Ha OyMa)KHOM HOCHUTEINE 3asBJICHUE O
roCy/IapCTBEHHON perucTpaiyy JeKapcTBEHHOTO Mpenapara Juisi MeAUIIMHCKOT0 IPUMEHEHus, a
TaKXXe B MOPSIJIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM (pe/iepaibHbIM OpraHOM MCIOJTHUTEIbHOM
BJIACTH, B DJEKTPOHHOW (opmMe W Ha OyMa)KHOM HOCHTENIe HEOOXOJMMBIC JOKYMEHTHI, W3
KOTOpBIX (OPMHUPYETCS PErUCTPAMOHHOE JIOChe Ha JIGKAapCTBEHHBIM mpemapar Juis
MEIUIMHCKOro npumMeHeHus. (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

2. B 3agBneHMM O TOCYJapCTBEHHOH pErucTpanuy JIEKapCTBEHHOrOo Ipemapara s
MEIUIIMHCKOTO MPUMEHEHHUs yKa3biBatoTcs: (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
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429-03 (pex. ot 13.07.2015))

1) HamMmeHOBaHUWeE, ajpec 3asBUTENS] W TMPOW3BOAMUTENS JICKAPCTBEHHOTO Mpemnapara s
MEIUIUHCKOTO MTPUMEHEHHUSI, CBEACHUS 00 UX PETUCTPAIMK B KAaUueCTBE HAJIOTOILIATEIIBIINKA B
CTpaHe peructpanuu (sl POCCHICKUX IOPUIMYECKUX JHIl - HICHTU()UKALUOHHBIA HOMEp
Hasoromarensinuka (MHH), mast WHOCTpaHHBIX IOPUIMYECKUX JIUI] - CTPaHa PErHCTPAaIlvH,
HaVMEHOBAHME PETUCTPUPYIOLIETO OPTraHa, pEruCTPaMOHHBIA HOMED, KOJ HAJIOrOIUIaTelIbIINUKa
B CTpaHE perucrpanuu (MHKOPIIOpAIMHM) WIM €r0 aHAJIOT) W aJpec MecTa OCYIICCTBICHUS
MIPOM3BOJICTBA JIEKAPCTBEHHOTO Tpermapara (B cllydae HAJIWYHMS HECKOJIBKUX YYaCTHUKOB
mpolecca ero MpOU3BOACTBA HEOOXOIMMO YKa3aTh KaXKIOIO YYaCTHHKA B COOTBETCTBHH C
OCYIIECTBJISIEMON cTaaueil mpousBojacTBa); (B pen. denepanbuHoro 3akona ot 28.12.2017 N
425-03)

2) HaWMEHOBaHME JIGKAPCTBEHHOTO  Mpemapara Uil  MEAWIUHCKOTO  NPHUMEHECHUS
(MeXIyHapOoJHOE HEMAaTCHTOBAHHOE, WIIM TPYIIUPOBOYHOE, WIM XHMHYECKOE M TOPTrOBOE
HanMeHOBaHus); (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) mepeueHb JEHCTBYIOIINUX U BCIIOMOTATEILHBIX BEIIECTB, BXOSIINX B COCTAB JICKAPCTBEHHOTO
npernapara JJisi MeAMIIMHCKOTO TIPUMEHEHHS, C YKa3aHHEM KOJMYECTBA KaXKIOTO U3 HUX; (B pel.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) nekapcTBeHHass Qopma, JTO3MPOBKA, CIIOCOOBI BBEICHUS W TPUMEHEHUS, CPOK TOJHOCTH

JIEKapCTBEHHOTI'O Ipernapara [yl MeIULMHCKOro puMeHeHus; (B pel. denepaabHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5)  (QapmakorepameBTHUecKas  TIpynma,  KOJ  aHAaTOMO-TEPareBTUYECKO-XUMHUYECKOU
KJIacCU(UKalLlUK, pEKOMEH/I0BaHHOW BeceMupHol opranuzanueil 31paBoOXpaHeHus, 3asBIsieMble
MIOKa3aHus JJI1 IPUMEHEHUs JIEKapCTBEHHOrO IpenapaTa JUlsi MEJUIMHCKOrO NMPUMEHEHHUS; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

6) OTCYTCTBHE€ HEOOXOIUMOCTH TMPEJOCTABJICHUS OT4YeTa O Pe3yJbTaTax KIUHUYECKOTO
HCCIIE0BaHMS, uccaea0BaHus OMOPKBUBAIEHTHOCTH JIEKApCTBEHHOTO npenapara,
pa3pelieHHoro s MeAWIIMHCKOro npuMeHeHusi B Poccuiickoit ®denepanuu Oosiee aABaANaTH
JeT, ¢ YKa3aHHEeM HOPMATHUBHBIX MPABOBBIX aKTOB, MOATBEPKIAIOIIMX JaHHBIM CpPOK
npumenenust; (B pea. PenepanpHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7) HeoOX0MMOCTb O(QOpPMIICHHS pa3pellieHus Ha BBo3 B Poccuiickyro ®enepainnio KOHKpETHON
MapTUM 3apETUCTPUPOBAHHBIX M (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
IpeJHa3sHAUeHHbIX JUI1 MPOBEAEHUS OKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B  IIENAX
rocynapcTBeHHOU peructpauuy; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen.
ot 13.07.2015))

8) HEeoOX0IMMOCTh MPOBEACHUS IKCIEPTU3bI TOKYMEHTOB, MPEACTABICHHBIX IS ONpeIeIeHUs
BO3MOYKHOCTH PacCMaTpHBATh JICKAPCTBEHHBIN Mpemnapar JUisi METUIIMHCKOTO PUMEHEHHS TIPH
OCYIIECTBICHUH TOCYAapCTBEHHOW pEerucTpanu B KayecTBe Op(haHHOrO JIEKapCTBEHHOTO
npenapara; (B pea. @exepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

9) HEOOXOAMMOCTh MPUMEHEHUSI YCKOPEHHOH MPOIIETyphl SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEICTB
B IIJIIX T'OCYIapCTBEHHOW perucTpaiyu JIeKapCTBEHHOro mpemnaparta; (B pen. deaepaibHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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10) KOomMU JOKYMEHTOB, IOJITBEPXKIAIONIMX YILIATY TOCYJAApCTBEHHOW IOUUIMHBL: (B pei.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

a) 3a MPOBEACHUE IKCIEPTU3bI TIOKYMEHTOB, IPEICTABICHHBIX JUISl ONPEIEICHHUs] BO3MOXHOCTH
paccMaTpuBaTh  JICKApCTBEHHBIM  mpemapar A  MEAUIMHCKOrO  MPUMEHEHUS  IpHU
OCYILIECTBJICHUM TOCYIapCTBEHHOW perucTpauyuy B KadecTBe Op(aHHOrO JEKapCTBEHHOTO
npemnapara; (B pea. ®enepansHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) 3a mpOBEICHUE IKCIEPTU3BI KAYECTBA JICKAPCTBEHHOTO CPEIICTBA U IKCIIEPTH3bI OTHOIICHUS
OKMJIa€MOM TOJIb3bl K BO3MOXHOMY PpHCKY IPHUMEHEHHUS JIEKApCTBEHHOrO IIpemnapara,
pa3pelieHHoro Uisi MEIUIIMHCKOTO mpuMeHeHus B Poccuiickoit @enepanuu Oonee aBaaaTu
JIET, MPU OCYIIECTBIEHUU T'OCYIapCTBEHHONW PErHCTpalMK JIEKAPCTBEHHOIrO Mpemnapara; (B pes.
denepanbHOro 3akona ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

B) 3a IPOBEACHHE SKCIIEPTU3bI KaYeCTBA JICKAPCTBEHHOI'O CPEJCTBA M KCIIEPTH3bI OTHOIICHHUS
OKUJACMOW TMOJB3bl K BO3MOXKHOMY PHCKY MPHUMEHECHHS JICKQpCTBEHHOTO IIperapara s
MEJIUIMHCKOTO MPUMEHEHHS TIPU €r0 roCylapCcTBEHHOW perucrpanuu; (B pen. demepaibHOro
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

T) 32 IPOBEIEHNE IKCIEPTU3bl KaueCcTBA JEKAPCTBEHHOTO CPEJCTBA M IKCIEPTU3BI OTHOIICHHS
OXXHMJAaeMOW TMOJb3bl K BO3MOXXKHOMY PHCKY IPHUMEHEHUS JIEKapCTBEHHOrO Npernapara s
MCEAUIIMHCKOI'O MMPUMCHCHUA, B OTHOLICHUN KOTOpOro MMPOBEACHDBI MCKAYHAPOAHLIC
MHOTOIIEHTPOBBIC KIMHUYECKUE HCCIICTOBAHUS, YacTh U3 KOTOPBIX INpoBelneHa B Poccuiickoit
®enepanny, NpU OCYIIECTBICHUH I'OCYJapCTBEHHOM PErMCTPALU JIEKAPCTBEHHOIO IpEerapara;
(B pen. DenepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

11) Hamuuue coryiacus MPOU3BOAUTEINS JIEKAPCTBEHHOTO IperapaTa, MPOU3BOJCTBO KOTOPOTO
ocylecTBiseTcs 3a mnpenenamu Poccuiickoir Penepanuy, Ha NPOBEACHUE WHCIEKTUPOBAHUS
MIPOU3BOJIUTENI Ha COOTBETCTBHE TpPEeOOBaHMSAM MpaBWJI HaJUIeKallell NTpPOU3BOJCTBEHHON
npakThky; (B pen. enepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

12) wnanuume cornacusi, NPEIyCMOTPEHHOTO 4dYacThio 18 Hacrosimieil cratbu; (B pen.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

13) ykazaHume BHJIA JIEKAPCTBEHHOrO IIpernapara, IpeACTaBIEHHOT0 Ha PErucTpaLuio
(pedepeHTHBIN JIEeKapCTBEHHBIM Mpenapar, BOCIPOU3BEACHHBIN JIEKapCTBEHHBIM IIpernapar,
OMOJIOTMYECKUN JIeKapCTBEHHBIN Ipenapar, O0MOaHaJIOroBbl (OMOMOJOOHBIN) JIEKapCTBEHHBIN
npernapar (OuoaHasor), TOMEONATUYECKUN JIEKapCTBEHHBIN Mpenapar, JIeKapCTBEHHBIN
pactuTenbHbld mpemnapar). (B pen. degepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3. PeructpanvoHHOE [0Ch€ Ha JIEKAPCTBEHHBIM Mpernapar Uil MEIUIMHCKOIO NPUMEHEHUS
npenocTasisercs B hopMe o0IIero TeXHUYECKOro JOKyMeHTa. (B ped. deaepanbHOro 3aK0Ha OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. Pa3zmen NOKyMEHTAallMM aJMUHHCTPAaTHBHOTO XapakTepa BKJIOYaeT B cels: (B pen.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

1) 3asiBIEHNE O TOCYJapPCTBEHHON pErucTpalyy JEKapCTBEHHOTo Mpernapara il MeIULIUHCKOTO
IIPUMEHEHHS B JIEKTPOHHOU (opme U Ha OymakHOM Hocutene; (B pen. dexepanbHoro 3akoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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2) KONHWI JIOKYMEHTa Ha PYCCKOM Sf3bIKE, 3aBEPCHHOIO B YCTAHOBJICHHOM TMOpPSAKE U
MOATBEPIKIAIONIETO TPABOMOYHOCTh 3asABUTENS I10/1aBaTh 3asBICHUE O TOCYAaPCTBEHHOM
pPEerHCTpalMK JICKAPCTBEHHOTO Mpenapata Jisd MEAUIIMHCKOr0 MPUMEHEHHS (JIOBEPEHHOCTH); (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) cBeAeHUs O JaTe MPEAOCTaBICHHS U PETUCTPALMOHHOM HOMEpE JIMIEH3UU Ha MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEJICTB WJIM CBEACHUS O JlaTe€ MPEIOCTaBICHUS U PETUCTPAIMOHHOM HOMEpE
3aKJIIOUYEHHUS O COOTBETCTBUU MPOM3BOAUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSM IPaBUII
HaJjIeKalleld MpOU3BOACTBEHHOMN MPAKTUKU, BBIIAHHBIX (IIPEJOCTABICHHBIX) YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTENBHON BIACTU B OTHOLICHHH MPOU3BOACTBEHHON IUIOIIAIKU
PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipenapara, B CiIy4yae, €Clid IIPOU3BOJICTBO JIEKAPCTBEHHOTO
npenapara ocymiectBisiercss B Poccuiickori denepanuu; (B pen. denepalibHBIX 3aKOHOB OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

4) KOMHIO TIPEIOCTABICHHON YITOJIHOMOYEHHBIM OPTaHOM CTPaHbI TPOU3BOAUTEIIS JTUIIEH3UH HA
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Mpenapara U €€ MepeBOJ Ha PYCCKHUM SI3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TIOPSJKE, a TaKXK€ KOIMMIO 3aKJIIOYEHHS O COOTBETCTBUU IMPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB TPeOOBAHUSAM MPABHI HAJJIeKAIIeH MPOU3BOJCTBEHHOW MPAKTUKH,
BBIJJAHHOTO YIIOJHOMOYEHHBIM (PeiepaIbHbIM OPraHOM HCIOJIHUTEIBHON BIACTH B OTHOIICHHUH
MIPOU3BOJICTBEHHON IUIOIMIAKA PErUCTPUPYEMOrO JIEKapCTBEHHOTO Ipemnapara, WM KOIHUIO
pelieHusl yImoJHOMOUYEHHOTO (peepaibHOro opraHa HCHOJHUTEIBHON BJIACTH O MPOBEACHUH
WHCIEKTUPOBAHUS TPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB, B Cilyyae, €Cld MPOU3BOACTBO
JIEKApCTBEHHOT'O TperapaTa OCYIIECTBIsETCsl 3a npeaenamu Poccuiickoit @enepanuu; (B per.
denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-D3,
ot 27.12.2019 N 478-D3)

5) TpOeKT WHCTPYKUUU MO MEIULIUHCKOMY TPUMEHEHHIO JIEKQpCTBEHHOTO Ipemnapara,
cojepxaiieit cinemyromue cBenenus: (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

a) HaMMEHOBaHUE JIEKAPCTBEHHOro TpenapaTa (MEeXIyHapOAHOE HEMaTeHTOBAaHHOE, WIH
IpYyNIUPOBOYHOE, WIIM XUMUYECKOE U TOProBoe HauMeHoBaHuA); (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) unexkapcTBeHHas ¢opMa C yKa3aHUEM HAaWMMEHOBAaHUNW M KOJIMYECTBEHHOTO COCTaBa
JEHCTBYIOIMX BEIIECTB W KAayeCTBEHHOI'O COCTaBa BCIIOMOTATENbHBIX BEMIECTB (TIpU

HE0OXO0IMMOCTH KOJTMYECTBEHHOTO COCTaBa BCIIOMOTATEILHBIX BeNecTB); (B pea. DepepanibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B) ONMCAHHME BHEIIHETO BUJA JIEKAPCTBEHHOTO Tpernapara Il MEAUIIMHCKOTO MpUMEHEeHus; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. ot 13.07.2015))

) QU3UKO-XMMUYECKHE CBOMCTBa (JUIs paguodapMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB);
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

n) (apmakoTepaneBTHYecKas Tpymia, KOJA JIEKapCTBEHHOIO IpernapaTa s MEIULHUHCKOIO
IPUMEHEHHs IO aHATOMO-TEPANeBTHMUYECKO-XMMUYECKOH KIacCU(pHUKAIMK, PEKOMEHIOBAHHOM
BcemupHoii  opraHuzamuerd = 3ApaBOOXpPAaHEHHs, WIM  YKa3aHUE  'TOMEONATHYECKHUM
nexapcTBeHHbIN mpenapat”; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexa. ot

13.07.2015))
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e) (dapmakomuHamMuka W (QapMaKOKMHETHKa (32 HCKJIIOYEHHUEM  (apMaKOKHHETHKH

TOMEOIATHYECKHX JICKAPCTBEHHBIX MPENapaToB M PACTHTEILHBIX JICKAPCTBEHHBIX MPEIapaToB);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) moka3zanus ajisi npumeHenus; (B pea. @enepanbpHoro 3akona ot 22.12.2014 N 429-®3 (pen.
or 13.07.2015))

3) MPOTUBOMOKA3aHMs i1 mpuMeHeHus; (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-d3
(pen. ot 13.07.2015))

1) MepHhI MPEAOCTOPOKHOCTH MPHU NMPpUMEHEHHH, (B pen. DeaepanbHoro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

K) yKa3aHHE BO3MOXXHOCTH W OCOOCHHOCTEH MPUMEHEHHS JICKapCTBEHHOTO Tperapara s
MEAUIIMHCKOTO MPUMEHEHUs OepeMEHHBIMHU S>KEHIIMHAMHU, >KEHIIMHAMHU B TEPUOJ TPYTHOTO

BCKapMJIuBaHusdA, ACTbMH, B3POCIbBIMH, HWMCIOIIMMU XPOHHUYCCKUC 3a6OJICBaHI/IFI; (B pea.
denepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

) PeKUM JT03UPOBAHHUSA, CTIOCOOBI BBEACHHUS U IIPUMEHEHUS, IPH HEOOXOAUMOCTH BpEeMs IIpuemMa
JICKQPCTBEHHOTO TIpernapara Juisi MEAUIUHCKOTO MPUMEHEHHUS, TPOJIOJDKUTEIBHOCTD JICUCHUS, B
TOM YHUCJE y JETeH J0 U mociie ogHoro roaa; (B pen. deaepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

M) BO3MOJKHBIC HE)KeNlaTelIbHbIE PEaKIUU NPU NPUMEHEHHU JICKApCTBEHHOTO Mperapara s
MEIUIMHCKOro npumeHeHus; (B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

H) CHMIITOMBI TIEpEIO3UPOBKH, MEpPHI 1O OKA3aHWIO IIOMOIIM TpPU MEPe03UpOBKe; (B pe.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) B3aUMOJICHCTBHME C JPYIHMMH JIEKQpPCTBEHHBIMH TpermapaTamMu ¥ (WJIK) MHUIIEBBIMU
npoaykramu; (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) GopMBI BBIITYyCKa JIEKAPCTBEHHOT O Npemnapara; (B pea. PenepanabHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

p) ykazaHue (IpH HEOOXOJMMOCTH) OCOOEHHOCTEH NEeHCTBHUS JIEKApCTBEHHOTO Mpernapara Jis
MEIULMHCKOTO0 MPUMEHEHHUs TIpU MEPBOM IpUeMe WM MpU ero oTMeHe; (B pea. dexepaibHOro
3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

c) omucanue (mpu HeoOXOIUMOCTH) HecTBHM Bpaua (denpamepa) u (WIKM) NanueHTa OpU
MPOIYCKe TMpUeMa OJTHOW MIJIM HECKOJBKHUX JI03 JIEKAPCTBEHHOTO TpernapaTa Juisi MEIUIITHCKOTO
npumenenust; (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

T) BO3MOXHOE BIHMSHHME JIEKAPCTBEHHOI'O TIpernapara ais MEAMIMHCKOTO TPUMEHEHHs Ha
CIOCOOHOCTh YIPAaBJIATh TPAHCIIOPTHBIMHU CpeACTBaMM, MexaHu3Mamu; (B pea. deaepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

y) CpPOK TOJHOCTM M YyKa3aHHWE Ha 3allpeT NpPHUMEHEHHUs JIEKapCTBEHHOro IIpernapaTta yis
MEIUIIMHCKOTO MPUMEHEHUS 10 UCTEYEHUN CPOKA FOJHOCTH; (B pen. DenepalbHOrO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

&) ycnoBusi xpanenus; (B pea. PepepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot
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13.07.2015))

X) yKa3aHWe Ha HEOOXOIMMOCTh XPAaHCHHUs JIEKAPCTBEHHOI'O Mpemnapara JUisi MEIUIIMHCKOTO
MPUMEHEHHUsI B MeCTaX, HEJOCTYNHBIX I aereid; (B pea. denepanpHoro 3akona ot 22.12.2014
N 429-®3 (pexn. or 13.07.2015))

1) yKa3aHue (mpu HEOOXOIMMOCTH) CIEHUATBHBIX MEp MPEJOCTOPONKHOCTH MPH YHUYTOKECHUH
HEHCIOJIb30BAaHHBIX JICKAPCTBEHHBIX IMPEMapaTroB s MEAUIMHCKOTO NPUMEHEHHS; (B pen.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) ycinoBus oTmycka; (B pen. PeaepanmbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

H_I) HaMMCHOBAHUA MU aapeca MPOHU3BOJACTBCHHBIX INIOMIAAO0OK IPOU3BOAUTECIIA JICKAPCTBCHHOI'O
npenapara; (B pea. @exepanbaoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

HI) HaMMCHOBAHHUC, aapeC OpraHu3aluu, yHOJIHOMO‘ICHHOﬁ ACPKATCIIEM MWJIM BJIAACIIBLICM
PETUCTPALIUOHHOI'O YAOCTOBEPCHUA JICKApCTBCHHOI'O npcriapara JI MCAULIMHCKOI'O

NPUMEHEHHUsS Ha TPHUHITHE MpeTeH3uil oT moTpedutens; (B pen. DenepadbHOrO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) WHCTPYKIMIO TI0O MEIUIMHCKOMY TPUMCHEHUIO WJIH KpPATKyl0 XapaKTEPUCTHKY
JICKapCTBCHHOT'O TIpernapara, YTBEpKICHHBIC B CTpaHe MpousBoautels; (B pen. DexaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

7) IpPOEKTHl MAaKETOB MEPBUYHON YITaKOBKHU U BTOPUYHOM YITAKOBKH JIEKAPCTBEHHOI'O Mperapara
JUTSI METMIIMHCKOTO NpuMeHeHust; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen.
ot 13.07.2015))

8) MPOCKT HOPMATHBHON JIOKYMEHTAllMW WJIM HOPMATHBHOTO JOKYMEHTa Ha JICKAPCTBEHHBIN
mpemnapaT JUisl MeTUIIUHCKOTO MPUMEHEHHs THO0 YKa3aHHe COOTBETCTBYIOIIEH (hapmakomeiHon
crathy; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

9) ToKyMeHT, copepKaluii HHPOPMaIUIO O HATUYMU WM 00 OTCYTCTBHM (haKTOB PErHCTPALUU
JICKapCTBEHHOr'0 TMpenapara Uil MEIUIUHCKOrO NPHUMEHEHHs 3a mpeaenamu Poccuiickon
denepanum; (B pen. enepanbHoro 3akona ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

10) xomuM TOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IMOPSAIKE M MOJATBEPKAAIOMIMX (haKT
perucTpanmy JIEKapCTBEHHOr0 Ipernapara B MHOCTPaHHBIX TOCyIapcTBaxX B KayecTBe OphaHHOTO
JIeKapCTBEHHOT o npenaparta; (B pea. PexepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pexn. ot

13.07.2015))

11) nnan ynpaBieHUss pUCKaMH Ui OMOJIOTMYECKMX JIEKAPCTBEHHBIX IpenapaToB JUis
MEIUIMHCKOro npuMeHeHus; (B pen. deaepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

12) moxymeHT o cucteme (apMakoHaa30pa AepaTells WM BilaJeiblla PETUCTPALMOHHOTO
YIOCTOBEpPEHHUs JIEKApCTBEHHOTO Tpemnapara; (B pena. PexepanpHoro 3axkoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

13) noxyMeHT, MOATBEPKIAIOIINI KauecTBO JIEKAPCTBEHHOIO IMpernapaTa TpeX MPOMBIIIIEHHBIX
cepuil (MPOTOKOJ aHANM3a WK cepTU(UKAT aHAIN3a), OJJHA CEpHsl KOTOPOTo JOJIKHA COBIAIATh
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C CepHeﬁ o6pasua JICKApCTBEHHOTI'O nperapara  Iji MCIUIIMHCKOI'O IIPUMCHCHUA,

NPE/ICTABICHHOT0 Ha TOCYAapCTBEHHYIO peructpauuio. (B pen. denepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5. Paznen xumuueckoi, hapManeBTHUECKOM 1 OMOOTHYECKON TOKyMEHTAIIMK BKJIFOYAeT B ceOs
JOKYMEHTBI, cojieprKaline MHPOopMaIuio O GpapMaleBTUYeCKOl CyOCTaHIIMHM U JIEKaPCTBEHHOM
npenapare Juisi MEAUIMHCKOrO0 IPUMEHEHHUS, IIPOLIECCE €r0 MPOU3BOACTBA U METOAAX KOHTPOJISA
KadecTBa, B ToM umcie: (B pen. denmepanpHoro 3akoHa or 22.12.2014 N 429-d3 (pexn. ot

13.07.2015))

1) xommio IOKYMEHTa, COEp)Kallero cieaymmyl HHpopManuo o GdapManeBTHYECKON
cyOcTanuu Wik (apmaleBTHUECKUX CYOCTaHLMSIX, BXOJSIIMX B COCTaB JIEKapCTBEHHOTO
mpernapara, 3a UCKIIUYeHHeM HHpopMaIuu o (apMaleBTHUECKUX CYOCTaHIUSAX, BKIIOUYCHHBIX B
rOCy/IapCTBEHHBIN PEecTp JEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUM CO cTaThel 34 HACTOSIIETO
@enepanbHoro 3akoHa: (B pen. ®exnepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. or
13.07.2015), ot 27.12.2019 N 462-D3)

a) HaMMCcHOBaHWE (papMaleBTUYCCKONW CYOCTAHIIMH, €€ CTPYKTypa, OOIIHMe CBOWCTBA; (B pEIl.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) HauMeHOBaHHUE W ajapec mpousBoautens; (B pex. denepanpHoro 3akona or 22.12.2014 N
429-03 (pex. ot 13.07.2015))

B) TEXHOJIOTHSI IPOM3BO/ICTBA C OMUCAHUEM CTaii MPOM3BOJICTBA M METOJIOB KOHTPOJISI HA BCEX
CTaauax Npou3BOJACTBa; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

T') ONMcaHue pa3paboTKH Mpolecca MPOU3BOACTBa; (B pen. PenepanbHOro 3akoHa ot 22.12.2014
N 429-®3 (pexn. ot 13.07.2015))

1) ONUCaHNe KOHTPOJS KPUTHUECKUX CTAIUN MPOM3BOACTBA U MPOMEKYTOUHON MPOAYKUIUU; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

€) JOKYMEHTAJIbHOE MOATBEpKJAeHUE (BaJUJallUsi) TPOLECCOB M (MJIM) WX OIEHKa; (B pel.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

) CBOMCTBAa M CTPYKTypa ACHCTBYIOIMUX BemlecTs; (B pen. dexepanpHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

3) XapakTepucThka npumeceii; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

n) cnenudukanusg Ha (papMaleBTUUYECKYyl0 CYOCTaHIMIO M ee o00ocHOBaHHWe;, (B pei.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

K) aHaJUTHYECKUE METOAMKH, HCIOIb3yeMble IPH OCYIIECTBICHUH KOHTPOJIS KayecTBa
dapmaneBTHueckoi cyocranumy; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.
or 13.07.2015))

) TOKYMEHTaJIbHOE MMOATBEPKACHUE (BaTHIAIM) aHATTUTHYECKUX METOIMK, UCIIOIb3YEMBIX TPH
OCYILIECTBJICHMM KOHTPOJIS KauecTBa (papMmalieBTUUeCcKoil cyOcranuuu; (B pen. denepalbHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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M) pe3yNbTaThl aHaIMu3a cepuil GpapmaneBTudeckoil cyoctanuu; (B pen. degepaibHOro 3aKoHa
0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) TepedYeHb CTaHIAPTHBIX OOpA3lOB WM BELIECTB, HMCHOJb3YyEeMBIX IPH OCYIIECTBICHUU
KOHTpossi KauecTBa; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))

0) OIMCaHHWE XapAaKTEPUCTHK U CBOMCTB YIAKOBOYHBIX MATEPHAIOB M YKYITOPOYHBIX CPEICTB; (B
pen. deaepanbHoro 3akoHa otT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

I1) TaHHBIC O CTAOWIBHOCTH (hapMarieBTHUECKO cyOcTaHIuu; (B pea. denepaibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

p) cpok roguocty; (B pea. denepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1.1) B oTtHOomeHuun (apmMaleBTUUECKUX CYOCTaHIIMM, BXOISAIIMX B COCTaB JIEKapPCTBEHHOI'O
rpenapara 1 BKIFOUCHHBIX B TOCYAapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU
co crateeit 34 Hacrosimero denepanbHOrO0 3aKOHA, - KOMMS JOKYMEHTa, COJAEpIKAIlero
crnenyromryio uapopmanuio: (B pea. deaepanproro 3akona ot 27.12.2019 N 462-D3)

a) HaMMCcHOBaHWE (papMaleBTUYCCKONW CYOCTAHIIMH, €€ CTPYKTypa, OOIIHMe CBOWCTBA; (B pEIl.
denepanbHOro 3akona ot 27.12.2019 N 462-D3)

0) HauMeHOBaHME U ajapec mpomsBoutens; (B pea. PemepanbHoro 3akona or 27.12.2019 N
462-D3)

B) pe3yJbTaThl aHalM3a cepuil GpapmaneBTuUeckol cyocTanimy; (B pea. PenepaibHOrO 3aKoHa
ot 27.12.2019 N 462-D3)

r) cpok rogHoCTH; (B pen. DenepanbHoro 3akoHa oT 27.12.2019 N 462-03)

2) JOKYMEHT, COJAEpKalllui CIEAYIOIIMe CBEAECHUS O JIEKApCTBEHHOM Iperapare Juis
MEIUIMHCKOro npumeHeHus: (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

a) OMHMCAaHUE M COCTaB JICKAPCTBEHHOTO Mpernapara JUisi METUIIMHCKOTO TMpPUMEHEHUus; (B pei.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) ommcaHue QapMmaleBTUYECKON pa3paboTKku (00OCHOBaHME BbIOOpa COCTaBa, MEPBUUHON
ynakoBKM M HHOro); (B pea. denepanpbHoro 3akoHa oT 22.12.2014 N 429-®@3 (pexn. ot

13.07.2015))

B) TEXHOJIOTHS IPOM3BOJICTBA C OMMCAHUEM CTaJUil TPOU3BOJCTBA U METOJIOB KOHTPOJISI HA BCEX
CTagusX Mpou3BOACTBA; (B pea. PenepanmbHoro 3akoHa or 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

I) ONUCaHWe KOHTPOJS KPUTUYECKHX CTaauil mpolecca MPOU3BOACTBA M MPOMEKYTOUHOU
npoaykuuy; (B pea. enepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) HaMMEHOBAHWE W aJpeCc MecTa OCYIIECTBICHHs TMPOHM3BOJCTBA JICKAPCTBEHHOTO Mpernapara
JUIS MEIUIIMHCKOTO TPUMEHEHHs (B Cilydae HAIM4YUsl HECKOJIBKMX YYaCTHHMKOB IIpoliecca
MPOM3BOJICTBA HEOOXOJAMMO YyKa3aTh KaxJoro u3 HUX); (B pea. deaepalbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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e) (hapMarieBTHUECKas COBMECTUMOCTB; (B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

) MHKpPOOHOJIOTHYECKHE XapaKTepucTuku; (B pena. demepanbHOro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

3) MaTepUaAIbHBIN OaiaHC NI MPOU3BOJICTBA CEPUU TOTOBOTO MPOJYKTA; (B pea. DeaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) ONMCAHUE XapaKTEPUCTUK U CBOMCTB yIIaKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOYHBIX CPEICTB; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

K) IOKYMEHTaJbHOE TOATBEPKACHUE (BaTUAaIMs) TPOLIECCOB MPOU3BOJICTBA M (MJIN) UX OIICHKA;
(B pen. deaepanbhoro 3akona ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

) TpeOOBaHUS K KadecTBY BCIOMOTaTENbHBIX BellecTB (cepTudukar, cnenuduKanus Ha

BCIIOMOTaTeJIbHBIEC BEIIECTBA U UX 000cHOBaHME); (B pea. DenepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

M) QHAJIUTUYECKHE METOIUKH, WCIOIb3yeMble IPH OCYIIECTBICHHM KOHTPOJS KadecTBa
BCIIOMOTaTeNIbHbIX BelecTB; (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

H) JOKYMEHTQJIBHOE TOJTBEPKICHUE (BATUIANNS) AHATUTHYCCKUX METOJUK, HCIOJB3YEMBIX
MIPU OCYILECTBICHHUH KOHTPOJISI KayeCcTBa BCIIOMOTaTeIbHBIX BeliecTB; (B pen. denepaibHOro
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

O) I/IH(l)OpMaIII/ISI 00 HCIIOJb30BAaHUU BCIIOMOTraTeIbHBIX BCIICCTB 4YCJIOBCYCCKOI'O U KHUBOTHOI'O
npoucxoxeHus; (B pea. enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) uHopmanus 00 UCIOIB30BaHUU HOBBIX BCIIOMOTAaTEIbHBIX BEIIECTB; (B pel. deaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) TpeboBaHMS K KadyecTBY JIEKAPCTBEHHOro Ipenapara Uil MEIUIMHCKOTO IMPUMEHEHHs
(ceptudukar, crneuupukanys Ha JEKApCTBEHHBINM IpenapaT W HMX O0OCHOBaHHE); (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

C) AaHATUTHYECKHE METOJUKH, WCIOJIb3yeMble IpPU OCYIIECTBICHUM KOHTPOJII KadyecTBa
JIEKapCTBEHHOT'O Ipernapara Juis MeIUIMHCKOro MpuMeHeHus; (B pell. PenepaabHOro 3aKoHa OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015))

T) TOKYMEHTAJIbHOE TIOATBEPKICHHE (BATUIANNS) AaHATUTUIECKUX METOJIUK, UCTIONB3YEMBIX ITPH
OCYILIECTBJICHMH KOHTPOJS KayecTBa JIGKAPCTBEHHOTO IMperapara Uil MEIUIUHCKOro
npumeneHust; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

y) pe3yNbTaThl aHATN30B CEpUil JIEKApCTBEHHOTO Mpernapara Jisi MEIUIIMHCKOTO IPUMEHEHus; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

¢) xapaktepuctuka npumeceit; (B pea. denepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

X) MepedeHb CTaHAAPTHBIX 00pa3loB, UCIOIb3YEMbIX MPU OCYIIECTBIEHUN KOHTPOJISI KauecTBa
JIEKapCTBEHHOT'O Iperapara Uil MeIUIMHCKOrO MpUMeHeHus; (B pel. PenepaabHOro 3aKoHa OT
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22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) JaHHBIE O CTAOWJILHOCTH JICKAPCTBEHHOTO IperapaTa s MEIMIIMHCKOTO MpPUMEHEHHs. (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

6. Paznen dbapmakonornyeckoii, TOKCUKOJIOTMUECKON JOKYMEHTAIMH BKJIIOYAeT B €05l OTUETHI O
pe3yibTaTax JOKJIMHUYECKUX HCCICAOBAHUM JIEKAPCTBEHHOTO CPEJCTBA JUJISi MEIUIIMHCKOTO
npuMeHeHusi, B ToM yucne: (B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

1) ortuer o QapMakogMHAMHYECKUX HCCleqoBaHusIX; (B peld. DenepalibHOrO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) oruer 0 (hapMaKOKMHETHUYECKUX HCCIeqoBaHusAX; (B pen. PenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) OTUET O TOKCUKOJIOTUYECKUX HccieloBaHusAX. (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

7. Pa3nen KIMHUYECKOH JOKYMEHTAIIUH BKJIFOYACT B Ce0sl OTUETHI O PEe3yJIbTaTaX KIMHHUECKUX
WCCIICIOBAaHMM JICKAPCTBEHHOTO Tpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHHS, B TOM 4Hcie: (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) otuersl 00 WCCIEAOBAHUAX OWOMOCTYITHOCTH W OWOIKBUBAJICHTHOCTH, HWCCIICIOBAHUSIX,
YCTaHABJIMBAIOIINX KOPPEISIMIO PE3YJIbTATOB, MOJYYSHHBIX B YCIOBHSAX IN VItro u in vivo; (B
pen. deaepanbHoro 3akoHa or 22.12.2014 N 429-3 (pen. ot 13.07.2015))

2) ordyersl O (hapMaKOKMHETHUYECKHX HccienoBanusax; (B pexa. denepasbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3) oruersl 0 (papmMakoAMHAMHUYECKUX HccienoBaHusax; (B pen. denepasbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) oT4eThl O KIWHUYECKHX HcCCIenoBaHusIX d(pdexkTuBHOCTH U 0Oe30macHOCTH; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

5) OTYEeT O MOCTPErHCTPAIIIOHHOM OIBITe MpUMeHeHus (pu Hanuuuu). (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

8. TpeboBanus k 00beMy HHGOPMAIINH, TTPEIOCTABIAEMON B COCTaBE PETHUCTPAIIMOHHOTO J10ChE,
JUISL  OTHENbHBIX BHUJOB JIEKAPCTBEHHBIX MPENApaToOB MJII MEIULUUHCKOTO MPUMEHEHUS
YCTAHABIIMBAIOTCS YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM MCIOJHUTENbHOM BIAcTH. (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

9. B oTHOIIIEHNHU JIEKAPCTBEHHBIX MIPEMApaTOB, Pa3pEIICHHBIX ISl MEAUITMHCKOTO MPUMEHEHHUS B
Poccuiickoit ®enepanuu Oonee aBagUaTH JET U B OTHOIICHUH KOTOPBIX HEBO3MOXKHO
MPOBEACHUE HCCIEOBAaHUN WX OMOIKBUBAJIECHTHOCTH (32 WCKIIOYCHHEM OHOJIOTHYECKUX
JIEKapCTBEHHBIX MPEMapaToB), JOMYCKAETCs BKIFOUYEHHE B COCTaB pasjena (hapMaKoIOTUYECKOMH,
TOKCHKOJIOTHYECKOW JTOKYMEHTAllUd W pasjiena KIMHUYECKOM ITOKYMEHTAllUMM BMECTO OTYeTa
pa3zpaboTurka O pe3yibTaTax COOCTBEHHBIX JOKIMHHUYECKHX HCCIEIOBAHUN JEKapCTBEHHBIX
CPEeICTB M KIWHUYECKHX HWCCICIOBAHUNA JIEKAPCTBEHHBIX IMpENapaToB I MEIUIIMHCKOTO
MpPUMEHEHHsT 0030pa Hay4yHBIX pabOT o pe3yabTaTax JOKIMHUYECKUX HCCIEIOBaHUN
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JICKaApPCTBCHHLIX CPCACTB U KIIMHUYCCKUX I/ICCJ'IG,Z[OBaHI/Iﬁ JaHHBIX JICKaPCTBCHHBIX IIPC€IIapaToB, B

TOM YHCJIE BKJIKOYAs ONBIT UX IOCTPETUCTPALMOHHOrO INpuUMeHEeHHs. (B pea. depepanbHbIX
3aKoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 475-D3)

10. IIpu rocynapcTBEHHOW pErMCTpaliy BOCHPOM3BEIECHHBIX JIEKAPCTBEHHBIX IPENapaToB AJs
MEIULUHCKOr0 NMPUMEHEHHs JOIYCKAeTCs BKIIOUYEHHE B COCTaB pasjeina (papMaKoJOTrHYeCKOM,
TOKCUKOJIOTMYECKON JTOKyMEHTallUd M pa3jiela KIMHUYECKOW JOKYMEHTAllMM BMECTO OTYeTa
pa3paboTyMKka O pe3yibTaTax COOCTBEHHBIX JOKIMHUYECKMX HCCIEJI0BAaHUM JIEKapCTBEHHBIX
cpeacTB 0030pa HaydyHBIX pabOT O pe3yibTaTax JOKIMHHUYECKUX HMCCIENOBaHUHN pedepeHTHOro
JIEKapCTBEHHOI'O IIpenapara ¥ INPEeACTaBICHUE BMECTO KIMHUYECKUX HCCIIECJOBAHUM B IIOJHOM
o0beMe, YCTAaHOBJICHHOM pa3lefioM KIMHHYECKOW TOKYMEHTallMd, OTYeTa O pe3ysbTaTax
UCCIIeIOBaHUM OMO3KBUBAJIEHTHOCTH BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOIO Ipernapara Jyis
MEIULIMHCKOr0 mpuMeHeHus. He T1peOyercs mpencTaBieHHe oOT4deTa O pe3yibTarax
UCClIeIOBaHUM OMO3KBHUBAJIEHTHOCTH BOCIIPOU3BEJIEHHOIO JIEKAPCTBEHHOIO IpenapaTa Juls
MEIUIMHCKOTO TPUMEHEHUSI, €CJIIM PETUCTPUPYIOTCS BOCIPOU3BEACHHBIE JIEKAPCTBEHHbBIE
npenaparsl A8 MEIUIMHCKOTO INpUMEHEeHHs, KoTopble: (B pea. denepasbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) npenHa3zHadyeHbl ISl IAPEHTEPAIBHOIO (IIOAKOKHOTO, BHYTPUMBIILIEYHOI'O, BHYTPUBEHHOTIO,
BHYTPUIJIA3HOTO, BHYTPHIIOJIOCTHOTO, BHYTPUCYCTAaBHOI'O, BHYTPUKOPOHAPHOI'O) BBEACHUS U
MPEJCTaBISAIOT COOOW BOAHBIE pacTBOPHI; (B pen. PenmepanpHOoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

2) TPECTAaBNISIOT COOOH pacTBOPHI IS MEPOPATBLHOTO NMpUMeHeHHs; (B pen. DemepanibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) mpou3sBeneHbl B opMe MOPOIIKOB WM TUO(PHUIN3ATOB AJs MPUTOTOBICHHS PAacTBOPOB; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

4) sBisrorea rasamu; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

5) SIBASIOTCA YUIHBIMH WJIM TJIA3HBIMH JICKAPCTBEHHBIMHU TMpenapaTramu, MPOU3BEACHHBIMH B
(dbopMe BOIHBIX pacTBOpOB; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6) mpenHa3HaYeHBI 11 MECTHOTO MPUMEHEHHSI ¥ IPUTOTOBIIEHBI B JOPME BOJHBIX PACTBOPOB; (B
pen. ®enepansHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

7) TpencTaBiSIOT CO0O BOJHBIE PACTBOPHI JJISI WCIOJIB30BaHUS B (opMe HHTAIAIMA C
MOMOIIbI0 HeOynaiizepa MM B KayecTBE HA3AIbHBIX CIHpPEEB, MPUMEHSIEMBIX C MOMOIIBIO
CXOAHBIX ycTpoHcTB. (B pen. dDenepampHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))

11. Jlns cioydyaeB, yka3aHHBIX B TyHKTax 1 - 3, 5 - 7 wactm 10 Hacrosimield CTaThH,
BOCIIPOM3BE/ICHHBIN JIEKAPCTBEHHBIM TMpenapar s MEIULUHUHCKOTO NPUMEHEHUs JIOJKEH
colepkaTh TaKHE >K€ BCIOMOTATEIbHBIE BEMIECTBA B TaKUX K€ KOJUYECTBAX, KaK U
pedepeHTHBI JeKapcTBeHHbIH mpenapar. Ecom  cocTaBel  BCIIOMOTATENBHBIX — BEIIECTB
pasnuyaroTcs, 3asBUTENb JOJDKEH MPEeACTaBUTh JI0Ka3aTelbCTBa TOTO, YTO HCHOJIb3yeMblE B
JAHHBIX KOHIIEHTPAILIMSAX BCIIOMOTATENBbHBIE BEIIECTBA HE BIMSIOT Ha 0€30MacHOCTb U (WIIH)
3¢ PEeKTUBHOCTD JIEKAPCTBEHHOTO Tpemnapara Jjis MEIUIIMHCKOTO MpUMeHeHus. B cioydae, ecnu
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3asBUTEIb HE MOXKET IPEICTaBUTh TaKUE JIOKA3aTeNbCTBA W (WIM) HE HMEeT I0CTyma K
COOTBETCTBYIOLIMM JIaHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOIIME HCCIEIOBAHUS IS
JOKa3aTeIbCTBA  OTCYTCTBHSI  BIMSHHUS ~ pasHbIX  BCIIOMOTATENbHBIX  BEIIECTB  HIIH
BCIIOMOTATENIbHBIX YCTPOMCTB Ha Oe30macHOCTh W (Win) 3(PQPEKTHBHOCTh JIEKAPCTBEHHOTO
npenapara Juisi MEAUIUHCKOTO TPUMEHEHUSI B COOTBETCTBUH C aKTaMH, COCTABIISAIOIINMH TIPABO
EBpasuiickoro sxkoHoMu4eckoro corosa. (B pen. denepanbHbix 3akoHOB 0T 22.12.2014 N 429-03
(pexn. ot 13.07.2015), ot 22.12.2020 N 444-D3)

12. Tlpu rocymapCTBEHHOH perucrpanud KOMOWHAIMKA paHee 3aperucTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIPENAapaToB sl MEAUIIMHCKOIO IPUMEHEHHUS JOIYCKAEeTCsl BKIIFOUEHHUE B COCTaB
pasznena ¢apMaKoJIOTHYECKOH, TOKCHUKOJOTHYECKOW JOKYMEHTAlMM W pas3jeia KIMHUYECKOH
JOKYMEHTAIlMd BMECTO OTYeTa pa3padoTyMKa O pe3yabTaTaX COOCTBEHHBIX JAOKIMHHUYECKHX
HCCIICIOBAaHMH JICKApPCTBEHHBIX CPEACTB 0030pa HAyYHBIX pabOT O pe3yNbTaTax JOKIMHUYICCKHX
UCCIeOBaHUi pedepeHTHBIX JIeKapCTBEHHBIX IMPErnapaToB, BXOASIIMX B COCTaB KOMOMHAIIMH
JIEKApCTBEHHBIX TPENapaToB, U 00 OTCYTCTBHHM WX B3aMMOJICUCTBHS B OJHOM JICKAPCTBEHHOM
dopwme. (B pen. Denepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

13. Ha skcnepTusy pa3iHyuHBbIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKapCTBEHHOTO
npenapara i MEAUIIMHCKOTO MPUMEHEHHS 3asiBUTENb MPEACTABISIET OT/EIbHBIC 3asBICHUS U
pPETrUCTpalMOHHBIE JOChEe Ha KaXIyI0 JieKapcTBeHHYIO (Gopmy. Ilpu ycioBuu ogHOBpeMEHHOM
MOJIla4d Ha OKCIEPTHU3y OJHOW JIeKapCTBEHHOHW (OpPMBI C Pa3IMYHBIMH JIO3UPOBKOIA,
KOHIICHTpAIlUeH, 00bEMOM 3asiBUTEb MPEACTABIISACT OJHO 3asABJICHUE M PETUCTPAIIMOHHOE J0ChE
C IPWIOKEHUEM MAKETOB YIIaKOBOK Ha KKIYIO JO3UPOBKY, KXY KOHIIEHTPAIUIO, KaXKIbIN
00BEM M KaKJ0€ KOJMYECTBO /103 B ymakoBke. (B pea. PexepanbHoro 3akona ot 22.12.2014 N
429-D3 (pex. or 13.07.2015))

14. Tlpu rocymapCTBEHHOW perucTpanuu op(aHHOrO JEKApCTBEHHOrO Ipernapara 3asBUTENb
IpeacTaBisieT MH(OpMalMio, HEOOXOAMMYIO /s (OpPMUPOBAaHUS pasjena KIMHUYECKOU
JTOKYMEHTallul, B O00beMe, YCTaHOBJIEHHOM YIOJHOMOYEHHBIM (eiepaJbHbIM OpPraHOM
UCIOJIHUTENBbHON BhacT. (B pel. PeaepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

15. Ilpu peructpanuu OHOIOTUYECKOTO JIEKAPCTBEHHOTO IMpemnapara, MOJIy4EeHHOTO U3 KPOBH,
IJ1a3MbI KPOBH YEJIOBEKA, B COCTaBE PETUCTPAIIMOHHOTO JIOChE HA JIEKAPCTBEHHBIN MIpemapaT JJist
MEIUIIMHCKOTO TIPUMEHEHUs JOJDKHBI OBbITh TMPEJCTAaBIEHBI JOMOJHUTENBHO: (B pes.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) B pa3zmene MAOKyMEHTAallMM aJMUHUCTPATUBHOIO XapakTepa JIOKYMEHT, COAepKalui
nHpopmalnio o cyobekTax oOpalleHus: JTOHOPCKOM KpOBU U (UJIM) €€ KOMIIOHEHTOB, O TOM, I'Jie
Obula OCyIIEeCTBIECHA JOHauus (KpOBM M (MJIM) TIJIa3Mbl KpOBH), a TaKkke JTaHHbIE 00
MH(EKIMOHHBIX 3a00JIEBaHUAX, MEpeNaloluXcsd MapeHTepaJbHbIM IMyTeM, HH(pOpMauus o
cyObeKTax oOpalleHusi JOHOPCKOW KpOBH M (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHH KOTOPBIX
OCYIIECTBIISIETCSI KOHTPOJIb JOHOPCKOW KPOBHU M (UJTM) €€ KOMIIOHEHTOB; (B pea. deaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) B pa3zerne XHMHUYECKOH, (apMalleBTUYeCKOH M OMOJOTHUECKOW JOKyMEHTauuu: (B pe.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) KpUTEpUH U crocoObl 0TOOpa, TPAHCIIOPTUPOBAHUS M XPAHEHUS JOHOPCKOW KPOBH U (WJIH) ee
KOMITOHEHTOB; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))
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0) pe3yabTaThl MCCIICAOBAaHUN OTOOPAHHBIX JOHOPCKOHM KPOBM M (MJIM) TUIA3MBlI KPOBH U ITYJIOB
Ha Hanu4ue Bo3OynuTeneil nHpeKui, BKiIodas nHHopMaluo 00 UCIOIb30BAaHHBIX METOIUKAX
UCCIIEOBAaHHUI M B ClTydae MCCIEJOBAaHMS IYJIOB IJIa3Mbl KPOBU PE3YyIbTAThl JOKYMEHTAIBHOTO

MOATBEPKJICHUS (BaJIMJAIMK) HCIOJb30BAaHHBIX METOAMK; (B pen. deaepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B) TEXHHYECKHE XApaKTEPUCTHKU YIAKOBKH JJIsI 0TOOpa JOHOPCKOW KPOBH M (WJIM) TUIA3MBI
KpOBHM, BKJIIOYas HMH(oOpMaiuioo 00 HCIOIb30BaHHBIX PACTBOpAX AHTUKOAryJsSHTOB. (B pei.
denepanbHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

16. Knnuanueckue uccaea0BaHus JEKapCTBEHHOIO IIpenapaTa A1 MEJUIMHCKOTO IPUMEHEHUS B
LEISAX €ro roCyAapCTBEHHOW perucrpauuu npoBoastcs B Pocculickoir @enepanuu B NOpsIKe,
YCTAaHOBJICHHOM cTaThsiMH 38 - 44 nacrosimero ®enepanbHoro 3akoHa. OTyeT o MpPOBEICHHBIX
HCCIEA0BaHUAX BKIIFOYAETCS B COCTaB pasjiesia KIMHUYECKOW TOKYMEHTAlUH PETUCTPALMOHHOTO
JI0OCbE€ Ha JIEKapCTBEHHBIN Ipernapar A MEIUIMHCKOro NpuMeHeHus. [l JeKapCTBEHHBIX
MpenaparoB JJisi MEAULIMHCKOTO IPUMEHEHHUs], B OTHOLIEHUU KOTOPBIX B PE3YyIbTaTEe IKCIIEPTU3BI
JIOKYMEHTOB, NPEACTABIEHHBIX JJI OIPEAEIECHNS BO3MOXHOCTH PAacCMaTpUBATh JIEKAPCTBEHHBIN
npemnapar JUisi MeJUIIMHCKOTO MPUMEHEHUs B KadecTBe op(haHHOTO JIEKapCTBEHHOIO Iperapara,
Takass BO3MOXKHOCTh TIPU3HAHA ¥ B OTHOIIEHWHM KOTOPBIX IIPOBEACHBI KIMHUYECKHE
HCCIEeA0BaHMs, BBINOJHEHHbIE 3a mnpenenamu Poccuiickoit denepanuum B COOTBETCTBUHM C
MpaBUJIaMU HaJJIeXkKalIen 1abopaTOpHON MPAKTUKK U TPABWIAMH HAJUISKAIIEH KIMHUYECKOM
MPAKTUKH, JTONYCKAeTCs BKIIOUEHHE B COCTAaB pa3zelia KIMHUYECKOW JOKYMEHTAllMM BMECTO
oTyeTa O pe3yibTaTaX KIMHUYECKUX HCCIEJOBAaHUM JIEKApCTBEHHOIO IIpernapaTta s
MEJIULUHCKOTO NMPUMEHEHHUsI, TpoBeneHHbIX B Poccuiickoii denepannn, oryera 0 pe3ysiabTaTax
KJIMHUYECKUX HCCIICIOBAaHUM, BBIIOJHEHHBIX 3a mpenenamu Poccuiickoit denepanuu. (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

17. B cnydae HENpenCTaBICHHS C 3asABICHUEM O TOCYJAapCTBEHHOM pPEruCTpalyy
JIEKapCTBEHHOT'O Tpernapara JiUisi MEAULMHCKOTO MPUMEHEHUs JTOKYMEHTOB, MOATBEP)KIArOIINX
yIUIaTy TOCYJapCTBEHHOM MOLUIMHBI M YKa3aHHbIX B MyHKTe 10 yactu 2 Hacrosuieil cratby, a
TaKXe BbIJaBaeMbIX (IIPEIOCTABISIEMBIX) YIOJHOMOUYEHHBIMU (efepabHbIMU  OpraHaMu
WCIIOJIHUTEJIBHON BIJIACTH JIOKYMEHTOB (CBEIEHHUM), yKa3aHHbIX B MyHKTax 3 U 4 yactu 4
HACTOsIILIEH CTaTbH, YIOJHOMOYEHHBIH (eaepalbHbIi OpraH HCHOJHMUTENBbHOM  BIIACTH
3ampammMBaeT  yKa3aHHbIE JOKYMEHTHl (CBEAECHMsS]) B TOPSOKE MEXKBEIOMCTBEHHOIO
UHPOPMAIIMOHHOTO B3anuMo ieiicTBus. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He nmomyckaeTcs HCIOJIb30BaHHME B KOMMEPUECKMX ILeNsX HMH(OpMalMM O pe3yiabTaTax
JOKIIMHUYCCKUX I/ICCHG}IOBaHI/Iﬁ JICKAPCTBCHHBIX CpPCACTB W KIMHHYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ
JIEKapCTBEHHBIX MPENapaToB /Ui MEIUIIUHCKOTO IPUMEHEHNUS, PE/ICTABICHHON 3asBUTENEM IS
rOCY/IapCTBEHHOW PErHCTPAINHY JIEKaPCTBEHHOTO Ipernapara, 0e3 ero corjacus B Te4eHUE IIECTH
JeT ¢ JaThl TOCYJapCTBEHHOM perucTpanuud peQepeHTHOro JIeKapCTBEHHOro Ipernapara B
Poccuiickoit ®@enepaunn. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. ot

13.07.2015))

19. JlepxaTtens WM BiIafieiel] PEruCTPAllMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOrO Mpenapara
Ha OMOTEXHOJOTUYECKH WK Op(aHHBIN JIeKapCTBEHHBIN Mpenapar 00si3aH MPeI0oCTaBIsATh Ha
BO3ME3THOM OCHOBE O0Opa3Ibl PEPEPEHTHOTO JIEKAPCTBEHHOTO TMperapara 3asBUTEISAM IS
MIPOBEJICHUS] KIIMHUYECKUX UccienoBanuii. CTOMMOCTh 00pa3ia peepeHTHOTO JEKapCTBEHHOTO
HpenapaTa, BKJIOUCHHOI'O B nepequL JKN3HCHHO H€O6X0)]I/IMBIX 158 B&)KHGfIIHI/IX J'IeKapCTBeHHBIX
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IIPENapaToB, HE JOJDKHA INPEBBIIATh 3aPETUCTPUPOBAHHYIO NPEICIBbHYIO OTIYCKHYIO LIEHY Ha
pedepeHTHbI JIeKapCTBEHHBIN Npenapar WM LIEHY Ha JIGKAPCTBEHHBIM Mpernapar B CTpaHe
npousBoautens. (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

20. 3asBieHHEe O TOCYAapCTBEHHON pErucTpallid BOCIPOU3BEACHHOTO JIEKAPCTBEHHOIO
mpernapata Uil MEIUIUHCKOTO NPHUMEHEHHUS MOXeT ObITh IOJAaHO B YIOJHOMOYEHHBIN
benepanbHBIi  OpraH  HMCIOJHUTEIBHOM  BIIACTH, OCYLIECTBISIOUIMNA  TOCYJapCTBEHHYIO
pEerucTpalmio JIEKApCTBEHHBIX IpEenapaTroB, IO KMCTEYEHHH 4YEThIpeX JIeT C JaThbl
TOCY/IapCTBEHHOW pPETUCTpaluu pe(epeHTHOro JEeKapCTBEHHOTO mpemnapara B Poccuiickoi
denepanuu. (B pen. GenepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

21. 3asBireHHEe O TOCYIApPCTBEHHOW perucTpaluud OuoaHAIOroBoro (OHOMOI0O0HOTO)
JIEKapCTBEHHOTO Tpemapata (OmoaHajora) MOXKET OBITh IOJAaHO B  YIIOJHOMOYCHHBIH
denepanbHBIi  OpraH  HMCIOJHUTEIBHONH  BIIACTH, OCYIIECTBISIONIMA  T'OCYJapCTBCHHYIO
PETHCTpAIMIO JICKAPCTBCHHBIX MPENaparoB, MO HCTCYCHUH TPEX JIET C JaThl TOCYAapCTBEHHOM
peructpanyu peepeHTHOrO JICKApCTBEHHOTO mpemnapara B Poccuiickoit ®denepanuu. (B pen.
denepanbHoro 3akona or 22.12.2014 N 429-03 (pen. ot 13.07.2015))

22. Jlepkartens WM Biajelel] perUCTPAllMOHHOTO YAOCTOBEPEHHUS JEKAPCTBEHHOTO IIperapara
MPEJICTaBIsIET B  YINOJIHOMOYEHHBbIM  (enepanbHblii OpraH  HCHOJHUTENBbHOM  BIACTH,
OCYIIECTBIISIOMINN (YHKIIMH [0 KOHTPOIIO W HAI30py B cdepe 3ApaBOOXPAaHEHHUS, OTYET II0
pesynbrataMm (apMakoHa[30pa OJMH pa3 B IIECTh MECSIEB B TEUYECHUE JABYX JIET IOCIE
TOCY/IapCTBCHHOM PETHCTpallMi JICKapCTBEHHOro mpemapata B Poccwuiickoit ®Peneparnmu,
CIKCTOAHO B TCUCHUC IOCICAYIOMUX TPEX JICT U B IIaJH)HeI\/JIHIGM OAVH pa3 B IIATH JICT. (B pea.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Crarps 19. IIpuHsiTHE pelIeHUs 0 BblJauye IKCIIEPTHOMY
YUYPeKICHUIO 32/IaHUA HA NIPOBEACHHUE IKCIEPTU3bI JIEKAPCTBEHHOI0
cpeactna (B pea. ®eaepanbHoro 3akoHa or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B TeueHue necATH paboOUYMX AHEW CO AHS MHPHUHATHS 3asBJICHHUS O TOCYIAapCTBEHHOMN
perucTpanum JIeKapcTBEHHOIO IMpernapara cOOTBETCTBYIOIIUN YIOJTHOMOYEHHBIH (enepaabHbIi
OpraH HCIIOJHUTEIBHON BIIACTH MPOBOIAUT IIPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABWIBHOCTU
oopmieHHs TPEACTABICHHBIX JIOKYMEHTOB PErMCTPALMOHHOIO JOCh€ Ha JIEKapCTBEHHBIN
rpenapar 4 IpUHUMAET PEILICHKE O BbIAAY€e 3a1aHNs Ha IIPOBEJICHUE:

1) skcnepTU3bl JOKYMEHTOB, IPEICTABICHHBIX JIUISl ONMPEIEICHUsI BOZMOXHOCTH pacCMaTpUBAThH
JIEKAapCTBEHHBIM  Mpemapar s  MEIUIMHCKOTO  TPUMEHEHHS TPH  OCYIIECTBICHUH
roCyJIapCTBEHHOM PETrUCTPAIMK B KauecTBE Op(paHHOTO JIEKapCTBEHHOTO Tperapara;

2) BKcIepTU3bl JIEKAPCTBEHHOI'O CPEJACTBA B YAaCTU JKCHEPTH3bl KayecTBa JIEKAPCTBEHHOIO
CPEICTBA U DKCIEPTU3bl OTHOLICHUS OKHUJIAEMOM IOJIb3BI K BO3MOXXHOMY PHUCKY IPUMECHEHUS
JIEKApCTBEHHOTIO IIperapara JJisi MEIULIUHCKOTO IIPUMEHEHUS;

3) sKcmepTH3bl JIEKApPCTBEHHOTO CpEACTBAa B YACTH 3KCIEPTHU3bl KayecTBa JIEKAPCTBEHHOIO
CPEICTBA M JKCIIEPTU3bl OTHOLIEHUS OXKUAAEMOM MOJb3bl K BO3MOXXHOMY PUCKY NPHUMEHEHUS
JIEKapCTBEHHOI'0 Mpemnapara JUisi MEAMIMHCKOIO TMPUMEHEHUS B TOpSAKE YCKOPEHHOM
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mpoucaypbl SKCIEPTU3EI JICKAPCTBCHHBIX CPEACTB B COOTBETCTBHUHU CO cTaTthbed 26 HACTOSIIErO
q)ez[epanLHoro 3aKOHa,

4) OKCIICPTHU3bI JICKAPCTBEHHOI'O CpEACTBA B OTHOLICHHWH JICKAPCTBCHHOI'O IIp€riapara aJid
BCTCPUHAPHOI'O IPUMCHCHUS.

2. YHoIHOMOYEHHBIH (elnepanbHbIii OpraH HCIOJHUTENBPHOW BIIACTH  YBEAOMIIIET B
JIEKTPOHHON (opMe WM Ha OyMaKHOM HOCHUTEINE 3asBUTEISl M SKCIEPTHOE YUPEXICHHE O
IIPUHATOM PELLIEHUH O BbIaY€ 33JaHUN Ha IPOBEIEHUE IKCIEPTU3, IPETYCMOTPEHHBIX YacTbio |
HaCTOsILEH CTaThbH, U B Cilydyae HeOOXOAMMOCTH O BblJaue pa3pellieHus Ha BBO3 B Poccuiickyro
®denepalvito KOHKPETHOW MMapTHH, CEPUU 3apErMCTPUPOBAHHBIX U (WJIM) HE3apErUCTPUPOBAHHBIX
JICKapCTBEHHBIX CPEACTB MJIM 00 OTKa3e B IMPOBEICHUM HPEIYCMOTPEHHBIX SKCIEPTU3 C
YKa3aHHEM IIPUYUH TAKOT'O OTKa3a.

3. B cnyuyae BBISBIEHUS OTCYTCTBHUSI HJIM HEIOCTOBEPHOCTH HH(OpPMAIMH, COJEpKalleics B
MIPEJICTABICHHBIX  3asBUTENEM  JIOKYMEHTax, VYIOJIHOMOYEHHBbIM  (enepaiabHblii  Oprax
WCIIOJIHUTENILHON BJIACTU HaIpaBiIAeT 3asBUTENO 3ampoc 00 YTOYHEHUH ATOW HH(pOpMaLUU
(manee - 3ampoc YIOJIHOMOYEHHOTO ()eepaTbHOTO OpraHa MCIIOJIHUTEIBHON BIIACTH), KOTOPBIN
MOXKET OBITh MepelaH YMOJTHOMOYEHHOMY MPEICTaBUTENIO 3asBUTENS JHYHO IOJ PACIHCKY,
HalpaBJieH MO0 TI0YTE 3aKa3HbIM IHCHbMOM WM TIepedaH B JJIEKTPOHHOM (opme 10
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBsi3U. B ciyuyae HampaBiieHHs 3ampoca yIOJHOMOYEHHOI'O
(denepanbHOro opraHa MCIOTHUTEIHLHOW BJIACTH TIO MMOYTE 3aKa3HBIM MHUCHBMOM OH CUHTACTCS
IMOJIYYCHHBIM I10 UCTCUCHHH ICCTH IlHGﬁ C JaThl HAIIPpABJICHUA 3aKa3HOI'O NMCbMa.

4. 3asBuTenb 00s3aH MPEJICTaBUTh OTBET HA 3alpOC YHNOJIHOMOYEHHOrO (eepajbHOro OpraHa
WCIIOJIHUTEJIBHOM BJIACTH B CPOK, HE MPEBBIIAIOIIMN JEBSHOCTAa pabO4YMX AHEW CO JHS €ro
nosnydeHus. Cpok, ykasaHHBIM B 4acTH | HacToslleW CTaTbU, NPUOCTAHABIMBAETCS CO JHS
HaIpaBJICHUs 3asABUTEIIO 3aIpOCa YMOJHOMOYEHHOro (elepalbHOrO OpraHa HUCIOIHHUTEIBHOU
BJIACTH J0 JHS MTOJY4EHHUS UM COOTBETCTBYIOIIETO OTBETA.

5. OcHOBaHMEM ISl OTKa3a B OpraHU3aIMH YKCIIEPTU3, MPETyCMOTPEHHBIX YacThi0 1 HacTosmen
CTaTbhH, SIBISETCS MPEACTABICHHE HEOOXOAUMBIX JIJIsl TPOBEACHUS IPETyCMOTPEHHBIX SKCIIEPTH3
)IOKYMGHTOB B HCIIOJITHOM 06”I)€Me NN HGHpCJICTaBJ'ICHI/Ie 3a4ABUTCIIEM B yCTaHOBHCHHBIﬁ CpOK
OTBETa Ha 3aMpoC YIMOJIHOMOUYEHHOTO (peeparbHOr0 OpraHa UCIOIHUTEIFHON BIACTH, a TAaKKe
MPEACTABICHUE JOKYMEHTOB, HE COJEpXKAIMX HCUEPIIBIBAIONIETO TEPEYHS HEOOXOIUMBIX
CBEJECHUN.

6. IIpu oTKaze B opraHM3aly dKCIIEPTU3bI, IPETYCMOTPEHHON MYHKTOM 4 yacTu | HacTosmen
CTaTbM, JOKYMEHTBI, BXOJSIIME B COCTAaB PETUCTPALMOHHOIO JIOChE Ha JIEKapCTBEHHBIN
npernapar A BeTepPHHAPHOT0 MPUMEHEHHUs!, MOTYT ObITh BO3BPALICHbI 3asIBUTEII0 HA OCHOBAaHUH
€ro NHUCHbMEHHOr0 3ampoca, HaMpaBIEHHOTO B YIOJIHOMOYEHHBIM (QenepanbHblil oprax
UCTIOJHUTENIHOM BJIAaCTH B TEYCHHME TPUALATH pabouyux JHEH Cco JHA TNPUHATHA
YIOJTHOMOYEHHBIM (heJiepaJbHbIM OPraHOM HCIOJIHUTENbHOM BJAacTH pelleHus o0 OoTKa3e B
OpraHu3alMi TaKOH SKCHEePTH3bl. YTOJIHOMOYEHHBIH (elepanbHblii OpraH HCIOJIHUTEIbHON
BJIACTH BO3BpAILlAET 3asBUTENIO YKa3aHHbIE JOKYMEHTHI B TEUEHUE JECITH padoyuX JHEH CO JHS

MOJTyYeHUs COOTBETCTBYIOILEro 3ampoca 3asButens. (B pen. dexepanbHOro 3akoHa OT
02.08.2019 N 297-®3)
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Cratbs 20. DxkcnepTusa 10KyMEHTOB, IPEACTABJICHHBIX IS
onpeaeJeHUs BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHbIH
npenapar AJs MeAUUUHCKOI0 NIPUMEHEeHH s NIPU OCYILIeCTBJICHUH
rocyIapCTBEHHOM perucTpauum B kayecrse oppaHHOro
JIEKAPCTBEHHOI 0 npemnapara (B pea. PeaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. Okcneprusa JOKYMEHTOB, NPEACTABICHHBIX AJIS ONPEACICHUS BO3MOKHOCTH PacCMAaTPUBATh
JIEKApCTBEHHBIA  IIpemapar i MEIULUUHCKOrO  IPUMEHEHUS IIPU  OCYILECTBICHUHU
rOCYJapCTBEHHON perucTpalud B KadyecTBe Op(QAHHOIO JIEKapCTBEHHOIO IIpernapara,
COCTABJICHME KOMHCCUEH DOKCIEPTOB 3aK/IIOYECHHS O BO3MOXXHOCTH WM HEBO3MOKHOCTH
paccMaTtpuBaTh  JIEKapCTBEHHBIM  IIpemapar Uil  MEAMLMHCKOIO  IIPUMEHEHHMS  IIpH
OCYLIECTBICHUHM TOCYJapCTBEHHOW PpErucTpaluy B KadecTBe OP(AHHOIO JIEKAPCTBEHHOIO
Ipernapara M HalpaBJICHHE JAaHHOTO 3aKIIOUEHHs B YIOJIHOMOYEHHBIM (enepanbHblii opran
WCIIOJIHUTEJILHOM BJIACTU OCYILECTBIISIFOTCS B CPOK, HE MPEBBIIAIOIINYN TPUALATH paboyux JHEN
CO JHSA MOJYYEHUS OHKCHEPTHBIM YUPEKICHHEM 3aJaHHs YIOJHOMOYEHHOIro (heaepanbHOro
OpraHa HCIOJHUTEIbHOM BJIacCTU M B JJIEKTPOHHOM (QopMme WM Ha OyMa)KHBIX HOCHUTESIX

HaCToAImeCTo CDC,Z[epaIIBHOFO 3aKOHa.

2. JIokyMeHThI, cojaepxKallluecss B PErHCTPALlMOHHOM JIOChE Ha JIEKAPCTBEHHBIH IpernapaTr U
[IOCTYNUBLIME HA OYMaKHBIX HOCUTENIIX B 3KCIIEPTHOE YUPEXKICHHE Ul OCYIIECTBICHUS HX
JKCIEPTU3Bl U1 ONPEIECICHUS BO3MOXXHOCTH PacCMAaTpUBATh JICKAPCTBEHHBIM IMpernapar A
MEIULUHCKOTO MPUMEHEHHUs B KauecTBe Op(aHHOro JIEKapCTBEHHOIO IMpemnapara, Mojyliexar
BO3BpaTy B YIOJIHOMOYEHHBIH (enepalbHbIil OpraH WCIOJHUTENBHON BIACTU OJHOBPEMEHHO C
3aKJIIOYEHUSMH COOTBETCTBYIOLIUX SKCIEPTH3.

Crarbs 21. PemieHue 0 BO3MOKHOCTH PACCMATPHUBATH
JIEKAPCTBEHHBIN NMPeEnapar Npu OCyleCTBJICHUU IOCYAAPCTBEHHOM
perucTpanyvu B KauecTBe Op(paHHOrO JIEKAPCTBEHHOI'0 Npenapara

(B pea. ®enepajbHOro 3akona or 22.12.2014 N 429-d3 (pea. ot
13.07.2015))

1. B cpok, He NpeBbIIAIOIMNN MSITH paboOYnX JHEH CO JAHS MOJyYEHUS 3aKII0UYEHUs, YKa3aHHOTO
B yactu 1 crateu 20 Hactosmero PenepaibHOro 3aKOHA, YHMOJHOMOYEHHBIH (elepatbHbIi
OpraH MCIOJHUTEIBHOM BIACTH OCYIIECTBISET OLEHKY IIOJyYEHHOIO 3aKIIOYEHHA I
ONPEIEICHUSI €r0 COOTBETCTBUS 3aJaHMI0 HA IIPOBEIECHHUE COOTBETCTBYIOLIEH HKCIIEPTU3BI U
YBEIOMJISICT 3asBUTEN B JJIEKTPOHHOW (opMme win Ha OyMa)KHOM HOCHUTENE O pe3yibTarax
MIPOBEICHHON 3KCIEPTU3bI C MPUIIOKEHUEM KOIMHUH IKCIEPTHOTO 3aKIIOYEHUs (C COXpaHEHUEM
KOH(MUIEHIMATBbHOCTH UH(OPMAIIMK O COCTaBE SKCIIEPTHOW KOMHUCCUHU) U O BO3MOXKHOCTH HJIN
HEBO3MOKHOCTU pacCMaTpUBaTh JIEKAPCTBEHHBIN IIpenapaTr M1 MEIAULMHCKOIO INPUMEHEHHUs
MIPU OCYUIECTBIEHUU TOCYJAapCTBEHHOM pEerucTpanuy B KauecTBE OphaHHOTO JIEKapCTBEHHOIO
mmpernapara.
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2. Ilpu BBIHECEHMM KOMHCCHEW 3SKCIEPTOB 3aKJIIOYEHUS O BO3MOXHOCTH pPacCMATPUBATH
JICKapCTBEHHBIM  mpenapar Uil  MEAUUMHCKOIO  NPUMEHEHUS T[pU  OCYLIECTBIICHUU
rOCy/lapCTBEHHOM pErucTpaluu B KadecTBe oOp¢aHHOrO JIEKapCTBEHHOIrO Iperapara
YIIOJTHOMOYCHHBIN (pe/IepalIbHbIil OpraH HCIIOJIHUTEIBHON BIACTH B CPOK, HE IMPEBBIIIAIOIIHIA
AT pabouux AHEW co AHS MOJy4YEHHs AAHHOTO 3aKJIIOUEHHUs, TPUHUMAET pElleHUE O Bblgaue
3a7laHusd Ha MPOBEACHUE HKCIEPTU3bl KAdeCTBA JIEKAPCTBEHHOIO CPEACTBA U AKCIIEPTU3BI
OTHOLLIEHUS 0KUAAEMOM IOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOTO IIpernapara
UL MEIUIMHCKOTO TPUMEHEHUS B TOPSIKE YCKOPEHHOW MpPOLENyphbl  3KCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBUM €O CTaThel 26 HacTosAlero denepanbHOro 3akoHa.

3. B cilyyae mpuHSATHS PELICHUS O HEBO3MOXXHOCTH paccMaTpHUBaTh JICKAPCTBEHHBIM Ipenapar
JUIS. METUIIUHCKOTO MPUMEHEHHS MpPU TOCYJapCTBEHHON PETUCTpallMu B KadecTBe OpPaHHOIO
JIEKapCTBCHHOT'O MpernapaTta yIMOJTHOMOYCHHBIH (eiepalibHbIil OpraH HCIIOJHUTEIHHONW BIACTH
MpeKpaniaeT npoueaypy rocy1apcTBEHHON PEruCcTpalliy JEKAPCTBEHHOIO Ipenapara. 3asBUTElb
BIIpaBe 00OpPATUTHCS B PETUCTPUPYIOIIMI OpraH C 3asBJIEHUEM O TOCYAapCTBEHHON perucTpanuu
YKa3aHHOTO JIEKapCTBEHHOI'O IIpenapara B COOTBETCTBMM €O cTartbe 18 Hacrosmiero
®denepanbHOroO 3aKOHA.

Crarbs 22. - YTpaTtuia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

CraTtba 23. JKcnepTH3a Ka4eCcTBA JIEKAPCTBEHHOI0 CPEJICTBA H
JKCIEPTH3A OTHOLICHUS 0KMAAEMOH 0JIb3bl K BO3MOKHOMY PUCKY
IMPUMEHEHUS JIEKAPCTBEHHOI0 Npenapara JAJs MeAUIUHCKOT 0
npumMeHeHus (B pea. PexepanbHoro 3axkoHa or 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1. DkcnepTu3a KadecTBa JIEKAPCTBEHHOTO CPEJICTBAa M JKCIEPTHU3a OTHOLIEHUS OKUIaeMOM
MIOJIB3bl K BO3MOYKHOMY PHUCKY NPUMEHEHHS JIEKApCTBEHHOI'O Ipernapara il MEAUIIMHCKOTO
IIPUMEHEHHS], COCTABIIEHNE KOMUCCUSIMH 3KCIIEPTOB 3aKJIFOYEHUM IO PE3yJIbTaTaM IPOBEICHHBIX
SKCHEPTH3 U HalpaBlIeHUE STUX 3aKJIIOYEHUH B YIOJIHOMOYEHHBIH (efepabHbli OpraH
WCIIOJIHUTEJIBHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMAIONIUN CTa JIECATH padbodmnx
OHEH €O [JHSA TIONYYEHHsS OKCIEPTHBIM  YUPEXKIEHHUEM COOTBETCTBYIOLIETO  3aJaHMUS
YIOJHOMOYEHHOTO  (heiepaIbHOr0 OpraHa MCHOJHUTENbHOM BJIIACTHU M HEOOXOAMMBIX
JOKYMEHTOB B 3JIEKTPOHHOM opme Uil Ha OyMa>KHBIX HOCUTESX.

2. B TedeHnne AeBsSHOCTA THEW CO JTHSA TOJYUCHHs PEIICHHS YIIOJIHOMOUYEHHOTO (eaepalbHOro
opraHa HCIOJHUTEIBHOW BJIACTH O MPOBEACHUM SKCIEPTU3, MPEAYCMOTPEHHBIX 4YacThio |
HaCTOSIHIefI CTaTbu, 3adBUTCIIb MPCACTABIACT B OKCICPTHOC YUYPCKIACHUC [JII IMPOBCACHUA
OKCIIEPTH3bl KayecTBa JICKAPCTBEHHOTO CpeACTBa 00paslibl JIEKApCTBEHHOTO TMperapara s
MEAUIITMHCKOI'O NPUMCHCHUA, IMPOU3BCACHHOI'O B COOTBETCTBHUU C Tpe60BaHI/I$IMI/I
OTBITHO-TIPOMBINIJICHHOTO Y (WJIM)  TMPOMBIIUIEHHOTO  PETJIAMEHTOB,  YTBEP KIIEHHBIX
PYKOBOJIUTEJIEM MPOU3BOJUTEN JIEKAPCTBEHHBIX CPEACTB, a TAaKKE€ B COOTBETCTBYIOIIUX
ciydasx o0pasiibl papMareBTH4ecKol cyOCTaHIM, TeCT-IIITAMMa MUKPOOPTaHU3MOB, KYJIbTYPbI
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KJIICTOK, O6p8.3]_IBI BECIICCTB, IMPUMCEHACMBIX IJId KOHTPOJIA KAadeCTBaA JICKAPCTBCHHOI'O CpEACTBa
InyTéM CpaBHCHHA C HHMU HCCICAYEMOI'O JICKAPCTBCHHOI'0O CpPCACTBA, B KOJHUYCCTBAX,
HGOGXOI[I/IMBIX JJI1 BOCITPOU3BCACHUSA MCTOAOB KOHTPOJIA Ka4€CTBA.

3. IIpu momyyenun oOpa3IOB JEKApCTBEHHOIO Ipenapata M (papmaneBTHUECKO cyOcTaHIMU
IKCIIEPTHOE YUYPEKICHHE BBLAACT 3asBUTETIO JOKYMEHT, ITOATBEP)KIAIONINNA ITOJydeHUE
yKa3aHHBIX 00pa3loB, U B CPOK, HE NPEBBIIAIOIINNA TpexX padouyMx AHEH, yBeIOMIISET B
ANIEKTPOHHOU (GopMe MM Ha OyMaXHOM HOCHUTENE 00 3TOM YIIOJIHOMOYCHHBIH (enepanbHbIi
OpraH UCIIOJIHUTEIbHON BIIACTH.

4. Vka3aHHble B 4YacTAX 2 M 3 HACTOALIEH CTAaTbU CPOK JUIS IPEACTABICHUS 3asiBUTEIIEM
00pa31LoB JIEKApCTBEHHOIO Ipernaparta U (papMaleBTHUECKOW CyOCTaHIIMM U CPOK YBEJOMIICHUS
IKCIEPTHBIM YUPEXKICHUEM 00 3TOM Ha OyMaKHOM HOCHTEJIE YIOJTHOMOYEHHOTO (e/IepalbHOro
OpraHa HCIOJHUTENbHOW BJIACTM HE BKJIKOYAIOTCA B CPOK IPOBEACHUS OSKCIEPTHU3,
IPEJYCMOTPEHHBIX YacThi0 1 HacTOAIIEH CTaThU.

5. I[OKYMGHTBI, MNOCTYIMBIINUEC B JSKCIICPTHOC YUPCKACHUC JIsI IPOBCACHUS ISKCICPTU3,
npeaAyCMOTPCHHBIX YaCTbIO 1 HACTOSIICH CTaTbu, IIOJICKAT BO3BpaTy B ynOJIHOMO‘-IGHHBIfI
q)eﬂepaHLHLIfI opran HUCIOJIHUTEIBHOM BIIACTH OIHOBPEMCHHO C 3aKIIFOYCHHUAMU, IMOJIYYCHHBIMU
110 pe3yjibTaTaM COOTBECTCTBYIOIINX SKCIICPTU3S.

Cratba 24. JKcnepTH3a Ka4yecTBa JEKAPCTBEHHOI0 CPeCTBA U
IKCIEPTU3A OTHOUICHHUSA 0KMAA€MOM M0JIb3bI K BO3MOKHOMY PUCKY
NpUMeHEHHUs JIEKAPCTBEHHOT0 Npenapara JJisi BeTEePUHAPHOI0
NPUMEHEHUs

1. DkcnepTH3a KadecTBa JICKApCTBEHHOTO CPEJICTBA M HKCHEPTH3a OTHOILEHHS OXKUAaeMOU
IMOJIB3bI K BO3MOKHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIperiapatra AJIA BCTCPHUHAPHOI'O
MIPUMEHEHHMsI, COCTaBIIEHUE KOMHUCCHSIMHU HKCIEPTOB 3aKIIOYEHUH MO pe3ysibTaTaM yKa3aHHbBIX
SKCIIEPTU3 U HANpaBICHHE TaKUX 3aKJIIOUYEHUH B YIOJIHOMOYEHHBIM (efepanbHbIi Oprax
UCTIOJHUTEJIBHOM BJIACTH OCYILLIECTBISIOTCS B CPOK, HE MPEBBIIAIOIIUN CTa AECATH paboumx
JTHEH cOo JTHS MOJTY4YEeHUs SIKCIEPTHBIM YUPEKICHUEM 3aJaHHsl YIIOJHOMOUYEHHOTr0 (eiepaibHOro
OpraHa MCIIOJHUTEIbHOM BIIACTH C IOKYMEHTaMHM, YKa3aHHBIMU B 4acTu 3 cTaTbu 17 HACTOAIIETO
®enepanbHOrO 3aKoHa. (B pen. PenepanbHbix 3akoHOB oT 22.10.2014 N 313-P3, ot 13.07.2015
N 241-D3)

2. B Teuenme TpuanaTH pabOYMX IHEW CO IHS IOJYYEHHS PEIICHHS YIOTHOMOYEHHOIO
(beneparbHOr0 OpraHa UCIOJHUTEILHON BIACTH O MPOBEICHUH YKa3aHHBIX B 4acTH | HacTOsIIEH
CTaThbM OKCIIEPTH3 3asBUTENb MPEACTABISAET B OKCIIEPTHOE YUPEXKICHHE JUIS IPOBEICHHUS
OKCIEPTU3bl KAuecTBa JICKAPCTBEHHOTO CPEACTBA 0Opasilbl JEKapCTBEHHOIO IMperapara s
BETEPUHAPHOTO  [PUMEHEHUS, IPOM3BEIAECHHOTO B  COOTBETCTBHM C  TPeOOBaHHSIMHU
TEXHOJOTHYECKUX  PErIaMEeHTOB, YTBEPXKIEHHBIX  PYKOBOJUTEICM IPOM3BOUTENS
JIEKapCTBEHHBIX  CPEICTB, a TakKKe B  COOTBETCTBYIONIMX  CIydYasX  TECT-IITAMMBI
MHKPOOPTaHHU3MOB, KYJIBTYpPhl KIIETOK, 00pa3ibl (hapMaleBTHUYECKOW CYOCTaHIUH, O0Opasiibl
BEILECTB, NMPUMEHSEMBIE JUIs KOHTPOJIS KauyecTBA JIEKAPCTBEHHOTO CPEACTBA, B KOJIMYECTBAX,
HEOOXOMMBIX JIJIsI BOCIPOW3BEACHHUS METOJO0B KOHTPOJIsS KadecTBa. (B pea. demepaibHOro
3akoHa or 02.08.2019 N 297-D3)
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3. IIpu nomyueHun oOpa3LOB JIEKAPCTBEHHOTO Mpernapara U QapManeBTUYeCKo cyOcTaHIUU
SKCIEPTHOE YUPEXKJACHUE BBIIACT 3aSBUTENIO JIOKYMEHT, IOATBEPKIAIOIMIMNN MOTydeHUe
yKa3aHHBIX 00pa3loB, U B CPOK, HE MpPEBBIMIAIONIMA Tpex padouux AHEW, yBEJOMIIIET B
MUCBbMEHHOM (hopMe 00 ITOM YIOTHOMOUYEHHBIHN (eiepabHbli OpraH UCIIOTHUTEILHON BIACTH.

4. Cpox s TpeAcTaBieHHs 3asBUTENIEM OO0pa3loB JIEKApCTBEHHOTO Ipermapara U
(dapMareBTHUeCKONH CyOCTAaHIIMM U CPOK YBEJOMJICHHS SKCIIEPTHBIM YUpEXJAEeHHEM 00 3TOM B
MUCBMEHHONW (OpMe YIMOTHOMOUYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTENBbHOM BIACTH,
yKa3aHHbIE B YaCTAX 2 U 3 HACTOAILLIEH CTaTbU, HE BKIIIOYAIOTCS B CPOK ITPOBEJICHUS YKa3aHHBIX B
yacTu | HacTosILEeN CTaTbU SKCIIEPTU3.

5. JIOKyMeHTBI, IOCTYIHBILINE B 3KCIIEPTHOE YUPEKIECHUE AJIS IPOBEICHHSI YKa3aHHbIX B 4acTu 1
HACTOSIIEH CTAaThU SKCIEPTHU3, MOAJIEKAT BO3BPATY B YIOJHOMOUYEHHBIN (pelepanbHblii opran
UCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSMH II0 pe3ysibTaTaM yKa3aHHBIX
JKCIIEPTH3.

Cratba 25. IloBTOpHOE NMpOBeEAeHHE IKCIIEPTU3BI JIEKAPCTBEHHbBIX
cpeacts (B pea. ®enepaibHOro 3akona or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B cayyasx HeIOCTaTOYHOH OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIFOUYCHUS KOMHUCCHH
9KCIIEPTOB, HAJTMYHS B HEM NMPOTHBOPCUMBHIX JAHHBIX, (PabcU(UKAIMKA BBIBOJOB 3KCIEPTHU3HI
JICKQpPCTBEHHOTO ~ CPEJICTBA, COKPBITHS OT  YIOJHOMOYCHHOTO  (pellepajbHOro  OpraHa
WCTIOJTHUTENIGHOM ~ BJIACTH  OCHOBaHWW  JJsI  OTBOAA  OKCIEPTa  BCIEACTBUE  €TO
3aMHTEPECOBAHHOCTH B pPE3yJIbTaTaX COOTBETCTBYIOUIEH OSKCHEPTU3bI, HATUYMUS JAHHBIX O
MPSMOM JIN0O KOCBEHHOM BMEMIATEIHLCTBE B MPOIECC COOTBETCTBYIOMICH AKCIIEPTH3HI JIUII, HE
YYaCTBYIOIIMX B €€ MPOBEICHHHM, HO OKa3aBIIMX BIHUSHUE Ha TPOIECC U PE3yIbTaThl e
MIPOBEJICHUS, YIOJIHOMOYCHHBIM (heJiepaibHBIM OPTaHOM HCTIOJHUTEIILHOW BJIACTH Ha3HAYACTCS
MOBTOPHAs OSKCIEepPTH3a JIEKaPCTBEHHOTO CpEeACTBA W (MJM) ITHUYECKas JKCIepTusa. (B pen.
denepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2. [ToBTOpHAs dKCMEepPTH3a JIEKAPCTBEHHOTO CPECTBA MPOBOJUTCS C YYETOM Pe3yJbTaTOB paHee
MIPOBEJICHHON 3KCIEPTU3bl B CPOK, YCTAHOBJIEHHBIN YIIOJTHOMOUYEHHBIM (eepalbHbIM OpraHOM
WCIOJHUTENBHON BIACTH W HE MPEBBIMAIONIUN TpUALATH pabouyux AHEH cO JTHS TMONY4YECHUS
OKCHCPTHBIM YUYPCKICHUEM 3aJlaHHd Ha IMPOBCACHUC HOBTOpHOI\/JI OKCICPTU3BI JICKAPCTBECHHOI'O
cpenactsa. (B pea. ®enepansHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. dunaHcoBOe oOecreueHrEe BBIMIOJIHEHUS 3aJaHHs HAa MPOBEIECHHUE MOBTOPHOW AKCHEPTU3BI
JISKapCTBEHHOT'O CPeJICTBa He ocymiecTisiercs. (B pea. denepansHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

Crarbs 26. YCKOpeHHas MPOLeyPa IKCNEPTH3bI JIEKAPCTBEHHBIX
CpeacTB

1. YckopeHHas mporieaypa KCHEPTH3bl JIGKAPCTBEHHBIX CPEICTB B IENISAX TOCYAapCTBEHHOU
perucTpanu  JEKapCTBEHHBIX MpEmapaToB MPUMEHSETCS B  OTHOLICHUH  OpQaHHBIX
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JIEKAPCTBEHHBIX MPENApPaTOB, MEPBBIX TPEX JIEKAPCTBEHHBIX NPENapaToB, PETUCTPUPYEMBIX B
Poccuiickoii ®epepaium B KayecTBE BOCIHPOM3BEIACHHBIX JIEKAPCTBEHHBIX IIPENApaTOB,
OUYEpPEAHOCTh KOTOPBIX ONPENEIAETCS B COOTBETCTBUM C HOMEPOM U AATOW BXOASIINX 3asBJICHUN
O TOCYJapCTBEHHOH pPErucTpaldy JIEKApCTBEHHBIX IIPENaparoB B paMKax OAHOIO
MEXIYHAPOAHOTO HEMATEHTOBAHHOIO HAMMEHOBAHMS JIEKAPCTBEHHOI'O Ipernapara WIH
IpPyNIHPOBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOT'O IIperapara, JeKapCTBEHHbIX NIPenapaToB AJs
BETEPUHAPHOTO IPUMEHEHHUs, [PEIHA3HAUYCHHBIX JUI1 JIEYEHUs JIOMAIIHUX >KUBOTHBIX,
ompeneneHHbix DenepanbHbiM  3akOHOM 0T 27 gnekabps 2018 roma N 498-®3 "O6
OTBETCTBEHHOM OOpalIeHUH C KUBOTHBIMU M O BHECEHMHM HW3MEHEHUH B OTJEIbHbIC
3aKoHoAarenpHble akThl Poccuiickoil ®Penepauuu', M 3aperucCTpUPOBAaHHBIX B KadyeCTBE
JIEKAPCTBEHHBIX MPENAPaTOB Il MEAMIIMHCKOIO IMPUMEHEHUs, U JIEKAPCTBEHHBIX IPENapaToB,
IIpEeIHA3HAYEHHBIX MCKIIOYUTEIBHO JJIs IPUMEHEHHSI HECOBEPILIEHHOJIIETHUMU Ipa)<AaHaMu. (B
pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 13.07.2015 N
241-®3, ot 28.04.2023 N 171-D3)

2. YcKOpeHHas MpoLeaypa 3KCIEpPTU3bl JIEKAPCTBEHHBIX CPEICTB B IEISAX I'OCYAAPCTBEHHOM
perucTpalMy JIEKAPCTBEHHBIX IIPENapaToB HE IPUMEHSETCS B OTHOLIEHMU: (B pex.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) OwuoaHanoroBeix (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OmoaHaiaoron); (B pen.
denepanbHOro 3akona or 22.12.2014 N 429-03 (pex. ot 13.07.2015))

2) pebepeHTHBIX JIEKapCTBEHHBIX IPEMapaToB (32 HCKIIOUCHHEM OP(aHHBIX JICKAPCTBEHHBIX
npenaparoB); (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IpenapaToB (3a UCKIOYEHHEM IIEPBBIX Tpex
peructpupyembix B Poccuiickoit denepannn B KauecTBE BOCHPOU3BENEHHBIX JIEKAPCTBEHHBIX
[pernapaToB M JIGKAPCTBEHHBIX IpenapaToB, MPEAHA3HAUYEHHBIX HCKIIOYUTENBHO IS
IIPUMEHEHHSI HECOBEPIIEHHOJETHUMH TIpakJaHaMHM, a TaKKe JIEKapCTBEHHBIX IPENapaTos,
MpeIHa3HAYEHHBIX I JICYEHUs IOMAIIHUX KUBOTHBIX, ONpeeseHHbIX DeaepanbHbIM 3aKOHOM
or 27 nekabps 2018 roga N 498-@3 "OO6 OTBETCTBEHHOM OOpallleHUH C >KUBOTHBIMH U O
BHECCHHHM W3MEHEHWW B OTJCNIbHBIC 3aKOHOJaTelIbHbIe akThl Poccuiickoit ®denepanuu", u
3apETUCTPUPOBAHHBIX B  KAueCTBE JICKAPCTBEHHBIX IPENapaToB Uil  MEJUIIMHCKOTO
npuMeHenus); (B pea. @eaepanbHbIXx 3akoHOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot
28.04.2023 N 171-®3)

4) HOBBIX KOMOMHAIMI 3aperuCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX IMpenaparoB; (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

5) JekapCTBEHHBIX IPENapaToB, 3aperUCTPUPOBAHHBIX paHee, HO INPOU3BEICHHBIX B APYIHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C MEPEUHEM HAUMEHOBAHUI JI€KapCTBEHHBIX (POpM U B
HOBOI1 103upoBKe; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) JNeKapCTBEHHBIX TMpENMapaToB I  METUIIMHCKOTO TNPHUMEHEHHs, TOCYIapCTBEHHAs
perucTparysi KOTOpbIX OTMEHEHa, IIPH X PETUCTPAIMU B KaUEeCTBE JIEKApCTBEHHBIX MPENnapaToB
ISl BETepUHAPHOTO NpuMeHeHwust. (B pea. denepanbHoro 3akona ot 28.04.2023 N 171-D3)

3. YckopeHHas mpoueaypa SKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IMPOBOJUTCS IO PEHICHUIO
COOTBETCTBYIOILIETO YMOJHOMOUYEHHOTO (heAepasbHOrO OpraHa HCIOJHHUTENbHON BIIACTH Ha
OCHOBAHUU 3asBJICHUS 3aBUTENS B CPOK, HE MPEBBIIAIONINI BOCbMUIECATH pabouux nHel. [pu
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3TOM IKCHEPTH3a JOKYMEHTOB, COACPIKAIIMXCS B PETUCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIN
mpermapar, IpOBOJAUTCS B CPOK, HE TIPEBBIIIAOIINNA IeCATH pabOdrX JHEH, IKCIIepTH3a KauecTBa
JICKAPCTBEHHOTO CPEJCTBA U IKCIIEPTHU3a OTHOIICHUS OXKUIaEMOU IMOJIb3bI K BO3MOKHOMY PUCKY
IIPUMEHEHHUs JIEKAPCTBEHHOIO IIpenapara MpoBOAATCS B CPOK, HE IIPEBBIIAIOIIUIN IECTUIECATH
pabouux aHei. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3.1. B orHomeHuu Op(aHHBIX JIEKAPCTBEHHBIX IPEMAPATOB MOTYT OBITh MPEACTABICHBI
pe3yiabTaThl  JOKIMHUYECKUX HCCICJOBAaHUN JIGKAPCTBEHHBIX CPEICTB W KIMHUYECKUX
HCCIE0BaHUM JIEKAPCTBEHHBIX MPEMapaToB Al MEAUIIMHCKOrO MIPUMEHEHHS, BBITIOJHEHHBIX 3a
npeaenamu Poccuiickoit deneparuu B COOTBETCTBUH € MPABHIIAMH HaJIeKaIEH 1abopaTOpHOU

MPAKTUKHU U TIpaBUJIaMU HaJJIexKalel KIMHUYECKON MPakTUku. (B pel. deaepanbHOro 3aK0Ha OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. YckopeHHass MpoLEAypa SKCHEPTH3bI JICKAPCTBEHHBIX CPEICTB IMPOBOIMTCS B MOPSIKE,
yCTaHOBJICHHOM cTaTthsiMu 17 - 20, 23 u 24 Hacrosuiero denepanibHOrO 3aKOHA, U HE O3HAYACT
CHIDKEHMsI TpeOOBaHMN K O0€30MacHOCTH, KayecTBY M AI(PQPEKTUBHOCTH JICKAPCTBEHHBIX
IpernapaToB.

Cratbs 27. PenieHne 0 rocy1apCcTBEHHON perucTpanuu
JIEKAPCTBEHHOI'0 Ipenapara

1. B cpok, He npeBbIIIAIONIUN JeCITH pabouuX JTHEH cOo AHS MOMyYEHUS 3aKIIOUYeHUNH KOMUCCUU
9KCIIEPTOB [0 pe3ysbTaTaM 3KCHEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M IKCHEPTU3BI
OTHOLUEHUS OXUIJAEMOM IOJNb3bl K BO3MOXHOMY pPHUCKY IIPUMEHEHHUS JIEKapCTBEHHOI'O
mperapara, COOTBETCTBYIOIIHUN YIIOJHOMOYEHHBIM (eAepabHBIA OpraH HCIIOJHUTEIHHON
BiacTH: (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

1) pa3memnraer Ha cBoeM oduuuanbHOM caiiTe B ceTH "HMHTepHET" COOTBETCTBYIOIIUE
3aKJIFOUYEHHUs] KOMHCCHUHU 3KCIIEPTOB U OCYLIECTBIIET UX OLEHKY I ONpeieeHUs] COOTBETCTBUS
3aJJaHUI0 Ha MpPOBEACHUE 3THX 3KcrepTus; (B pen. dexepanmbHoro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

2) MNPpUHUMACT pCHICHUC O FOCYHapCTBeHHOﬁ peructpanuu JCEKapCTBECHHOT'O IpfeliapaTta UJIN 00
OTKa3€ B rocyﬂapCTBeHHoﬁ perucTpanru JICKApCTBCHHOI'O IIpCIIaparta,

3) BHOCUT HpH NPHUHITUM pELIEHUS O TOCYJApPCTBEHHON perucrpanuu JeKapCTBEHHOTO
IpernapaTa JaHHbIE O 3aperHCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM YHCIE O
(apmaleBTUUECKONl CyOCTaHIIMM, BXOJSIIEW B COCTaB JIEKapCTBEHHOIO IIpernapara, B
rOCyIapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEACTB M BBIAAET 3asBUTENI0 PETUCTPALMOHHOE
YIOCTOBEpPEHUE JIEKApPCTBEHHOTO penapara, popmMa KOTOPOro YTBEP:KIAETCs YIIOJIHOMOYEHHBIM
denepanbHBIM  OPraHOM  MCIOJHUTENBHOW  BJACTH,  COIVIACOBAHHBIE  HOPMATHBHYIO
JOKYMEHTAIMI0, HOPMAaTUBHBIN JOKYMEHT, HMHCTPYKLHUIO MO NPUMEHEHHUIO JIEKapCTBEHHOI'O
mpernaparta U MakeThl NMEPBUYHON YIMAKOBKM M BTOPUYHOW (NMOTPEOUTEIBCKOW) YMAaKOBKU C
yKa3aHMEeM Ha HUX HOMEpa PErucTPalMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara u
JaThl €ro TOCYAAPCTBEHHOM pEerucTpalud WIM B CIydyae NPUHATHS pelleHus o0 OTKaze B
roCy/1IapCTBEHHON PErucTpaluy JIEKapCTBEHHOIO Ipernapara yBeIoOMIIsIET B TUCbMEHHON dopMme
3agBUTENA 00 3TOM C YyKa3aHHEM IPHUYMH TaKOro OTKa3a. 3a BbIJauy PETrUCTPAIMOHHOTO
YIOCTOBEpEHUSI JIEKAPCTBEHHOI'O0 TIperapara B3UMaeTcsi TroOCyAapCTBEHHas IOLUIMHA B
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COOTBETCTBUHM C 3aKOHOJATeIbcTBOM Poccuiickori ®denmepanmu o Hamorax u coOopax. (B pen.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. OcHOBaHUEM ISl OTKa3a B TOCYJApCTBEHHOH PErHCTpalliy JICKAPCTBEHHOTO Iperapara Jyis
MEIUIIMHCKOTO TMPUMEHECHHS SIBJISICTCS 3aKIIFOUEHUE COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO
(dbenepalbHOr0 opraHa HUCIOJHUTEIBHONW BJIACTH O TOM, YTO KayecTBO W (W) 3 (HEeKTUBHOCTH
PETUCTPUPYEMOTO  JIEKAPCTBEHHOTO  Mpenapara JUisi MEAUIHUHCKOTO TMPUMEHCHHS  HE
MOJITBEPKICHBI ITOJIYYSHHBIMH JaHHBIMU WJIM YTO PUCK MPUYMHEHUS Bpella 3I0POBBIO YeJIOBEKa
BCJIC/ICTBHE TIpHEMa JIEKAPCTBEHHOTO TperapaTa Ui MEAWIIMHCKOTO MPUMEHEHHUS TPEBHIIIaeT
3¢ GeKTUBHOCTH ero npuMeHeHus. (B pea. Penepanbroro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE TpEICTaBICHHE B COOTBETCTBYIOIIMH YIIOTHOMOYEHHBIN (enepalbHbIii OpraH
WCIIOTHUTEJIbHOM BJIACTH JICKAPCTBEHHOTO MperapaTa, B OTHOUIEHUHU KOTOPOTO MOJIy4YeH OTKa3 B
rOCy/IapCTBEHHOW PErMCTPALMU U KOTOPBIM BIOCIEICTBUU MOABEPICs U3MEHEHHUIO B YacTU €ro
COCTaBa, paccMaTpUBAETCS KaK IMPEJCTABIEHUWE HOBOTO JIEKAPCTBEHHOI'O Ipenapara Ha €ro
rOCy/IapCTBEHHYIO PETHCTPALMI0 HE3aBUCHUMO OT COXPaHEHHs €ro MepBUYHOIO0 HAUMEHOBAHUSI.
(B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. Tlpu mpenocTaBICHUN 3asBUTEIEM B COCTaBE PETMCTPALIMOHHOTO JIOChE HA JICKAPCTBEHHBIN
npernapar sl BETePHHAPHOTO MPUMEHEHHUsI KOIMU PEUICHUs YITOJTHOMOYEHHOTO (heaeparbHOro
OpraHa WCIOJHHUTEIFHOH BIACTH O TMPOBEICHUM HMHCHEKTUPOBAHMS  IPOU3BOIUTEI
JICKApCTBEHHBIX CPEACTB CPOK MPHUHATHS PEUICHUS O TOCYIAapPCTBEHHOW PEruCTpaIiy
JIEKapCTBEHHOTO TIperapara sl BETCPHHAPHOTO INPHMEHEHUS MPUOCTAHABIMBACTCS CO JIHS
MONyYCHUsT 3aKIIOYCHHWH, YKa3aHHBIX B YacTH | HACTOAIICH CTaTbu, A0 JHSA NPUHATHS
YIIOJTHOMOYEHHBIM (e/iepabHBIM OPraHOM HCIIOJIHUTEIBHOM BIACTH PEIICHHUS O BbIIa4e WU 00
OTKa3e B BBIJAU€ 3aKIIOYEHHUS O COOTBETCTBUU IIPOHM3BOIUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM NpaBUJ HaJyleXkalleil MpOM3BOJICTBEHHON NpPaKTUKU, HO He Oojiee YeM Ha CTO
BOCeMbJIeCsT pabounx nueil. (B pea. Penepanproro 3akona ot 04.06.2018 N 140-D3)

5. OcHoBaHMEM AJisl OTKa3a B TOCYJapCTBEHHOW PETHCTpalMM JIEKAPCTBEHHOTO Mpemnapara Juist
BETEPUHAPHOTO NPUMEHEHHUs SBISETCS 3aKJIIOYEHHE YIMOJHOMOUYEHHOTo (eliepalbHOro opraHa
WCTIOTHUTEIPHOW BJACTH O TOM, YTO KadecTBO W (Wiau) 3()PEKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O Npenapara Juisi BETEpUHAPHOTO IIPUMEHEHUS HE MOATBEP KIECHBI NI0Jy4YEHHBIMU
JaHHBIMH WJIM 4YTO PUCK NPUYMHEHHUS Bpela 3/J0pPOBbI0 JKMBOTHOI'O BCIEJACTBUE IpHEMa
JIEKapCTBEHHOT'0 Ipernapara Jjsi BeTepUHAPHOI0 MPUMEHEHHsI NMpeBbIIaeT 3P(PEeKTUBHOCTh €To
MIPUMEHEHUSI, OTKa3 YIOJIHOMOYEHHOTO (erepaqbHOro opraHa HCHOJHUTENBbHOM BIacTH B
BbIJIaU€ 3aKJIIOUEHHS] O COOTBETCTBUU IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSIM
IIpaBUJI HAJUIEXKAIEeW IPOU3BOACTBEHHON MPAKTUKHU JUIS KaXJA0W IPOU3BOACTBEHHOM IJIOIIA KA
PETUCTPUPYEMOTO JIEKAPCTBEHHOT'O IIpenapara A BETEPUHAPHOIO IPUMEHEHMS B CIIy4dae, €CIH
MIPOM3BOJICTBO JIEKAPCTBEHHOIO IIpernapaTa Jijisl BETepUHAPHOIO IPUMEHEHHUS OCYIIECTBIISETCS 3a
npenenamu  Poccuiickoit ®denepanuu, HWIX OTCYTCTBUE TaKOro 3aKiOYeHHA. (B  pex.
denepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Cratba 27.1. B3aumo3aMeHs1eMOCTb JIEKAPCTBEHHbBIX NPENapaToB
IJI1 MEIUIIUHCKOTO NpuMeHeHus (B pel. DenepaibHOro 3aKoHa OT

27.12.2019 N 475-®3)
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1. Bsaumo3ameHseMOCTh JIEKQpPCTBEHHBIX MPEnapaToB [Uisi MEIWLIUHCKOTO IPUMEHEHUs
OIPCACIIACTCA YIIOJIHOMOYCHHBIM (beﬂepaHLHBIM OopraHomM HUCIIOTHUTEIBHOM BJIaCTu,
OCYIIECTBISIONIMM TOCYAApCTBEHHYIO PEruCTpalfio JIGKApCTBEHHBIX IMpernapaTroB s
MCIUIIMHCKOI'0O HNPHUMCHCHHA, B paMKax OJHOIo0 MCKIAYHAPOAHOIO HCEIATCHTOBAHHOTIO (I/IJII/I
XUMHYECKOTr0, WM TPYIIHPOBOYHOIO) HAUMEHOBAaHUS HA OCHOBE 3aKIIOYEHHUS KOMHCCUU
9KCIIEPTOB 3KCIEPTHOTO YUPEXKACHUS O B3aUMO3aMEHSIEMOCTH JIEKapCTBEHHOI'O IpenapaTa AJis
MEIUIIMHCKOTO MpUMEHEHUs 100 O TOM, YTO JIEKApCTBEHHBIM Mpenapar sl MEAUIMHCKOIO
IMPUMCHCHUS HC ABJISICTCA B3aMMO3aMCHSCMBIM. HOpSII[OK OMpCACICHHUA B3aNMMO3aMCHACMOCTHU
JIEKapCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO MPUMEHEHHS U (hopMa 3aKIIIOUEHUSI KOMUCCUU
AKCMEPTOB HKCIEPTHOTO YUPEXKIACHHUS O B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPEapaToB AJis
MEIUIIMHCKOTO MpUMEHEHUs 100 O TOM, YTO JIEKApCTBEHHBIM Mpenapar sl MEAUIMHCKOTO
MMPUMCHCHUA HEC ABJIACTCSA B3auMO3aMCHACMbBIM, YCTaHABJIIMBAKOTCA HpaBI/ITeJIBCTBOM
Poccuiickoit @enepanuu.

2. Komuccusi 3KcrepToB 3KCHEPTHOTO YUPEXKJEHUS J1aeT 3aKIYEHHE O B3aMMO3aMEHSEMOCTU
JIEKapCTBEHHOT'0 Mpenapara il MeIUIUHCKOI0 IPUMEHEHHUs JINO0 O TOM, YTO JIEKapCTBEHHBIH
npenapaT Ui MEIULMHCKOIO NMPUMEHEHMsI HE SIBJISETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CIIEYIOIUX KPUTEPUEB (XapAKTEPUCTHUK):

1) SKBHBaJIEHTHOCTb (11 OMOAHAJIOTOBBIX (OMOIMOJOOHBIX) JIGKAPCTBEHHBIX IIPEMapaToB
(6uoaHanmoroB) - COMOCTaBUMOCTb) KAYECTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTHK
(dapManeBTHYECKMX CyOCTaHIIMH WM CONOCTAaBUMOCTh AHTUTGHHOIO COCTaBa BaKI[HH.
Hcnonb30BaHne pa3muvHBIX COJCH, 3QUPOB, KOMIUIEKCOB, N30MEPOB, KPUCTAIUIMICCKUX GOPM U
JPYTUX TPOU3BOJHBIX OJTHOTO M TOTO K€ JCHCTBYIOUIETO BEIIECTBA HE SIBJISCTCS MPEISITCTBUEM
JUISL OTIPENICTICHUSI B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MPEIapaToB, €CIM NPH MPOBEIACHUN
UCCIENOBaHUsI  OMOIKBUBAICHTHOCTH  JIEKAPCTBEHHOTO TMpemapara WM  HCCIeIOBaHUS
TEpaeBTHUECKON OSKBUBAICHTHOCTH JICKAPCTBEHHOTO TIperapara JO0Ka3aHO OTCYTCTBHE
KIMHUYECKH 3HAUMMBIX pa3nuyuil papmMakoKuHeTHKU U (Win) 3GGEeKTUBHOCTH U O6€30MacHOCTH
JIEKapCTBEHHOTO TIpernaparta Jisi METUIIUHCKOTO PUMEHEHUS;

2) OSKBHMBAJEHTHOCTb JIeKapCTBEHHOH (opmbl. [lo SKBHUBAJEHTHBIMU JIEKApCTBECHHBIMU
(¢bopMaMu TOHUMAIOTCSI pa3HbIE JIEKAPCTBEHHbIE (DOPMBI, HMEIOIINE OJMHAKOBBIE CIOCO0
BBEJICHUA U CHoco0 MpHUMEHEHMs, 00Jalaroiue COMOCTaBUMBIMU (hapMaKOKHHETHUYECKUMHU
XapaKTepUCTHKaMU U (apMaKoJIOrH4eCKUM JAEUCTBUEM M 00ECIICUNBAIOIINE TAKXKE TOCTHXKEHUE
HE00X0AUMOro KiIuHHuYeckoro s¢dekra. Pa3nuuus jekapcTBEHHBIX (GOPM HE SBISIOTCA
MPEMSTCTBUEM JUIsSl ONIPEEICHNs B3aMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENaparoB, €CIu Mpu
IIPOBEICHUU  HCCIEeNOBaHUA  OMOIKBHUBAJIEHTHOCTH  JIEKAPCTBEHHOIO  Ipermapara WM
UCCIICIOBAaHMsI TEPANEBTUYECKOM HSKBUBAJEHTHOCTH JIEKAPCTBEHHOIO IIpernapara JI0Ka3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYMMBIX pa3inuuil (papMakoKWHETHKH U (Win) 3¢ddexkTuBHOCTH U
0€30MaCHOCTH JIEKApCTBEHHOTO Mpernapara sl MEJUIIMHCKOTO IPUMEHEHHUS;

3) SKBHUBAJIEHTHOCTh WJIH COMIOCTABMMOCTh COCTaBa BCIIOMOTATEIBHBIX BEIIECTB JICKAPCTBEHHOTO
npenapara ajs MEIUWLUHUHCKOrO IpuMeHeHus. Pa3nuuus cocTtaBa BCIOMOTATENbHBIX BEILIECTB
JEKapCTBEHHOTO  Tpemapara  HE  SBISAIOTCS  MPEMATCTBHEM  JUIT  ONPEICIICHHS
B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MPENApaToB, €CIAM IPU MPOBEIACHUM HCCIETOBAHUS
OMOSKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpermapara WM HKCCICIOBAHUS TepaneBTUYECKON
SKBUBAJEHTHOCTH JIEKAPCTBEHHOTO Mpemnapara JI0Ka3aHO OTCYTCTBUE KIMHMYECKH 3HAYUMBIX
paznuuuii  papmMakoKuHeTUKH U (win) S(dexkTuBHOCTH W 0€30MaCHOCTH JIEKApPCTBEHHOTO



npernapara Juisi MEIUIIMHCKOTO MpuMeHeHUs. [Ipyu Hanuuuy KIMHWUYECKH 3HAYMMBIX pa3IHdui
(dapmakokuHETHKU U (Win) 3PPEKTUBHOCTH U OE30MACHOCTH JICKApPCTBEHHOTO TMpernapara s
MEIUIMHCKOTO TIPUMEHEHHUST B3aMMO3aMEHIEMOCTh ONPEICISIETCSl ¢ YKa3aHUEM Ha WCKITFOYCHUE
OTJIENBHBIX TPYIII MAIlHCHTOB,

4) UACHTHYHOCTD CIIOCO0a BBEICHUS U CIIOC00a TPUMECHEHUS,

5) cooTBeTCTBHE MPOU3BOAUTENS JIEKAPCTBEHHOT'O CPEACTBA TPeOOBaHUAM MPaBUII HaAJeKaIIEi
MIPOU3BOJICTBEHHOM MPAKTHKHU.

3. OmpeneneHre B3aUMO3aMEHSEMOCTH BOCIHPOU3BEICHHBIX JIEKAPCTBEHHBIX TMPEMApaToOB IJIs
MEJUIUHCKOTO NMPUMEHEHHs, yKa3aHHbIX B 4acTu 10 crateu 18 mHactosimero denepanbHoro
3aKOHA, OCYIIECTBIsIETCS 0e3 HeOOXOIMMOCTH JIOKA3aTeIbCTBA UX OMOIKBUBAJICHTHOCTH.

4. OcoOeHHOCTH ONpENENICHUs B3aMMO3aMEHSIEMOCTH OWOJIOTMYECKUX  JIeKapCTBEHHBIX
IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB (CoAep KaIMX KOMOWHAIMIO ABYX
u Oosee NEHCTBYIOIIMX BEIIECTB), IEKAPCTBEHHBIX MPENapaToB AJIs NapeHTEePaTbHOTO MUTAHUS
u HCAO3UPOBAHHBIX JICKAPCTBCHHBIX mpernaparoB YCTaHABJIMBAKOTCA HpaBI/ITeJII)CTBOM
Poccuiickoit @enepanuu.

5. OHpGI[CJICHI/Ie B3aUMO3aMCHACMOCTH HC OCYHICCTBIIICTCA B OTHOLICHUHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX IIPCIapaToB, rOMCONNATUYCCKUX JICKAPCTBCHHBIX ITPCIIApaToOB.

6. CDOpMI/IpOBaHI/IC nepeuHs:A B3aNMO3aMCHACMBIX JICKaApCTBCHHbIX npcriapaToB JIA
MCIUIUHCKOro MNPHUMCHCHUSA OCYHICCTBIIACTCA OKCIICPTHBIM  YUPCKIACHHEM ITOCPECACTBOM
O6’[>€,I[I/IHCHI/I$I JICKAPCTBCHHBIX IIPCIIapaTOB B OTACJIBHBIC TI'PYIIIBI, B KaXJI0M U3 KOTOPBIX
JICKAPCTBCHHLIC ITPCIIAPAThI ABJIAOTCS B3aUMO3aMCHACMBIMU.

7. B cnyudae BKIIIOYEHHS B HMHCTPYKLUUIO MO MEAUIMHCKOMY HPUMEHEHHUIO JIEKaPCTBEHHOTO
mpenapara Ha OCHOBaHUHM PE3yJbTATOB COOTBETCTBYIOIIMX WCCIICIOBAHUM TMOKa3aHUW JIs
MPUMEHEHHUSI, KOTOPbIE OTIMYAIOTCA OT MOKAa3aHWM I NMPUMEHEHHUS JPYIHX JIEKapCTBEHHBIX
MpenapaTtoB M3 TPYNNbl B3aUMO3aMEHSEMBIX JICKAPCTBEHHBIX TMPENapaTroB, B TMEpPEUHE
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MpENapaToB s MEIUIMHCKOTO IMPUMEHEHHUs [I0JHKHA
OBITh yKa3aHa COOTBETCTBYIOIIAs HHPOpMAITHS.

8. Ilepeuenp B3aMM03aMEHSIEMBIX JIEGKAPCTBEHHBIX MPEMAPATOB JJIsi MEAUIIMHCKOTO TPUMEHEHUS
pa3Meniaercs  YHIOJTHOMOYEHHBIM  (eiepaibHbIM  OpPraHOM  HCTIOJHHUTENBHOM  BIACTH,
OCYIIECTBJISIONIUM  TOCYJApPCTBEHHYIO PETHCTPALMIO  JICKAPCTBEHHBIX IMpenaparoB s
MEIHUIIMHCKOTO MPUMEHEeHUs, Ha cBoeM odunmansHoM caiite B cetu "Mutepuer". MHbopmarus
B MEpeYHE B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHS
OOHOBIISIETCS YKa3aHHBIM (peiepalIbHBIM OPTaHOM HCIIOTHUTEIHHOW BJIACTH C YY€TOM HOBBIX
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX TMPEMapaToB Uil MEAUIIMHCKOTO TMPUMEHEHUS W
BHECEHHBIX HM3MEHEHHM B JIOKYMEHTBI, COJAEp Kalluecss B PETUCTPALUOHHBIX JOChE Ha
3apEeruCTPUPOBAHHBIE JIEKAPCTBEHHBIE MPETAPAThI 151 MEULIUHCKOTO MPUMEHEHHUS.

9. Ilopsiiok HCIONB30BaHUs MHGOPMALUK O B3aMMO3aMEHSAEMBIX JIEKapCTBEHHBIX IpenapaTax
JUISL  MEOUIUHCKOIO TPUMEHEHMS M TOPAJOK Ja4d  Pa3bsCHEHWH 110  BOIPOCAM
B3aMMO3aMEHIEMOCTH  JIEKAPCTBEHHBIX  IIPENapaToB I  MEAMLIMHCKOIO  IPUMEHEHHUS
ycranaBiauBarotcs [IpasurensctBom Poccuiickonn @enepannu.
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CraTtba 28. PerucrpanmonHoe ya0cToBepeHnE JEeKAPCTBEHHOT 0
npemnapara

1. PeructpaniuoHHOE yJOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara ¢ yKa3zaHUEM JIEKapCTBEHHBIX
(GopM U 103UPOBOK BbIIAETCA OECCPOUHO, 32 UCKIIOYEHUEM PETUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKAPCTBEHHOI'0 IIpernapara, BbIJABAEMOIO CO CpPOKOM JCHCTBUSA ISATh JIET, HAa BIIEPBBIC
peructpupyemsle B Poccuiickoit @enepanuu J€KapCTBEHHbIE IIPEapaThl.

2. Tlo ucreyeHuH YKa3aHHOTO B 4YacTU | HacTosIed CTaThbU CpoKa BblAaeTcs OeccpodyHoe
PEruCTpallMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO IperapaTta MpU YCIOBUU IOJITBEPIKIACHUS
€ro roCyJapCTBEHHOM perucTpanum.

3. B ciiydae BHeceHus B COOTBETCTBHH coO craThsiMu 30 u 31 HacTosmiero denepaibHOTO 3aKOHA
M3MEHEHHH B COJEpXalllhecs B PErHMCTPAlMOHHOM JOChE Ha  3aperHCTPHPOBAHHBIN
JIEKapCTBCHHBIA  Mpenapar JOKYMEHTBI, 3aTPardBalONIMX CBEACHHS, OTPAKCHHBIC B
PETUCTPAIIMOHHOM  yJIOCTOBEPCHHMH  JIGKAPCTBEHHOTO  Iperapara,  YIOJIHOMOYCHHBIH
(benepanbHBIA OpraH UCIOJHUTEIBPHON BIIACTH BBIIAET HOBOE PETUCTPALIMOHHOE YIOCTOBEPEHUE
JICKapCTBEHHOI'O Mperapara, cojeprkaliee BHECEHHbIC B HEro u3MeHeHus. (B pea. denepaibHOro
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4. B ciyyae yTpaThl WM MOBPEXKIECHHUS PETMCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
nperapara 1o 3asBJICHUIO B IIHCBMEHHOMN (hOpMe JepiKaTelis WK BiaelIblla peruCTPalldOHHOIO
yIAOCTOBEPEHHs  JIEKaPCTBEHHOTO  Iperapara WIH  YIIOJHOMOYEHHOTO HWMH  JPYroro
FOPHIMYECKOTO JIMIA O BhIZaye JyOIMKaTa PErHCTPAlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara yIoJIHOMOYEHHBIH (pefepalbHblii OpraH MCIOJHHUTEIBHOW BIACTH B CPOK, HE
NPEBBIIAIONIAN JEeCATH PabounuX THEHW CO JHSA IOCTYIUICHHS 3asBIICHHS, BBIAACT ITyOIIMKAT
PETHCTPAIHOHHOTO  yIOCTOBEPEHHs JIEKAPCTBEHHOTO Tpemapara. 3a Bbiady JIyOJHKara
PETHCTPAIMOHHOTO YIOCTOBEPEHHsI JIEKAPCTBEHHOTO Mperapara B3UMAeTcss TOCYIapCTBECHHAs
MOIIIHHA B COOTBETCTBUH C 3aKOHOAATEILCTBOM Poccuiickoit demepaiiuu 0 Haiorax u cobopax.
(B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Cratbs 29. IloaTrBep:xaeHue rocyiapCcTBEHHON perucTpanuu
JIEKapPCTBEHHOI0 npemnapara (B pea. @eaepajbHOro 3aK0HA 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. IloaTBepxkneHHMe  TOCyIapCTBEHHOM  PETUCTpallUM  JIEKapCTBEHHOTO  IIperapara
OCYILIECTBIISIETCS IIPU BblJjaue OECCPOUHOTO PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
IpenapaTta B CiIy4yae, YKa3aHHOM B 4acTu 2 cTaTbM 28 Hactosmero denepanpbHOro 3akoHa, B
CpOK, HE HpeBBIIHaIOHH/Iﬁ MIECTUACCATH pa60q1/1x )IHefI CO AHA NOJIYYCHUSA COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (eiepalibHbIM ~ OpPraHOM  WCIOJHUTENBHOM  BJIACTH  3asBJICHUA O
MOATBEPKIEHUM  TOCYJApCTBEHHOM  perucrpauuu  JIeKapCTBEHHOro  mpemapara.  He
OCYILECTBIISIETCS  IMOATBEPKACHME  TOCYJAapCTBEHHOM  perucrpaMd B OTHOIIEHHUU
JIEKapCTBEHHOTO TIpernapara, He HaxoauBiierocs B oOpamieHun B Poccuiickoit deneparuu B
TeueHHe Tpex U 0oJiee JIeT, a TAK)KE B OTHOLLICHUH JIEKAPCTBEHHOT'O CPEJICTBA, IPOU3BEICHHOTO C
HapylleHneM TpeOOBaHUS, YCTaHOBJIEHHOr0 4acThio 3.7 crathu 71 Hactosimero denepaabHOTO
3aKOHa.
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2. 3asBieHUE O MOATBEPXKAECHHM T'OCYAApPCTBEHHOH PETHUCTPALMH JICKAPCTBEHHOTO IIperapara
AJie MCOUIHUHCKOrO IMPUMCHCHUA HPCACTABIACTCA B COOTBGTCTByIOH_[I/Iﬁ ynOJIHOMO‘-IGHHBIﬁ
(benepasbHBI OpraH HMCHOJHUTEIBHOM BIIACTH HE paHEEe YeM 3a CTO BOCEMBJECAT HEH 10
MCTEUCHHS CPOKaA JIEHCTBHS PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara Jyis
MEIUIIMHCKOTO puMeHeHus. (B pen. Penepanbroro 3akona ot 02.08.2019 N 297-03)

2.1. 3asBiieHHE O MOATBEPKJIECHUHU TOCYIAPCTBEHHONW PErHMCTpPAlMM JICKAPCTBEHHOTO IMpenapara
JUIS BETEPUHAPHOIO NPUMEHEHUs TMPEJCTABIAETCS B COOTBETCTBYIOIIMMI yIIOJTHOMOUYEHHBIH
(benepanbHBIi OpraH WCHOJIHUTEIBHOM BJIACTH HE paHEe YeM 3a CTO BOCEMBJECAT JTHEH 10
HCTEUEHHUS CPOKa JACHCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO IpernapaTa AJis
BETEPUHAPHOIO TPUMEHEHMs] M HE II03/lHEE OKOHYAHUS CpOKa €ro jaelcTBus. (B pex.
denepanbaoro 3akona ot 02.08.2019 N 297-D3)

3. IloaTBepkneHue  TOCYJApCTBEHHOM  perucTpaluu  JIGKAPCTBEHHOTO  Ipemnapara
OCYILIECTBIISIETCS 1O Pe3yjIbTaTaM SKCIEPTU3bl OTHOLIEHUS OXKUAAEMOM MOJIb3bl K BO3SMOKHOMY
PUCKY TpPUMEHEHHS JIEKapCTBEHHOTO Ipenapara Ha OCHOBAaHHH pPE3yJIbTaTOB MOHUTOPUHTA
3G hEKTUBHOCTH U 0E€30MIaCHOCTH JIEKAPCTBEHHOTO Tpernapara, MpOBOJAUMOTO JepKaTelleM WIIH
BIIQJICTIBIIEM  PErHCTPAlMOHHOTO  YAOCTOBEpEHHsS  JICKApCTBEHHOTO  mpemapara  Jibo
YIOJHOMOYEHHBIM UMHU IOPUIUYECKUM JIUILIOM, a TAKKE€ COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIHOJHUTENIBHOM BJIAcTU B COOTBETCTBUU C TPEOOBAHMSIMH CTaTbu 64
HacTosmero denepanbHOTO 3aKOHA.

4. K 3asBIIeHHIO O MOATBEPKACHUH TOCYJapCTBEHHON PErHCTpaIMy JEKaPCTBEHHOTO TperapaTa
JUIsL MEAULIMHCKOIO MPUMEHEeHUs npuiiaratorcsi: (B pen. PenepanbHoro 3akoHa oT 04.06.2018 N
140-93)

1) JIOKYMEHTBI, COJAEpIKallhe pe3yIbTaThl MOHHUTOPUHTa S(PPEKTUBHOCTH H OE30MaCHOCTH
JIEKAPCTBEHHOTO TpernapaTa Ui MEIUIIMHCKOTO MPUMEHEHHS, IPOBEIEHHOTO JepKaTeIeM W
BJIaJICTIbIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapara Ui MeIUIIMHCKOTO
NPUMEHEHHsT JIMOO YIIOJIHOMOYEHHBIM MM FOPHIMYECKHM JIMIOM, MO (OpPME, YTBEPKICHHOM
YIIOJHOMOYEHHBIM (heiepalbHbIM OPraHOM HCIOJHUTEIbHOM Biacth; (B pen. denepanbHOro
3akoHa o1 04.06.2018 N 140-D3)

2) cBeneHUs O JlaTe MPEJOCTaBIEHUS U PETUCTPAlMOHHOM HOMEpE JHUIIEH3UH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB MJIM CBEACHUSA O JIaTe MPEIOCTaBICHUS W PETUCTPALMOHHOM HOMEpE
3aKJIIOYEHUSI O COOTBETCTBUU IPOM3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MpPaBUII
HaJUIe)Kalled  IPOM3BOACTBEHHOM  NPAKTUKH,  IIPEAOCTABICHHBIX  YIOJHOMOYECHHBIM
(benepaabHBIM OPraHOM HCHOJIHUTENBHOM BIACTU B OTHOLICHMM MPOU3BOJCTBEHHOH IUIOLIAIKU
JIEKAPCTBEHHOI'0 IIpernapara Uil MEAMIMHCKOTO NMPUMEHEHHMs, TOCYIapCTBEHHAs PEruCTpaLMs
KOTOPOTr0 IOATBEPKIAETCA B CIy4ae, €CIU IMPOU3BOACTBO JIEKAPCTBEHHOIO IIperapara s
MEIUIIMHCKOTo MpUMeHeHus ocyiectsisiercs B Poccuiickoit @enepannu; (B pen. denepanbHbix
3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

3) KoInus HpCﬂOCTaBHCHHOﬁ YIIOJIHOMOYCHHLBIM OPraHOM CTpPAaHBbI ITPOU3BOAUTECIIA JTULCH3UU Ha
IMPOU3BOJACTBO JICKAPCTBCHHOI'O IIperiapara Ajd MCIUIHMHCKOrO MpUMCHCHHA U €€ IICPEBOJ Ha
py'CCKI/Iﬁ A3bIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM TIIOPAAKEC, a TaKKC KOIUA 3aKJIHOUYCHUA O
COOTBECTCTBHUH MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I$IM IIpaBuJI Ha)mexcameﬁ
HpOHBBOI{CTBGHHOﬁ MMPAKTUKH, BbIAAHHOTO  YIIOJHOMOYCHHBIM (I)C,I[CpaJ'IBHBIM OpraHomMm
HCIIOJIHUTEILHON BJIACTH B OTHOIICHUH HpOHSBOJICTBCHHOffI ImIom@aaku JICKAPpCTBEHHOT'O
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mpermapata Ui  MEAMIMHCKOTO TPUMEHEHHS, TOCyIapCTBEHHas pPEerucTpauus KOTOPOro
MOATBEPIKIACTCS, WM  KOMUS  PENICHHS  YIOJIHOMOYEHHOro  (eaepaabHOr0  OpraHa
WCIIOJIHUTEJIBHOM BIIACTH O TPOBEICHUM HHCIEKTUPOBAHHS IMPOU3BOJIUTEINS JIEKAPCTBEHHBIX
CPEICTB B CIlly4ae, €CIU IPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipernapara Uil MEIULHUHCKOIO
MPUMEHEHHUsI OCYIeCTBIIsIeTcs 3a npeaenamu Poccuiickoit denepanuu. (B pen. denepaibHbIX
3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

4.1. B orHOmeHWH OHWOJIOTHYECKUX JICKAPCTBEHHBIX TMpENapaToB Uil MEIUIIUHCKOTO
MPUMEHEHHUSI ~ 3asBUTENb  JIONOJHUTENIIbHO  TPEJICTaBIACT  PE3yNbTaTbl  MEPOINPHUATHH,
MPEAYCMOTPEHHBIX ITUIAHOM  YIPaBIEHUS PHUCKAaMU, YTBEPXKICHHBIM  YIOJHOMOYECHHBIM
(denepanbHBIM OPraHOM HWCIOJHUTEIBHON BIACTH TPH OCYIIECTBICHUH TOCYIapCTBEHHON
perucTpalvy  JIEKApCTBEHHOTO TMperapara JJid MEIUIMHCKOTO TpUMEHEHHs. (B  peql.
denepanbHoro 3akona ot 04.06.2018 N 140-D3)

4.2. K 3asBiIeHUI0O O TOATBEPKICHUM TOCYJAPCTBEHHOM PErHCTpallud JIEKapCTBEHHOTO
mpemapata Ui BETEpUHAPHOIO TMPUMEHEHHUS MPHJIAraroTcs JOKYMEHTHI, COJepiKallne
pe3yNbTaThl MOHUTOpHUHTA I()(HEKTHBHOCTH M OE30MACHOCTH JICKAPCTBEHHOTO Iperapara Jyis
BETCPUHAPHOTO TMPUMEHEHHS, MPOBOJIUMOTO JEP)KATEIEM IIM BIIAJEIbIIEM PErUCTPAIIMOHHOTO
YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Tperapara Juisi BETEPUHAPHOTO IMPUMEHEHHS JHOO
YIIOJTHOMOYEHHBIM MM IOPUAMYECKUM JHUIIOM, MO ¢opMe, YTBEP)KIEHHON YIMOIHOMOYEHHBIM
(denepanbHBIM OpPraHOM HCIIOJTHUTEIBHOW BJIACTH, U JOKYMEHTHI, YKa3aHHbIC B IMyHKTax 1, 2 -
2.2, nognyukrax "a", "6", "k", "n1" nmynkta 4 yactu 3 ctarbu 17 Hactosuero denepaabHOrO
3aKoHA. B OTHOIICHHH HMMYHOOMOJIOTHICCKUX JICKAPCTBEHHBIX MPENapaToB JIJIsi BETEPUHAPHOTO
MIPUMEHEHHUsI HE NPEICTaBIIAIOTCS CBEJICHUs, YKa3aHHble B moanyHkre "k" myHkra 4 yactu 3
cratbu 17 Hacrosimero denepaabHOTO 3aK0HA. B OTHOIIEHUY JIEKAPCTBEHHBIX MpENnapaToB s
BETEPUHAPHOTO IPUMEHEHUS, MOJIYYeHHBIX c MIPUMEHECHUEM
T€HHO-MHKEHEPHO-MOIU(DHUITIPOBAHHBIX OPTraHU3MOB WM COJEPKAIIUX TaKUe OPTaHU3MBI,
JOTIOJTHUTEIBHO MPECTABISAIOTCS CBEACHUS, yKa3aHHble B OyHKTe 13 wyactu 3 crateu 17
Hacrosiero deaepanbHOro 3akoHa. (B pen. deaepanbHbix 3akoHOB OT 04.06.2018 N 140-D3, ot
02.08.2019 N 297-®3)

4.3. 3asgBuTenb BIpaBe NPEACTaBUTh C 3adBIEHUEM O TMOATBEPKICHUH TOCYIapCTBEHHOU
perucTpanyy JIeKapCTBEHHOI0 IpenapaTa KOIHUIO JOKYMEHTA, IOATBEP)KIAIONIEro YIUIaTy
TOCYJapCTBEHHON  TIONUTMHBI 332  TOJNTBEPXKJACHHWE  TOCYAAPCTBEHHOW  PETUCTpAIUH
JIEKapCTBEHHOT'O IMperapara, a TakXe BblJaBaeMble (MpeloCTaBisieMble) YHOIHOMOUYCHHBIMU
(benepanbHBIMH OpraHAMH HWCIOJHHUTEIBHON BIACTH JOKYMEHTHI (CBEICHHS), YKa3aHHBIE B
nyHKTax 2 ¥ 3 yactu 4 HacTosuled cTaTbu. B ciydae ux HempecTaBieHUs YIOJIHOMOYEHHBIN
(benepanbHBI OpraH WCTIOTHUTEIBHON BIIACTH 3alpaIlIiBaeT YKa3aHHbBIE TOKYMEHTHI (CBEIICHHS)
B TOpPsI/IKE MEXBEJOMCTBEHHOTO MH(OPMAIMOHHOTO B3auMojeiicTBus. (B pena. dexepainbHOro
3akoHa oT 27.12.2019 N 478-D3)

5. B Teuenme pecatu paboyumx JHEW €O JHS TNPUHATUS 3asBJICHHS O MOJITBEPKIECHUU
rOCy/lapCTBEHHON PETUCTPALlMM JIEKAPCTBEHHOIO IpenapaTta M JOKYMEHTOB, COZIEpXKaIlux
pe3yiabTaThl MOHUTOPHHTAa A()(PEKTUBHOCTH W OE30MacCHOCTH JIEKAPCTBEHHOTO Mperaparta,
IIPOBOAMMOIO  JIEp>KaTeleM  WIM  BIAJENbIEM  PETUCTPALMOHHOIO  YJOCTOBEPEHHUS
JIEKapCTBEHHOI'0  Mperapara JUOO0  YIOJHOMOYEHHBIM HUMH  IOPHIWYECKUM  JIULIOM,
YIOJTHOMOYEHHBIHN (eiepalibHbII OpraH UCIOIHUTEIbHONM BIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEJACHHM, COJAEp)KAIIMXCSA B IMPEACTABICHHBIX 3asBUTEIIEM
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JOKYMEHTaXx;

2) mpUHUMAET pelIeHHe O MPOBEIECHUH WM 00 OTKa3e B MPOBEACHUHU AKCIEPTH3BI OTHOIICHHS
0’KMJIa€MOHM TMOJb3bl K BO3MOXHOMY pHUCKY NPHUMEHEHHUS JIEKapCTBEHHOIO Mpernapara Ha
OCHOBAHUHU PE3YJIbTaTOB MOHHUTOPUHIA A(PPEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara, NpOBOJUMOIO JEp)KaTeIeM WM BIAJEIbLEM PErUCTPALMOHHOIO YIOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapara Ju00 YIOJIHOMOYEHHBIM HMHU IOPUIMYECKUM JIUIIOM, a TaKXke
(benepanbHBIM OPraHOM HCHOJHHUTENBHOM BJIAcTU B COOTBETCTBUU C TPEOOBaHMSIMM CTaTbu 64
Hacrosiniero denepaabHOrO 3aKOHA;

3) yBemomIIsieT B DJIGKTPOHHOW (opMe WM MUChMEHHOU (GopMe 3asiBUTENS U IKCIIEPTHOE
yupeJIeHHE O MPUHSATOM PEIICHUU JTUOO0 B cilydyae MPUHATHUS pelieHus 00 0TKa3e B MPOBEACHUU
JKCIEPTU3BI YKA3bIBAECT IPUYMHBI TAKOI'O OTKA3a.

6. B cnywyae BbIABIEHUS HEJOCTOBEPHOCTH U (WJIM) HEAOCTATOYHOCTH HWH(pOpMALUH,
coJiep Kalleiicss B MPEACTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJHOMOYEHHBIN (herepabHbIN
OpraH HCIIOJIHUTENBHON BJIACTH HAMpaBseT 3asABUTENIO 3ampoc 00 YTOUYHEHUHW YKa3aHHOU
uHpopManuu. 3ampoc YIOJIHOMOYEHHOTO (heAepaTbHOTO OpraHa HCIOJHUTEIBHON BIIACTH
MOXKET OBITh MepelaH YMOJTHOMOYEHHOMY MPEICTaBUTENIO 3asBUTENS JHYHO IOJ PACIHCKY,
HampaBJIeH IO IIOYT€ 3aKa3HbIM IMCbMOM WM II€pelaH B DJJIEKTPOHHOM ¢opMme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBsi3U. B ciydae HampaBiieHHMs 3ampoca YHOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIFHONW BJIACTH 1O TOYTE 3aKa3HBIM IMHCBMOM OH CUHTAETCS
IIOJIYYE€HHBIM 10 UICTEYEHHUH LLIECTH JTHEH C JaThl HAIPaBJIEHUS 3aKa3HOTO MTUChMa.

7. 3asBUTENb 0053aH MPEJCTaBUTh OTBET Ha 3alpoC YIOJIHOMOYEHHOro (efepabHOro OpraHa
WCIIOJIHUTEJIBHON BJIACTH B CPOK, HE IPEBBIIAIONIMN JIeBIHOCTa pabouMx JHEH CO AHS €ro
nosydeHus. Cpok, yka3aHHBIM B 4acTH 5 HAcTOSIIEW CTaTbU, NPUOCTAHABIMBAETCS CO JHSA
HaIpaBJICHUS 3asSBUTEIIO 3aIpOCa YIMOJHOMOUYEHHOro ()eIepaabHOr0 OpraHa HCIOIHUTEIBLHOM
BJIACTU 10 JHS IOJYYEHUs UM COOTBETCTBYIOILETO OTBETA U HE YYUTBIBACTCS IIPU MUCUMCIICHUU
CpOKa MOATBEPKACHUSA TOCYAAPCTBEHHON PErUCTPALMK JIEKAPCTBEHHOIO IIperapara.

8. OcHoBaHMEM JUIsl OTKa3a B IIPOBEJCHUM JKCIEPTU3bl OTHOIICHUS OXKMIAEMOW IOJB3bl K
BO3MOXXHOMY pPHCKY IIPUMEHEHHs JIEKapCTBEHHOIO Ipenapara sIBISETCS MpeJCTaBICHUE
JOKYMEHTOB, COJEpXalluX pe3yJlbTaTbl MOHHUTOPUHIAa 3(PQPEKTUBHOCTH M O€30MacHOCTH
JIEKapCTBEHHOTI'O IpenapaTa, U (MiIM) B OTHOLLIEHUH OMOJIOrMYECKUX JIEKAPCTBEHHBIX IIPENapaToB
PE3YJIBTaTOB OCYIIECTBJICHHUS MEPOIPHUATHH B COOTBETCTBUU C IUIAHOM YIPABJICHUS PHUCKaMH,
YTBEP’KACHHBIM YIIOJTHOMOYEHHBIM (efiepaibHbIM OpPraHOM MCIIOJIHUTEIbHOW BIJIACTH MIPU
OCYILIECTBIEHUU TOCYJAPCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOIO IIpenapaTra, B HEMOJIHOM
o0bemMe, OTCyTCTBHE HH(pOpMAlUM, MOATBEpXKAAIOMEed (akT yIUIaThl TOCYAapCTBEHHOU
MOIIUIMHBI 32 MOJATBEPKIEHHE rOCyJapCTBEHHON PEerucTpaliuy JIEKapCTBEHHOT 0 Ipenapata, 0o
HETPECTABICHUE 3asBUTEJIEM B YCTAHOBIICHHBIM CpPOK OTBETA HA YKa3aHHbBIM B 4Yacth 6
HACTOSIIIEH CTAaThH 3alpoC YIMOJIHOMOYEHHOIrO (efepalbHOrO OpraHa MCIOJHUTENFHON BIIACTH,
a TaKkXe OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX HH(OpMaluu, KoTopas I0JDKHA OBITh B HHUX
OTpa’KeHa.

9. DOkcnepru3a OTHOIIEHHS OXHAA€MOM TONb3bI K BO3MOXKHOMY PHCKY NPUMEHEHUs
JIEKapCTBEHHOI'0 TMpenapara B I[eNsAX MNOATBEPKIEHUS TOCYyJapCTBEHHOW perucrpaiuu
JIEKapCTBEHHOI'O IIpernapara MPOBOAMTCS KOMHUCCHEN SKCIIEPTOB IKCIEPTHOIO YUYPEXKACHUS B
CPOK, HE IPEBBIIIAIOIINN COpOKa pabounX JTHEH.
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10. B cayyae HEOCTaTOYHOCTH IIPEICTABICHHBIX YKCIEPTY MAaTEPUATIOB Ul a4M 3aKJIIOYEHUS
JKCIEPT 00pam@aercss K PyKOBOAUTEIIO SKCIEPTHOIO YUPEKAEHHUS O IPEAOCTABICHUH €My
HEOOXOAMMBIX MaTepuayoB. PykoBoAMTENb HKCHEPTHOIO YYpPEKIEHHs oOpamjaercs ¢
COOTBETCTBYIOLIMM 3allpOCOM B YIOJIHOMOYEHHBIH (heepanbHblii OpraH HUCIOJIHUTEIBHON
BJIACTH, BBIJABIIMI 3aJlaHUE Ha NPOBEICHUE DKCIIEPTU3bl OTHOLICHHS OXUAAEMOH IOJIB3BI K
BO3MOKHOMY PHUCKY IPUMEHEHMS JIEKapCTBEHHOIO IIperapara Ha OCHOBAaHUU JOKYMEHTAa,
COJIEpKALIEr0 Pe3ysbTaThl MOHUTOPUHIA 3(P(EeKTHBHOCTH M O€30IaCHOCTH JICKApPCTBEHHOI'O
npenapata. B TedyeHue nATM pabouyux AHEW cO JHS IMOCTYIUIEHMs 3ampoca PyKOBOIUTENs
SKCHEPTHOIO YUPEXKACHUSA YKa3aHHbIH (enepanbHblii OpraH HCHOJHUTENBHOM  BIIACTH
HaNpaBJsIeT 3asBUTEIIO 3aMPOC O MPEICTABICHUN HEOOXOIMMBIX MaTEPUAIIOB, KOTOPBIA MOXKET
OBbITh Ilepe/iaH YIOJIHOMOYEHHOMY IPEJCTABUTEIIO 3asIBUTENS JIMUHO 0] PAaCcIUCKY, HallpaBlieH
IO MOYTE 3aKa3HBIM [TUCHMOM HJIU TIEpEe/IaH B AJIEKTPOHHOH (opMe MO TeIeKOMMYHHUKAIIMOHHBIM
KaHalaM CBs3U. B ciydae HampaBieHus 3ampoca YIMOJHOMOUYEHHOro (hefepalbHOro OpraHa
WCIIOJIHUTEJIBHOM BJIACTH 110 IIOYTE€ 3aKa3HBIM IIMCBMOM OH CYMTAETCS IIOJY4YEHHBIM I10
HCTEYEHUH LIECTH THEW ¢ JaThl HAIIPABICHUS 3aKa3HOTO MMUChMa.

11. 3asBHUTETH 0053aH MPEACTABUTH OTBET HA 3aMPOC YIIOJTHOMOYCHHOTO (eIepalIbHOTO OpraHa
WCIIOJIHUTENIHON BIACTH B CPOK, HE MPEBBIMIAIONIMKA IIECTUACCITH paboyux AHEW cO JHS
MIOJIyYE€HHUSl YKa3aHHOrO 3arpoca. YIOJIHOMOYEHHBIH (enepanbHbli OpraH HMCIOJIHUTEIbHON
BJIACTH, BBIJABIIMN 3a/laHUE HA MPOBEJIECHUE HKCIEPTU3bl OTHOIICHUS O0XHAAEMOW MOJIb3bl K
BO3MOXHOMY PUCKY MNPUMCHCHHA JICKAPCTBCHHOI'O IIp€liaparta Ha OCHOBAHHWMU JOKYMCHTA,
COJIep>KaIlero pe3yabTaThl MOHMTOPUHTa 3()(PEKTHBHOCTH M OE30MACHOCTH JIEKApCTBEHHOTO
npernapara, B TCUSHHE AT PadOYrX JHEW CO JTHS MOCTYIUICHHS OT 3asBUTEISI OTBETA Ha 3aIpoC
YIOJIHOMOYEHHOTO (eiepalbHOrO OpraHa HCIOIHUTENBHON BJIACTU HANpaBIsieT 3TOT OTBET B
JKCIIEPTHOE yupexJeHue. B ciayuyae HenmpeacTaBieHMsI MO MCTEUEHMM ILIECTHAECATH padbodux
JHEeW 3asBUTENIEM OTBETa Ha YKa3aHHBIM 3ampoc YINOJHOMOYEHHBIH QenepaiabHbIii OpraH
HWCTIOTHUTEITbHOMN BJIaCTH, BBII[aBHII/IfI 3alaHUC Ha TMPOBCACHHUEC OKCICPTU3blI OTHOIICHUA
OKUJAEMON TMOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHMs JIEKAPCTBEHHOIO IIpenapara Ha
OCHOBAaHMU JOKYMEHTA, COJEPXKAILEro pe3yibTaTbl MOHMTOpPUHra A(P(EKTUBHOCTH U
0€30IacHOCTH JIEKapCTBEHHOTO Ipernapara, B TEUYEHHE MATH pabodyMx JHEHl HampaBiseT B
JKCIEPTHOE YYPEKICHUE YBEIOMIICHHE O HENPEJCTaBICHUM 3asBUTEIIEM OTBETA Ha 3aIpocC
yKa3aHHOTO opraHa. BpeMms co AHs HampaBlIeHMs 3ampoca AKCIEPTHOTO YUPEKICHHUS B
YIOJIHOMOYCHHBIM  (DenepanbHBIi OpraH HWCIOJMHUTENIBHOW BJIACTH JO JHS TIOJYYECHHS
9KCIIEPTHBIM YUPEXKJIEHUEM OTBETA HA 3alpOC WINM YBEJOMIICHUS O HENPEJICTaBICHUH OTBETA HA
3a1poC HE YUYUTBIBACTCA IIPU HMCYHHUCIICHHU CpOKa IMPOBCACHHA OKCIICPTU3bI OTHOIICHHUA
OKUJAEMON IMOJIb3bl K BO3MOYKHOMY pHCKY IPUMEHEHHMS JIEKapCTBEHHOTO IIpernapara Ha
OCHOBAaHMU [JOKYMEHTA, COJEPXKAIEro pe3yibTaTbl MOHMTOpPUHra A(P(EKTUBHOCTH U
0€301MacHOCTH JIEKapCTBEHHOI'O Ipernapara.

12.B CpPOK, HC HpeBBIHJaIOH_IHﬁ JACCATH pa6oq1/1x JHEH co IHSA MOJIYYCHHS 3aKIIIOYCHHUA KOMUCCHUN
OKCIIEPTOB IO PE3yIbTaTaM 3KCIICPTU3bI OTHOIICHHA O)KPI)I&CMOf/i IMOJIB3bI K BO3MOXXHOMY PHUCKY
MNPUMCHCHUS JICKAPCTBCHHOI'O IIpCriapara, COOTBGTCTBYIOIJ_II/II\/'I yHOHHOMO‘ICHHLIfI (beﬂepaHBHLIﬁ
opran HCIIOJHUTEILHOM BIIACTH:

1) OCYHICCTBJIACT OLCHKY 3TOI'0 3aKIIOYCHHUA JJIA ONPCACICHUA €TI0 COOTBCTCTBUSA 3aJaHUIO Ha
IPOBCACHUC y1<a3aHH0171 9KCIICPTU3BI;

2) mpUHHMMAET pEeUIeHHe O MOATBEPkACHUU TOCYJapCTBEHHON PpErucTpanu JIEKapCTBEHHOIO



npenapaTta Wik o0 OTKa3e B MOATBEPKACHUU TOCYAAPCTBEHHOM PETrHUCTpallMU JIEKaPCTBEHHOIO
npernapara;

3) BHOCUT NpH MPHUHITUHU PELIEHUS O TOATBEPKICHUH TOCYAapCTBEHHOW perucTpanuu
JICKApCTBEHHOTO TIperapara CBEICHHsI B TOCYJapCTBEHHBIH PEeCTp JIEKAPCTBEHHBIX CPEICTB H
BBIJIACT 3aABUTEIIO OECCPOYHOE PETUCTPAMOHHOE YJOCTOBEPEHHE JIGKAPCTBEHHOTO MTperapara.

13. OcHoBaHMEM TS OTKa3a B MOATBEPIKICHUH TOCYIAPCTBEHHOM PETHCTPAIMU JIEKAPCTBEHHOTO
nperapara sBISeTCS 3aKII0UCHUE COOTBETCTBYIOLIETO YIIOJIHOMOUCHHOTO (heIepaibHOro opraHa
UCIIOJHUTEIPHOM BJIACTH O TOM, YTO PUCK NPUYMHCHHS Bpeda 3[0POBBIO UYEIOBEKa WM
’KUBOTHOTO BCIICICTBUE MpPUEMa JICKAPCTBEHHOTO Mperapara MPeBbiniaeT 3PPEeKTHBHOCT €ro
npumenenus. (B pea. @enepanbaoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mpoBeldeHUs MNPOLEAYypbl NOATBEP)KIEHUS TOCYAApPCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO MperapaTa ero odpamienue B Poccuiickoii deneparum He MpUOCTaHABIUBACTCS.

15. HdomyckaeTcss oOpalleHHue JIeKapCTBEHHBIX IPEnapaToB OO0 HCTEUEHUs CpPOKa TOJIHOCTH,
MPOU3BE/ICHHBIX B TEUEHHWE CTa BOCBMHACCITH KaJCHAAPHBIX JHEW IMOCJE AaThl MPUHSATUA
YIIOJTHOMOYEHHBIM  (efiepalibHbIM  OpraHOM  HCIIOJIHUTENbHOM  BJIACTH  pEHICHHS O
MOATBEPKICHUU TOCYJApPCTBEHHON pErucTpali, B COOTBETCTBUM C HH(OpPMAIIUCH,
coJieprKalieiicss B JOKYMEHTaX PeruCTPallMOHHOIO JI0ChE Ha JIGKAPCTBEHHBIN MpemnapaT 10 AaThl
MPHUHATHS Takoro pemenus. (B pea. Penepanbaoro 3akona ot 02.08.2019 N 297-D3)

Crarbs 30. BHeceHHe U3MEHEHHMH B JOKYMEHTbI, COAepKalIMecs B
PErucTPAMOHHOM J0Che HA 3aPEerUCTPUPOBAHHBIH JIEKAPCTBECHHbIH
npenapar JJs MeJUIUHCKOT0 NIPUMEeHEeHMSI

1. B nensix BHeCEHMs M3MEHEHHMH B JOKYMEHTBI, COJepKalliecs B PErUCTPAllMOHHOM JI0Che Ha
3apeFI/ICTpI/IpOBaHHI)II\/'I J'IeKapCTBCHHblf/'I npemnapar i MEAULNUHCKOTO NPHUMCHCHUSA, ACPKATCIIb
WIA  BJaJeNel] PEerucTPallMOHHOTO  YIOCTOBEPEHHUsS JIEKapCTBEHHOIO Ipenapara WM
YIIOJTHOMOYEHHOE UM JpYroe OpUANYECKOe JHIO (Jlajiee B HACTOAIICH CTaTbe - 3asBUTEND)
MIPEJCTABISET B YIOJIHOMOYEHHBINH (pefiepabHblii OpraH UCIOJIHUTEIBHONW BIACTH 3asBJIECHUE O
BHECEHUM TaKUX M3MEHEHMH 1o (¢opMe, YCTAHOBJIEHHON YINOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIOJHUTEJIBHOW BIAacTH, M MpuUjaraeMble K HEMY H3MEHEHHUs B YKa3aHHbIE
AOKYMCHTBI, a TaKXC JOKYMCHTBI, IIOATBCPIKAAIOMINC H€O6XOI[I/IMOCTI) BHECCHUA TaKUX
u3MeHenwmii. (B pea. exepanproro 3akona ot 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOAMMOCTH BHECEHMs B JOKYMEHTBI, COAEpKAIIUECs B PErUCTPALMOHHOM JI0ChE
Ha 3apEeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpemapar [ MEIULHUHCKOTO IPUMEHEHHs,
W3MEHEHUH, YKa3aHHBIX B MYHKTE 3 4yacTU 2 HACTOsIIEH CTaThu W TPEeOYIOMIMX IMPOBEIEHUS
JKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEACTB, 3asBUTENb JOIOIHUTEIBHO IIPEICTaBIsACT B
YIOJHOMOYEHHBIN  (efiepabHbIl  OpraH HCIOJHUTENBHON BJIACTH CBEAGHHUS O Jare
IIPEAOCTABIICHUs. U PETUCTPALMOHHOM HOMEpE JIMLIEH3UU HA IIPOU3BOJACTBO JIEKAPCTBEHHBIX
CPEICTB WM CBEICHHA O JaTe NPEINOCTaBICHHUS M PETUCTPAlMOHHOM HOMEpE 3aKIIIOYEHUS O
COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHHMSIM MPaBUI HaAJIEKaIIen
MIPOM3BOJICTBEHHOW  MPAKTUKH,  BBIJAHHBIX  (TIPEJOCTaBICHHBIX)  YHOJHOMOYEHHBIM
(benepanbHBIM OpPraHOM HCIIOJHUTEIBHONM BJIACTH B OTHOIIEHWH UW3MEHEHHOM M (WiM)
JOTIOJIHEHHOM NPOU3BOJCTBEHHOM IIIOIAAKM JICKAPCTBEHHOIO IIpemnapara, B Cllydae, €cCld
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MIPOM3BOJICTBO JIEKAPCTBEHHOI'O MpemnapaTa ocyuecTiusercs B Poccuiickoit denepanuu, 1160
CBEJICHUs O JlaTe MPEIOCTaBICHUS M PErUCTPALMOHHOM HOMEpPE BBLIAHHOW YIOJHOMOYEHHBIM
OpraHOM CTpaHbI MPOU3BOJUTENS JIMIIEH3UN HA IPOU3BOJICTBO JIEKAPCTBEHHOIO IperapaTa U ee
MepeBol Ha PYCCKHM SI3bIK, 3aBEPEHHBIC B YCTAHOBJIICHHOM MOPSKE, & TAKXKE CBEICHMS O J1aTe
MPEAOCTABICHUS] U PErUCTPALIMOHHOM HOMEpPE 3aKIIOYEHHSI O COOTBETCTBUU IPOU3BOAUTEIIS
JIEKapCTBCHHBIX CPEIICTB TPEOOBAHMSM MPABHII HAJJICKANICH MPOU3BOJICTBEHHOW MPAKTHKH,
BBIJIAHHOTO YIOJIHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCTOJHUTEIBHOM BIACTH B OTHOIICHUU
W3MEHEHHOU U (WJIM) JAOMOJHEHHOM MPOU3BOACTBEHHOM IJIONIA/IKK JIEKAPCTBEHHOIO MIpenapara,
WM CBEINEHUS O JlaTeé NPENOCTaBICHUS U  PETUCTPAMOHHOM HOMEpE  pelleHUus
YIIOJTHOMOYEHHOTO  (peiepalibHOTO  OpraHa  HCIIOJIHUTENBHOW BJIIACTH O  MPOBEACHUU
MHCIIEKTUPOBAHUS TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB B CIIy4yae, €CJIM MPOU3BOJCTBO
JIEKApCTBEHHOT'0 TperapaTa OCYUIECTBIseTCs 3a npenenamu Poccuiickoir @enepauuu. (B pe.
denepanbHbix 3ak0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

1.2. IIpn HEOOXOIUMOCTH BHECEHHS B JOKYMEHTBI, COJEPIKAIINECS B PETUCTPAIIMOHHOM JIOChE
Ha 3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipenapar Uil MEIULHUHCKOrO IPUMEHEHMS,
W3MEHEHUH, YKa3aHHBIX B IYHKTE 4 4yacTU 2 HACTOSILEH CTaTbu U TPEeOYIOIIMX IPOBEIEHUS
9KCIIEPTU3bl KauyecTBA JICKAPCTBEHHBIX CPEACTB, 3asBUTENb JOINOJHUTEIBHO INPEICTABIISAECT B
YIOJHOMOYEHHBI  (efiepalbHbIi  OpraH HCIOJHUTEIBHON BJIACTU CBEACHHUS O Jare
IIPEIOCTABIIEHUSI M PErMCTPAMOHHOM HOMEpE JIMLEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB WIM CBEICHHA O JAaTe NPEANOCTaBICHHUSA M PETUCTPALMOHHOM HOMEpE 3aKIIOYEHUS O
COOTBETCTBUM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHMUAM MpPaBUI HaAJexXallen
IIPOM3BOJICTBEHHOW  MPAKTUKH,  BBIJAHHBIX  (IPEJOCTABICHHBIX)  YHOJHOMOYEHHBIM
(benepaabHbIM OPraHOM HCIOJIHUTENBHOM BJIACTU B OTHOLICHMM MPOU3BOJICTBEHHOH IIIOLIAKU
JEKapCTBEHHOI'O IIpernapara, B Clay4ae, €CId IPOU3BOJACTBO JIEKAPCTBEHHOIO IIperapara
ocymectBisiercs B Poccuiickoit ®Denepanuu, b0 CBeIeHHs O JaTe NPEeAOCTaBICHHUS U
PErUCTPAllMOHHOM HOMEpPE BBIJAHHOW YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOIUTEINS
JULEH3UU Ha TNPOM3BOACTBO JIEKAPCTBEHHOI'O Ipenapara M €€ IEepeBOJl Ha PYCCKUU S3BIK,
3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSIKE, a TAaKXe€ CBEICHUA O JaTe IPENOCTaBICHUSA H
PETUCTPALIMOHHOM HOMEPE 3aKJIIOUYEHUS O COOTBETCTBHM IIPOM3BOAMTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHMSIM MpaBU HaJIEKallell NPOU3BOACTBEHHON NPAKTUKH, BBIAAHHOIO
YIIOJIHOMOYEHHBIM  (efiepajibHbIM ~ OpPraHOM  HCHOJHMUTENbHOM BIAaCTH B OTHOILIEHHH
IIPOU3BOJCTBEHHOW IUIOIIAJKHM JICKapCTBEHHOIO IIpenapara, WM CBEIEHUs O Jare
NPEJOCTABIEHUSI M PETUCTPAlMOHHOM HOMEpE pEIIeHUs YIMOJHOMOUYEHHOIro (eaepanbHOro
OpraHa  HCIOJHUTEIBHOM BJACTH O TMPOBEAECHUUM HHCIEKTHUPOBAHUS  IPOU3BOIUTENS
JIEKapCTBEHHOI'O CpEACTBa B CiIydae, €CId IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapara
ocyuiecTBisieTcs: 3a npenenamu Poccuiickoit ®@enepanuu. (B pea. denepanbHbIX 3aKOHOB OT
04.06.2018 N 140-93, ot 27.12.2019 N 478-D3)

1.3. [IpunATHE pelieHus] O BHECEHWH W3MEHEHUH WM 00 OTKa3e BO BHECEHHM W3MEHEHHH B
JNOKYMEHTBI,  COJEpXKaIlMecss B  PErMCTPAllMOHHOM  JOCh€ Ha  3aperMCTPUPOBAHHBIN
JICKApCTBEHHBIN TpenapaT A MEIUIUHCKOrO MPUMEHEHHs, B clydyae HEOOXOIUMOCTH
MIPOBEJICHUS IKCIEPTU3bl KadecTBa JIEKAPCTBEHHBIX CPEACTB U (WIJIM) IKCHEPTU3bl OTHOIIEHUS
OKMJIa€MOM TMOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHMs JIEKapCTBEHHOIO Ipernapara it
MEIUIIMHCKOTO MPUMEHEHHUS OCYILECTBISETCSI B CPOK, HE MPEBBIIMIAIOMINN JEeBSIHOCTA pabounx
JHEW, a B OCTAJIbHBIX CIIydasiX B CPOK, HE MPEBBINAIONIMNA TpUALATH pabouux JHEH co AHA
MPUHATHS YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH 3asBJICHUS O
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BHECCHHUHU TaKUX M3MeHEHUH. (B pea. PenepanpHoro 3akona ot 04.06.2018 N 140-D3)

1.4. YnonHoMo4eHHbIH (enepanbHblii OpraH MCHOJHUTEIBHON BIACTH C YYETOM pPEe3yJIbTaTOB
(dapMakoHag30pa U IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOAALIMXCS B
rpaXJaHCKOM 000pOTe, YCTaHOBJIEHHBIM TpPEOOBAaHUSAM K HX KayeCTBYy B TEUCHHE JECITU
pabouux JHEH cO JAHSA MOCTYIUIEHHS COOTBETCTBYIOIIEH HMH(OpMaluu pa3MellaeT Ha CBOEM
ounmansHoM caiite B cetu "MHTepHET" CBEACHUS O HEOOXOIUMOCTH BHECEHUSI B MHCTPYKIIHIO
[0 MEIUIUHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOrO IIpenapaTa W3MEHEHMH B OTHOIIECHUH
CBEJACHMM O I[IOKa3aHMUAX I [PUMEHEHUS M NPOTUBONOKA3aHUAX I IPUMEHEHUs
JICKapCTBEHHOI'0 Ipernapara, BbIABJICHHBIX MOOOYHBIX JEHCTBUAX, HEXKEIATENbHBIX PEAKIMSIX
IIpU IPUMEHEHUH JIEKapCTBEHHOTO Ipernapara ¥ yBeIOMIISieT 00 3TOM B AJIEKTPOHHOH (opme
WIM THUCbMEHHOM ¢opMe (Ha OyMaXKHOM HOCHUTENE) JepaTeisi WM  BJajieibla
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O Ipemnapara (WJId YIOJIHOMOYEHHOE WM
Apyroe MOPUAMYECKOE JIMIO), a TaKkKe Jep)kaTeled WM BJaJesbLeB PEerucTpaliMoOHHbIX
YIOCTOBEPEHUHN  JIEKApCTBEHHBIX IMpenaparoB (WIM  YIOJIHOMOYEHHBIX HMH  JIPYTUX
IOPUINYECKUX JIUIT), KOTOPBIE SBJISIFOTCSA B3aUMO3aMeHsAeMbIMU. (B pell. PepepanbHOro 3akoHa 0T
27.12.2019 N 475-03)

1.5. lep>xaTens WM BaJeNel] perucTpaliOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpenapara,
a TaKKe JepKaTeNd WIH BIAACIbIBI PETHCTPALIMOHHBIX YJOCTOBEPEHH JICKAPCTBEHHBIX
[penapaToB (WJIM YIOJHOMOYEHHbIE HUMHU JIpYrHe IOPUAMYECKUE JIMIA), KOTOPbIE SBISAIOTCA
B3aMMO3aMCHSEMBbIMHU, OOSI3aHBI TPEJICTABUTh B YIIOJHOMOYCHHBIH (enepaabHblii  OpraH
HUCIIOJIHUTEILHOM BJIACTH 3agBJICHHS O BHECEHHH W3MEHEHUU B JOKYMCHTHBI, COACPKAIIUCCA B
PETUCTPAIIMOHHBIX ~ JIOChE HAa  3apETUCTPUPOBAHHBIC JICKAPCTBEHHBIC Tpenapathl s
MCIUIIMHCKOIO NPHUMCHCHHUSA, B OTHOLICHUU CBGIIGHI/If/'I, YKa3aHHbBIX B HWHCTPYKIOHU 110
MEIUIIMHCKOMY MTPUMEHEHHIO JIEKapCTBEHHBIX MPENapaToB, B TEYCHHE COPOKa pabounx AHEH co
JHS pa3MEUIeHHs] YIOJHOMOYEHHBIM (pellepaJbHbIM OpraHOM HCIOJIHHUTEIBbHOW BJIacTU
uHpopmanuy, ykazaHHOM B dactu 1.4 Hacrosimed crateu. JlanHoe TpeGoBaHue He
PacrpocCTpaHiACTCd Ha Cliydan BHECCHUA B HHCTPYKOUIO II0 MCEIHUUOMHCKOMY IIPHUMCHCHUIO
JIEKapCTBEHHOTO TpernapaTra W3MEHEHHWH B OTHOIICHWU HOBBIX TMOKa3aHWN N7 MPUMEHEHUS
JIEKQpCTBEHHOTO Tperapara Ha OCHOBAHWHU PE3yJbTATOB COOTBETCTBYIONIMX HCCIEIOBaHUH. (B
pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. DkcnepTu3a JIEKapCTBEHHBIX CPEACTB B YACTH DSKCHEPTU3bl KadecTBa JIEKAPCTBEHHOI'O
cpeactBa M (WJIM) DKCHEPTU3bl OTHOIICHUS OKUAAEMOM TMOJB3bl K BO3MOXKHOMY PHCKY
MIPUMEHEHHUS JIEKapCTBEHHOT'0 IIperapara Jyuisi MEJUIIUHCKOTO PUMEHEHUS IPOBOJIUTCS B Cllydae
BHECEHUS M3MEHEHUl B JOKYMEHTBI, COJEpXAallMecs B PErMCTPAllMOHHOM JIOChE Ha
3aperucTpUpOBaHHBIN JIEKapCTBEHHBIN Mpemnapar, B oTHoIIeHUHU: (B pen. denepaibHOro 3aKoHA
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) cBeaeHui, yKa3aHHBIX B HMHCTPYKIUH O MEAMIIMHCKOMY HPHUMEHEHMIO JIEKapCTBEHHOIO
npenapara: (B pea. @exepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) IekapcTBeHHas (opmMa C yKa3aHMEM HaWMEHOBAaHMH ¥ KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIONUX BEIIECTB W KAYeCTBEHHOI'O COCTaBa BCIIOMOTATENBHBIX BEIIESCTB  (TIpH
HE00XOIMMOCTH KOJTMYECTBEHHOTO COCTaBa BCIIOMOTAaTEeNbHBIX BelIecTB); (B pea. DenaepanbHOroO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) ¢apmakoguHamMuka ©  (apMaKOKMHETHKAa (32 HMCKJIIOYEHHEM  (apMaKOKHHETHKU
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TOMEOIATHYECKUX JICKAPCTBEHHBIX NPENapaToB U PACTUTEIbHBIX JICKAPCTBEHHBIX MPENapaToB);
(B pen. deaepanbhoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

B) MOKa3aHus sl npuMeHeHus; (B pea. denepabHoro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot

13.07.2015))

I') IPOTUBOIIOKA3aHuUs Ui IpuMeHeHust; (B pea. PeaepanbHoro 3akoHa or 22.12.2014 N 429-@3
(pexn. ot 13.07.2015))

1) MEPBI IPEIOCTOPOKHOCTHU NpU NpUMEHEHUH; (B pell. PenepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

€) yKazaHH€ BO3MOKHOCTH M OCOOCHHOCTEH IPUMEHEHHMs JIEKApPCTBEHHOIO IIpernapara Ijis
MEIUIIMHCKOTO MPUMCHEHHUST OEPEMCHHBIMH KEHIIMHAMH, >KCHIIUHAMH B IEPHOJ TPYIHOIO
BCKApDMIIMBAHMs, JE€TbMH, B3POCIBIMH, HMEIOLIMMU XPOHHUECKME 3a0osieBanus; (B pel.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. or 13.07.2015))

) PEKUM JTO3WPOBAHUS, CIOCOOBI BBEJACHUS W INMPUMEHEHHUS, NMPU HEOOXOJIMMOCTH BpeMs
npueMa JIEKapCTBEHHOTO Ipenapara, Mpo10/KUTEIbHOCTD JICUCHUSI, B TOM YHCIIEe Y JIeTel 710 U
mocine omHoro roga; (B pea. demepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

3) BO3MOXHBIE TIO0OYHBIC JCUCTBUS M HEXKEJIATEIbHbIE PEAKIUU TMPU [PUMEHEHHUU
JIeKapCTBEHHOTro Tpenapara; (B pea. denepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

M) CHMIITOMBI IEPEIO3UPOBKH, MEPHI 110 OKA3aHUIO IOMOINM IPH IEPeao3upoBKe; (B pei.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) B3aUMOJIEHCTBUE C JIPYTMMH JIEKapCTBEHHBIMHM IIpernapaTaMu M (WIKM) MUIIEBBIMU
nponykramu; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) hopMBI BBITTYCKA JIEKApCTBEHHOTO TIpenapara; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

M) yKa3aHHe (IpH HEOOXOAUMOCTH) OCOOEHHOCTEH AEHUCTBUS JEKapCTBEHHOTO Iperapara MpH
MIEpBOM IIpHEME WJIM NpHU €ro oTMeHe; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

H) CBEJICHUS O BO3MOXXHOM BIUSHUU JIEKAPCTBEHHOI'O TIperapara s MEIUIMHCKOTO
MPUMEHEHHS Ha CIIOCOOHOCTh YIPABIATH TPAHCIIOPTHBIMH CPEICTBAMH, MEXaHU3MaMU; (B pejl.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) CPOK TOJTHOCTH W yKa3aHHUE Ha 3alpeT MPUMEHEHUS JICKApCTBEHHOTO Mpernapara 1Mo UCTSUSHUN
cpoka rogHocTH; (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) ycinoBusi xpaHeHus; (B pen. PexepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

p) ycnoBus otmycka; (B pen. demepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))

2) COCTaBa JICKApCTBCHHOT'O IIpfrapara s MCAULIUMHCKOTO TPUMCHCHUS (B pea. (I)C,HepaJ'H:HOFO
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3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) u3MEHEeHHMs MecTa MPOW3BOJACTBA JIGKAPCTBEHHOTO TMperapara il MEAULUHCKOTO
npumenenust; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

4) wW3MEHEHHWs IIOKa3aTeJiel KauyecTBa JIGKQPCTBEHHOTO Ipemapara Uil MEIUIIMHCKOTO
npuMeHeHuss u (WIM) METOJOB KOHTPOJISI KadecTBa JIGKAPCTBEHHOIO Tmpernapara Jyist
MeIUIIMHCKOTO TTpuMeHeHus; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

5) U3MEHEHHS CPOKa FOJHOCTH JICKAPCTBEHHOTO TperapaTa i MEIUIIMHCKOTO MPUMEHEHHMS; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) cBeeHUI 0 HEOOXOAMMOCTH BHECEHHS MHBIX U3MEHEHUN B MHCTPYKIMIO 110 MEIULUHCKOMY
IIPUMEHEHUIO JIEKapCTBEHHOI'O IIpernapara, a TakKe B HMHbIE JOKYMEHTBI, COJEpKaliuecs B
PErMCTPallMOHHOM [JOChE Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM mpenapar. Ilpu sTtom
peleHre O MPOBEACHUU 3KCIEPTU3bl KAauecTBa JICKAPCTBEHHBIX CPEJACTB U (MJIM) SKCHEPTHU3BI
OTHOIIECHHUS 0°KMJIAEMOM I0JIb3bl K BO3MOXKHOMY PUCKY IIPUMEHEHUS JIEKApCTBEHHOTO Ipernapara
JUIE  MEOULUHCKOTO IIPUMEHEHUS IIPUHUMAETCS B COOTBETCTBUM C  YTBEP)KICHHOMU
VIIOJITHOMOYEHHBIM  ()eIepalibHbIM ~ OpPraHOM — HCIIOJIHUTEIBHONM BJIACTH  KiaccU(UKaluen
U3MEHEHUH, BHOCHMBIX B JIOKYMEHTBI, COJIEpJKallMecs B PETUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIN Npenapar. (B pen. deaepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

3. 3asBUTENb BIpaBE MPEICTABUTH MO COOCTBEHHON HHUIMATHBE BMECTE C 3asBJICHUEM O
BHECEHUM MW3MEHEHMH B JIOKYMEHTBI, COJIEp)KAIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar il MEAMIMHCKOrO INPHUMEHEHMS, KOIUU
JOKYMEHTOB, TOATBEPXKIAAIOIUX YIIATy TOCYIapCTBEHHOW IIOLUIMHBI 3a BHECEHUE B
JOKYMEHTBI, COJEpXKallMecs B  PErMCTPAllMOHHOM  JIOCh€ HA  3apETHCTPUPOBAHHBIN
JICKapCTBEHHbIN Mpemapar Ui MEAMLUHCKOrO MPUMEHEHMs, W3MEHEHHUH, TpeOyromux
MIPOBEACHUS  DKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B  YAaCTH DKCIEPTU3bl  KadecTBa
JIEKapCTBEHHOT'O CPEACTBA U (MJIM) HKCHEPTH3bI OTHOILIEHUS 0XKMIa€MOH MOJIb3bl K BO3MOKHOMY
pUCKY TIpUMEHEHMs JIEKapCTBEHHOIO Ipenapara i  MEAMIMHCKOIO  NPHUMEHEHMS,
rOCyZAapCTBEHHOM MOIIIMHBI 32 BHECEHUE B JOKYMEHTBI, COAEPKALINUECS B PErUCTPALMOHHOM
JIOChE Ha 3apPETHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s MEJULIUHCKOrO0 IPUMEHEHMS,
U3MEHEHHUH, He TpeOYIOIMX IPOBEACHUS HKCHEPTH3bl JIEKAPCTBEHHOIO CPEACTBA, a TaKXKe
BbIJIJaBa€MbIE (npenocrapisieMble) YIIOJITHOMOYEHHBIMH benepanbHbIMU opraHaMu
UCTIOJHUTEJIbHOW BJIACTU JOKYMEHTHI (CBEEHMS), yKazaHHble B yacTsax 1.1 u 1.2 Hacrosmei
ctatbM. B cioyyae UMX  HENpeICTaBIEHHUS  YIOJHOMOYEHHBIN  (efepalbHbI  Oprax
WCIIOJIHUTEJIBHOM BJIACTH 3allpallliBaeT yKa3aHHbIE JOKYMEHTBHI (CBEACHMs) B IOpSAIKE

MEXBEJIOMCTBEHHOTO MH(GOPMAIIMOHHOTO B3amMojiehcTBus. (B pen. demepanibHOro 3aKoHa OT
27.12.2019 N 478-®3)

4. B TedeHue necATH pabouuX THEH CO JHS MOCTYIUICHUS YKa3aHHOTO B 4acTH | Hacrosien
CTaThbW 3asBJICHUSA W HEOOXOAMMBIX JTOKYMEHTOB YIOJHOMOYEHHBIA (QeaepaabHblii OpraH
HUCIIOJIHUTEIHLHOM BJIACTH:

1) mnpoBOIUT TMPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEIEHUH, CoOJEp)Kaluxcs B
MIPEACTABICHHBIX 3asIBUTEJIEM MaTepHalax;


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1049
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1049
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48
https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48

2) mnpuUHUMAET pElIeHWE O TMPOBEACHUM YKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaThu
COOTBETCTBYIOIIUX 3KCIEPTU3 JIEKAPCTBEHHOTO CPEACTBA UM 00 OTKa3e B UX MPOBEICHHH;

3) yBeAOMJISIET B RJIEKTPOHHOW MJIM MUCHbMEHHOHN (hopMe 3asiBUTEINS O MIPUHITOM PEIIEHUU U B
cllydae TPHUHSTHS pEHIeHHs 00 OTKa3e B MPOBEICHUU COOTBETCTBYIOIIECH JKCIEPTHU3BI C

yKa3aHHWEM MPUYHMH TaKoTo oTKasa. (B pea. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

4.1. B cnyyae BBISBIEHHS HEJOCTOBEPHOCTH CBEACHUN, COJAEPXKALIUXCA B IPEICTABIECHHBIX
3asiBUTENIEM MaTepuanax, YINOJIHOMOYEHHBIH (QenepanbHbIlii OpraH HCIOJHUTEIbHON BIACTH
HaIpaBIIIeT 3asBUTEIIO 3alpoc 00 yTOUYHEHWH YKAa3aHHBIX CBeICHUU. JlaHHBIN 3ampoc MOXKET
OBbITh Mepe/iaH YIOJTHOMOYEHHOMY IPEICTABUTEINIO 3asBUTENS IMYHO IO/ PACIIUCKY, HalpaBiIeH
110 IMOYTC 3aKa3HbIM ITMCbMOM HJIM ICPCAAaH B BHGKTpOHHOﬁ (bopMe M0 TCIICKOMMYHUKAIITMOHHBIM
KaHaJlaM CBs3U. B ciyyae HampaBieHusi JaHHOIO 3alpoca IO IOYTe 3aKa3HbIM IMCbMOM OH
CUHUTACTC MOJYUCHHBIM 10 UCTCUYCHUU HICCTH I[Hef/'l C JaThl HAIIPABJICHHA 3aKa3HOI'O ITMCbMaA. (B
pen. deaepanbHoro 3akoHa oT 25.11.2013 N 317-3)

4.2. 3asBuTeNb 00s3aH MPEACTAaBUTH OTBET HA 3aIpOC YIIOJIHOMOYEHHOTO (heIepaJIbHOro OpraHa
UCIIOJHUTEJIBHOM BJACTH B CPOK, HE MPEBBILIAIONIUI JEeBSIHOCTa pPaboOuyMX JAHEH co JHS
MoydeHus: JaHHoro 3ampoca. Cpok, yKa3aHHBIA B dYacTH 4 HACTOSIIEH CTaThH,
IIPUOCTAaHABIMBACTCA CO JIHA  HANpaBICHUS  3asABUTENIO  3allpoca  YIOJHOMOYEHHOIO
(denepanbHOro opraHa WCIIOTHUTEIBHOW BIACTH JIO JHS IOJYYCHHUS WM OTBETa Ha JaHHBIN
3aIpOC U HE YYUTBIBAECTCS ITPU UCUUCIIEHUH CPOKaA NPUHATHUS PELIECHUS O BHECEHUH U3MEHEHUH B
AOKYMCHTBI, CoJCpKamunecd B PEruCcTpaiioOHHOM JOChE Ha BapeFPICTpI/IPOBaHHI)IfI
JIeKapCTBEHHbIN npenapaT A8 MEAMLMHCKOro npumeHenus. (B pen. denepaibHOro 3akoHa or
25.11.2013 N 317-93)

5. OcHOBaHMEM [IJIsl OTKa3a B MPOBEACHUU YKa3aHHBIX B YAaCTH 2 HACTOSAIIEH CTaThbU DKCIIEPTH3
SIBJISIETCS] TIPEJCTABIECHUE JTIOKYMEHTOB, MEPEUMCICHHBIX B YacTaX | W 3 HacTosIleld CTaThH, B
HETIOTHOM 00BheMe, HEMPEICTABIICHHE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBII
B uyactu 4.1 HacrosmeWd CTaTbW 3ampoc YIOJHOMOYEHHOTO (elepalbHOrO OpraHa
WCTIOTHUTEJIPHOW BJIACTH, @ TaKXE€ OTCYTCTBUE B IMPEICTaBICHHBIX JOKYMEHTAaX JOCTaTOYHBIX
CBEICHMI, TOJATBEPKIAIONINX HEOOXOIUMOCTh BHECEHUS W3MEHEHHWH, WM OTCYTCTBHUE
nH(pOpMauu, MOATBEPKAAIONICH (DAKT yrIaTel rOCY/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH
3 Hacrosmel crateu. (B pen. DenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

6. VYka3zanHple B YacTu 2 HACTOSAIIEN CTaTbU OKCIICPTU3BbI IMPOBOIAATCA B IMOPAIKE,
YCTAHOBJICHHOM craTheit 23 HaCTOAIICTO qDeI[epaJ'IBHOFO 3aKOHa.

7. B cpok, HE TPEBBIMAIOIMINNA ASCITH PaOOUNX JTHEH CO JHS MOJIYICHHS 3aKITIOUEHUNA KOMUCCUHN
JKCIIEPTOB 10 pe3yibTaTaM YKa3aHHbBIX B YacTH 2 HACTOSIIEW CTAaTbU DKCIEPTHU3,
YIIOJTHOMOYEHHBIN (eiepabHbIN OpraH UCIOTHUTENIbHOM BiacTu: (B pen. denepanbHoro 3akoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) npuHMMaeT peleHHe O BHECEHHMM M3MEHEHMH B JOKYMEHTHI, COJEepKalluecss B
PErUCTPallMOHHOM  J10Cb€ Ha  3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Ipernapar Uil
MEIULUHCKOTO MPUMEHEHHUs, M 00 0TKa3e BO BHECEHUH TAKUX M3MEHEHHIA;

2) BHOCUT B TOCYJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEACTB HAa OCHOBAHUHU DELIEHHUS O
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BHECEHUM M3MEHEHHUA B JOKYMEHTBI, COJIEpXKAIIMECs B PErUCTPAlMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  mOpemapar Uil  MEIUMLUMHCKOrO  IPUMEHEHMS,
HE0OXO0TMMBIC U3MEHEHHUS U BO3BPAILACT MX 3aBUTEIIIO;

3) BbIIAeT 3asBUTENI0 HOBOE PETHCTPAIlMOHHOE YAOCTOBEPCHHE JICKAPCTBEHHOI'O Ipenapara B
cllyuae W3MEHCHHs CBEICHMI, colepkamuxcs B HeM. (B pen. DenmepaiabHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

8. OcHoBaHMeM [UIsl OTKa3a BO BHECEHMM WM3MEHEHMH B JIOKYMEHTBI, COJEpJKalluecs B
PETUCTPAllMOHHOM ~ JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  mpemapar  Juis
MEIULUHCKOTO TPUMEHEHUS, SBISETCS 3aKII0UEHUE YIOJTHOMOUYEHHOTO (ellepalbHOro OpraHa
HCIIOJIHUTEJILHOM BJIACTU O BO3MOXXHOCTH CHMKEHHUSI O€30MaCHOCTH, KauecTBa, 3 (PeKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA B ClIy4ae BHECEHUS TAKUX U3MEHEHHI.

9. Jlonyckaercss oOpallleHue JEKapCTBEHHBIX MPENnapaToB Uil MEIULMHCKOIO MPUMEHEHHs 10
HCTEYEHUsI CPOKa INOJHOCTH, MPOU3BEACHHBIX B TEUECHHUE CTa BOCBMHUJACCATH JHEW IOCIE JAThl
IPUHATUS YIIOJIHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIOJHUTENBHOW BIIACTU pEILEHUs O
BHECECHMM W3MEHEHUM B JOKYMEHTBI, COIEp/KaIUeCs B PETUCTPAMOHHOM JIOChE, B
COOTBETCTBUM € HMH(popMalen, copepkaiieicss B JOKYMEHTaX PETrUCTPAllMOHHOIO JI0Che Ha
JIEKapCTBEHHBbIN Ipenapar /10 AaThl IPUHATUS Takoro peweHus. (B pea. denepaibHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10. IIpaButenbctBo Poccuiickoit denepanuu BOpaBe yCTaHOBUTh OCOOEHHOCTH BHECEHHS
W3MEHEHUN B JJOKYMEHTBI, COAEPKAIIUECS B PETUCTPALIMOHHOM JIOChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar Uis MEIUIIMHCKOTO MPUMEHEHUs, B ciydae JAedeKTypbl MU pUCKa
BO3HUKHOBEHHUSI JIe(DEKTYphI JIEKAPCTBEHHBIX MPEMApaTOB B CBA3U C BBEJICHHWEM B OTHOILICHUU
Poccuiickoit ®denepanuy OrpaHUYUTENBHBIX MEp HOKOHOMHMYECKOTO Xapakrepa. (B penl.
denepanbroro 3akona ot 08.03.2022 N 46-D3)

Crarbs 31. BHeceHHe U3MEHEHHMH B IOKYMEHTbI, COAePKaAlIMecH B
PErucTPALMOHHOM J0Che HA 3aPEerUCTPUPOBAHHBIH JIEKAPCTBCHHbBIH
npenapar JJs BeTePUHAPHOT0 MPUMEHEHUA

1. B nmensx BHeCEHUs U3MEHEHUN B JOKYMEHTBI, COJAEPKAIMECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar il BETEPUHAPHOIO0 IPUMEHEHUS, JepKaTellb
WY BIIQJENEL PETUCTPALMOHHOIO  yAOCTOBEPEHUs JIEKApCTBEHHOIO IIpenapara Wi
YIOJHOMOYEHHOE UM JIPYroe HOPHAWYECKOE JIMIO (Jajee B HACTOSILEH CTaThe - 3asBUTENDb)
NPEJCTABISET B YIOJIHOMOYEHHBINH (pefiepaibHblii OpraH UCIOJIHUTEIBHONW BIACTH 3asBJICHUE O
BHECEHUHU TaKUX M3MEHEHMH 1o ¢GopMe, YCTAHOBJIEHHON YHNOJHOMOYEHHBIM (efepaibHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH, W IIpUJIaraeMble K HEMY HW3MEHEHUs B YyKa3aHHbIC
JOKYMEHTBI, a TakKe JIOKYMEHTBHI, MOJTBEpKIAIoNIe HEOOXOIUMOCTh BHECEHHUS TaKHX
n3MeHeHud. [Ipu HeoOXOAMMOCTH BHECEHHMs] M3MEHEHUH B JOKYMEHTBI, COJEpIKalluecs B
PErMCTPalMOHHOM  JIOCh€ HA  3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Ipernapar Uit
BETEPUHAPHOTO NMPUMEHEHHUs, B CIIydasX W3MEHEHHs U (WJIM) JOIMOJHEHHUS MPOHM3BOJICTBEHHOM
IJIOIIAKN  JIEKAPCTBEHHOI'O CPEACTBA, a TaKKe W3MEHEHWs IOKaszaTeleld KadecTBa
JICKapCTBEHHOT'0 Tpemnapara Ui BETEpUHAPHOTO MPUMEHEHHS W (MJIM) METOJOB KOHTPOJIS
KauyecTBa JIEKQpCTBEHHOIO Ipemapara JUuisli BETEPUHAPHOIO INPUMEHEHMs  3asBUTEIb
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JOTIOJTHUTEIPHO TPEICTABIsICT B YINOJHOMOYCHHBIN (eepalbHblii OpraH HCHOJHHUTEIBHOM
BJIACTHU CJIEyIOIINE JTIOKYMEHTHI (cBeneHus): (B pen. denepaibubix 3akoHOB 0T 04.06.2018 N
140-93, ot 27.12.2019 N 478-D3)

1) cBeneHust o jare NPeNOCTaBICHUS U PETUCTPALlMOHHOM HOMEPE JIMLEH3MH Ha IIPOU3BOJICTBO
JIEKapCTBEHHBIX CPEICTB, NMPEJOCTAaBICHHON MPOU3BOAUTEIO JIEKAPCTBEHHOIO Ipemnapara i
BETEPUHAPHOIO MPUMEHEHUS, A1l POCCUNCKUX IIpou3BoauTeneil; (B pea. denepaibHbIX 3aKOHOB
ot 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBeleHHs O JIaTe MPEJOCTABICHUS U PETUCTPAIIMOHHOM HOMEpE JIMIICH3UU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MPOU3BOIUTENO (hapMalleBTHUECKON CcyOCTaHINH,
BXOJISIIIIEH B COCTAaB JIEKAPCTBEHHOI'O TMpemapara Juisi BETEPUHAPHOTO IMPUMEHEHUS, IS
poccuiickux npousBoaureneit; (B pea. Peaepanbubix 3akoHOB OT 04.06.2018 N 140-®3, ot
27.12.2019 N 478-D3)

3) Komusi JOKYMEHTA, BBIIQHHOTO YIIOJHOMOYEHHBIM OPraHOM CTPaHbl HPOHM3BOIUTENS JIIs
KaXKI0i MNPOM3BOACTBEHHOM IUIOMIAAKKA JIEKAPCTBEHHOIO IIpenapara i BETEPUHAPHOIO
NPUMEHEHHs M MTOATBEPIKIAOIEr0 COOTBETCTBHE IPOU3BOIUTENS JIEKAPCTBEHHOTO IIperapara
TpeOOBaHMSIM TIPaBUJI HAJUICHKAIIECH MPOU3BOJICTBEHHON MPAKTUKHU, U €0 MEPEeBOJ Ha PYCCKUI
SI3BIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IIOPSIKE, a TAKKE KOIHUS 3aKIIOYEHHS O COOTBETCTBHHU
IPOM3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHMAM PaBUII HaJUIekKallen
[POM3BOACTBECHHOM MPAKTHKHM, BBIJAHHOIO YIIOJHOMOYEHHBIM (DefepajbHbIM  OpPraHOM
UCIIOJIHUTEILHON  BIACTH IS KaXIOM [POM3BOACTBEHHOM IIOIIAAKHM JIEKAPCTBEHHOI'O
npenapara Ui BETEPUHAPHOTO IPUMECHEHHS, JIMOO KONHs pPEIICHHS O IPOBEICHUN
WHCIEKTUPOBAHMS POU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB, MPHHATOTO YIIOJHOMOYECHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH JJIS KaXKIOW IPOM3BOJCTBEHHON ILIOMIAIKH
JICKAapCTBEHHOTO TMperapaTa Uil BETEPUHAPHOTO TPUMEHEHHs. YKa3aHHBIC TOKYMEHTHI
NPEJICTABISIOTCS B CIIydae, €ClId IPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapara Jjisi BETEPHHAPHOTO
NPUMEHEHHsI OCYIIECTBIsICTCs 3a mpesenamMu Poccuiickoit deneparuu; (B pen. deaepaabHOTO
3akoHa o1 04.06.2018 N 140-D3)

4) Komusl JOKYMEHTA, BBIJAHHOTO YIOJTHOMOYEHHBIM OPTraHOM CTPaHbl TPOU3BOIAUTEIIS
(dapmalleBTHUECKON CYOCTaHIIMM W TOJTBEP)KIAIOMIETO COOTBETCTBHUE  IPOU3BOIUTENS
(dapmareBTUUECKO CyOCTaHIIMM, BXOJAIIEH B COCTaB JIGKQPCTBEHHOTO TMperapara s
BETEPUHAPHOTO MPUMEHEHUS, TPEOOBAHUSAM MPABHII Ha/JIEXKaIlel MPON3BOJACTBEHHON MPAKTHUKH,
U €ro NepeBOoJi Ha PYCCKHUH SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TMOpPSIKE, B CiIy4yae, €cliu
MIPOU3BOJICTBO (papMaleBTUUYECKON CyOCTaHIIMHM OCYIIECTBISETCA 3a mpenenamu Poccuiickoit
denepanu. (B pea. PenepansHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHus U (MJIM) AONOJHEHUS MPOU3BOJACTBEHHON IIOMIA/IKU JIEKAPCTBEHHOTO
CpeaCcTBa JOKYMEHTHI, YKa3aHHbIE B 4acTH | HAcTOALIEH CTaThU, MPEACTABIAIOTCS 3asBUTEIEM B
OTHOIICHUU W3MEHSAEeMOH U (WIM) AONOJIHIEMOM MPOU3BOACTBEHHOMN IUIOIAAKH JIEKAPCTBEHHOTO
cpenctna. Perenrie o BHECEHUMM M3MEHEHUH B JIOKYMEHTHI, COJIEpKalUecs] B PErUCTPAlHOHHOM
JI0OCbE€ Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npenapar I BETEPUHAPHOTO NPUMEHEHMS,
Wi 00 0TKa3e B UX BHECEHUU IPUHUMAETCS B ClIydae HEOOXOJUMOCTHU MTPOBEAEHUS IKCIIEPTU3HI
JIEKApCTBEHHOTO CPEZCTBA B CPOK, HE MPEBBIIIAIOIINH 1eBIHOCTA PAOOYNX JHEH, a B OCTAIBHBIX
cllydasX B CpOK, HE TMpEeBbILAIONMN TpuAnaty pabouux JAHEH Cco JHS TNPUHATUS
YIIOJIHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH 3afBJICHHUS O BHECCHHHU
Takux U3MeHeHui. (B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)
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1.2. B cnyyae peopranusanuu AeprkKareis WIM BIaJelbla PErUCTPAlMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOTO  Tpenapara [yl  BETEPUHAPHOTO TNPUMEHEHUs, pa3padoTyuKa  WIH
MIPOU3BOJUTEINS JIEKAPCTBEHHOT'O IIpenapara Jjisi BETEPUHAPHOIO NMPUMEHEHHUs B 3asBJICHUU O
BHECEHUM M3MEHEHUW B JIOKYMEHTBI, COJEpPKAIIMECS B PErUCTPALMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  MpernapaT Uil  BETEPUHAPHOTO  MPUMEHEHHS,
YKa3bIBalOTCs JaHHbIE JOKYMEHTA, [IOATBEPKAAIOLIErO0 BHECEHUE COOTBETCTBYIOIINX U3MEHEHUN
B EnunHeli  rocygapcTBEHHBI  peecTp  IOPUAMYECKHUX  JHI (I OpraHHU3aiuii,
3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit denepanuu), WM HMHOrO JOKYMEHTA,
MOATBEPHKIAIOIIETO  PEOpPraHu3alui0  OPUAMYECKOro Jjuna (A7 opraHu3anuii, He
3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit ®enepanuu). 3asBieHHE O BHECEHUH
W3MEHEHUN B JOKYMEHTBI, COJIEPKAIIHNECS] B PETUCTPALMOHHOM JOChE HA 3apETrUCTPUPOBAHHBIN
JICKapCTBEHHBIM mpenapaTr Juisi BETEPUHAPHOIO NPUMEHEHUSA, W IMpPUJIaraeMble K HEMY
JOKYMEHTBI TPEJCTABIAIOTCS B YHNOJHOMOYEHHBIH (penepanbHblii OpraH HCIOTHUTEIHLHON
BJIACTH HE TO3](HEEe YeM 4Yepe3 TPHALATh padouux JHEH CO THS BHECEHHSI COOTBETCTBYIOIIMX
u3MeHeHud B EAMHBIN TOCYIapCTBEHHBIM peecTp MOPUAMYECKHX JHIl (A7 OpraHu3alluii,
3apEeTUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoin ®enepanuu) WM CO JHA NPUHATUA
COOTBETCTBYIOIIETO JOKYMEHTA, MOATBEPIKAAIONIEIO PeopraHu3auio I0PUINYECKOro Juia (A
OpraHM3aluii, He 3aperucTpUpOBaHHBIX Ha Teppuropun Poccuiickoit ®@enepanun). B cioyuae
peopraHu3aluy AepKaTess Wid BllaJelbla PEruCTPALMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Jjii BETEpUHAPHOTO TPUMEHEHUS 3asBJICHUE O BHECEHUH M3MEHEHUW B JOKYMEHTBHI,
coJiepKallrecs: B perUCTPAlMOHHOM JI0Ch€ Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JUIL BETEPUHAPHOTO NPUMEHEHUSA, IMOJACTCA IOPUAUYECKUM JIMIOM, KOTOPOMY B XOJE
peopranu3aiyy nepeaHo MpaBo BIaJICHUS TAKUM PErHCTPAIIMOHHBIM YAOCTOBEpEHUEM. (B Pe/l.
denepanbaoro 3akona ot 02.08.2019 N 297-D3)

2. B ciydae BHECEHHs U3MEHEHUH B JOKYMEHTBI, COACPIKAILIUECS B PETUCTPALIMOHHOM JI0CHE Ha
3aperuCTPUPOBAHHBIM  JIEKAPCTBEHHBIM IpemapaT [Uisli BETEPUHAPHOTO IMPUMEHEHMs, B
OTHOLLIEHUU CBEIEHMM, yKa3aHHbIX B moamyHkrax 'e", "x", "k", "a", "®", "c", "x" mynkra 7
gactu 3 cratbu 17 Hactosimero denepaJbHOTO 3aKOHA, M3MEHEHMsS] U (WJIM) JIOMOJIHEHMS
IIPOU3BOJICTBEHHON IUIOIIAJKH JIEKAPCTBEHHOTO CPEACTBA, a TaKKe€ B Cllydae H3MEHEHUs
MOoKa3aresjel KadyecTBa JIEKapCTBEHHOIO IpernapaTa Jjisi BETEpUHAPHOTO NMPUMEHEHUS U (WJIH)
METOJIOB KOHTpPOJISl KadecTBa JIEKAPCTBEHHOIO IpernapaTta JUulsi BETEPUHAPHOIO IMPUMEHEHHS
MIPOBOAMTCS IKCIIEPTH3A JIEKAPCTBEHHOTO CPE/ICTBA JIJIsi BETEPUHAPHOTO MpuMeHeHus. B ciiydae
HE00XOAMMOCTH BHECEHUSI MHBIX U3MEHEHHH B TOKYMEHTBI, COJIepKaIluecs] B peruCTPallMOHHOM
JI0OCb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO NMPUMEHEHMS,
HKCHEPTH3a JIEKAPCTBEHHOTO CPEJICTBA JUIsl BETEPUHAPHOIO IPUMEHEHHUSI HE POBOJUTCS. (B pe.
Oenepanpubix 3akoHOB 0T 22.10.2014 N 313-®3, or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3. 3asBuUTenb BIIpaBe MPEACTAaBUTh MO COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBICHHEM O
BHECEHUM W3MEHEHHH B JOKYMEHTBI, COJEpXAIIUeCs B PETUCTPALMOHHOM JOChE Ha
3apEeTrUCTPUPOBAHHBINA JICKAPCTBEHHBIN IIpenapar Uil BETEPUHAPHOIO IPUMEHEHHUs, KOIIUH
JOKYMEHTOB, TMOJTBEPKIAIOIIUX YIJIaTy TOCYJapCTBEHHOM IIONUIMHBI 33 BHECEHUE B
JOKYMEHTBI, COJIEpXKallMecs B  PErMCTPAllMOHHOM  JI0Cb€ Ha  3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar s BETEPUHAPHOTO MPUMEHEHMs, W3MEHEHHUH, TpeOyromux
NPOBEICHUST DKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, MM M3MEHEHUH, He TpeOyromux
MIPOBEJICHUSI SKCIIEPTHU3bl JIEKAPCTBEHHOTO CpeiacTBa. B ciiydae HEOOXOAMMOCTH H3MEHEHUs
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CBEJICHUH, COJICPIKAIINXCSA B PETHCTPALIMOHHOM yJOCTOBEPEHHH JIEKAPCTBEHHOTO Ipernapara st
BCTCPUHAPHOI'O NPHUMCHCHUSA, C 3agABJICHUCM, YKAa3aHHBIM B 4YaCTH 1 HaCTOSIH_Ieﬁ CTaThu,
3afBUTEIb BIPaBe MPEACTaBUTh MO COOCTBEHHOH WHUIMATHBE KOIHIO JIOKYMEHTa,
MIOATBEPKJAIOIIEr0  YIIaTy TOCYJAapCTBEHHOM IIOLIJIMHBI 3a BbIAAYY PErUCTPALMOHHOIO
yIOCTOBEPEHHSI JIEKAPCTBEHHOTO TpernapaTa. 3asBUTENb BIPaBE MPEACTaBUTH MO0 COOCTBEHHON
HHUNUATHUBC CBCACHUA O JIMICH3UAX, YKA3AHHBIC B ITYHKTAX 1 u 2 yactu 1 HaCTOSIH_Ieﬁ cTaTrhbu, a
TaK)Ke BBIIaBaCMbIC YINOJHOMOYEHHBIMU (elepalbHBIMH OpPraHaMH HCIIOJHUTEIBHON BIIACTH
JIOKYMEHTBI, yKa3aHHbIe B MyHKTE 3 yacTu | Hacrosmiei crarbu. B ciayuae HempencraBiieHHs
YKa3aHHBIX JOKYMEHTOB (CBEICHUI) YIIOJTHOMOYEHHBIN (eiepanbHblii OpraH UCIIOIHUTEILHON
BJIACTU 3allpallMBaCT YKA3aHHBIC JOKYMCHTBI (CBCI[CHI/ISI) B TMOpsAAKEC MCKBCIOMCTBCHHOT'O
UH(POPMAIIMOHHOTO B3anuMoieiicTBusl. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B cpok, He MPEBHIMNANMINN AeCITH pabournX JHEH CO JTHS MOCTYIUICHHUS YKa3aHHOTO B 4acTH |
HACTOAIIEH CTaThbH 3asABICHUS U HEOOXOAMMBIX JTIOKYMEHTOB, YIOJHOMOYEHHBIN (perepanbHbIii
OpraH UCIOJIHUTEJIbHOMN BIACTH:

1) mnpoBOIMT TMPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEIEHUMN, COJAEp)KalIUXcs B
IIPEACTABJICHHBIX 3asIBUTEIIEM TOKYMEHTAX;

2) UOpUHMMAET pELICHHE O TMPOBEIECHUU OSKCHEPTU3bl JIEKAPCTBEHHOIO CpenCcTBa IS
BETEPUHAPHOTO MPUMEHEHHS WM 00 OTKa3€ B €€ IPOBE/ICHUY;

3) yBeoMJIsieT B TUCbMEHHOM (opMe 3asiBUTENS O IPUHATOM PEIIEHUH WU B CIy4ae NPUHATUSA
pemieHust 00 OTKa3e B MPOBEJICHUN AKCIEPTH3BI JIEKAPCTBEHHOTO CPEJCTBA I BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IIPUYHMH TaKOro OTKa3a.

4.1. B cnyyae BBISBICHUS HEAOCTOBEPHOCTH M (MJIM) HEIOCTATOYHOCTH CBEACHUH,
COJIep KALINXCS B MPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIIOJIHOMOYEHHBIH (hesepaibHbIi
OpraH HUCIOJHUTENIbHON BIACTH HaIpaBiIIe€T 3asBUTEII0 3alIpoc 00 YTOYHEHMM YyKa3aHHBIX
cBelleHH. 3ampoc MOXKeT ObITh IepeiaH YINOJIHOMOYEHHOMY IMPEACTAaBUTENIO 3asBUTENS IO/
pacnucKy, HampapJieH MO MOYTe 3aKa3HbIM NMHCbMOM WJIM MepefaH B AIEKTPOHHOU ¢opMme Mo
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBsi3U. B ciydae HampaBieHMs 3ampoca 00 YTOUHEHUH
YKa3aHHbBIX CBEJEHUI M0 MOYTE 3aKa3HBIM MHCbMOM OH CUMTAETCS MOJIYYEHHBIM 110 UCTEUEHUH
IIECTH JHEH ¢ JaThl HampaBlIeHUs 3akazHoro mnucbMma. (B pen. denepanbHOro 3akoHa OT
04.06.2018 N 140-93)

4.2. 3asBuTenp 00s3aH NPEICTABUTH OTBET HA 3alpOC YIIOJTHOMOUYEHHOTO (peiepaJbHOro opraHa
UCTIOJHUTENIBHOM BJACTH B CPOK, HE MPEBBINIAIONIUI JEeBSIHOCTa pabouyux JaHEH co JHS
noixydeHusi gaHHoro 3ampoca. Cpoku, ykazaHHele B dacth 1.1 Hacrosimieil crarhw,
IIPUOCTAaHABIMBAIOTCA CO JHS HANpaBiICHMs 3asABUTENIO  3ampoca  YIMOJHOMOYEHHOTO
(benepanbHOro OpraHa MCHOJHUTENBHON BIACTH 10 JHS MOJTYyYEHHUs] OTBETA Ha JAaHHBIN 3ampoc u
HE YYUTBIBAIOTCS TPU HCUHUCICHUM CpPOKA NPUHATUS PEIIEHUS O BHECEHWHM H3MEHEHUN B
JOKYMEHTBI,  COJepXalllhecs B  PETUCTPAlMOHHOM JIOCh€ Ha  3aperucTpUpPOBaHHBIN
JIEKapCTBEHHBIN IIpenapaT A BETEPUHAPHOIO MpUMeHeHus. (B pel. DenepanbHOro 3aKkoHa OT
04.06.2018 N 140-®3)

5. OcHoBaHMeM /Jisi OTKa3a B TMPOBEJACHUU SKCHEPTU3bl JIEKAPCTBEHHOT'O CpEJACTBA s
BETEPUHAPHOTO TPUMEHEHUS SIBJISIETCS MPEACTABICHUE IOKYMEHTOB, YKa3aHHBIX B yacTax | u 3
HACTOAIIEH CTaThbW, B HEMOIHOM OOBEME WIM OTCYTCTBHE B MPEICTaBICHHBIX JOKYMEHTaX
JIOCTaTOYHBIX CBEJCHUHM, MOATBEPKAAOIMMX HEOOXOAMMOCTh BHECEHUSI HW3MEHEHWH, In0o
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HETIPE/ICTABIICHUE 3asBUTEIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha YKa3aHHBIM B 4actu 4.1
HACTOSIIEH CTAaThH 3aIpOC YIMOJIHOMOYEHHOTO (eepaIbHOr0 OpraHa MCIOJHUTEIHHON BIIACTH.
(B pen. deaepabhoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcrniepTH3a JIGKAPCTBEHHOTO CPEACTBA /Il BETEPUHAPHOTO NMPUMEHEHHUS B IIENISIX BHECCHUS
W3MEHEHHI B IOKYMEHTBI, COJIEPIKAIIUECS B PETUCTPAIIMOHHOM JIOChE HA 3apETUCTPHUPOBAHHBIN
HeKapCTBeHHBIﬁ npemnapar ajid BCTCPUHAPHOIO IMNPUMCHCHHA, OCYHICCTBIIACTCA B IMOPAIKE,
YCTaHOBJICHHOM cTaTbet 24 Hactosiiero deaepaibHOr0 3aKOHa.

6.1. B cpok, HEe NpEeBBHIAIOMNNA JECATH pabouux JHEH CO AHS TOJYYCHHS 3aKITFOUYCHUS
KOMMCCHH 3KCIEPTOB IO PE3yJibTaTaM YKa3aHHOW B YacTH 2 HACTOSIICH CTaTbU 3KCHEPTHU3BI,

YIOJTHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENbHOW Biactu: (B pen. DenepaibHbIX
3ak0HOB OT 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

1) npuHHMaeT pemieHHE O BHECEHHMM W3MEHEHHMH B JOKYMEHTBI, COJEpKalluecs B
PErUCTPAllMOHHOM  JIOCh€ Ha  3aperuCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Mperapar Uit
BETCPUHAPHOTO TPUMEHEHHS, WIM 00 OTKa3e BO BHECCHMHM TaKMX H3MCHECHHH; (B pen.
denepanbHoro 3akona or 22.10.2014 N 313-D3)

2) BHOCHT B TOCYIapCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEICTB HAa OCHOBAHUHU PELICHUS O
BHECCHUM M3MCHEHHMH B JOKYMEHTBI, COJECPIKAIMECS B PETMCTPAIIMOHHOM JOChe Ha
3apEerMCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  TpermapaT Ui BETEPUHAPHOTO  IPUMEHCHHS,
HEOOXOIMMbIE M3MEHEHHsT M BO3BpAIlacT 3TH JOKYMEHTHI 3asBUTENO. (B pen. DemepaibHOro
3akoHa o1 22.10.2014 N 313-D3)

3) BbLAAET 3asBUTEI0 HOBOE PErHCTPAIMOHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO MperapaTa Aiis
BETEPUHAPHOTO NMPUMEHEHHUSI B Cllydae HEOOXOIUMOCTH U3MEHEHHUS CBEJICHUMN, COACPIKAIIUXCS B
HEM, C COXPaHEHHMEM HOMEpa paHe€ BBIJIAHHOTO PETUCTPALMOHHOTO  YAOCTOBEPEHUS
JIEKapCTBEHHOTI'O Mpenapara Jyuisi BETepUHapHOro npuMeHeHus. (B pen. deaepanbHOro 3aKkoHa OT
02.08.2019 N 297-®3)

6.2. B cinyuyae BHeceHMs M3MEHEHHMH B JJOKYMEHTBI, COJIEpKaIlMeCs] B PETrUCTPALlMOHHOM JIOChe
Ha 3aperUCTPUPOBAaHHBIN JIEKAPCTBEHHBIN IMperapar AJisi BETEPHHAPHOTO MPUMEHEHUS, B YacCTH,
Kacaromiencss u3MeHeHus U (WIM) JONOJHEHUs MPOU3BOICTBEHHOM IUIOIIAAKH JIEKAPCTBEHHOTO
npernapara, Ipyu IpeACTaBICHNN 3asSBUTEIEM B COOTBETCTBUH C ITYHKTOM 3 4acTH | HacTosmien
CTaThU KOIUU PELICHHs YMOJHOMOUYEHHOIo (peepanbHOro OpraHa MCHOJHUTEIbHON BIAcTU O
MIPOBE/ICHUU WHCIIEKTUPOBAHUS MPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHBIA B
gacTu 6.1 HacTosel cTaThy, MPUOCTAHABIMBAETCS CO JIHS MOJTYYEHHUS 3aKIHOUYEHUS KOMUCCHH
OKCHEPTOB 1O JHS TPHUHITHS YIIOJIHOMOYEHHBIM (eepaTbHbIM OPTaHOM HCIOJTHHUTEIBHOM
BJACTU pEIIeHUs O BbIade Wi 00 OTKa3e B BbIaYe 3aKIIOUEHHS O COOTBETCTBHH
MPOU3BOUTENST  JICKAPCTBEHHBIX cpeactB  TpeOOBaHWMSAM  TPaBHI  HaJJIeKalei
MIPOU3BO/ICTBEHHOM MPaKTHKH, HO He 0ojiee YeM Ha CTO BOCEMbJECAT pabouux AHEH. (B pei.
®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. OcHoOBaHMEM I OTKa3a BO BHECEHMM HM3MEHEHUH B JOKYMEHTBI, COJEpKalluecs B
PETUCTPAllMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIEKApCTBEHHBIM  mpemapar  Juis
BETEPUHAPHOTO MpPHUMEHEHMs, B Cly4asX, He TpeOYIOIIMX TMPOBEACHHUS IKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, SIBJISIETCS MpPEICTaBICHHE JOKYMEHTOB, YKa3aHHBIX B yacTsax 1 u 3
HACTOSIIEH CTaTbd, B HEMOJHOM OOBEME WJIM OTCYTCTBHE B MPEACTaBICHHBIX JOKYMEHTaX
CBEJICHU, KOTOpbIE JOJKHBI OBITh B HHUX OTpPa)XEHbI, JUOO HEIMpe/ICTaBlIeHHE 3asBUTEIEM B
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YCTAHOBJICHHBIM CpPOK OTBETa HAa YyKa3aHHbIM B 4yactu 4.1 HacTosied CTaThbu 3ampoc
YIIOJTHOMOYEHHOTO (heepaibHOrO OpraHa HWCHOJHUTENBbHON Biactu. (B pen. demepanbHOTrO
3akoHa oT 04.06.2018 N 140-P3)

7.1. OcHoBaHMeM [UIsi OTKa3a BO BHECEHWU HW3MCHECHHMI B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAllMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  mpemapar  Juis
BETEPUHAPHOTO MPUMEHEHUS, B CIIyJasix, TPEOYIOIMUX MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO
CpEICTBa, SBIISETCS 3aKIIOYCHHE YIOJIHOMOUYEHHOTO (erepaqbHOro opraHa HCIOIHUTEIbLHOU
BJIACTH O BO3MOXKHOCTH CHIKCHHUS 0€3011aCHOCTH, KadecTBa, I3((HEKTHBHOCTH JIEKAPCTBEHHOTO
mpernapaTa  BCIIEJCTBHE BHECEHHMs HM3MEHEHHMH B  yKa3aHHbIE JOKYMEHTBI, OTKa3
YIIOJIHOMOYEHHOTO (peIepaibHOTO OpraHa MCIOJHUTENFHONW BIACTH B BbLAAYe 3aKIIOUEHUS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSM IPaBUII HaJJiexalen
MIPOU3BOJICTBEHHOW MPAKTUKH B CIIydae M3MCHECHHsSI W (WMJIU) JOTOJHEHHUS MPOU3BOJCTBEHHON
IUIOLIA/IKK JICKAPCTBEHHOTO Ipernapara, eCd MPOU3BOJCTBO JIGKAPCTBEHHOrO Mpernapara Aiis
BETEPUHAPHOTO NPUMEHEHUS OCYIIECTBISETCA 3a mnpenenamu Poccuiickoir Denepaunu, WU
OTCYTCTBHE 3TOr0 3aKiatoueHus. (B pea. PenepanbHoro 3akona oT 04.06.2018 N 140-D3)

8. JlonmyckaeTcsi oOpalleHue JeKapCTBCHHBIX MPENapaToB JJisi BETEPUHAPHOTO MPUMEHEHUS 10
HUCTCUYCHUA CpOKa IOAHOCTH, IMPOU3BCACHHBIX B TCUCHHUC CTa BOCHBMHUACCATU I[Heﬁ II0CJIC OAAaThl
NPUHATUS YIIOJIHOMOYCHHBIM (pellepaibHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH PEUICHUS O
BHECEHHU W3MEHEHUU B AOKYMCHTBI, COACPKAIIHUECA B PEruCTrpaliliOHHOM JOChE Ha
JICKApCTBEHHBIM Iperapar, B COOTBETCTBUU C WH(OpMAIUEH, colepKaileicss B JOKYMEHTaX
PErUCTPALIMOHHOIO A0ChE Ha JIEKAPCTBEHHBIN Mpenapar 10 AaThl IPUHATHUS TaKOTO pelieHus. (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

Crartbs 32. OTMEHa rocy1apCTBEHHOMN perucTpanuu
JIEKapPCTBEHHOI0 Mpenapara

Pemrenue 06 oTMeHe rocyaapCTBEHHOM pEerUCTpaIiy JICKAPCTBEHHOTO MperapaTa U UCKIIOUCHUN
JIEKApCTBEHHOT0  Mpenapara W3 TOCYJAapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEJCTB
MIPUHUMAETCS YIIOJTHOMOUYEHHBIM (pe/lepabHbIM OPraHOM HUCIIOJIHUTEIHHOMN BIACTH B CIIydae:

1) nmnpeacraBieHUss  COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (eiepalibHbIM  OpraHOM
WCTIOJHUTEJILHOM BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 yrpo3e 3[0pPOBbIO, )KU3HU UYEJIOBEKa MM
YKUBOTHOT'O IIPH IPUMEHEHUH JIEKapCTBEHHOTO IIperapara, MPeBbIIAIOIUX ero 3PEeKTUBHOCTD,
[0 pe3ylbTaTaM OCYLIECTBISIEMOIO WM MOHMTOPMHIa O€30MacCHOCTH JIEKAPCTBEHHOTO
rpenapara;

2) nojauM AeprKaTesieM WIH BIaAeibLEM PETUCTPALMOHHOTO YJAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapaTa Wid YHOJHOMOYEHHBIM MM JPYTUM IOPHAMYECKHUM JIMLIOM 3asiBI€HHUS 00 OTMEHe
rOCYJJapCTBEHHOI perucTpaluu JeKapcTBEHHOro mnpemnapara; (B pen. degepaibHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) HENmOATBEPXKIEHUS TOCYJAApPCTBEHHOW pPETUCTpAIlMU JIEKApCTBEHHOTO TMperapara 1o
HCTEYEHUH CPOKa ICUCTBUS PETUCTPAIMOHHOTO YJIOCTOBEPEHHUSI, BBIJAHHOTO Ha TISITh JIET;

4) wHempencTaBleHUs 3asBUTeNeM HUHQPOpMAllMU, KOTOpash MOXKET IOBJIeYb 3a Co0oi
HE00XO0AMMOCTh BHECEHUSI U3MEHEHUH B JIOKYMEHTHI, COAEPIKAILMECs B PETUCTPALIMOHHOM JI0Che
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Ha 3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B TeUeHUE TPUILATH padounX AHEH co THS
HACTYIUJICHUS 3TUX U3MEHEHHIA;

5) ocymiecTBICHHS TOCYIapCTBEHHON PErHCTPAIUU JICKAPCTBEHHOTO Iperapara MmoJi TOProBbIM
HAaUMEHOBAHHEM 3apETUCTPUPOBAHHOTO paHEE IOJ OTUM TOPrOBEIM HAMMEHOBAHHUEM
JICKApCTBEHHOTO Tpernapara, OTIHYAIOIIEerocsi KAYeCTBEHHBIM COCTaBOM JICHCTBYIOIIMX BEIIECTB;
(B pen. deaepanbhoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

6) OCYIIECTBIEHUsI TOCYJAapCTBEHHOM pETUCTpallMM OJHOTO U TOTO € JIEKapCTBEHHOI'O
mpernapaTa B OTHOIIEHHWU OJHOTO U TOTO K€ Jep>KaTesid WIM Bialeiblla PerucTpariOHHOrO
yIOCTOBEpEHHsI JIEKAPCTBEHHOTO IpenapaTta B BHJIE JABYX U OoJiee JIEKapCTBEHHBIX IpenapaToB
MO/l pa3JIMYHBIMU TOPTOBBIMH HaMMEeHOBaHUsAMU; (B pea. DenepanpHoro 3akona ot 04.06.2018 N
140-P3)

7) BBIHCCCHUS CYAOM  pCHICHUA O HApYHICHUW  IIpaB npaB006nanaTeJm 00BEKTOB
HHTeHHeKTyaHBHOﬁ COOCTBEHHOCTH IIpu O6paH_I€HI/II/I JICKAPCTBCHHLIX CPCACTB,

8) oTcyTCcTBHUS JIEKApCTBEHHOTO IperapaTta B oOpamieHuu B Poccuiickoit denepanuu B TeUCHUE
Tpex u Oonee yieT; (B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) HEBBINOJIHEHMS] JIep)KaTeleM WM  BIAJENbLEM PErHCTPAllMOHHOIO  YAOCTOBEPEHUs
JICKapCTBEHHOI'0 IpenapaTra Ju00 YIOJHOMOYEHHBIM MMM JPYTUM IOPHIMYECKUM JIMLIOM
MEpONPUATHIA IO OOecredeHuI0 0e30MacHOCTH JICKAPCTBEHHBIX IPENapaToB, YCTaHOBICHHBIX
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIOJIHUTENBHOM BJIACTH B COOTBETCTBUM C YACTSIMU
3 u 4 crarem 64 mHacrosmero PexepanbHOrO 3aKOHAa, B paMKax OCYIIECTBICHHS
dapmakonaazopa; (B pea. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

10) orkasza nepxareist WIM Bajeiblia PETUCTPALIMOHHOTIO YIOCTOBEPEHHs JIEKAPCTBEHHOTO
npernapara JIM00 YIoJIHOMOYEHHOTO UMH JAPYroro IOPUANIECKOTO JIMIA OT BHECCHHSI H3MEHEHUI
B UHCTPYKIHIO 10 TPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara, Kacarolluxcs HOBBIX
MOJITBEPK/ICHHBIX JaHHBIX O TOM, YTO PHUCK NMPUYMHEHHUS BpeAa 3I0POBBIO0 UEIOBEKA WIIH
’KMBOTHOT'O BCJIEJICTBHE IpHEMa JIEKApCTBEHHOI'O Mperapara mnpeBblmaeT 3PQGEeKTUBHOCTh €ro
npumeHenust. (B pen. OenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Crates 33. ['ocyaapCcTBEHHBIN peecTp JIeKAPCTBEHHbIX CPEACTB

1. T'ocynapcTBeHHBIH peecTp JEKAPCTBEHHBIX CPEACTB COJCPKHUT TEPEUCHb JIEKAPCTBEHHBIX
MpernapaToB, MPOIICAININX TOCYAAPCTBEHHYIO PETUCTPAlMI0, TEepeyYeHb (hapMarieBTHIECKUX
CyOCTaHIIH, BXOJIAIINX B COCTaB JIEKAPCTBEHHBIX MPEMapaToB, U CIEAYIONIYI0 HHPOPMAITUIO:

1) B OTHOLICHUU JICKAPCTBCHHBIX IIPCIIAPATOB:

a) HaMMEHOBaHUE JIEKAPCTBEHHOro TpemnapaTa (MEeXIyHApOIHOE HENaTeHTOBAaHHOE, WIH
IPYNIUPOBOYHOE, WIIM XUMUYECKOE U TOProBoe HauMeHoBaHuA); (B pen. denepanbHOro 3akoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) nekapcTBeHHas ¢(opmMa C yKa3aHWEM JO3MPOBKH JIEKAPCTBEHHOTO IIpernapara W €ro
KOJIMYECTBA B NOTPEOUTENHCKON YIaKOBKE;

B) HaAaNMMCHOBAHUC ACPIKATCIIA nin BJ1agciabia PETrUCTPATOHHOTO YAOCTOBCPCHUA
JICKApCTBCHHOT'O Ipfrapara MW CBCACHUA O PETUCTpallMu JACPKATCIA WKW  BJIaJC/IbLa
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PETUCTPAIIMOHHOTO  YIOCTOBEPEHMsI  JIEKAPCTBEHHOI'O  Iperapara Uil MEIMIIMHCKOTO
MPUMEHEHHS B KAaueCTBE HAIOTOIUIATENBIINKA B CTpPaHE pErucTpanuu (A POCCUHUCKHUX
IOPUINYECKUX JIMIl - WICHTU(OUKAMOHHBIA HOMep Hanoromiarensimka (MHH), mis
WHOCTPAHHBIX FOPHUIUYECKUX JIMI[ - CTpaHa PErHCTpPAIlii, HAUMEHOBAHHE PETUCTPHPYIOIIETO
opraHa, pETUCTPAIlMOHHBIA HOMEp, KOJ HAJOrOIIaTelbIIUKa B CTPaHE pPETHUCTPAIUU
(MHKOPITOpAIMK) UIIK €ro aHaior); (B pen. denepanbHoro 3akona ot 28.12.2017 N 425-D3)

I) HaMMEHOBaHHME U aJpec MPOU3BOJAUTENS JIEKApCTBEHHOIO Ipernapara u CBEIACHHUS O
perucTpauyy NpOU3BOAUTENS JIEKAPCTBEHHOIO Ipernapara s MEIUIMHCKOTO MPUMEHEHUS B
KauecTBE HAJIOTOIUIATENbIIMKA B CTpaHe perucTpanuu (Uisi pOCCUMCKUX IOPUAMYECKUX JIUIL -
UACHTU(DUKAMOHHBIA HOMep Hanoromuatensimuka (MHH), nis MHOCTpaHHBIX IOPHIMYECKUX
JULl - CTpaHa pErucTpaluy, HAaUMEHOBAaHHWE PErUCTPUPYIOUIErO OpraHa, PEerucTpallMOHHBII
HOMEP, KOJ HAJIOTOIUIATEIbIINKA B CTPAHE PErucTpal (MHKOPIOpAMK) WK €ro aHaior); (B
pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1) dbapmakoTepaneBTHIECKAS rpynmma, KOJ JIEKAPCTBEHHOI'O npenapara o
aHATOMO-TEPANEBTUICCKO-XUMUUECKOW  KITacCU(pUKAIMHM, pPEKOMEHIOBaHHOW  BceMupHOii
opraHu3zanuen 3napaBooxpanenus; (B pea. deaepanbHoro 3akona ot 22.12.2014 N 429-P3 (pen.
ot 13.07.2015))

e) IIOKa3aHHuA U ITPOTHBOIIOKA3aHWA K IPUMCHCHUIO JICKAPCTBCHHOT'O IIpLCIiapara,
) M0OOYHbIE IEHCTBUS JIEKAPCTBEHHOTO Mpenapara;

3) CpPOK 'OJTHOCTH JIEKapCTBEHHOI'O IpenapaTa;

1) YCIIOBUS XpaHEHMs JIEKapCTBEHHOTO Npernapara;

K) YCJIOBUS OTITYCKa JIEKAPCTBEHHOIO IIpenapara;

1) HoMmep (apMakomeWHOM cTaThM MM B Cllydyae €€ OTCYTCTBUSI HOMEp HOPMaTHBHOMN
JOKYMEHTAIH JTM00 HOPMATUBHOTO JOKYMEHTA;

M) JlaTa TOCYAapCTBEHHOW PETUCTpallMy JIEKAPCTBEHHOTO MperapaTa U ero perucTpalrioOHHBIN
HOMEp, JaTa 3aMEHbl PETUCTPAIMOHHOTO YJAOCTOBEPEHHUsS JIEKAPCTBEHHOIO TIperapara Ha
OeccpoyHOE pPETUCTPALlMOHHOE YAOCTOBEpEHHE IIEKapCTBEHHOTO TIperapara, Jara M[ojadd
3asIBJICHUS O MMOATBEPKIACHUN TOCYAAPCTBEHHOW PErHCTpaIluy JICKapCTBEHHOTO Mperapara, Jgara
OTMEHBI TOCYIapCTBEHHOW PETUCTpallMu JIEKapCTBEHHOro mpemaparta; (B pen. PenepalbHOTO
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

H) KaueCTBEHHBIA COCTAaB M KOJMYECTBEHHBIM COCTAB JIEWCTBYIOIIMX BEIIECTB M KaueCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mpemnapara; (B pea. denepanbHOro 3akoHa
01 22.12.2014 N 429-®3 (pexa. ot 13.07.2015))

0) uHpopMaIusi 000 BceX pa3pelIeHHBIX BUIaX BTOPUYHON (MOTPEOUTENHCKON) YMakoBKH; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) JaTa OPUHSTHUS PELIEHUS O BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar mpu
TOCYJJapCTBEHHON perucTpanuy B KauyecTBe Op(aHHOTO JIEKapCTBEHHOro Ipenapara (Juis
JIEKapCTBEHHBIX MPENaparoB AJI MEIUIIMHCKOTO NMpuMeHeHus); (B pea. denepanbHbIX 3aKOHOB
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-®3)
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p) HaIM4Me JICKApCTBEHHOTO Mperaparta B MEpeyHe >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JEKapCTBCHHBIX ~ TpEmaparoB  (IUIsi  JICKAPCTBEHHBIX MPEnaparoB Ui  MEAUIIMHCKOTO
npuMeHenus); (B pexn. enepanbHbIx 3aK0HOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
27.12.2019 N 475-®3)

C) HAJIMYHUE B JICKAPCTBEHHOM IpenapaTe HAPKOTUYECKUX CPEJICTB, IICHXOTPOITHBIX BEIIECTB U UX
MPEKYypCOPOB, MNOMICKAIMX KOHTpoJa B Poccuiickoit ®exnepanuu, B COOTBETCTBUU C
3aKOHOJaTeNbcTBOM Pocculickoit ®dexpepaiiuu, MeXAyHapOJIHbIMU JoroBopamu Poccuiickoit
@enepauny, B TOM uucie EnuHoW KOHBEHLMENH O HapKOTHYeCcKHMX cpencrtBax 1961 roma u
KonBenmnueldn o ncuxorpomHbix BemecTtBax 1971 roma; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

T) uHpOpMAIUsi O TOM, SBISETCS JIM JAHHBIA JIEKAPCTBEHHBIA MpermapaTr pedepeHTHBIM
JIEKapCTBEHHBIM TpenaparoM; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

Y) CBCACHHA O IIoJadc 3asiaBJICHHA O BHCCCHHHU W3MEHEHUI B JOKYMCHTBI, COACPIKAIUCCI B

pErucTpallMOHHOM J0Ch€ Ha JIEKapCTBEHHbIN mpemnapar; (B pexn. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

&) noamyHKT yrpaTii cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

X) CpPOK BBEIICHHUSI JICKAPCTBEHHOTO Ipemnapara B rpaxkIaHckuii oooport; (B pen. denepaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) B OTHOILICHUU (hapMAEBTHYECKUX CYOCTaHIIHIA:

a) HauMMEHOBaHHE (hapMaIEeBTHUCCKON CyOCTaHIMK (MEXKIYHAPOIHOE HEMATEHTOBAHHOE, HIIH
IPYIIMPOBOYHOE, MM XUMHUECKOE W TOProBoe HanMeHOBaHus); (B pea. DemepanbHOro 3aKoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) HaMMEHOBaHUE U apeC MPOU3BOANUTEINS (hapMaLEBTHUECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (papMarieBTUIECKOM CyOCTaHIINN;
I') YCJIOBUS XpaHEHUs (papMalieBTUYECKON CyOCTaHIIUY;

) HoMep (apMakoNeWHON CTaTbM WJIM B Cllyyae €€ OTCYTCTBUS HOMEpP HOPMAaTUBHOM
JOKYMEHTAIH JIN00 HOPMaTHUBHOTO IOKYMEHTA;

€) Hamuuue (apMmaleBTUYECKOH CyOCTaHIMHM B IEpeYyHe HApKOTHYECKUX CPEACTB,
IICUXOTPOIIHBIX BEIIECTB M MX IPEKypcOpOB, NOMIEKAIIMX KOHTporo B Pocculickoin
@®enepaunu, B COOTBETCTBUM  C  3aKoHomarenbCcTBOM  Poccuiickonn — Penepauuy,
MEeXIyHapoAHbIMH JoroBopamu Poccuiickoit denepanuu, B ToM unciie EquHON KOHBEHIMEN O
HapKoTHYecKux cpeactsax 1961 rona u KonBenuueit o ncuxorponHsix Bemiectsax 1971 roxa. (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2. ®apmarieBTHUECKasl CyOCTaHIMS, TPOU3BEICHHAs Uil peau3allii, MOXKeT ObITh BKIIIOUYEHA B
roCy/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPE/ICTB Ha OCHOBAHUU 3asIBICHUS pa3paboTyuKa WIn
MIPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA JIMOO YMOJTHOMOUYEHHOIO MU IOPUANYECKOTO JIHIA
IIpU YCJIOBUU MPOBEIEHUS B OTHOIIEHUM TaKOH (papMalleBTUYECKON CyOCTaHLMU HKCIEPTU3BI
KayecTBa (papMalleBTUYECKON CyOCTaHIIMU B MOPSJKE, YCTAHOBICHHOM cTaTheil 34 HacTOSIIEro
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denepanbHOro 3akoHa. B oTHomeHnun QapManeBTHUECKUX CyOCTaHIUH, MPOM3BEICHHBIX JUISI
peanusanuy, B TOCYyJapCTBEHHOM DPEECTPE JIEKAPCTBEHHBIX CPEICTB COAEPIKUTCS CIEAYIOINas
undopmarus: (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) HaumeHoBaHue (hapMalEeBTHUECKOW CyOCTaHIMHM (MEXIYHApOIHOE HEMAaTeHTOBAaHHOE, WU
IpyNIIMPOBOYHOE, UM XUMUYECKOE U TOProBO€ HaMMEHOBaHHUsA); (B pel. DenepanbHOro 3aKkoHa
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) HaUMEHOBaHHE, aJpEeC TPOU3ZBOIAUTENS (PapMalEeBTUUECKOH CYOCTaHIIMM, a TaKkXe B
OTHOIICHHH JICKaPCTBEHHBIX CPEACTB Il MEAULIMHCKOTO IPUMEHEHMS CBEICHUS O PETUCTPaLluU
POU3BOAUTENS (DapMaleBTHUECKOW CyOCTaHIIMM B KauyecTBE HAJOTOIUIATENIBIIMKA B CTpaHe
peructpanu (Vi1 POCCHUMCKMX  IOPUIUMYECKUX JIUI - WJIEHTU()UKALMOHHBIA HOMEp
Hanoromarensmyka (MHH), i MHOCTpaHHBIX IOPUAMYECKMX JIMII - CTpaHa perucTpalui,
HAaMMEHOBAHME PErMCTPUPYIOLIETO OpraHa, peruCTPalOHHBIA HOMED, KOl HAJIOTOILIATENbIINKA

B CTpaH€ perucrpanuu (MHKOpHOpaluu) Wik ero anaiuor); (B pen. denepanbHOro 3akoHa OT
28.12.2017 N 425-®3)

3) cpok romHOoCTH (hapmareBTHUECKON cyOcranuuu; (B pen. DenepanpbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) ycnoBus xpaHeHus ¢apmaineBTuueckoil cybcranuuu; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) HOMmep ¢apmakomeiiHOi cTaThu JMOO B CIydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKYMEHTAIlMU WM HOPMaTUBHOIO JOKYMEHTa; (B pen. PenepanbHOro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

6) wHamuuue (QapManeBTUYECKOW CyOCTaHIIMM B TEepeYHe HApPKOTHYECKUX CPEACTB,
IICUXOTPOIIHBIX BEIIECTB M MX IPEKypcOpOB, NOMIEKAIIMX KOHTporo B Pocculickoin
®denepanuu, B COOTBETCTBMM €  3akoHojarenscTBoM  Poccumiickorn ~ denepauuu,
MEXIyHapoAHbIMH JoroBopamu Pocculickoit denepanuu, B ToM unciie EqMHON KOHBEHIIMEN O
HapkoTHuecKuX cpeactBax 1961 romga u KonBeniueit o ncuxoTponHsix Bemectax 1971 roaa; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

7) onpara BiiIOYeHHs (apMaleBTUUECKOW CyOCTaHIIMM B  TOCYAApCTBEHHBIM  peecTp
JICKApCTBCHHBIX CPCACTB, JaTa BHCCCHUA H3MEHEHU! B JOKYMCHTBIL q)apMaHeBTI/I‘IGSCKOﬁ
CcyOCTaHIINH, AaTa UCKIIOUEHHUs (papMaleBTUYECKON CyOCTaHIIMK U3 TOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX cpencTB. (B pen. denmepanpHoro 3akona oT 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

3. HOp}IIIOK BCACHUA TOCYAAPCTBCHHOTO PECCTpa JICKAPCTBCHHBIX CPCACTB MJIA MCAULIMHCKOTO
INPUMEHCHUA W TOPAAOK BCIACHUA TOCYAAPCTBECHHOI'O pPEECTpa JCKAPCTBCHHBIX CPEACTB IJIA
BCTCPUHAPHOI'O IMPUMCHCHU YTBCPIKAAOTCA COOTBCTCTBYIOIIIUM YIIOJITHOMOYCHHBIM
(bCIICpaJ'ILHLIM OopraHoM HCIIOJIHUTEIbHOM BIACTH.

Crarps 34. BkioueHne B rocy1apCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJACTB M UCKJIIOYEHHE U3 TOCYaAPCTBEHHOT 0
peecTpa JIeKAPCTBEHHBIX CPEACTB (papManeBTHUYECKON CyOCTAHIUM,
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NPOU3BeACHHOM s peasm3anuu (B pea. @eaepaaibHOro 3aKoHa 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. Jna BxmoueHust QapMareBTUYECKOH CyOCTaHIIUM, NPOW3BEICHHON s pealu3alnuu, B
rOCYJJapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB, NPOBOAUTCS HKCIEPTH3a €€ KauecTBa. (B
pen. deaepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

2. DkcmepTH3a KadecTBa YKa3aHHOM B dYacTH 1 Hacrosmedl cTatbu (apManeBTHUECKON
CyOCTaHIIMYM, COCTAaBJICHHME KOMHCCHEH OKCIIEPTOB 3aKJIIOYEHUH 10 pe3yibTaTaM 3TOH
OKCHEePTU3bl U HMX HAINPABICHHE B YMOJHOMOUYEHHBIH (enepaibHblii OpraH HCHOJHUTEIbHOM
BJIACTH OCYILECTBISIFOTCS B CPOK, HE NPEBBIMAIOMINN INECTUACCATH PadO4YMX JHEH cO JHS
MOJyYeHUsI DSKCIEPTHBIM YYPEKICHHEM COOTBETCTBYIOIIETO 3a/JaHUS  YIIOJHOMOYEHHOTO
(enepasbHOrO OpraHa MCIOJTHUTEIBHOM BIACTH M CIECIYIOMINX JOKYMEHTOB (CBEICHHN): (B pea.
OenepanbHbix 3aK0HOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 27.12.2019 N
478-D3)

1) cBeneHust 0 gaTe MPEIOCTABICHUS U PETUCTPAIMIOHHOM HOMEpPE JIMIIEH3UU Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB WMJIM CBEACHUS O JlaTe MPEIOCTaBICHUS W PETUCTPAIMOHHOM HOMEpE
3aKJIIOYEHUS] O COOTBETCTBUHU IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM MPABUII
HaJJIexalleld MpOU3BOJCTBEHHON MPAKTUKH, BBIIAHHBIX (MPEAOCTaBICHHBIX) YITOJIHOMOYEHHBIM
denepanbHBIM  OpPraHOM  HCIOJHUTEIBLHOW BJIACTH, B  Cllydae, €CIH TPOU3BOACTBO
JIEKapCTBEHHOTO cpejcTBa ocylectBisieTcss B Poccuiickoii denepanuu; (B pen. PenepaibHbIX
3ak0HOB 0T 22.12.2014 N 429-®D3 (pea. ot 13.07.2015), ot 04.06.2018 N 140-P3, or 27.12.2019
N 478-D3)

2) KOIIMA OOKYMCHTA, BBIAAHHOTO YIIOJHOMOYCHHBIM OpTraHOM CTpaHbl IIPOU3BOAUTCIIA
JIEKapCTBEHHOI'O CPENCTBA M MOIATBEPKIAIOLIETO Pa3pelICHHE MPOU3BOACTBA JIEKAPCTBEHHOIO
CPEICTBa, U €ro MepeBoJl Ha PYCCKUH fA3BIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOpPSAKE, a TaKKe
KOIMS 3aKIIOUEHHs] O COOTBETCTBUM MPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBaHMSIM
IIpaBHJI H&)IHG)K&IHGI\/'I HpOH3BOHCTB€HHOI>i IMPAKTHKH, BBIIAHHOT'O YIIOJITHOMOYCHHBIM
(denepaabHBIM OPraHOM HCHOJHUTENIBHOW BIAcTH, JIMOO KOMMS PELICHHs YIOJIHOMOYEHHOTO
(denepanbHOro oOpraHa MCHOJHUTENBHOM  BJIACTH O TPOBEIEHUM  MHCIEKTUPOBAHUS
IIPOU3BOJUTEIS JIEKAPCTBEHHOTO CPEACTBA. Y Ka3aHHbIE JIOKYMEHTHI NIPEACTABISAIOTCA B CIIydae,
€CJIM TPOU3BOJCTBO JIEKAPCTBEHHOTO CPEICTBA OCYLIECTBISIETCS 3a mpenesnamu Poccuiickoit
denepanumy; (B pen. enepanproro 3akona ot 04.06.2018 N 140-D3)

3) IOKyMEHT, cojep allluii CleyIolue cBeeHusI 0 (GapMaleBTUYeCKO cyOCTaHIUU: (B pell.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) HauMeHOoBaHWE (papMaleBTUYECKOW CYOCTAaHIIMM, €€ CTPYKTypa, OOIIMe CBOWCTBA; (B pEIl.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

0) HauMeHOBaHHUE U ajapec mpousBoauTens; (B pen. denepanmpHoro 3akoHa or 22.12.2014 N
429-03 (pex. ot 13.07.2015))

B) TEXHOJIOTHS IPOM3BOJICTBA C ONMMCAHUEM CTaJNi MPOU3BOACTBA M METOJOB KOHTPOJIS HAa BCEX
CTagusX Mpou3BOACTBA; (B pea. PenepanmbHoro 3akoHa or 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

I') OnMcaHue pa3paboTKH Mpolecca MPon3BOACTBa; (B pel. PenepabHOro 3akona ot 22.12.2014
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N 429-®3 (pen. or 13.07.2015))

1) ONHMCaHWE KOHTPOJISI KPUTUYECKUX CTaJuil Mpollecca MPOHM3BOJCTBA U MPOMEKYTOUHOU
npoxnykuuy; (B pea. enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

€) JOKYMEHTAJIbHOE MOATBEpKICHUE (BaJMIAllUsI) TPOLECCOB M (MJIM) WX OlEHKa; (B pe.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

’K) CBOMCTBA U CTPYKTypa NCUCTBYIOIIMX BemiecTB; (B pea. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

3) XapakTepucTuka npumecei; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

n) crnenudukanus Ha (QapMaleBTHYCCKYI0 CYOCTaHIIMIO W ee¢ O0OocHoBaHHE, (B pe.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

K) AQHAJIUTHYECKUE METOJIUKHU, HCIOJIb3YEMble TPU OCYIIECTBICHHH KOHTpPOJII KayecTBa
dapmarneBTrueckoit cydcraniuy; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.
or 13.07.2015))

1) TOKyMEHTAJIbHOE MTOATBEPKICHUE (BATUIAINS ) aHATUTUYECKUX METOIHK, HCITOJIb3yEeMbIX TIPH
OCYIIECTBICHHH KOHTPOJISl KadecTBa (apmarieBTU4Yeckoi cyocraniuu; (B pea. denepaabHOro
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

M) pe3yJbTaThl aHaIMu3a cepuil papmaneBTudeckoi cyoctanuu; (B pex. degepaibHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) IepeuyeHb CTAHJAPTHBIX OOpPA3LOB WJIM BELIECTB, HCIOJb3YEMBIX IPH OCYLIECTBICHUU
KOHTpoJisi KauecTBa; (B pen. PenepanbHoro 3akoHa orT 22.12.2014 N 429-®d3 (pex. ot

13.07.2015))

0) ONMCaHNE XapaKTEPUCTHUK U CBOMCTB YHaKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOUHBIX CPEJACTB; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) JaHHBIE O CTAaOMIBLHOCTU (apMalieBTUUYECKO cyOcTaniuy; (B pen. denepaabHOro 3aKoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

p) cpok roaHocTH. (B pea. PenepanbHoro 3akora ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4) TOKYMEHT, COJIepKallliil CBEIEHNS O PETrUCTPAlluU MPOU3BOJUTENS JEKAPCTBEHHBIX CPE/ICTB
JUIE MEAULIMHCKOTO NMPUMEHEHHsI B KaueCTBE HAJIOTOIJIaTesbIMKa B CTPAHE PEerucTpauu (JUis
POCCHUHCKHMX IOPUIMYECKUX JIHUI] - WACHTHU(QHUKAIMOHHBIM HoMmep Hajnoromnarensiika (MHH),
JUIsL THOCTPAHHBIX IOPUANYECKUX JIUL] - CTPAHA PETUCTPALlU, HANMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJI HaJOroIulaTelblllika B CTpaHE pPETUCTpaluu
(MHKOpTIOpAIMK) WK ero aHajor). (B pen. ®enepanpHoro 3akona ot 28.12.2017 N 425-D3)

3. Jlna mnpoBeneHHs SKCIEPTH3bl KadyecTBAa YyKa3aHHOM B dYacth | Hacrosmed craTbu
(apmaleBTHUECKON CyOCTaHIMM 3asBUTENb MPEACTABISET B YINOJHOMOYEHHBIN (efepanbHbIN
OpraH HCIOJIHUTEIBHOMN BIACTH:

1) 3asBrIeHUE O BKJIIOYEHMM B TOCYJApCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB JIaHHOM
(hapmaleBTUUECKOI CyOCTaHIINY;
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2) xomus TIOKyMEHTa, MOATBEPKAAIOIIEr0 YIjaaTy TOCyJapCTBEHHON MONUIMHBI 32 BKIIOYCHHE B
TOCY/IapCTBEHHBI  pEeCTp JIEKAPCTBEHHBIX CPEICTB  (apMaleBTUYECKOW  CyOCTaHIIWH,
MIPOU3BEICHHON ISl peanu3aluu, 100 1Mo cOOCTBEHHOW MHHUIIMATUBE YKa3aHHBINA JOKyMeHT. B
cllydae €ro HENPEACTABICHUS 3asABUTEIEM YIOJHOMOYCHHBIH  (efepanbHbIi  OpraH
WCIIOJIHUTEJILHON BJIACTH MpoBepseT (akT yriaThl TOCYJapCTBEHHOH MONILIUHBI 3asBUTEIIEM C
UCIOJIb30BaHWeM HH(opMamuu 00 yIulaTe TroCyAapCTBEHHOW TNOIUIMHBI, COJEpKaIleics B
locynapctBeHHOl HHGMOPMALMOHHOW CHUCTEME O TOCYJApCTBEHHBIX W MYHHUIIMIAIbHBIX
rJaTexkax, Ha OCHOBAHUU TMPEACTABICHHON 3asBUTENIEM KOIHMU JIOKYMEHTA, MOATBEPKIAI0IIErO
yIUIaTy TOCYAapCTBEHHOW NouuIuHbI, (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

3) IOKYMEHTHI, YKa3aHHbIE B 4acTH 2 HacTosied crathu; (B pen. depepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) 3asBieHuE O Bbljaye paspeuieHus: Ha BBO3 B Poccuiickyro denepalinio KOHKpETHONH MapTUH
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEICTBA, IPEJHA3HAYCHHOIO sl IPOBEIEHUS
yKazaHHOM »kcneptusbl. (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3.1. B cinyuyae HempeiaCcTaBlIeHHs C 3asBJICHUEM O BKIIOYEHHUU B TOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (hapMaleBTHUECKOM CyOCTaHLUU JIOKYMEHTOB, HOJTBEPIKIAOIINX
yIUIaTy TOCYAApCTBEHHOM MONLIMHBI M YKA3aHHBIX B IYHKTE 2 4acTU 3 HACTOSILEH CTaTbu, a
TaKXKe BbIJaBaeMbIX (IIPEJOCTABJIAEMBIX) YHOJHOMOUYEHHBIMH (elepaJbHbIMU  OpraHaMH
WCIIOJIHUTEJIBHON BJIACTH JIOKYMEHTOB (CBEIEHUM), yKa3aHHBIX B IMyHKTax | u 2 wyactu 2
HACTOsIILIEH CTaTbH, YIOJHOMOYEHHBIH (efepalbHbli OpraH HCHOJIHMUTENbHOM  BIJIACTH
3ampammBaeT  yKa3aHHblE JOKYMEHThl (CBEIEHMsS])) B IOpAIKE MEKBEIOMCTBEHHOI'O
UHPOPMAIIMOHHOTO B3auMo ieiicTBus. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B Teuenue necsATH paboO4YMX THEHW cO JHS MPUHATHS 3asABJICHUS O BKIIOYEHUU yKa3aHHOH B
yacTu | Hacrosmed cratbu (PapMaleBTHUYECKON CYOCTaHIIMM B TOCYAApCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEICTB U JOKYMEHTOB, NEPEUMCICHHBIX B 4acTM | M IyHKTEe 2 4acTu 3
HACTOAIIEH CTaThbU, YIOJHOMOYEHHBIN (erepalibHblil OpraH HCIIOJHUTENbHON BIIAacTU: (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) mpoBOAUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTH JaHHBIX, COJAEPHKAIINUXCS B MPEACTABICHHBIX
3asBUTEJIEM JIOKyMeHTax; (B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-3)

2) NpUHUMAET pEeLIeHHEe O HalpaBJIEHUU B SKCIEPTHOE YUpexkJEHHE 3aJlaHus Ha MpOBeJIeHHE
9KCIIEPTU3bl KAUeCTBA YKAa3aHHOM B 4acTH | HacTosIel cTaThby (papMalleBTUYECKON cyOCTaHIuN
WK 00 0TKa3e B TAKOM HaIlpaBJICHUH;

3) yBeAOMJISIET B RJIEKTPOHHON MJIM MUCbMEHHOM (hopMe 3asiBUTEINSI O IPUHATOM PEIICHUU WU B

cllyyae oOTKa3a C YyKa3aHHMeM IMpPUYMH Takoro ortkasza. (B pen. denepasbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4.1. B cinyyae BBISBICHUSI HEAOCTOBEPHOCTH CBEACHUMW, COIEPKAIIUXCA B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, yINOJTHOMOUYEHHBIH (enepanbHblii OpraH HCHOTHUTENIBHON BIACTH
HaIpaBJIsieT 3asIBUTENIO 3aMpoc 00 YTOYHEHWW YKa3aHHBIX CBeAeHWU. JIaHHBIM 3ampoc MOXKET
OBITh MepeiaH YIOTHOMOYSCHHOMY MIPEICTABUTENIO 3asIBUTEIIS IMYHO IO PACIIUCKY, HAMIPABIICH
10 TIOYTE 3aKa3HBIM MHUCHMOM WJIH TIEPE/IaH B DJIEKTPOHHOH (hOpMe O TeEKOMMYHUKAITHOHHBIM
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KaHalaM CBsi3M. B ciydyae HampaBieHHs IAQHHOTO 3alpoca IO MOYTE 3aKa3HbIM MUChbMOM OH
CUHUTACTCA MOJYUCHHBIM MO0 UCTCUYCHUU HICCTH I[Hefl C JaThbl HAIIPpABJICHUA 3aKa3HOI'O IMKMCbMa. (B
pen. deaepanbHoro 3akoHa oT 25.11.2013 N 317-3)

4.2. 3asBuTENb 00sI3aH NPEACTAaBUTH OTBET HA 3aMpOC YIOJIHOMOYEHHOTO (heAepaqbHOro OpraHa
UCIIOJHUTEJIBHOM BJIACTH B CPOK, HE MPEBBILIAIONMUI JEeBIHOCTa pPabOuYMX JAHEH co JHS
nojy4yeHus: JaHHoro 3ampoca. Cpok, yKazaHHBIM B 4YacTu 4 HAcToAlEH CTaTbhH,
IIPUOCTAaHABIMBACTCA CO JIHA HANpaBICHUS  3asABUTEIIO  3allpoca  YIOJHOMOYEHHOIO
(denepanbHOro opraHa WCIIOTHUTEIBHOW BIIACTH JIO JHS IOJYYCHHUS UM OTBETa Ha JaHHBIN
3allpoC U HE YYUTHIBACTCS IPU MCUUCIECHUM CPOKA SKCIEPTU3bl KauecTBa (apMaleBTHUECKON
CyOCTaHIIMM, HEUCHOJb3YEMOW IIpM IPOMU3BOJACTBE JIEKAPCTBEHHBIX IIpenapaToB. (B pell.
depnepanbHoro 3akona ot 25.11.2013 N 317-D3)

5. OcHoBaHuEM 7151 OTKa3a B HANPABIECHUU B 3KCIEPTHOE YUPEXKICHHUE 3aJIaHUs HA MPOBEACHUE
IKCIIEPTH3bI KAYeCTBA YKA3aHHOHN B 4acTH | HACTOSIIEH CTaThyl (hapMaleBTUICCKON CYyOCTaHIINN
SIBJIICTCSL HETIPEACTABICHUE JOKYMEHTOB, YKAa3aHHBIX B YaCTH 2 HACTOSIICH CTaTbH, OTCYTCTBUE
nH(pOpMaNKY, MOATBEPKIAONIEH (DaKT YIUIaThl TOCYAapCTBEHHOW IIONUIMHBI 32 BKIIFOYCHUE
(dapmaiieBTHUECKOI cyOCTaHIIMU, TPOU3BEICHHOM A peanu3alii, B TOCYJapCTBEHHBIN peecTp
JIEKApCTBEHHBIX CPEJACTB, HEIMPEACTABICHUE 3asBUTEJIEM B YCTAHOBJICHHBIH CpPOK OTBETa Ha
yKa3aHHbIM B yacTH 4.1 HACTOAIIEH CTaThU 3alpoc YMOJIHOMOYEHHOro (elepallbHOrO OpraHa
WCTIOTHUTEJILHON BJIACTH WJIM MPEJCTABICHUE JOKYMEHTOB, HE COACPIKAIIUX MCUEPIBIBAIOIIETO
nepevHs HeoOX0aMMBIX CBeneHui. (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen.
or 13.07.2015))

6. B Tedenue mnATHagaTH paboyux AHEW CO AHS TOJNYYEHHUS PEIICHUS YIOJIHOMOYEHHOTO
(denepanbHOro OpraHa HCIIOJIHUTEIHHOW BJIACTH O HAIPABJICHUU B DKCIEPTHOE YUPEKICHUC
3a/IaHMsl Ha TPOBEIECHHME SKCIEPTH3bl KAayecTBa YKa3aHHOM B yacTM | HacTosled craTbu
(hapMmareBTHUeCKO CyOCTaHIIMM 3asBUTENh MPEACTABISACT B OSKCIEPTHOE YUPEKICHUE ISt
MIPOBEJICHUST JTaHHOM SKCIepTu3bl 00pa3ibl (hapMalleBTHUECKOW CYOCTaHIIMM B KOJHUYECTBE,
HE0OXOJIMMOM [UIsl BOCIIPOM3BEIECHUS METOJIOB KOHTPOJIS KayecTBa. DKCIEPTHOE YyUpexkJIeHUe
Mpy TONy4YeHUH 0Opa3lloB yKa3aHHOW B dYacTW | Hacrosimed craTbd (apManeBTUYeCKOn
CyOCTaHIIMM BBIJAET 3asSBUTEIO JOKYMEHT, MMOJATBEPKIAIOIIMKN MOTydeHHE ITUX 00pas3lloB, U B
CPOK, HE TMpEBBIMAINUN Tpex pabouux AHEW, YBEJOMIISIET B DJIEKTPOHHON HIIM MUCHMEHHON
dhopme 00 ATOM YITOTHOMOYEHHBIHN (eiepaibHbI OpraH UCIIOJIHUTEIBHON BIACTH. DTHU CPOKHU HE
BKJIIOUAIOTCA B CPOK NPOBEACHMsI JaHHOW JKcmepTusbl. (B pen. denepanmbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7. JIOKyMEHTBI, NOCTYIHBIIME B OKCIEPTHOE YUYPEKACHUE I IPOBEICHUS IKCIEPTU3BI
KayecTBa yKa3aHHOM B yacTu 1 Hacrosmiel crarby (hapMaleBTHUECKOW CyOCTaHIIMH, MOJIekKaT
BO3BpaTy B YIOJIHOMOYEHHBIH (perepalbHbIil OpraH HWCIOJHUTENBHON BIaCTH OJHOBPEMEHHO C
3aKJIIOYEHUSMH 10 PE3YJIbTaTaM IPOBEAECHHON SKCIIEPTU3HI.

8. B cpok, He TIPEBBIIAONINN TATH pabounXx THEH CO AHS MONYYCHHUS 3aKITIOUEHUS KOMHUCCUU
AKCIEPTOB MO pe3ysbTaTaM SKCHEPTHU3bl KauecTBa YKa3aHHOM B yacTu | HacTosmiel craTbu
(dhapmarieBTHUeCKO CyOCTaHIIMK, YIIOJHOMOYEHHBINH (QefepalbHbIi OpraH HWCIOJHUTEIBHON
BJIACTH:

1) OCYHICCTBJIACT OLICHKY TAKOI'O 3aKIIFOYCHUA IS OMPCACIICHUA €0 COOTBETCTBUS 3aJIaHUIO HA
IMPOBCACHUC JIaHHOM OKCIICPTU3BI;
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2) TMNpUHUMAET peEHIeHWE O BKIIOYEHWHM VYKa3aHHOM B dYacTh | HACTOsAImEeH CTaTbu
(hapmalreBTHUECKON CyOCTaHIIMM B TOCYJApCTBEHHBINH PEECTp JICKAPCTBEHHBIX CPEICTB HIIU
penieHre o0 0TKa3e B TAKOM BKJIFOUCHUU;

3) BHOCHUT MpH MPUHSATUU PELICHUS O BKIIOUECHUM YKA3aHHOW B 4yacTu | HacToslied cTaTbu
(dapmaleBTUUECKOl CyOCTaHLIMM B TOCYJApCTBEHHBIN pEecTp JIEKapCTBEHHBIX CpPEICTB
MPEIYCMOTPEHHYIO 4acThio 2 cTtaThu 33 Hactosmiero denepalbHOTO 3aKOoHA WH(DOpPMAIHIO H
yBEAOMJISIET 00 ATOM B 3JIEKTPOHHOM WJIM MUCbMEHHOU dopMme 3asBuTens. (B pen. PenepanbHbIX
3akOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 462-D3)

9. OcHoBaHueM I OTKa3a BO BKJIOUEHWM YKa3aHHOM B 4YacTH | HacTosed cTaTbu
(hapMmareBTHUeCKOi CyOCTaHIIMK B TOCYIAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEJICTB SIBIISETCS
3aKJIFOYEHHUE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (efepaibHOr0 OpraHa HCIIOTHHUTEIHLHOU
BJIACTH O TOM, YTO KauecTBO (hapMalleBTHUECKON CyOCTaHLIMU HE MOJATBEPKICHO MOTy4YeHHBIMU
naHHbIMH. (B pen. PemepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-D3, ot 04.06.2018 N 140-D3)

10. He momyckaercsi BKIIOYEHUE B TOCYJAPCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEACTB OHOU
(dhapmareBTHYECKON CyOCTaHIIMH, MPOM3BEACHHON I pealli3allid U BBITYCKAGMOW OJHUM U
TEM e TPOM3BOJUTENIEM, B BUJC JBYX M Ooyiee peecTpoBbIx 3ammceil. (B pen. denepanibHOro
3akoHa o1 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

11. BHeceHne U3MEHECHHIA B JJOKYMEHTHI Ha ()apMalleBTUUYECKYIO CYOCTAHIIHMIO, POU3BEACHHYIO
JUI  peau3allii ¥ BKIIOYCHHYIO B TOCYIApCTBEHHBIH pEECTp JIGKAPCTBEHHBIX CPEICTB,
OCYIIECTBIISICTCS B MOpPsAKe, ycTaHOBICHHOM cTaThsiMu 30 m 31 Hactosmero dexepanbHOTrO
3aKOHAa, C YIUIATOM TOCYJapCTBEHHOW TIONUIMHBI, MPEIYCMOTPEHHON 3aKOHO/IATEIIbCTBOM
Poccuiickoit denepanuu o Hanorax u coopax. (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

12.  JlomyckaeTrcsi oOpaimieHue (QpapmareBTUYECKUX CYOCTaHIIMH, MPOU3BEIEHHBIX A
peanu3anuy, B TEYCHHE CTa BOCBMHAECATH ITHEW 10 M TMOCJie MPUHSATHS YMOIHOMOYEHHBIM
denepanbHBIM OPraHOM WCIOJTHHUTEIBLHOW BJIACTH PEIICHUS O BHECCHWHM W3MCHCHHHA B
JOKYMEHThl Ha (apMaleBTHUECKYI0 CYOCTaHIMIO, TMPOM3BEACHHYIO [UIS pealu3alud |
BKJIFOUCHHYIO B TOCYAApCTBEHHBIA pPEECTp JIEKAPCTBEHHBIX CpencTB. (B pen. dDeaepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

13. Pemenue 00 UCKIIOYEHHH W3 TOCYAApCTBEHHOTO peecTpa JEeKapCTBEHHBIX CPEACTB
(dapmareBTHUECKON  CyOCTaHIIMHM, TPOW3BEICHHOW  JUI  pealiu3allid, [PUHHMACTCS
YIIOJTHOMOYEHHBIM (pelepallbHBIM OpraHOM HCIHOJNHUTENBHON BIAacTH B ciydae: (B pen.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) npencraBieHHs ~ COOTBETCTBYIOIIUM  YIOJHOMOUYEHHBIM  (pelepajbHBIM  OpraHoM
UCIIOJTHUTEJIBHON BJIACTH 3aKJIFOUEHUS] O PUCKE WM 00 yrpo3e >KU3HM WIN 370POBBIO YEJIOBEKA
7100 KUBOTHOTO MPH HCIIOJIB30BAaHUM JIEKAPCTBEHHOTO CpeICTBa; (B pen. deaepanbHOro 3aKoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) nojaun pa3paboOTUMKOM JIEKapCTBEHHOI'O CPEACTBA WJIM MPOU3BOJUTENIEM JIEKAaPCTBEHHOIO
cpeacTBa IJMOO YHNOTHOMOYEHHBIM UMH JPYTUM IOPUAMYECKUM JIMIIOM 3asBIIeHUS 00
UCKIIIOYEHUH W3 TOCYIapCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPEACTB (papManeBTUUYECKOU
cyOCTaHIIMH, TPOU3BEIEHHON Ui peanuzanuy; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))
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3) otcyTcTBHS (hapMalleBTUYECKOM cyOCcTaHIIMU, MPOU3BEICHHOMN I pealn3aluy, B 00palieHuu

B Poccuiickoii ®Denepanuu B TedeHue Tpex u Oonee yieT. (B pen. DenepalibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Cratba 35. - YTpaTuiaa cuay. (B pea. @eaepajbHOr0 3aK0HA 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Cratbs 36. O0:xaioBaHue penieHusi 00 0TKa3e B Bblaue
pa3penieHns HA NMPOBeleHHe KIMHUYECKOr0 UCCIIeI0BAHUS
JIEKAPCTBEHHOI0 Mpenapara, peumeHus 00 0Tkase B
roCyJ1apCTBEHHON PerucTpanyu JeKapcTBEeHHOI 0 nmpenapara,
3aKJIIYEHNSI KOMHUCCHH IKCIIEPTOB 3KCIEPTHOIO YUPeKIeHU WIH

3aKJIIYEHHsI COBeTa 1Mo ITHKe (B pel. PeaepajbHOIo 3aK0Ha OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Perienne COOTBETCTBYIOIIETO YIOJHOMOYEHHOrO (heiepaJbHOIO OpraHa HCHOJHUTEIbHOM
BJIaCTM 00 OTKa3e B BblAaue pa3pelleHHs] Ha MPOBEACHUE KIMHUYECKOTO MHCCIEeI0BaHUs
JICKapCTBEHHOI'0 Iperapara, pelleHUe YKa3aHHOro (QenepajibHOro opraHa HCIHOJIHHUTENbHOM
BJIaCTH 00 OTKa3€ B IOCYJAapCTBEHHOM perucrpalnuy JEKapCTBEHHOI'O IMpenapara, 3aKIIueHue
KOMMCCHH HKCIEPTOB SKCIEPTHOTO YUPEKACHUS UM 3aKIIOUEHHE COBETa 110 3TUKE MOKET ObITh
00XaJIOBAHO B TIOPSAKE, YCTAHOBICHHOM 3aKOHOJATeIbCTBOM Poccuiickoii denepanuu.
3aKJIIOYEHNE KOMMCCHM DKCIEPTOB JKCIEPTHOTO YYPEXACHHS O B3aUMO3aMEHSAEMOCTU
JICKApCTBCHHBIX NpCapaToB JIA MCAUIHUHCKOI0 MPpUMCHCHUS 00 0 TOM, 4TO HeKapCTBeHHBIﬁ
npenapar i MEAMLMHCKOTO NPUMEHEHUS He SBISETCS B3aUMO3aMEHSEMbIM, MOXET OBbITh
00aJIOBAaHO JIeprKaTesIeM WM BIAAENbLEM PErUCTPAllMOHHOIO YI0CTOBEPEHUS JIEKapCTBEHHOTIO
mpernapara B YHNOJHOMOYEHHBIH (QelepanbHblii OpraH HCHOJHUTENbHOM BIIACTH, KOTOPBIH
MPUBJIEKAET K PACCMOTPEHHUIO YKa3aHHOW >kajoObl TOJBEIOMCTBEHHBIE €My Hay4HbIC
opraHuzani M oOpa3oBaTelIbHbIE OpraHU3alMy BbICHIETO OOpa30BaHUsS, OCYLIECTBISIOIINE
NeSTeNIbHOCTh B chepe oOpallleHus IEKapCTBEHHBIX CPEJCTB. 3aKJIFOUEHNE KOMUCCUU IKCIIEPTOB
HKCHEPTHOTO YUpeKIeHUs, 0(OPMIIEHHOE 110 UTOraM MepecMOTpa 00KalIOBAHHOTO 3aKIIOUEHHS
JKCIIEPTa, MOXET OBITh OCHOPEHO JEep)KaTeleM WM BIAAEIbLEM PETUCTPALMOHHOIO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOI'O Mpernapara JIMOO YINOJIHOMOYEHHBIM HMMH JIMLOM B TOPSJKE,
YCTaHOBJIEHHOM 3aKoHoAaTenbcTBOM Poccuiickoit ®enepanuu. Ilpu ob6kanoBaHuM perieHus
YIIOJIHOMOYEHHOTO (heIepaaIbHOr0 OpraHa UCIOJIHUTEIFHON BJIACTH, 3aKITIOUEHHS SKCIepTa WK
KOMHCCHUH JKCIICPTOB SKCIIEPTHOTO YUPCIKIACHUSA, 3aKIIOYCHHA COBETA 110 OTUKE ACPIKATCIIb UIIN
BJAJIeNIel]l  PErMCTPALlMOHHOTO  YIOCTOBEpEHHs  JIEKapCTBEHHOro  mpemapata 0o
YIOOJIHOMOYECHHOC MMM JIMIO BIIPABE NPCACTABUTH PE3YIbTATBI 3KCICPTHU3BI JICKAPCTBCHHOI'O
npernapara, MpPOTOKOJbl MOJTYYEHHBIX AKKPEIUTOBAHHBIMH MCIBITATEIbHBIMU JIAOOPATOPUSAMHU

(meHTpamMu) pe3yJabTaTOB HWCCICIOBAaHWUN, HCTBITAaHUUA. (B pen. DenepaqbHOrO 3aKOHA OT
27.12.2019 N 475-03)

Crares 37. UHpopmanus, CBA3aHHAS ¢ OCYIIECTBJICHHEM
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rocy/1apCcTBEHHOM PerucTpanuu JeKapCTBeHHbIX NPenaparTos,
HH(opMaIUA 0 3aperucTPHPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax
U JIEKAPCTBEHHBIX Npenaparax, HCKJIIYeHHbIX U3
roCy1apCTBEHHOTI'0 peecTpa JIeKAPCTBEHHbIX CPe/ICTB

1. CoOTBETCTBYIOIIUNA YIOJTHOMOYEHHBINH (eAepadbHblii OpPraH HCIOJHUTEIBHON BIIACTH
pa3merniaer Ha cBoeM o¢uIMaIbHOM caiite B cetu "HMHTepHeT" MH(POPMALUIO, CBA3AHHYIO C
OCYLIECTBJIEHUEM TOCYJAPCTBEHHOW PETUCTpPAlUU JIEKAPCTBEHHBIX IPENapaToB, B TOM YHCIIE
IIPOBEJICHUEM JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYAsi PE3yJbTaThl €€ IPOBEICHUS),
MH(OPMALIMI0O O 3apErHMCTPUPOBAHHBIX JIGKAPCTBEHHBIX IMIpernaparax U JEeKapCTBEHHBIX
IpenapaTax, UCKJIOYEHHbBIX U3 TOCYJapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEICTB, HE TIO3/IHEE
4yeMm yepe3 MATh pabouux THEH cO JHS MOJIyYeHHUs YHMOJIHOMOYEHHBIM (peiepalibHbIM OpraHOM
WCIIOJIHUTEIIFHON BJIACTH COOTBETCTBYIOMIEH wHpopMaruu. (B pen. DeaepanbHBIX 3aKOHOB OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 02.08.2019 N 297-D3)

2. Cpokdu ¥ TIOpPSJIOK pa3MENICHUs YKa3aHHOW B 4acTH | HacTosmed cratbu WH(pOpMammu
YCTaHABJIMBAIOTCS  YIIOJHOMOYEHHBIM ~ (peiepajibHbIM OpraHOM HCIOJHUTENBHOM  BIIACTH.
Wudopmanus, ykazaHHast B yacTu | HaCTOSIIEH CTAaThH, SBISAETCS OTKPHITOM M OOIIETOCTYITHOM
U TpeloCTaBsIeTCs 3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoit ®@enepauuu. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. or

13.07.2015))

I'masa 7. KIMHUYECKHUE UCCJIIEJOBAHUA
JJEKAPCTBEHHBIX ITPEITAPATOB VIS MEAUIIUHCKOI'O
HPUMEHEHMUS, 1OI'OBOP Ob UX ITPOBEJAEHUUN, ITPABA
HAIIMEHTOB, YYACTBYIOHIUX B OTUX
NCCIEJOBAHUAX

Crarps 38. KiluHH4YecKHe UCCIeJOBAHUS JIEKAPCTBEHHBIX
NnpenaparoB AJIs MeAUIIUHCKOT0 MPUMEHEH U

1. Knnuanueckue ucciejoBaHus JIEKapCTBEHHBIX MpenapaToB i MEAULIUHCKOTO IPUMEHEHHUS, B
TOM 4YHCIIE MEXIyHApOIHBIE MHOTOIICHTPOBBIE, MHOTOLIEHTPOBBIE, ITOCTPETUCTPAI[IOHHBIE,
NPOBOJATCS. B OJHOW WIJIM HECKOJbKUX MEIUIIMHCKUX OpraHu3alMsiX B COOTBETCTBUH C
MpaBUJIaMH HIJISKaANIed KIMHWYECKOH TIPAKTHKH, YTBEP)KICHHBIMH  YIIOJTHOMOYCHHBIM
(benepaabHBIM OPraHOM MCTIOJIHUTENIBHON BJIACTH, COOTBETCTBEHHO B CIEIYIOIUX LESIX: (B pell.
denepanbpHOro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.20195))

1) ycraHoBieHHe 0€30MACHOCTH JIGKAPCTBEHHBIX MPENapaTroB i 3J0POBBIX JOOPOBOJIBLIEB U
(W) IEPEHOCUMOCTH MX 3JI0POBBIMU JTOOPOBOJIBIIAMH, 33 UCKIIOUCHHEM TaKUX HCCIIEIOBAHUMN
JIEKapCTBEHHBIX MPEMapaToB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickoit denepanmu;

2) HO,Z[60p ONTUMAJIBHBIX HO3HUPOBOK JICKAPCTBCHHOI'O IIp€riapata MW Kypca JICUCHUA I
MMalMECHTOB C OMNPCACIICHHBIM 3360J'I6BaHI/IeM, OIITUMAJIBHBIX JO3 MW CXEM BaKIMHAIIUH
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MMMYHOOHOJIOTHUECKUMH JICKApCTBEHHBIMH ITPETapaTaMy 3I0POBBIX JOOPOBOJIBIICB;

3) ycraHoBieHHE O€30MACHOCTH JICKAPCTBEHHOTO TIpemnapata U ero 3(QeKTuBHOCTH Jis
MAlMEeHTOB  C  ONpEJeNieHHBIM  3a0ojeBaHHEM, HpoduiIakTudeckol  3ddexTuBHOCTH
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENApaToOB JUIS 3J0POBBIX JOOPOBOJIBIIEB;

4) wu3yuyeHHe BO3MOKHOCTH pACIIMPEHUS IOKa3aHUM Uil MEIULHUHCKOIO IPUMEHEHUS W
BBISIBJICHUSI paHEe HEU3BECTHBIX MOOOYHBIX AECHCTBUI 3aperucTpUpPOBAaHHBIX JIEKAPCTBEHHBIX
[Ipenaparos.

2. B oTHOmeHnun BOCIIPOMU3BEACHHBIX JICKAPCTBCHHBLIX IIPCIapaToB A1 MEAUIUHCKOIO
MNPUMCHCHUSA TPOBOLATCA HMCCICIOBAHUA OHMOA’KBUBAJICHTHOCTH U (I/IJII/I) TepaHeBTI/I‘IeCKOﬁ
OKBHUBAJICHTHOCTH B IIOpAAKEC, YCTAHOBJIICHHOM YIIOJITHOMOYCHHBIM (bellepa.]'IBHbIM OpraHomM
HCITOJIHUTEILHOM BJIACTH.

3. OpraHmaumo MMPOBCACHUA KIMHUYCCKUX I/ICCJIGI[OBaHI/II\/JI JICKAPCTBCHHOT'O IIpcIiapara IJid
MCIUIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATH!:

1) p33pa6OT‘lI/IK JICKApPCTBCHHOTO IIpCIiapaTa Wik YIIOJIHOMOYCHHOC UM JINLO,

2) oOpa3oBaTenbHbIC OpPraHHU3AIMK BBICIICTO OOPAa30BAaHMS, OPTAHHU3AIMH JOMOJHUTEIHHOTO
npodeccruoHaabHOro o0pazoBanus; (B pea. PenepanbHoro 3akona ot 02.07.2013 N 185-D3)

3) HAaY4YHO-UCCJICAOBATCIILCKUC OpraHU3alnu.

4. KnuHuueckue UCCleOBaHMsI JIEKAPCTBEHHOTO Ipenapara JJii MEIUIUHCKOTO INPUMEHEHUs
IIPOBOJATCS HA OCHOBAaHMM pa3pelleHUs] Ha IMPOBEACHUE KIMHUYECKOro HCCIeI0BaHUs
JIEKapCTBEHHOI'0  Ipenapara, BbUIAHHOIO  YIOJHOMOYEHHBIM  (pelepajbHbIM  OPraHoM
UCTIOJHUTENIHOM BJIACTH. YTIOJHOMOYEHHBIN (elepanbHblil OpraH HCIOJHUTEIBHOW BIACTH
BEIET pEEeCTp BbLIAHHBIX pAa3pelICHU Ha MpPOBEJEHUE KIMHUYECKHX HCCIeA0BaHUN
JIEKapCTBEHHOI'O Ipernapara, COAEp Kalluil yKa3aHWe Ha UX LeJIb WIM LIEJU, B YCTAaHOBJIEHHOM
3TUM opraHoM mnopszake. (B pea. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 13.07.2015 N 241-®3)

5. Yacte yrpatuna cuiy. (B pea. ®exepansHoro 3akona ot 22.12.2014 N 429-d3 (pen. ot
13.07.2015))

6. K opranuzanuu npoBefeHMs] KIMHUYECKUX MCCIIEIOBAHUM JIEKApCTBEHHOIO INpenapara it
MEAUIIMHCKOTO0 MPUMEHEHUS pa3pabOTUMKOM JIEKapCTBEHHOT'O IpernapaTa MOTYT MPUBJIEKAThCS
IOPUIMYECKHUE JIMIA JIH000H OpraHu3alMOHHO-NIPAaBOBON (OpMBI MpU yCIOBUU OOecHeueHHs
COOTBETCTBUS 3TUX UCCIIEI0OBaHUN TpeOOBaHUAM HacTosiero denepanbHOro 3aKOHa.

7. KnuHuueckue MCClIeOBaHMsl JEKApCTBEHHBIX IIPENapaToB AJI MEIAWLHUHCKOIO INPUMEHEHUs
IMPOBOAATCA B MCEOUIITMHCKHUX opraHu3anusiax, AKKpPECAUTOBAHHBIX YIIOJIHOMOYCHHBIM
(benepaabHBIM OpPraHOM HCIOTHHUTEIBHOM BIACTU B MOpPsAKE, yCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccutickoii denepanuu.

8. HepequL MCEIHUIIMHCKHUX opraHmauHﬁ, HMCIOOIUX IIpaBO MPOBOJAUTH KIMHHUYCCKUE
HCCIICAOBaHUA JICKAPCTBCHHBIX TIIp€HapartoB I MCAUIHWHCKOIO NPHUMCHCHUSA, U PECCTP
BbIJJTAHHBIX pazpemeHMfI Ha TMPOBECACHHUEC KIMHUYCCKUX I/ICCHe}IOBaHI/Iﬁ JICKApCTBCHHBIX
npemnapaTron OHy6J’II/IKOBBIBaIOTC}I U PasMCIIarTCA YIOJIHOMOYCHHBIM (I)C,I[epaJ'IBHBIM OopraHoM
HCIIOJIHUTEILHON BJIACTH B YCTAaHOBJICHHOM UM IOPAJKE Ha CBOEM OCbI/IHI/IaIH)HOM calTe B CeTU
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"NuTepuer".

Cratbs 39. Penienne o npoBeieHUH KIMHUYECKOT0 MCCJIEI0BAHMS
JIEKAPCTBEHHOT0 NMpenapara JJjisi MeIUIMHCKOro NpuMeHeHus (B
pen. ®exepanbHoro 3axkona or 22.12.2014 N 429-®3 (pea. oT
13.07.2015))

1. Kiimanueckoe HCCIICAO0BAHUE JICKAPCTBECHHOI'O IIp€riapara JJid MCAUIHWHCKOI'O ITPUMCHCHUA
IMpOBOAUTCA Ha OCHOBAHUH pa3pCHICHUA Ha MNOPOBCACHUC KIIMHUYCCKOI'0 MCCICIOBAHUSA
JICKaApCTBCHHOI'O Imperapara, BBIJAHHOI'O YIIOJIHOMOYCHHBIM (bCHGpaHBHBIM OpraHomM
HUCIIOJHUTEILHON BJIACTH IIO pe3yjbTaTaM BKCHCPTU3BI OOKYMCHTOB, HGO6XOI[I/IMLIX JJIA
MOJIYUYCHHUA Pa3pClHICHUS Ha IMPOBCACHHUEC KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOTO
npciiapara u ATUYECKOM OKCIICPTHU3LI.

2. Jlns mosydeHusi pa3penieHus: Ha MPOBEACHUE KIMHUYECKOTO UCCIEAOBaHUS JIEKapCTBEHHOTO
mpemapaTta s MEIULMHCKOTO MPUMEHEHHs 3asBUTENb MPEACTABISET B YINOJIHOMOYEHHBIN
(benepanbHBIA OpraH UCMOTHUTENBHON BIACTH:

1) 3as4BJICHUC O BblJAAa4C paspCliCHUs Ha IIPOBCACHUC KIMHHUYCCKOIO HCCICIOBAHUA
JICKaApCTBCHHOI'O IIpfIiapara AJid MCIUIUMHCKOI'O IIPUMCHCHU A

2) KOIMU JAOKYMEHTOB, MOATBEPKIAIOIINX YIUIATy TOCYJapCTBEHHOM MOIUIMHBI 3a MPOBEICHUE
9TUYECKON KCIIEPTU3bI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN Ipenapar Uil OJy4eHus
paspellieHuss Ha IPOBEACHHE KIMHHYECKOTO HCCIECAOBAHMS JIEKApCTBEHHOIO IIpemapara Ui
MEIULMHCKOIO TPUMEHEHHUSA, 3a BblJAa4y pa3pelleHUus Ha IPOBEACHUE KIMHUYECKOIO
HCCIEA0BAHMUS JIEKaPCTBEHHOTO Ipernapara Juisi MEIWIMHCKOIO IPUMEHEHUs, 3a IIPOBEJICHHE
JKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIN IIpenapar Ui IOJIy4eHHUS paspelieHus Ha

IMPOBCACHUC MCKIAYHApPOAHOI' O MHOT'OLICHTPOBOI'O KIMHHUYECCKOTI'O HUCCICIOBaHUA
JICKApCTBCHHOT'O IIpfcIiapaTa il MCAUIHUHCKOrO IMPUMCHCHUA, 3a BbIAa4y pa3pClICHUd Ha
IMPOBCACHUC MCKIAYHApPOAHOI' O MHOT'OLICHTPOBOI'O KIMHHUYECCKOTI'O HUCCICIOBaHUA

JIEKApCTBEHHOT'0 Tpernapara sl MEIULUHUHCKOTO MNPUMEHEHHUs, 3a IPOBEICHHE 3THYECKOU
OKCMEPTU3BI, OKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM mpernapar g IOJyYeHUs
pa3spelieHuss Ha  MPOBEJIECHUE  TOCTPETMCTPALMOHHOTO  KJIMHMYECKOTO  UCCIEIOBAHUS
JIEKApCTBEHHOTO TIpernapara Jis MEAMIIMHCKOTO MPUMEHEHHS, 3a BbIIauy pasperieHus: Ha
MPOBEACHUE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO UCCIEI0OBAHMS JIEKAPCTBEHHOTO Ipenapara
TSl MEAMITUHCKOTO nipuMeneHus; (B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

3) IMPOTOKOJI KIIMHUYCCKOI'0 HCCICIOBAaHUA JICKAPCTBCHHOI'O IMpfcliapara Mg MCIUIIUHCKOI'O
MMPUMCHCHUS

4) GpormIopy UCCIIeI0BaTeNs;
5) UH(pOPMAIIMOHHBIH JUCTOK MallMEHTa;

6) cBeaeHUsT 00 OMbBITE PadOTHI UCCIEAOBATENICH IO COOTBETCTBYIOIIUM CHEIUATBLHOCTSIM U HX
OITbITE pa6OTBI 10 IPOBCACHUTIO KIIMHUYCCKUX I/ICCJ'Ie)IOBaHI/II\/'I;

7) CBCACHUA O MCIUMIHMHCKUX OpraHu3aluiax, B KOTOPBIX MPCANOJaracrcia IpPOBECACHUC
KIIMHUYCCKOIro HMCCICAOBAHUA JICKAPCTBCHHOI'O Ipfcrapara 4 MCEIUIOHWUHCKOIO IPUMCHCHUA
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(mommHOE W COKpaleHHOE€ HaWMEHOBAaHMS, OpraHU3allMOHHO-TIpaBoBas (opma, MecTo
HAXOXJICHUS U MECTO OCYIIECTBIICHUS NEATEILHOCTH, TenedoH, Tenedakc, aapec MeKTPOHHOU
MOYTHI KAXKJI0M MEAUIIMHCKON OpraHU3allim);

8) cBemeHUs O MPEANOJIAraéMbIX CpPOKax MPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOTO MperapaTa i MEIUIUHCKOTO MPUMEHEHUS;

9) KOITMIO OI0roBopa 00513aTEILHOIO CTpaxoBaHUs, 3aKIIFOYCHHOI'O B COOTBETCTBHUH C TUIIOBBIMU
ImpaBUJIaMH 00513aTEIHLHOTO CTpaxoBaHHA, C YKA3aHUCM HpCI[CJIBHOfI YHUCJICHHOCTH IIAallMCHTOB,
Y4acTBYHOIIHUX B KIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpf€riapara A MEAUIMHCKOT'O
IIPUMCHCHUS

10) nrdOpMaIHIO 0 COCTaBE JICKAPCTBEHHOTO IIperapara Jyisi MeJUIIUHCKOTO MPUMEHEHUS;

11) 1OKyMeHT, COCTaBJICHHBIM MPOU3BOAUTENEM JEKApPCTBEHHOI'O Ipenapara A MeAULUHCKOrO
NPUMEHEHUST U COJAEpXKAlMM [OKa3aTeau (XapakTepUCTHKH), a TakKe CBEJIEHUs O
JIEKApCTBEHHOM IIpernapare i MEAULIMHCKOIO IPUMEHEHHUs, IPOU3BEACHHOM [ IIPOBEICHUS
KJIIMHUYECKUX UCCIIEIOBaHMI;

12) cBeneHus o jaTe MPEJOCTABICHUS ¥ PETUCTPAIMOHHOM HOMEPE JIMIICH3UU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB B CIydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOIO Iperapara
ocymectBisiercss B Poccuiickoit ®depepauuu, WM CBeNEHHS O JaTe€ MPEJOCTABICHUS U
PETUCTPAIIIOHHOM HOMEpE 3aKJII0YEHUS O COOTBETCTBHHM IPOW3BOAMTEINS JIEKAPCTBEHHOTO
npenapara  TpeOOBaHUSM  TNpaBWI  HAJISKAIEH  NPOU3BOJICTBEHHOH  IPAaKTHKH,
npeaoCTaBJICHHOTO YIOJHOMOUYCHHBIM OpraHoM CTpaHbl MPOU3BOAMTECIIA JICKAPCTBCHHOI'O
npenapara. (B pen. ®enepanbhbix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2.1. B cnydae HempeACTaBIEHHs C 3asABICHUEM O BBbIJAY€ pa3peliCHUs Ha IPOBEICHUE
KJIMHUYECKOTO HCCIIEIOBAaHUS JIEKApCTBEHHOrO Ipemnapara A MEAMIMHCKOrOo MPUMEHEHUS
JOKYMEHTOB (CBE/I€HUH), MOATBEPXKIAIOIINX YIJIATY TOCYAapCTBEHHONW MOUUTMHBI M YKa3aHHbBIX
B MYHKT€ 2 4YacTH 2 HAaCTOsIENH CTaThbu, a TaKXe BbIIaBAEMbIX (MPEAOCTABISIEMbIX )
YIIOJIHOMOYEHHBIMU  (pe/iepalbHBIMM  OpraHaMH  HCHOJHUTEIBHOM  BJIACTH  JOKYMEHTOB
(cBemeHuit), yka3aHHBIX B TyHKTe 12 dYacth 2 HACTOSIIEH CTaThbH, YIOJIHOMOYECHHBIN
(benepanbHbI OpraH UCHOJIHUTEIBHOM BIIACTH 3alpallluBaeT YKa3aHHbIE JOKYMEHTHI (CBEJCHUS)
B INOPSAJKE MEXBEIOMCTBEHHOI0 MH()OPMAIIMOHHOTO B3auMOJIeHCTBUSA. (B pea. DenepaibHOTO
3aKk0Ha oT 27.12.2019 N 478-®3)

3. B cpok, He mpeBbIIAOMINNA MATH paboyuX AHEW CO JIHS MPHUHATHS YKA3aHHOTO B MyHKTE |
YacTH 2 HaACTOAIIEH CTaThU 3aABICHHUS U HEOOXOAMMBIX JIOKYMEHTOB, YHOJIHOMOYEHHBIH
(benepanbHbIi OpraH UCMOTHUTEIBHOMN BIIACTH:

1) mnpoBOIUT TMPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEIEHUH, CoJep)Kaluuxcs B
MIPEACTABJICHHBIX 3asIBUTENIEM TOKYMEHTaX;

2) NpUHUMAET PeleHUE O MPOBEACHUH SKCIEPTU3bI TJOKYMEHTOB JJIsl OJyUEHUs pa3pelieHus Ha
MIPOBEACHUE KIMHUYECKOIO HCCJIEAOBAHMS JIEKAPCTBEHHOIO IIpemapara Aid MEOUIUHCKOIO
NPUMEHEHHS U 3TUYECKOM SKCIepTU3bl Wi 00 OTKa3e B MPOBEICHUH YKa3aHHBIX SKCIEPTH3;

3) yBemomisieT B SJIEKTPOHHOHN (hopme MM Ha OyMa)KHOM HOCHUTENE 3asBUTENSI O MPUHATOM
pemieHny OO B clyyae MPUHATHS PElIeHUs 00 OTKa3e TakkKe C yKa3aHWEM MPUYUH TaKOTro
0TKa3a;
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4) IIOATOTAaBJIMBACT W HAIIPABJIACT B I3KCIICPTHOC YUPCIKACHHEC M COBECT II0 OTHUKC 3aJaHHUC Ha
IMPOBCACHUEC COOTBETCTBYIOINX SKCIICPTHUS.

4. B ciy4ae BbISBICHHSI HEMOJIHOTHI U (MJIM) HEJOCTOBEPHOCTH MH(OpMAIINH, CollepKalleiics B
MPEJICTABICHHBIX  3asBUTENIEM  JIOKYMEHTaX, VYIIOJTHOMOYCHHBIH  (enepaiapbHBIi  OpraH
WCIIOJIHUTEILHOM  BIIACTH  HAMpaBiIIeT 3asBUTENIO 3alpoc 00 YTOYHEHHUU YKa3aHHOU
uHpopmanuu. [laHHBIA 3ampoc MOXKET OBITh TepeJaH YIOJTHOMOYCHHOMY TMPEICTaBUTEIIO
3asBUTENS JIMYHO TMOJI PACIKCKY, HAlpaBJ€H IO IOYTE 3aKa3HbIM MMHUCbMOM WJIM NEPEaH B
ANEKTPOHHOU (PopMe MO TEICKOMMYHHKAIMOHHBIM KaHajaM CBsi3H. B cilydae HampaBlieHUs
JAHHOTO 3arpoca IO IOYTe 3aKa3HbIM IMHCbMOM OH CUMTAETCS IOJIYYEHHBIM IO HCTEUEHUU
IIECTH JTHEU C JaThl HANPABJICHUS 3aKa3HOTO MHUChMa. 3asSBUTENb 00s3aH MPEICTAaBUTh OTBET HA
3arnpoc ymoJHOMOYEHHOTo (efepalbHOr0 OpraHa HCIOJHUTEIbHON BJIacTU B CPOK, HE
MIPEBBIIAIOIINNA JEBIHOCTa PaboUnX JIHEH co JHs ero noimydeHus. Cpok, yka3aHHBIA B 9acTH 3
HacTOsIIEN CTaTbM, [PUOCTAHABIMBAETCA CO JIHS HANpPaBJICHHUS 3aiBUTENIO 3aIlpoca
VIIOJTHOMOYECHHOTO (PeIepalIbHOTO OpraHa HCIIOJIHUTEIBHONW BJIACTH IO JHS IOJIYUYCHUS HM
COOTBETCTBYIOIIETO OTBETA M HE YUMUTHIBACTCS [PU HCUUCICHUU CPOKA MPHUHATHUS
YIIOJTHOMOYCHHBIM (efiepaibHbIM OPraHOM HCIOJIHUTEIBHON BIACTH PEIICHUS O TPOBEIACHHUH
JKCHEpPTU3bl JIOKYMEHTOB [UIsl TMOJYYEHHUs pa3pelieHus Ha MPOBEACHHE KIMHUYECKOIO
HCCIeA0BaHMs JIEKaPCTBEHHOTO Ipenapara Jijisi MEAUIUHCKOrO IIPUMEHEHHUS.

5. OcHoBaHumeM /i OTKa3a B TMPOBEICHUU OSKCHEPTH3bl JOKYMEHTOB JUIsl TOJTY4YEHUS
paspelnieHuss Ha MPOBEACHUE KIMHMYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO Ipernapara i
MEIHUIMHCKOTO MPUMEHEHUS U ITUYECKOW SKCIEPTHU3BI SBISETCS MPEICTABICHUE JOKYMEHTOB,
MPETIyCMOTPEHHBIX YAaCThIO 2 HACTOSAIIEH CTaThd, B HEMOIHOM OO0bEeMe, HENpeCTaBIICHUE
3asBUTEJIEM B YCTAHOBJICHHBIA CPOK OTBETA HA YKa3aHHBIN B 4acTU 4 HACTOSIIEH CTaTbH 3a1poC
YIIOJTHOMOYEHHOTO (efepanbHOr0 OpraHa HCIOJHUTENBHOM BIACTH JHOO OTCYTCTBHE B
MPEACTABICHHBIX JOKYMEHTAaX HMCYEPIIBIBAIONIETO IMepeyHsi HeoOXoauMon WHOOpMAIUU WIH
uH(popMaluK, KOTOpas MOJDKHA OBITh OTpak€Ha B HHUX, a TakKe OTCYTCTBHE HH(OpMaiuw,
MOATBEPKIAOMIeH (aKT yIaThl TOCYIApCTBEHHOW TMONUIMHBI 32 TPOBEICHHE STHUUYECKOU
OKCIEPTU3bl, OKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar il IOJYyYEHHUs
pa3penieHuss Ha IPOBEACHUE KIMHMYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO IIpenapara i
MEIUIMHCKOTO TPUMEHEHHUs, 3a BblJAYy pa3pelieHrsT Ha IPOBEACHUE KIMHUYECKOIO
HCCJICIOBAHUS JIEKQPCTBEHHOrO Mpemnapara sl MEAUIHUHCKOrO NMPUMEHEHHS, 3a MPOBEICHHUE
JKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Mpernapar i IMOJIYYEHHs] pa3pelieHus Ha

IMPOBCACHUC MCKIAYHAPOAHOI' O MHOT'OLICHTPOBOI'O KIMHHUYECKOI'O HUCCICIOBaHUA
JICKApCTBCHHOT'O IIpfcliapara il MCAUIHUHCKOrO IMPUMCHCHUA, 3a BbIAady pa3pCHICHUA Ha
IMPOBCACHUC MCKIAYHApPOAHOI' O MHOT'OLICHTPOBOI'O KIMHHUYECCKOTI'O HUCCICIOBaHUA

JICKApCTBCHHOI'O TIIpfliapara I MCIUIUHCKOrO IPHUMCHCHHA, 3a IIPOBCACHUC 3THUYECKOM
OKCIICPTU3BI, OKCICPTHU3BI JOKYMCHTOB Ha HeKapCTBeHHBIfI npemnapar g IMMOJYYCHUA
paspeuicHu-d Ha IIPOBCACHUC MOCTPECTUCTPATUOHHOT O KIMHHUYCCKOI'O HCCICA0BaHNA
JICKApCTBCHHOT'O Ipfrapara Ml MCEAUIOHUHCKOro IMPUMCHCHUA, 3a BblAady pa3pClICHUA Ha
MMPOBCACHUC TTOCTPETUCTPALUOHHOI'O KIIMHUYCCKOT'O0 UCCICAOBAHUSA JICKAPCTBCHHOI'O IIpCriapaTra
I MEAUIUHCKOT'O ITPUMCHCHMU .

6. HpOBCI[CHI/IC OKCIICPTHU3bl JOKYMCHTOB IJId TOJYYCHUS pa3pClICHHA Ha IIPOBCACHHUC
KIIMHUYCCKOIro HUCCIICAOBaHUA JICKAPCTBCHHOI'O Ipfrapara Iy MEAUIHUHCKOro IMpUMCHCHHUA U
3THYECKOU 9KCIICPTU3BI, COCTABJICHUC KOMHCCHEHN OKCIICPTOB U COBCTOM I10 3TUKC 3aKJII0YCHUN O
BO3MOXHOCTH HWJIM HCBO3MOXHOCTU TMPOBCACHHA TaKOIro KIMHUYCCKOrO HMCCICIAOBAHUA U



HalpaBJIeHUE 3TUX 3aKIIOYEHUN B YIOJIHOMOYEHHBIH (enepaabHblii OpraH HCHOJIHUTEIbHON
BJIACTU OCYILIECTBISIOTCS B CPOK, HE MPEBBINIAIONMN TpuAUATH pabouumx JHEH co JHS
IIOJyYEHHsI SKCIEPTHBIM YUPEKIACHUEM 3aJjaHHs YIOJIHOMOYEHHOTO (elepabHOro OpraHa
HCIIOJIHUTEJIBHON BJIACTU C MPUIOKEHUEM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 n 11
YacTH 2 HACTOSILEH cTaThbH, U COBETOM IO 3THUKE 3aJaHMs YIOJIHOMOYEHHOTro (heaepanbHOro
OpraHa MCIIOJIHUTEIbHON BJIACTH C IPUJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3 - 6, 8 u
9 yactu 2 HacTOsILEN CTaTbHU.

7. B cpok, HE MPEBBIMIAIONINHN MATH padOYNX JTHEH CO THS MOTYYCHUS 3aKIFOUCHUH, yKa3aHHBIX
B 4aCTH 6 HACTOALICH CTaThU, YIOJTHOMOUYCHHBIN (peepanbHblil OpraH UCIIOJTHUTEIBHONW BIACTH:

1) OCYHIECTBIACT OLCHKY IOCTYIIMBIINX 3aKIIFOYCHUM OJI1 onpeaAcICHUA HMX COOTBCTCTBHUA
3aaHUAM Ha IMPOBEACHHUE COOTBETCTBYIOIIUX SKCIICPTHU3;

2) mpUHHMMAaET pEelIeHHE O BblJaue pa3pelleHus Ha MPOBEICHHE KIMHHYECKOTO MCCIEeI0BaHUs
JIEKapCTBCHHOTO TMpernapara I METUIIMHCKOTO TPHMEHEHWs WM 00 OTKa3e B BbIJade
YKa3aHHOT'O Pa3peLICHHUS;

3) BbIAET pa3pelieHHe Ha IMPOBEJCHHE KIMHUYECKOTO HCCIEI0BaHUs JIEKapCTBEHHOIO
mpemnapara i MEAMIWHCKOTO TPUMEHEHHUS WM pelleHre 00 OTKa3e B BbIJa4e YKa3aHHOTO
pa3penieHus ¢ yKa3aHueM IPUYMH 0TKas3a.

8. OcHOBaHUEM IJId OTKa3a B BbIJAYC pa3pCHICHUS Ha MPOBCACHNUEC KIIMHUYCCKOT'O NCCIICAOBAHMA
JICKApCTBCHHOI'O IIpCIiapaTa I MCAUIMUHCKOI'O IMPUMCHCHUA ABJISACTCA HAJIMYHUC 3aKIHOYCHHA
KOMHCCHUH DOKCICPTOB MM 3aKJIIOYCHUSA COBCTA IO I3THKE O HCBO3MOKHOCTU IIPOBCACHUA
KIIMHUYCCKOI'0O MCCICAOBAaHUA JICKAPCTBCHHOI'O IIpCliapaTta I MECAUIHUMHCKOI'O IIPUMCHCHUS I10
pe3yiibTaTaM MMPOBEACHHLBIX DKCIICPTU3, TPCAYCMOTPCHHBIX YaCThHIO 6 HaCTOHHlefI CTaTbH.

9. Pemienne 00 0TKaze B MPOBEAECHUU SKCIEPTU3BI JOKYMEHTOB JUIsl MTOJIyYE€HHUS pa3pelieHus Ha
MIPOBEACHUE KIMHUYECKOIO HCCICNOBAHMSA JIEKAPCTBEHHOIO IIpemapara Mid MEOULUHCKOIO
IIPUMEHEHHUsSI U ATUYECKOM dKCIEPTHU3BI U B BBIJAYE PA3pEIICHMs Ha MPOBEACHUE KIMHUYECKOTO
HCCIIeIOBAaHMsI JIEKAPCTBEHHOIO0 Mpernapara Ui MEJUIMHCKOIO IMPUMEHEHHs MOXET ObITh
00>kaJI0BaHO B MOPs/IKE, yCTAHOBJICHHOM 3aKOHO1aTenbcTBOM Poccuiickoit deneparum.

Crartba 39.1. DTnyeckas 3xcneprusa (B pea. PeaepajabHOro 3aKkoHa
or 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. DOtuueckas IKCIICPpTU3a IMPOBOAUTCA COBCTOM TIIO JOTHUKE, CO3JaHHBIM B IIOPAIKCE,
YCTAaHOBJICHHOM YIIOJJHOMOYCHHBIM q)eﬂepaHI)HI)IM OpraHom HCIIOJIHUTEILHOMN BJIaCTHU, B ICIIAX
BbIJa4M 3aKJIFOUYCHUA 00 TUYECKOM 000CHOBAHHOCTH BO3MOKHOCTH MMPOBCACHUA KIIMHUYCCKOI'O
HCCIICAO0BAaHUA JICKAPCTBCHHOI'O NIpCriaparta AJid MCAUIUHCKOTO ITPUMCHCHUS.

2. DKcnepraMu COBETa IO ATHKE MOTYT OBITh TMPEACTABUTEIN MEIUIMHCKUX OpTraHU3aIlNiA,
HAy4YHBIX OpTaHU3AIMKi, OO0Pa30BATENBHBIX OPraHU3alMi BBICIIETO O0pa30BaHUSA, a TaKKe
MIPEACTABUTENN OOIIECTBEHHBIX OpTraHU3AINMA, PEIIMTHO3HBIX OpPTraHU3aIui U CPEJCTB MaCCOBOM
uHpopmanuu. JlaHHBIE JKCHEPTHI HE MOJDKHBI HAXOAMTHCS B KaKOH-THOO 3aBHUCHMOCTH OT
pa3pabOTUHUKOB JIEKAPCTBEHHBIX MPEMApaTOB W APYTUX JIUI, 3aNHTEPECOBAHHBIX B pe3ybTaTax
ATUYECKOMN HKCIEPTU3HI.


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1097

3. Omnara ycinyr 3KCIEPTOB COBETAa II0 JTUKE OCYHIECTBIISIETCS Ha OCHOBAaHUU JOTrOBOPA,
3aKIIIOYCHHOI'0O MCXKAY YIOJHOMOYCHHBIM (bellepaHLHLIM OopraHomM HMCHOJHUTEIHHOMN BJIaCTH,
KOTOPBIM CO3[]aH COBET II0 3THKE, U HKCIEPTOM COBETa IO 3TUKE, 3a CyeT OOPKETHBIX
ACCUTHOBAHMM, MPEyCMOTPEHHBIX YIIOJIHOMOYEHHOMY (eiepaIbHOMY OpraHy UCHOIHUTEIBHOM
BJIACTH, KOTOPBIM CO3/aH COBET 110 3THUKE, B (hefiepalibHOM OIOJKETE Ha COOTBETCTBYIOLIUH IO/
Ha 00ecIieYeHHe ero AeATEeIbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaBurenscTBoM Poccuiickoit
denepauuu.

4. 3KCH€pTLI COBCTA IO 3TUKC HECYT OTBCTCTBCHHOCTH B COOTBCTCTBUU C 3aKOHOAATCIHLCTBOM
Poccuiickoit denepanumn.

5. CocrtaB coBera IO 3THUKE, IOJIO)KEHHE OO0 3TOM COBETE, MOPAJOK €ro JesTeIbHOCTH,
TpeOOBaHUS K KBATM(UKAIIMHA U ONBITY PaOOTHI 10 SKCHEPTHON OIIEHKE HAyYHBIX, MEAUIIMHCKUX
U OTUYECKMX AaCIIEKTOB KIMHMYECKUX MCCIECIOBAHUN JIEKAPCTBEHHBIX IPENapaToB Ui
MEIULMHCKOTO TNPUMEHEHUS, NPEIbABIIIEMBbIE K OJKCIEPTAM COBETAa II0 JTHKE, IOPSIO0K
OpraHu3aly W HPOBEAEHUS 3TUYECKOM 3KcrepTusbl, (GopMa 3aKIrOUYEHHUs] COBETa IO ITUKE
YCTAHABJIMBAIOTCS YIOJHOMOYEHHBIM (heiepaabHbIM OPraHOM MCIIOJHUTENbHON BiacTH. Yucio
IIpeJCTaBUTENIeH MEIUIIMHCKUX OpraHu3aluii He MOKET MPEBBIIIATh MOJIOBUHY OT OOIEro Yncia
JKCIIEPTOB COBETA 110 DTHUKE.

6. Uudopmanust o cocraBe coBeTa IO ITHKE, IJIaHAX €ro paboThl M TEKYIIEH AesITeTbHOCTU
pasmemiaercs Ha  OQUIMATBHOM  CaiiTe  YMOJHOMOYEHHOTo  (elepaJbHOro  OpraHa
WCTIOTHUTEJILHON BJIacTH B ceTu "MIHTepHeT" B yCTAaHOBJICHHOM UM IOPSIIKE.

Cratba 40. IIpoBeaenne KIMHUYECKOT0 UCCJIETOBAHUS
JIEKAPCTBEHHOT0 Mpenapara Jjisi MeIuIMHCKOr0 MPUMeHEeHUs

1. PykoBonuTenp MENULIMHCKON OpraHU3alliM, KOTOpas MPOBOJUT KIMHMUYECKOE HCCIIEJOBaHHE
JIEKapCTBEHHOI'0 TMpernapara i MEIUIUHCKOrO MPUMEHEHMs, Ha3HadyaeT MCCIe10BaTes,
OTBETCTBEHHOTO 3a MIPOBEICHUE TAKOTO UCCIIEOBAHUS U UMEIOIIETO JICUeOHYIO CIeUalbHOCTbD,
COOTBETCTBYIOIYIO IMPOBOJUMOMY KIMHUYECKOMY HCCIIEI0BAHUIO JIEKAPCTBEHHOIO Mpernapara,
CO CTakeM pabOTHl MO MporpaMMaM KIMHMYECKUX HCCIIEOBAaHUI JIEKApCTBEHHBIX MpenapaToB
HE MEHee YeM TPH T'0/la U IO €ro MPeUI0KEHUI0 Ha3HAaYaeT COUCCIIeA0BaTeNell U3 yuciaa Bpaden
3TOM MeIMIMHCKON opranuzanuu. (B pell. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen.
ot 13.07.2015))

2. HCCJ’IGI{OB&TCJ’IL OCYHICCTBIIACT BBI60p ManMEeHTOB, KOTOPBIC MO MCAUIMUHCKHUM IIOKA3aHUAM
MOTYT OBITh IMPUBJICYCHBI K Y4aCTUIO B KIIMHUYCCKOM HCCJICJOBAHUHN JICKAPCTBCHHOI'O IIpCriapaTa
A MEAUIUHCKOT'O ITIPUMCHCHU .

3. HccrnenoBarenb ¥ COHMCCIEAOBATENN JOJDKHBI OBITh O3HAKOMIIEHBI C pe3ylbTaTaMu
JOKJIIMHUYECKOTO HCCIEA0BaHUs JIEKAPCTBEHHOI'O CPEJICTBA, COJEpKalUMUCS B Oporiope
HcCceAoBaTeis, MIPOEKTOM IPOTOKOIa KIMHUYECKOTO UCCIEeI0BAHMS JIEKAPCTBEHHOTO IIpenapara
JUTST MEUITMHCKOTO TIPUMEHEHUS, pa3pad0TaHHBIM Pa3pabOTUNKOM JICKAPCTBEHHOTO Tpemnapara
WM UHBIM IOPUJAMYECKUM JIUIIOM, MPHUBJIEKAEMBIM K OpPTraHU3allid MPOBEACHUS KIMHUYECKOTO
WCCTIEOBaHUS JIEKAPCTBEHHOTO TIpernapara Uis MEAWIIMHCKOTO TPUMEHEHHS, W JPYyruMU
MaTepuagaMH TaKoro UCCIIeI0OBaHUS.
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3.1. PykoBoauTens MEIMIIMHCKON OpPraHW3alliy B CPOK, HE MPEBBIIIAIONTUN TpeX padounx IHEeH
CO JHS Hayaja MPOBEJECHUS] KIMHMUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO IperapaTra s
MEJIUIIMHCKOTO TMPUMEHEHHUs, CooO0IIaer o0 3TOM B YIOJHOMOYCHHBIM (eepalibHbIi OpraH
WCIIOTHUTEJIbHONW BJIACTH, BBIJIABIIMKA pa3pelleHHe Ha MPOBEACHUE TAaKOr0 HMCCIEIOBAHUS, IO
ycTaHOBIICHHOH UM opme. (B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

4. OpraHuzaiyy, OCYIIECTBISIOUINE OPTaHU3ALUI0 MPOBEACHUS KIMHUYECKOTO HCCIIETOBAHHS
JICKApCTBEHHOTO Tperapara JJisi MEAUIMHCKOTO TIPUMEHEHHUS U YKa3aHHbIC B YacTH 3 cTaThi 38
Hactosmero denepanbHOr0 3aKOoHA, B Clydae HEOOXOIMMOCTH BHECCHHS W3MCHCHHHA B
MPOTOKOJI KIMHHYECKOTO HCCIICJOBAHMS JICKAPCTBEHHOTO TIpenapara JUisi MEIMIUHCKOTO
MPUMEHEHHS COOOIIAI0T 00 3TOM B YIIOJIHOMOYEHHBINH (he/epanbHblii OpraH HCIOTHUTEIHLHON
BJIACTH, BBIJIABIINI pa3pelicHue Ha MPOBEACHUE TAKOTO MCCIIEAOBAHMS, MO0 YCTAHOBICHHON MM
dbopwme. (B pen. Denepanproro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma coOOUIEHHS O BHECEHHMHM W3MEHEHHHA B MPOTOKOJ KIMHUYECKOTO HCCIICTOBAHHS
JIEKapCTBEHHOT'O Ipernapara Jyuisl MEeJIUIUHCKOI0 MPUMEHEHUS JOJDKHA COJIEpKaTh CIEYIOLIHe
ceenenus: (B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

1) HauMeHOBaHWE, WJICHTU(PUKANMOHHBIA HOMEpP M JaTa MPOTOKOJA KIWHUYECKOTO
uccienoBanus; (B pea. PenepanpHoro 3akona ot 11.10.2010 N 271-D3)

2) nata BHECEHUs] U3BMEHEHUH B MIPOTOKOJ KIIMHUYECKOT0 UccienoBanus; (B pen. denepaibHOro
3akoHa oT 11.10.2010 N 271-®3)

3) HaMMEHOBAaHUE U MECTO HaXO0XKJ1eHus 3asaBUTeENs; (B pea. PenepanbHoro 3akoHa ot 11.10.2010
N 271-D3)

4) HauMCHOBaHKWE OpraHHW3allMU, PUBJICUCHHON Pa3pabOTUYMKOM JIEKAPCTBEHHOTO Iperapara K
OpraHM3alK IPOBEACHUS KIMHNYECKOIro HcciaeioBaHus (IIpu HaIM4KK); (B pen. PenepalibHOTO
3ak0oHa oT 11.10.2010 N 271-®3)

5) HAaMMCHOBAHUA U MECTAa HAXOXKICHUSA MCAUITNHCKUX Opl"aHI/I?;aHI/II\/’L B KOTOPLIX IMPOBOAHUTCA
KIMHHYECKOoe uccaenoBanue; (B pex. deaepansroro 3akona ot 11.10.2010 N 271-D3)

6) nata BbIIaYM pa3pelleHUs] Ha MPOBEJIeHHE KIMHUYECKOTO MCCIEOBaHHUS M HOMEp 3TOro
paspeurenus; (B pea. Penepanproro 3akona ot 11.10.2010 N 271-D3)

7) W3MeHEeHHs, BHOCUMbIC B MPOTOKOJ KJIMHHUYECKOTO HccienoBanus. (B pea. demepaabHOro
3akoHa oT 11.10.2010 N 271-®3)

5. B cpok, He npeBbIIaOMUN TPUAATH pad0YNX JHEH CO IHA MOJIy4YeHUs! YKa3aHHOTO B 4YacTH 4
HACTOSIIIEH CTaThU COOOILEHUs, YIOJHOMOYEHHBIH (enepaabHblii OpraH HCHOJIHUTENbHOM
BJIACTH pPacCMaTPUBAET 3TO COOOIIEHUE B YCTAHOBICHHOM UM IOPSIIKE ¥ MPUHUMAET pPELICHHE O
BHECCHUM M3MEHEHUN B IPOTOKOJI KIMHUYECKOI'O HUCCIIEIOBAaHMs JIEKAPCTBEHHOIO IIpemnapara
JUIS METUIIMHCKOTO TNpUMEHEHHs Win o0 OTKa3e BO BHECEHMM TakuX u3MeHeHui. llpu
pPaccMOTPEHUH COOOIIEHUSI 0 HEOOXOAUMOCTH BHECEHHUSI U3MEHEHUH B IPOTOKOJI KIIMHUYECKOTO
HCCIEA0BAHUS JIEKapCTBEHHOIO Mperapara Juisi MEJUIUHCKOIO MPUMEHEHHUS B LENAX OLEHKH
00OCHOBAHHOCTU MpPEJIaraéMbIX M3MEHEHUH M ONpeAeNeHUs CTENEeHW PUCKA Ui MAIMEeHTOB,
MPUHUMAIOIINX YYacTUe B KJIMHUYECKUX HCCIIEIOBAHUSIX, YIMOJIHOMOYEHHBIM (eepaibHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTH MOTYT IPUBJIEKATbCS SKCIEPTHI COBETA IO ATHUKE (B peil.
denepanbpHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))
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6. KiimHnyeckoe ucciaenoBaHue JEKapCTBEHHOIO Ipernapara A MEOULMHCKOIO IPUMEHEHUs
MO’KET OBITH IPUOCTAHOBJIEHO WJIN MIPEKPAILEHO, ECIIH B IIPOLIECCE €T0 MPOBEACHUS OOHApYyKEHA
OIIACHOCTb IS )KM3HH, 3J0POBBS IMALIUEHTOB. B cilyyae BO3HUKHOBEHUS ONIACHOCTH VISl KU3HHU,
310pPOBbS MTALIMEHTA, YYaCTBYIOLIETO B KIIMHUYECKOM MCCIIEJOBAHNH JIEKAPCTBEHHOIO IIpenapara
IUIe MEIMLMHCKOrO IPUMEHEHMsI, HCCIIe0BaTeNu O0s3aHbl NPOMH(YOPMUPOBATH 00 3TOM
PYKOBOAMTENI MEIULUMHCKOM OpraHM3aluyd M OPraHu3aldio, IIOJIYYUBIIYIO Ppa3pelICHUE
YIIOJIHOMOYEHHOr0  ()eepajJlbHOIrO  OpraHa HMCIOJHUTENIBHOW BJIACTM HAa OPraHU3alHio
IIPOBEACHUS  KJIMHHUYECKOIO HCCIIEIOBAaHMs JICKAPCTBEHHOIO Iipenapara. Pemenue o
IIPUOCTAHOBJICHUU  KJIMHUYECKOTO  HCCIENOBaHUS  JIEKAPCTBEHHOIO  Ipenapara A
MEIUIMHCKOrO MPUMEHEHUS] NIPUHUMAIOT PYKOBOJIUTENb MEIUIMHCKON OpraHu3auuu U (WiM)
OpraHu3alys, IOJlydyuBIIas  pa3pelleHue  YINOJHOMOUYEHHOro  (peAepalbHOrO  opraHa
HCIIOJIHUTEJIBHOW BJIACTM HA OPraHHU3alUI0 IIPOBEICHUs KIMHUYECKOTO MCCIIECIOBAHUS
JIEKapCTBEHHOI'O Mpenapara s MEJUIUHCKOrO IPUMEHEHHUs, PEIIEHUE O MPEKPAIEHUN TaKOro
WCCIICIOBAHMSI TPUHUMAET YIOJTHOMOYEHHBIN (pefiepaibHbIid OpTraH UCIOJHUTEIBHON BIACcTH Ha
OCHOBAHUU COOOILIEHUS B NMUCBMEHHON ()OopMe PYKOBOAUTEINS MEAMLIMHCKOW OpraHu3aluy WiIn
OpraHM3anusi, TMOJy4YuBIIas  pPa3pelIeHHE  YIOJIHOMOUYEHHOro  (efepaibHOro0  OpraHa
UCIIOJHUTEJIIBHOM BJIACTM Ha OPraHU3aluI0 IPOBENEHUS KIMHUYECKOIO HCCIENOBAaHUSA
JIEKapCTBEHHOI'O IIpernapara JUisi MEIULUHCKOTO IIPUMEHEHUS.

7. B cpok, He MpeBHILAOIUI NATH paboyuX THEW cO JHS 3aBEPILCHHS, TPUOCTAHOBICHHS HIIH
MNpeKpaliCHUus KIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara Ajisd MEAUILIUMHCKOT'O
NPUMEHEHHs, COOOIIEHHEe 00 3TOM HANpaBIseTCs OpPraHW3alMsIMU, YKa3aHHBIMA B 4acTH 3
cratbu 38 Hacrosimero PenepasbHOro 3aKOHA, B YIMOJHOMOUYEHHBIH (eaepanbHBIi OpraH
WCIIOJTHUTEJIFHOH BJIACTH TI0 YCTAaHOBJIICHHON UM popme.

8. dopma cooOIIeHUsT O 3aBEPUICHUH, MPUOCTAHOBICHUU WU TPEKPAICHUH KIUHHYECKOTO
HCCIIe/IOBaHMs  JICKAPCTBEHHOTO Iperapara Ul MEAWIMHCKOTO NPUMEHCHHS JIO0JDKHA
CO/IepIKATh:

1) wundbopmamuio O MEAUIMHCKOW OpraHu3allud WIM MEIUIMHCKUX OpraHu3alusiX,
MPOBOJMBIIMX JTAHHOE HCCIIEIOBAHUE;

2) omnMcaHue JaHHOTO UCCIIeI0BAHMS;

3) manHble uccnenoBarens (haMuius, UMs, OTYECTBO, MECTO PabOTHI, 3aHUMaeMasi JOKHOCTD,
CHEIHabHOCTh, CTaX PabOThl MO MpOrpaMMaM KIMHHYECKUX HCCIETOBAHHM JIE€KapCTBEHHBIX
MperapaToB, MepeueHb KIIMHUYECKUX UCCIICIOBAHHH JIEKAPCTBCHHBIX MPENIApaTOB, B KOTOPBIX OH
MpUHUMAN ydacTue (MepHoAbl y4acTusl) B KaueCTBE HCCIEAO0BATENs WIM COUCCIenoBaTens); (B
pen. ®enepanpHoro 3akoHa ot 11.10.2010 N 271-®3)

4) pe3ynbTaT JaHHOTO HCCIIEAOBAaHMS (3aBEpIICHUE, IPUOCTAHOBIICHHE WU IpPEKpalleHue
JAHHOTO HCCIEIOBAHUSA C YKAa3aHWEM MX IMPUYUH U BIMSIHUSA Ha OLEHKY €ro pe3ysbTaroB,
OO0IIyI0 OLIEHKY PHCKA M OXKUJAeMOMW IOJIb3bl OT MPUMEHEHUS UCCIEAYEMOrO JICKapCTBEHHOIO
npernaparta, a Takxke MnpernojaraeMple JanbHEeUIne 1eHCTBUSA).

8.1. Ilpu BeIIBICHUU GeaepaTbHBIM OPraHOM HWCIIOTHUTEIBHOW BIACTH, OCYIIECTBIISIFOIITUM
(GYHKIIMM 10 KOHTPONIO MW Haa3opy B cdepe 3ApaBOOXpaHEHHsS, HAPYIICHUN TMpPaBUI
HaJJIeXKalme KIMHUYECKOM TNPaKTHUKA TPU  TMPOBEICHUU KIMHUYECKOTO HCCIEA0BaHUS
JEKapCTBEHHOTO TIperapaTa, BIUSAIOMIMX HAa TMONHOTY W (WJIM) JOCTOBEPHOCTH JaHHOTO
KJIMHAYECKOTO HWCCIIeIOBaHUs, YyKa3aHHBIH ¢eaepalbHbli OpraH WCIOJHUTEIBHOW BIIACTH
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IIPUOCTAaHABIMBACT IPOBEACHHUE JAHHOTO KIMHUYECKOTO HCCIENOBAaHUS U BBIHOCHUT
MEIULMHCKOW OpraHu3alyy, B KOTOPOM IIPOBOAMUTCS JAHHOE KIMHUYECKOE HCCIIECIOBAHMUE,
npeanucaiue o0 yCTpaHEHUM BBIABICHHBIX HapylleHuil. IIpm HeycTpaHeHMH MeAMLIMHCKON
OpraHu3alMell BBIABICHHBIX HAPYIICHWM B YCTaHOBJICHHBIM B IIPEANMCAHUM CPOK yKa3aHHBIN
GbenepanbHbBIi OpraH MCIOJHUTEIbHON BJIACTH NPHUHUMAET peIIeHHEe O IpeKpalleHuu
IIPOBEACHUS KIMHUYECKOIO MCCIIECIOBAHMS JICKAPCTBEHHOI'O IIperapara W HalpabisieT B
(benepanbHbIl OpraH MCHOJHUTEIbHON BJIACTH, OCYLIECTBISIOIIMNA (YHKLIMU IO BbIpabOTKE U
peanu3ay ToCyAapCTBEHHOW MOJUTUKY U HOPMAaTHBHO-TIPAaBOBOMY PEryJIMPOBAaHUIO B cdepe
3paBOOXPAHEHUs, 3aKIIOYECHHE O BBIABICHMM IIPU IIPOBEIEHUU JIAHHOIO KIMHUYECKOTO
WCCIICIOBAHUSL HApYLICHUH NpaBUJl HALJICKANIEH KIMHUYECKOW MPAKTUKU Il TPUHATHS
pemwieHrst 00 OTMEHE pa3pellieHHs Ha OPraHU3alUi0 IPOBEACHUS JAHHOI'O KIMHUYECKOTO
HCCIEAOBAHUA C JaThl NPUHATHS PELICHUS O IPUOCTAHOBICHUU IIPOBENCHMS KIMHUYECKOIO

HCCeI0BaHMS JIEKapCTBEHHOTO mpernaparta. (B pea. PexepanbHoro 3akoHa ot 13.07.2015 N
241-D3)

9. VYnomHOMOYEHHBIH (eaepanbHbIii OpraH WCIOJHHUTEIFHONH BIIACTH OITyOJMKOBBIBACT |
pa3memiaer Ha cBoeM oduIHMaIbHOM caiite B cetH "MHTepHeTr" cooOmieHne o 3aBepUICHHUH,
MPUOCTAHOBIICHUHU WJIH MPEKPAICHUN KIMHHYECKOTO UCCIICIOBAHUS JISKApCTBEHHOT'O TperapaTa
A1 MCOAUIUHCKOIr0 NpruMEHCHUSA B CPOK, HC HpeBI)IHIaIOHII/IfI IIATHN pa60lmx IIHGI71 CO AHA €TI0
IMOJIYYCHUS, B YCTAHOBJICHHOM UM IOPAOKE.

10. YnonHoMo4eHHbIH (enepanbHblii OpraH UCHOJHUTEIbHON BIACTHU OCYILIECTBISET BEICHUE
peectpa uccienoBaTesiel, NPOBOASIIMX WJIM IPOBOJUBLIMX KIMHUYECKHE MCCIEIOBAHUS
JIEKapCTBEHHBIX  NPENaparoB Ul MEIULUHCKOTO IPUMEHEHHs, B COOTBETCTBHH C
YTBEP)KACHHBIMU KM IpaBWJIaMU U pa3MellaeT €ro Ha CBOeM O(UIMAIbHOM caiiTe B CETH
"MHTepHeT" B yCTAHOBJIEHHOM MM HOpsjAKe. YKa3aHHBI peecTp COAEpX HUT HH(OpMaIHIO,
IIPELYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSLIEH CTaThU.

11. Otuer o pe3ynabTaTax KIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOTO IIpernapara Jyis
MEIUIIMHCKOTO MPUMEHEHMsI COCTaBIISIETCS OpraHu3aluell, yKka3aHHOM B yacTu 3 cTaTbu 38
Hacrosero denepanbHOro 3aKoHa, HA OCHOBAHMU 3aKJIIOUYEHUIH MEIUIMHCKUX OpTraHU3alui,
MIPOBOJIMBIIMX 3TO MCCIIEJOBAHME, M MPEICTABISETCS B YIIOJHOMOYEHHBIN (eepaabHbIil Opran
UCTIOJHUTEJILHON BJIACTH, BBIIABIIMI pa3pelleHrne Ha IPOBEIEHUE 3TOT0 HCCIIeI0BaHus, B CPOK,
HE TIPEBBIAIOIIMN TpeX MeCAIEB CO JHS €ro 3aBepIICHUs, NPUOCTAHOBICHHUS WJIIH
IpEKpalleHusi, B TMOPSAAKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (elepaabHbIM OpraHoM
UCTIOJHUTENIBHOM BIAcTH.

12. Hapymienne mpaBuil HajJiexalled KIMHUYECKOW MPaKTHKHU, QanbcuUKaUsa pe3ylbTaToB
KJIMHUYECKOTO HCCIIEOBAaHUs JIEKAPCTBEHHOIO IpernapaTa sl MEIWLHUHCKOIO IPUMEHEHUs
BJIEKYT 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOAATEIbCTBOM Poccuiickoid
denepanui. (B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

13. Ilpm nmnpoBeneHUWHM KIMHUYECKOTO MCCIEAOBAHUS JIEKQPCTBEHHOrO TMpenapara st
MEIULUHCKOTO TNPUMEHEHHUs JOMYyCKaeTcss 3a00p Yy MAIMeHTOB OMOJIOTMYECKHUX MaTepHajoB
(0Opa3ibl OMOJOTHYECKUX KUAKOCTEH, TKaHEH, CEeKpeTOB M MPOAYKTOB KH3HEAESITEIbHOCTU
YeJI0BeKa, (DM3MOJIOTUYECKUX M TAaTOJIOTMYECKUX BBIJICJIEHUH, Ma3KOB, COCKOOOB, CMBIBOB,
MHUKpPOOPTraHW3MOB, OWMONCHMHBIN Marepuan) g ux usydeHus B Poccuiickoit ®enepanyu u
() 3a mpenenamu Poccuiickoit ®enepanuu. (B pen. enepansHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))
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14. Ilopsnok BBO3a B Poccuiickyro @denepanuio U BbIBO3a 3a npeaeiibl Poccuiickoit denepanun
OMOJIOTMYECKUX MAaTepHaliOB, TOJYYEHHBIX IPH MPOBEACHUH KIMHUYECKOTO HCCIICIOBAHUS
JEKAapCTBEHHOTO0  Tpemapara Ui MEAUIMHCKOrO  MPUMEHEHHUs,  YCTaHaBIIMBACTCS
IIpaButensctBoM Poccuiickoit @enepanuu. (B pen. PepepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

Cratba 41. JIoroBop o npoBeieHUH KIMHUYECKOT0 HCCJIETOBAHMS
JIEKAPCTBEHHOT0 Mpenapara JJjisi MeAMIMHCKOT0 IPUMEeHEeHUsI

1. KnuHuueckoe uccienoBaHue JISKapCTBEHHOI'O Ipenaparta JUlsi MEIULMHCKOIO IPUMEHEHUs
IIPOBOAUTCS B COOTBETCTBUM C JIOTOBOPOM O MPOBEACHUU KIMHUYECKOTO MCCIEA0BaHUS
JIEKapCTBEHHOI'0  Ipemapara s MEIULHUHCKOIO INPUMEHEHUs, 3aK/II0YaeMbIM  MEXIy
OpraHM3anel, MOJy4YMBHIEH pas3pelleHHe YIOJIHOMOYEHHOro  (eaepaqpHOro  OpraHa
UCIIOJHUTEJIHON BJIACTH Ha OpraHU3alMio IPOBEIECHUS TaKOTO UCCIIEAOBAHUS, U MEIULIMHCKOM
OpraHu3aiye, ocylecTBIAIONIEeH IPOBeIeHNE TAKOTO UCCIIE0BAHUS.

2. HOFOBOp O IIPOBCACHHUHU KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O IIpfliapara A
MCOAUITHUHCKOI'O IIPUMCHCHUS JOJIKCH COACPIKATD:

1) yCJI0BUA U CPOKH NPOBCACHUA JAHHOT'O UCCIICJOBAHUS;

2) OIIpCACIICHUC 061_]_[6171 CTOUMOCTH HPOTpaMMBbl JAaHHOI'O HUCCIICAOBAHUA C YKa3aHUEM CYMMBI,
npenHa:;HaanomeﬁCﬂ JJIA BBIIIIAT UCCIICA0BATCIAM, COUCCIICIOBATCIIAM,

3) OIIpCACIICHUC (I)OprI MpeaACTaBJICHHUA PE3yJIbTaTOB JaHHOI'O HCCIICOOBaHUA B
YHOJ'IHOMOLIGHHHﬁ cbe):[epaanblﬁ opran HWCIIOJHUTEIILHOM BIIACTH.

Crartba 42. DuHaHCOBOE 00eceUeHNEe KIMHUYICCKOI0
HCCJICI0BAHUSA JIEKAPCTBEHHOI0 Npenapara aJsi MeIUIHHCKOT0
NpUMeHEeHUs

®duHAHCOBOE O00ECIEUCHUE KIMHUYSCKOTO HCCJIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara I
MCIUIUHCKOT'O IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpencTB deaepanbHOro OIOKETA;

2) CpcaAcCTB OpF&HPBElLIPIIZ, MOJIYYUBHIUX PA3pCHICHUC HA OpPraHu3alli0 IPOBCACHUA NAHHOTO
HCCIICA0BaHNA, B COOTBCTCTBHUU C YCIOBUAMU NJOTOBOpPA O €TO0 IMPOBCIACHNUHU,

3) HWHBIX HC 3alIPCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit (Dez[epaum/l NCTOYHUKOB.

Cratbs 43. [IpaBa nanueHTOB, y4aCTBYIOIIUX B KIUHHUYECKOM
HCCJIeJ0BAHUM JIEKAPCTBEHHOI0 NMPenapara JAJs MeJIuIHHCKOT 0
NMpUMeHeHHsI

1. Yuyactme MalMCHTOB B KIMHHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O IIpfriapara Ijid
MCIUITUHCKOT'O IPUMCHCHUS ABJISICTCS ,I[06pOBOJ'IBHLIM.
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2. TanueHT WM ero 3aKOHHBIA TPEACTABUTENh TOJDKEH ObITh MHPOPMUPOBAaH B MUCHMEHHOM
dhopwme:

1) 0 JICKapCTBCHHOM IIpfriapare Il MCAUIHMHCKOI'O NPUMCHCHHA W CYIIHOCTH KIIMHHUYCCKOI'O
HCCICO0BAaHM 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) o 0e30MacHOCTH JIEKAPCTBEHHOrO Ipenapara JUisi MEIUWLIMHCKOTO TPUMEHEHHS, €ro
oxuaeMot 23pPEeKTUBHOCTH U CTENICHH PHCKA IS MAllUEHTA,

3) 00 ycloBHSX y4yacTusl NAlMEHTa B KIIMHHUYECKOM HCCIIEJOBAaHHH JICKAPCTBEHHOTO Iperapara
JUISL MEULIMHCKOTO IPUMEHEHNS;

4) 0 OCIIKM WK HEIAX W IMPOAOIKHUTCIBHOCTU KIIMHHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O
mnpenapara Jjisd MEAUIUHCKOI'O IIPUMCHCHU,

5) 0 JCHCTBHMAX MallMeHTa B cjIydac HCHIPCIABUACHHBIX B(b(i)eKTOB BJIMAHUA JICKAPCTBCHHOI'O
npceriaparta i1 MCAUIUHCKOI'O IPUMCHCHHA Ha COCTOSAHUC €TI0 3A0POBbA;

6) 00 YCI0OBHUAX 00513aTeILHOIO CTpaxOBaHUs JXU3HH, 3A0POBbA ITALIUCHTA,

7) O TapaHTHAX KOH(bI/I,Z[eHI_II/IaJ'IBHOCTI/I ydacTtuda IMalueHTa B KIIMHUYCECKOM HCCIICJOBAHUU
JICKaApCTBCHHOI'O IIpfIiapaTta JJisd MCIAUIMHCKOI'O IIPUMCHCHUA.

3. JoOpoBoibpHOE coOrJlacMe TanWeHTa Ha YYacTHe B KIMHHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O Tperapara il MEAUIIMHCKOTO0 MPUMEHEHUS MOJTBEPXKIACTCS €ro MOJMUCKHIO
WJIH TTOATHCHIO €T0 3aKOHHOTO MIPEICTaBUTENS Ha MHPOPMAITMOHHOM JINCTKE MAI[UeHTA.

4, ITamueHT UM ero 3aKOHHBIM MNpEACTAaBUTCIIb HUMECT IIPpaBO OTKa3aTbCsAd OT YYaCTHA B
KIIMHUYCCKOM HMCCIICAOBAHUU JICKAPCTBCHHOI'O IIplriapara Ajd MCOAUIMHCKOI0O NpUMCHCHHA Ha
JIFO0OH CTaauu MPOBEACHHA TAKOT'O UCCICAOBAaHMA.

5. IlpoBeneHre KIMHUYECKOTO MCCIEOBAaHUS JIEKAPCTBEHHOI'O MpernapaTa il MeIUILMHCKOro
MPUMEHEHHSI C YYacTHeM B KauyecTBE MAIMEHTOB JETEH JOIYCKAeTCs TOJBKO C COTJIacHs B
MUCBbMEHHON (popMe ux poautenei, ycbiHoBUTeNnei. Jletn Moryr paccMaTrpuBaThCcsi B KayecTBe
MOTEHIHAIBHBIX MAIMEHTOB TAKOTO MCCIEIOBAHUS, TOJIBKO €CIIM €ro MPOBEICHHE HEO0OXOINMO
JUI YKpETUICHHs! 310pOBbsl JIeTel WK NMPOPUIAKTUKN WH(EKIMOHHBIX 3a00J1€BaHUN B AETCKOM
BO3pacTe JIM0O0 eClIN IEIbI0 TAaKOTO MCCIICAOBAHUS SIBIISCTCS TOIyYCHHE JAHHBIX O HAWITy4IIeH
JI03UpPOBKE JICKApCTBEHHOI'O TpenapaTa [uid JedeHus Jered. B 3Tux cioydasx Takomy
UCCIIEJOBAaHUIO JOJDKHO IIPEIIECTBOBATh KIMHUYECKOE HCCIEIOBAaHHE JIEKApPCTBEHHOTO
mpenapara Ui MEIUIMHCKOTO TPUMEHEHUs Ha COBEpIICHHOJETHHX TIpaxJIaHax, 3a
WCKJTFOUYEHUEM CIIy4aeB, €CJIM HWCCIENYyeMbIi JIeKapCTBEHHBIM Mpernapar s METUIIMHCKOTO
NPUMEHEHHs TpEeAHAa3HAYeH MCKIIOYUTEIbHO JUIS HCIOJb30BaHUS HECOBEPIIECHHOJIETHUMHU
rpakaanamu. (B pea. @exepanpHoro 3akona ot 22.10.2014 N 313-P3)

6. 3anpeluaeTc;1 MMPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IpfriapaTta IJid
MCIUITUHCKOT'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAITUCHTOB!

1) HCTCﬁ-CHpOT )51 ,Z[CTGfI, OCTaBIIMXCS 0€3 IMOMEeUCHUS pOIlHTGJ'ICﬁ;

2) JKCHIIMH B IICPUOI 6CpeMCHHOCTI/I, JKCHIOMH B IMNICPpUOJ TPYAHOTO BCKApMIIMBAHUA, 3a
HUCKIIIOYCHHUEM CJIy4YaceB, CCJIM IMPOBOJUTCA KIMHHUYECCKOC HUCCICOAOBAHUEC JICKAPCTBCHHOI'O
npemnapara, MNpPCAHA3HAYCHHOI'0 [JISI YKa3aHHBIX JKCHIIWH, IIPpU YCIIOBUU HeO6XOI[I/IMOCTI/I
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noJydeHuss MH(OpMAIMK TOJBKO BO BpeMs IPOBEICHHS COOTBETCTBYIOIIUX KIMHHUYECKUX
I/ICCJIC[[OBaHI/II\/JI U IIPUHATHA BCCX HCO6XOZ[I/IMLIX MCp IO UCKIIKOYUCHUIO pHCKa HAHCCCHUSA BPCIAA
KCHIIIHE B MEPHOJ OEPEMEHHOCTH, )KCHIIIMHE B MEPUOJI TPYAHOTO BCKAPMIIMBAHUS, TUIOY WA
peOeHKY;

3) BOGHHOCHY)KalMX, 32 UCKIIOYEHHEM CIIy4aeB MPOBEACHHS KIMHHUYECKOIO MCCIIEI0BaHUS
JIEKapCTBEHHOTO TMpernapara, CIeMUaTbHO pa3paboTaHHOTO JJisi MPUMEHEHHS B YCIOBHUSIX
BOCHHBIX JICWCTBHH, YPE3BBIYANHBIX CHUTYyallud, MPOMOUIAKTHKHA W JICUCHUS 3a00JIeBaHHA H
MOPaXCHUH, TIONYyYEHHBIX B peE3yJbTaTe BO3JICHCTBUS HEOIATONPUATHBIX XUMUYECKUX,
OMOJIOTMYECKHX,  paJualuoHHbIX  (akTopoB.  KinmHHueckoe  HcclieJOBaHME  TaKOIoO
JIEKAPCTBEHHOT'O0 TMperapaTta MOXET TMPOBOAUTHCA C YyYacTHEM B KAauyecTBE IMallMEHTOB
BOCHHOCIYXAIIUX, 32 HMCKIIOUEHHEM BOEHHOCTYXAIIUX, MPOXOJSIIIMX BOCHHYIO CIYKO0y MO
MPU3BIBY, C COOMIOACHUEM TPEeOOBAHH, YCTAHOBICHHBIX HacTOAIMM DeaepanbHbIM 3aKOHOM B
OTHOIIEHUH TPAKIAHCKUX JIHII;

4) cOTpyTHUKOB ITPAaBOOXPAHUTEIbHBIX OPIaHOB;

5) nuil, OTOBIBAIONIMX HAaKa3aHWE B MECTaX JIUIICHUSI CBOOOIbI, a TAKKE JIUII, HAXOISIIUXCS O
CTpa)keH B CIICICTBEHHBIX U30JATOPaX.

7. HomyckaeTcsi MpoBeAeHUE KIMHUYECKOrO HCCIEIOBAaHUS JIEKApCTBEHHOIO IMpemapara i
MCIUIIMHCKOI'O MPUMCHCHUA, MPECAHAZHAYCHHOI'0 JIA JICUCHUA HCUXUYCCKUX 3a6OHeBaHHfI, C
y4yacTHEM B KauyecTBE NAIMEHTOB JHUI[ C ICUXUYECKHUMH 3a00JeBaHUSIMH, TMPU3HAHHBIX
HEJIEECIIOCOOHBIMU B TIOPSIIKE, YCTAaHOBJIEHHOM 3aKOHOJaTeIbCcTBOM Poccuiickoii deneparuu.
Knunuyeckoe wuccienoBaHue JEKapCTBEHHOTO Iperapara B 3TOM Ciy4yae MPOBOJUTCS MpHU
HaJIMYUU COTJIACUS B MUCbMEHHON (hOpME 3aKOHHBIX MPEICTaBUTENCH YKa3aHHBIX JIMII.

Cratps 44. QO0s13aTe/IbHOE CTPAXOBAHME *KU3HH, 3I0POBbA
MalMEeHTA, YY4aCTBYIOLIECI0 B KIMHUYECKOM MCCJICA0BAHUU
JIEKAPCTBEHHOT0 NMpenapara JJjisi MeIUIMHCKOro NpuMeHeHus (B
pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

1. Opranuzanys, NOJy4YWBLIas pa3pelieHHe Ha OPraHu3alMi0 IPOBEIEHUS KIMHHUYECKOTO
UCCIIeIOBAaHMsI JIEKApCTBEHHOTO TIpernapara Jjis MEAMIHMHCKOrO IpHUMEHEeHMs, o0s3aHa B
Ka4yeCTBE CTPAaxoBaTelsl CTPAaxOBaTh PUCK IPUYMHEHMS BpEa JKU3HH, 3/0POBBIO IMAIIMEHTAa B
pe3yabpTaTe IMPOBEACHHUS KIMHUYECKOIO MCCIEIOBAaHUs JIEKAPCTBEHHOIO IIpenapara i
MEIUIIMHCKOTO TPUMEHEHMs] 3a CBOWM CYET IyTeM 3aKIIYeHHs J0roBopa 0053aTelbHOro
CTPaxXOBaHMS.

2. OOBexkToM 0053aTEeTBbHOTO CTPAaXOBAaHUS SIBISETCS MMYIIECTBEHHBI HHTEpec MalueHTa,
CBA3AHHBIM C IPUYMHEHUEM Bpela €ro >KU3HU WM 310pPOBbI0 B pe3yibTaTe IPOBEACHUS
KJIMHUYECKOT'0 MCCIIEI0BAaHUs JIEKAPCTBEHHOIO IIpenapara st MEJUIUHCKOrO IIPUMEHEHHS.

3. CTpaxoBbIM cllydyaeM IO JIOTOBOPY 00s13aTENBHOIO CTPAXOBAHUS SIBISIETCS CMEPTh MalleHTa
WM yXYIUICHUE €ro 3J0POBbsi, B TOM YHUCIIE BIEKYIee 3a CO00i yCTaHOBIEHHE WHBAIUIHOCTH,
NPy HAIMYAW TPUUYAHHO-CJICACTBEHHOW CBSI3M MEXAY HACTYIUICHHEM JTOTO COOBITHS |
y4acTHEM TAI[UeHTa B KIIMHUYECKOM HCCIIEA0OBAHUH JICKAPCTBEHHOTO TIpemapara.
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4, Tpe6OBaHI/I5I 0 BO3MCHICHUHN BpE€aa, MNPUYMHCHHOI'O »XHN3HU HWJIHW 3J0POBHIO IIAlIMCHTA,
NpCABABIAIOTCA B TCUYCHUC CPOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX TI'pPaKIdaHCKHUM
3aKOHOJAaTCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIJIATHI ITO AOT'OBOPY 0053aTeNBLHOr0 CTpaxXOBaHUs COCTABIIACT!

1) B ciiydae cMepTH HalMEeHTa 1Ba MUJUIMOHA pyOJiel Ha KayKJ0ro MalMeHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI'O IIPErapara;

2) npH yXyAILIEHUU 3/I0POBBS MAIlEHTA:

a) ITOBJIEKIIIEM 3a CO00it YCTAaHOBJICHUC MHBAJIMAHOCTHU | Tpy1Iibl, OJUH MHUJUIMOH IATHCOT ThICAY
py6nel71 Ha  Kaxaoro IIannMcHTAa, Y4aCTBOBABILETO B KIIMHNYCCKOM HCCICOIOBAHHUHN
JICKApCTBCHHOT'O IIpfIiapara,

0) moBnekieM 3a co0oil ycraHoBieHue MHBanuaHOCTU || rpymmbl, onuH MHIUIHOH pyOsieit Ha
KQXJI0TO TMallMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIEJAOBAHUH JIEKAPCTBEHHOTO
npenapara;

B) MOBJEKIIEM 3a co00il ycraHoBieHue uHBanuaHoctu Il rpymnmel, msIThCOT THICSY pyOneit Ha
KQX/JIO0TO TMAalMeHTa, YYacCTBOBABIIETO B KIMHHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npenapara;

T') HE MOBJICKIIEM 3a COO0H YCTAaHOBJICHHSI MHBAUIHOCTH, HE 00Jiee YeM TpUCTa THICSY pyOJiei
Ha KaXJ0ro NalleHTa, y4YacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUHM JIEKaPCTBEHHOTO
npenapara, UCX0/sl U3 HOPMaTHUBOB, OTPAKAIOIIUX XapaKTeP U CTENCHb MOBPEKIACHUS 310POBbS,
a Takxke (PaKTUYECKU MOHECEHHBIX MallMeHTOM PacXO0B, BHI3BAHHBIX MOBPEKICHUEM 3J0POBbS,
Ha MEIUIMHCKYIO TTOMOIIb, TPHOOPETEHUE JIEKAPCTBEHHBIX MpenapaToB. (B pea. deaepanbHOTro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. Yacte yrpatuna cuiy. (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

7. CpOK A0roBopa 00s13aTeIbHOTO CTpaxOBaHUA HE MOKCT OBITh MCHEC, UCM CpPOK IPOBCIACHUA
KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCIlapara.

8. YcnoBus oroBopa 0053aTENBHOIO CTPaXxOBaHMs, B TOM 4YHCJIE CTPaXxOBble TapU(bl IO
00513aTeIbBHOMY CTPaxOBaHUIO, IEPEYeHb HEOOXOAWMBIX JIOKYMEHTOB Il OCYIIECTBICHHS
CTPaXxOBOM  BBIILIATBI,  IOPAJOK  YCTAHOBJIECHHsS  CTPaxoBaTeleM  HWHAUBUIYAIBHOTO
UACHTU(PUKAIIMOHHOTO  KOJa  MalUeHTa, TMOpsAJOK HHGOPMHPOBAHUS  CTpaxoBaTeleM
CTPAaXOBIIMKA O IMPHUBIICYEHHBIX K KIMHUYECKOMY HCCIEIOBAHMIO JIEKAPCTBEHHOI'O Iperapara
JUIS MEIULMHCKOTO NPUMEHEHMs NAIMEHTaX, MOPSAJOK YIUIaThl CTPAXOBOH MPEMHH, MOPSIOK
peaM3alMy ONpeAeseHHbIX HacToAmuM DenepanbHbBIM 3aKOHOM U JAPYTUMHU (enepaabHbIMU
3aKOHaMH IpaB U 00A3aHHOCTEH CTOPOH MO JOroBOpY 00S3aTENBbHOTO CTPAXOBAHUS, a TaKXKe
HOPMAaTHUBBI, OTPAXAIOIIHWE XAPAKTEp M CTENEHb MOBPEKICHUS 310POBbs, YCTaHABIMBAIOTCA

TUINOBBIMU TpaBWJIaMU 00s3aTeNbHOTO cTpaxoBaHus. (B ped. DenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9. B CIydyac TNpUYUMHCHHA BpCla KHU3HHU IMaUCHTA, Y4YaCTBOBABHICTO B KIIMHHYCCKOM
HUCCiICIJ0OBaHNHN JICKApCTBEHHOT'O nmpemnapara, BI)IFOJIOHpI/IO6peTaTeHHMI/I 1o J0roBopy
00s13aTeNBLHOTO CTpaxOBaHUA SBJIAOTCA TpaXJaHC, UMCIOIIUC MPaBO HAa BO3MCIICHUC BpCAa B
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clly4yae CMEpPTH KOpPMUIbLA B COOTBETCTBHM C TPaXIZAHCKUM 3aKOHOAATEIILCTBOM, IIpU
OTCYTCTBHM TaKMX I'PaXJaH - POAUTENIH, CYIIPYT, N€TH YMEPIIEro NalueHTa, y4aCTBOBABILIEIO B
KIIMHUYECKOM HCCJICIOBAHUM JICKAPCTBEHHOIO IIpernapara, B Clydae CMEpPTH IalMEHTa,
y4acTBOBABLIETO B KJIMHUYECKOM HCCIIENOBAHMM JICKAPCTBEHHOI'O IIpernapara U HE MMEBILIEro
CaMOCTOATEIIBHOIO JOXO0J4, - TpaXkJAaHe, Ha MKAMBEHUU KOTOPBIX OH HAXOAWICSH, B OTHOLUEHUU
BO3MEUICHUS] PACXOJOB HA IMOrpeOEHME TMalMeHTa, YYacTBOBABILEIO B KIMHUYECKOM
UCCIICI0OBAHUH JIEKAPCTBEHHOIO IIPEIapaTa, - JINLO, IOHECIIEE TAKUE PACXOBL.

10. CTanOBaH BbIIlJIaTa B CYCT BO3MCHICHHA BpClad, NPUYMHCHHOI'O JKWU3HU IIallUCHTA,
Y4aCTBOBABIICTO B KIMHHUYCCKOM HMCCIICAOBAHUHN JICKAPCTBCHHOI'O IIpC€Iiapara, paClnpeacisiCTCsa
MCXKIOY BBIFO,I[OHpI/IO6peTaTeJ'I${MI/I IMPOHNOPIHHUOHAJIBHO X KOJUMYCCTBY B paBHbIX JOJIAX.

11. Ilpu HaACTyIIEHMH CTPaxOBOIO clly4yas TMAalMeHT, Yy4aCTBOBABIIMN B KIMHUYECKOM
UCCIIEIOBAaHUH JIEKAPCTBEHHOI'O IIpermapaTa, BbITOAONPHOOpETaTeNb BIpPaBe MPEIbsSBUTH
HETIOCPEICTBEHHO CTPAXOBIIMKY TpeOOBaHWE O BO3MEIIEHUU MPUIMHEHHOTO Bpeaa. CTpaxoBas
BbIIIJIaTa OCYHIECTBJISIETCA CTPAXOBILIMKOM B TEUEHHWE TPUAUATH JHEH CO JHS IPEICTABICHUS
HEOOXOUMBIX JOKYMEHTOB. IlaleHT, ydJacTBOBaBIIMM B KJIMHUYSCKOM HCCIIEIOBAHUU
JIEKapCTBEHHOT'O Tpernapara, Wi BhIFOJONPUOOpeTaTens 0053aH COOOUIUTh CTPAXOBIIUKY IS
OCYIIIECTBIICHUS CTPAXOBOH BBIILJIATHl WHIWBHUIYAIGHBIN HICHTH(OUKANMOHHBIA KOJ TMAIUCHTA,
YCTaHOBJICHHBIN CTpaxoBaTelieM B COOTBETCTBUU C THUIOBBIMHU IpaBWJIaMU O005S3aTEIbHOTO
CTpPaxOBaHMSI.

12. HO IIOJIHOI'O OIIPCACICHHA pasMepa IMOMICIKAIICTO BO3MCIICHUIO BPCJad CTPAXOBIIUK II0
3a4BJICHUIO ITAaUCHTA, YYAaCTBOBABIICIO B KIMHHYCCKOM MCCICAOBAHNUN JICKAPCTBECHHOI'O
npciiapara, HJIX 3ajiBJICHUIO BLII‘OI[OHpI/IO6peTaTeJ'I$I BIIpaB€ OCYLICCTBUTHL YaCThb CTanOBOﬁ
BbIIIATBI, COOTBCTCTBYIOLIYIO (1)8.KTI/I‘I6CKI/I onpeneneHHoﬁ 4aCTUu IPpUIUMHCHHOI'O BpCa.

13. CrpaxoBasg BblIIJIaTa B COOTBETCTBUU C JIOTOBOPOM OO0S3aTE€IBHOTO CTPAaXOBAHHUSA
OCYILIECTBIISIETCS] HE3aBUCUMO OT BBIILJIAT, IPUUUTAIOIINXCS IO IPYTUM BHUJIaM CTPAaXOBAHHUS.

14. He AOIMYCKACTCA Yy4YaCTHC IManuveHTa B TPOBCACHUN KIMHUYCCKOIO HMCCIICA0BAHUA
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHHU JIOTOBOPA 0053aTEILHOTO CTPAaXOBAHUSI.

15. KoHTposib 3a HCIIOJIHEHWEM OpraHM3alMEl, MOJYYMBIIEH pa3pelIeHHE HAa OpraHU3aLUIo
MIPOBEJICHUS] KIMHUYECKOIO MCCIEI0BaHUs JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAULHUHCKOIO
NPUMEHEHMs], YCTAHOBJIEHHOM HACTOsIIeH cTaTbed OO0S3aHHOCTM MO  00s3aTeIbHOMY
CTPaxOBAaHMIO HU3HH, 3/10pPOBbs MAlEHTA, YYaCTBYIOUIETO (y4acTBOBABIIET0) B KIMHUYECKOM
HCCIIeIOBAaHUM JIEKAPCTBEHHOT'O Iperapara, OCYLIeCTBIsETCs YIOJIHOMOYEHHBIM (peepanbHbIM
OpraHOM HCIOJIHUTEJIbHOM BJAcTH, BBIAABIIMM pa3pelleHWe Ha MPOBEJEHUE KIMHUYECKHX
UCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB /Il MEAULIUHCKOTO IPUMEHEHUSI.

I'masa 8. IPON3BOACTBO U MAPKHUPOBKA
JIEKAPCTBEHHBLIX CPEJICTB

Cratbs 45. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHHSIM IpPaBUII
HaJuIexallel Mpou3BOJICTBEHHON MPAKTHKHU, YTBEPKACHHBIM YIIOJTHOMOUYEHHBIM (efepaibHbIM



OpraHOM HCIIOJIHUTEIbHONW BiacTu. (OCOOEHHOCTH Tepexojia IPOU3BOJCTBA OTAEIBHBIX
JIEKapCTBCHHBIX CPEACTB K WX MPOW3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMH TPABUI
HaJyIeKalleld MPOU3BOJACTBEHHOM NpPAKTUKKM ycTaHaBinuBaroTcs IIpaBurensctBoM Poccuiickoit
Oenepanun. Bblgaya 3akiiioueHU O COOTBETCTBUM IMPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSIM TMpaBUJ HaAJIEXKAlled TMPOU3BOJACTBEHHON MPAKTHUKU OCYHIECTBISETCA IO
pe3yiabTaTaM HWHCIEKTHUPOBAHUSI TMPOU3BOJUTEICH JIEKAPCTBEHHBIX CPEACTB B MOPSJIKE,
yctaHoBiieHHOM [IpaButensctBom Poccuiickoit ®enepaunu. PasMep mimatel 3a  BblAady
3aKJIIOYEHUSI O COOTBETCTBUU IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM MPABUII
HaJJIe)Kale MPOU3BOACTBEHHOM MPAaKTUKU ycTtaHaBiauBaeTcs [IpaButensctBoMm Poccuiickoit
@enepaunu. [lopsagok opraHuzanMy YW NPOBEIACHUS HHCIIEKTUPOBAHMS IPOU3BOJUTEINCH
JIEKapCTBEHHBIX  CPEICTB  HA  COOTBETCTBME  TPEeOOBaHHWSM  MpaBWI  HaJuIexkKallen
IIPOM3BOJICTBEHHON NpaKTUKKU ycTraHaBinuBaercs [IpaBurtenbctBoM Poccuiickoit denepanuu. (B
pen. @enepanbHbix 3aKOHOB OT 25.06.2012 N 93-®3, o1 22.10.2014 N 313-P3, ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

2. Ilpou3BojacTBO JeKapCTBEHHbIX cpeAcTB B Poccuiickoil dexepauuu oCylIECTBIsAETCS
MIPOU3BOJUTENIAMA  JIEKAPCTBEHHBIX CPEJICTB, MMEIOIIMMHU JIMLEH3UI0 Ha IPOU3BOJCTBO
JIeKapCTBEHHbIX cpeAcTB. lloaTBep)kaeHre COOTBETCTBUS JIMIEH3MATa MpaBUJIaM HajJlexallei
IIPOM3BOJICTBEHHOW MPAaKTHUKU OCYILECTBIISIETCS B paMKax JMIEH3MOHHOIO KOHTpOJIA B
COOTBETCTBUM C 3aKoHojaTesbcTBOM Poccuiickoit ®enepanuu ¢ ydeToM OCOOEHHOCTEH,
yKa3aHHbIX B yacTu | Hacrosuieil crtarbu. (B pel. PepepanbHbIX 3akoHOB oT 22.10.2014 N
313-@3, or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2.1. Jlns ueneit MUIIEH3UPOBAHUS IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB JIJISI MEAUILIMHCKOTO
NPUMEHEHUS W HMHCIEKTUPOBAaHHA CyOBEKTOB OOpAIleHUsl JIEKAPCTBEHHBIX CPEICTB Ha
COOTBETCTBHE TPEOOBAHMSIM MPABUI HAAJEXKAIIEH MPOU3BOJACTBEHHON MPAKTHKHU (heaeparbHbIN
OpraH  HCHOJIHUTEIBHOM  BJIACTH, OCYIIECTBIISIOIIANA TOCYJAApPCTBEHHYI)  PETHCTPAIUIO
JIEKapCTBEHHBIX MPEnapaToB IS MEAUIMHCKOTO NMPUMEHEHHUs, TPeaoCTaBiseT (enepalbHOMY
OpraHy WCIOJHUTEILHON BIACTH, OCYHIECTBIsOMEMY (enepaibHblii TOCYIapCTBEHHBIN
JIMUEH3UOHHBIA KOHTPOJIb JEATEIbHOCTH IO MPOU3BOJACTBY JEKAPCTBEHHBIX CPEACTB IS
MCOUITUHCKOI'O MPUMCHCHUA, 110 €ro 3arpocy B paMKax MEXBECIOMCTBECHHOI'O
MH(OPMALIMOHHOTO B3aUMOJICHCTBUSL B TMOPSAKE, YCTAaHOBIEHHOM (QelepalbHBIM OpPraHOM
WCTIOTHUTEJIPHOW BIJIACTH, OCYINECTBISIONIMM JIMIICH3UPOBAaHUE ITPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB AJII METUIIMHCKOTO MpUMEHEHUs, U (eAepalbHbIM OPraHOM HCIOJHUTENIBHON BIacTH,
OCYIIECTBJISIIONIUM  TOCYJApPCTBEHHYIO PETHCTPALMIO  JICKAPCTBEHHBIX IpenapaTroB s
MEIULUHCKOTO MPUMEHEHUS, CBEICHMS O JICKaPCTBEHHBIX CPEACTBaX, yKa3aHHbIE B 4YacTu 5
cratbu 18 HacTosmero denepanbHOro 3aKoHa, B TOM YMCJIE B Clydae, €ClIU TaKUe CBEJIEHUS
COCTaBIIAIOT KOMMEPUECKYIO TaiHy. (B pea. Penepansuoro 3akoHa oT 14.07.2022 N 311-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS C COONIOJCHHEM TpeOOBaHUM
MPOMBILJIEHHOTO PErJIAMEHTa, KOTOPBIA YTBEP)KIAETCS PYKOBOJAUTENEM MPOU3BOAUTEIS
JICKApCTBCHHBIX CPEACTB W BKIIIHOYACT B ceos MEPCUCHb HCIIOJIB3YCMBIX Q)apMaueBaneCKnx
CyOCTaHIIMI M BCTIOMOTATENBbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KAXKIOTO U3 HUX, JaHHBIC
00 KcIoyib3yeMoM 000pYy1I0BaHUH, ONKUCAHUE TEXHOJIOTUYECKOT0 IIpoIecca U METOA0B KOHTPOJIs
Ha BCEX dTanax MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEIICTB.

4. Ilpu mnpoOU3BOACTBE JIEKAPCTBEHHBIX IMpENnaparoB s MEIUIMHCKOTO MPUMEHEHUs
WCTIONB3YIOTCA  (DapMalleBTHYECKME CyOCTaHIIMHM, CBEICHHUS O KOTOPBIX COJAEp)KaTcs B
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rOCy/IapCTBEHHOM pPEecTpe JIEKapCTBEHHBIX CPEICTB AJII MEAMIIMHCKOTO MPUMEHEHUS U (WJIH)
€IMHOM  pEeecTpe  3aperMCTPUpPOBAHHBIX  JIEKAPCTBEHHBIX  CpeACTB  EBpasmiickoro
SKOHOMMYECKOTO CO03a, 32 UCKIIYEHHEM (papMalleBTUYECKHX CyOCTaHIUM, MPOU3BOAMMBIX
JUIS TIPOBEIEHUS KIMHMYECKUX HccielnoBaHuM M (wiM) ans skcnopta. Ilpu mpowusBoncTse
JIEKapCTBEHHBIX CPEJCTB JUISl BETEPUHAPHOTO MPUMEHEHHs HUCIONB3YIOTCA (hapMmalieBTHUECKHe
CyOCTaHIIMM, CBEJEHUS O KOTOPBIX COZIEPXKATCS B TOCYJAapCTBEHHOM DPEECTpE JIEKApCTBEHHBIX
CPEICTB AJIsi BETEPUHAPHOTO MPUMEHEHHU, U (WJIK) TOCYIapCTBEHHOM PEECTpe JIEKapCTBEHHBIX
CPEICTB s MEIMULMHCKOIO INPUMEHEHHs, U (WIM) €JUHOM DPEECTpPE 3aperuCTPUPOBAHHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX MpernapaToB EBpa3uiickoro 3KOHOMHYECKOIO CO03a, U (HJIN)
€IMHOM  pEeecTpe  3aperMCTPUpPOBAHHBIX  JIEKAPCTBEHHBIX  CpeACTB  EBpasmiickoro
SKOHOMMYECKOTO CO03a, 3a UCKIIYEHHEM (papMalieBTHUECKUX CYOCTaHIMM, MPOU3BOIUMBIX
JUTSI IPOBEJICHUSI KIIMHUYECKUX UCCIIeIoBaHn U (1iu) aiis skcrnopTa. K npoiieccy npou3BoicTBa
(dapmalleBTUUECKON CYOCTaHIIMM OTHOCATCA JIOOBbIe CTaJAMM TEXHOJIOTHYECKOro Ipoliecca,
MO3BOJISIOIINE TIOTYYUTh TOTOBBIA IPOAYKT, COOTBETCTBYIOIINI TpeOOBaHUAM (hapMaKOTICHHOM
CTaThH, B TOM 4YHcIe (pepMeHTaIMsl, SKCTPAKIUs, OYMCTKA, BbIACICHHUE, MEPEeKPUCTAILTU3ALINS,
BBICYIIMBaHUE, W3MeJbueHHe. B ciyyae HEOOXOIMMOCTH HCIIOIB30BaHUS STHIIOBOTO CIHPTA, B
TOM uucie (apMaleBTHUECKON CYOCTaHLIMM CHUPTA 3TUIIOBOTrO (3TaHOINA), PU MPOU3BOICTBE
JIEKapCTBEHHBIX CPEJICTB B KauecCTBE JAECHUCTBYIOLIET0 W (MJIM) BCIIOMOIaTEIbHOTO BEILECTBA, a
TaK)X€ B MHBIX TEXHOJIOTUYECKUX LIETISX JI0JDKHA OBITh HCIIONIBb30BaHa TOJIBKO (hapMalrieBTHUecKas
cyOctaHnmsi cnupTa 3THWIOBOro (3tanoin). (B pen. demepaibHbIX 3akoHOB oT 22.12.2014 N
429-D3 (pex. ot 13.07.2015), ot 27.12.2019 N 462-03, ot 27.12.2019 N 481-P3, ot 24.07.2023
N 341-®3)

4.1. IlepeyeHb J€KapCTBEHHBIX MpPENapaToB IJIs MEAULMHCKOTO MPUMEHEHMs, B OTHOILEHHH
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K 00bEMY Taphbl, yIIAKOBKE U KOMIUIEKTHOCTH, I1€PEUYEHb
JIEKapCTBEHHBIX IIPENapaTroB JUisl BETEPUHAPHOTO TIIPUMEHEHUS, B OTHOLIEHUM KOTOPBIX
YCTaHABIIMBAIOTCS TpeOOBaHMs K 00beMy Taphbl, a TaKKe TpeOOBaHUSA K 00bEMY Taphl, YIIaKOBKE
Y KOMIUIEKTHOCTH JICKApCTBEHHBIX MPEnapaToB JUIsl MEAULUHCKOTO MPUMEHEHUS, TPeOOBaHUS K
0o0BbeMy Tapbl JIEKApPCTBEHHBIX IPENapaToB AJs BETEPUHAPHOTO MPUMEHEHHS OIpPEAesIoTCs
COOTBETCTBYIOLIMMH YIIOJHOMOYEHHBIMU (eiepaIbHBIMI OpraHaMu MCIIOJHUTEIbHON BIIACTH B
nopsiike, ycraHoBieHHoM I[IpaButensctBoM Poccuiickoit @eneparnuu. (B pen. denepalibHOTO
3ak0Ha oT 14.12.2015 N 374-®3)

4.2. OpraHusanuy, OCYHIECTBIISIOIIME MPOU3BOACTBO (papMaleBTHUECKO CcyOCTaHLIMM crUpTa
STWJIOBOTO (dTaHOJa) JJsl IPOM3BOJCTBA CHHPTOCOAEPX AIIMX JIEKAPCTBEHHBIX IPENapaToB,
00s513aHBl OCYILIECTBIIATh Y4€T B IOPSAJKE, YCTAaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHOro
3akoHa oT 22 Hos10ps 1995 roga N 171-®3 "O rocynapcTBEHHOM perylIupOBaHUM MPOU3BOACTBA
u o0opoTa H3TUJIOBOTO CIUPTA, AaJKOTOJBHOW U CIHUPTOCOJEpXKAlled MNpPOAYKIUH H 00
OrpaHMYEHUU  MoTpebiieHuss  (pacmuTus) ankoroibHoM  mpoxaykuuu".  IlpomsBoacTso
¢dapManeBTUUECKOW CyOCTaHIIMM CIMPTa 3TUJIOBOTO  (3TaHOJA) JIOMYCKAeTcs  TOJBKO
OpraHM3alyei, OCyIIEeCTBISIONIEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO ATUIIOBOTO CHUpPTA U3
MUIIEBOTO CHIPbsiI HAa OCHOBAaHUM JIMLEH3MM Ha IPOM3BOJACTBO JTWIOBOIO CIHpTA AJs
MPOU3BOJICTBA (hapMaIleBTUUECKONW CYOCTAHIIMK CIIUPTA ATHJIOBOTO (3TAaHOJA) B COOTBETCTBUHU C
tpeboBanusmu denepanbHoro 3akoHa ot 22 Hos6ps 1995 rona N 171-03 "O rocyaapcTBeHHOM
perylIvpoBaHMM  NPOM3BOACTBA M 00OpOTa  JTUJIOBOIO  CIHMPTA, AJIKOTOJBHOW H
CIHUPTOCOJIEpXKAIEH NMPOAYKIMH U 00 OrpaHHMYeHHH MOTpeOieHus (PachuTHs) alKOTOJIbHOU
MPOAYKIHMH'", METOJOM pa3BeACHUS BOJOM OYMIIEHHOM Takoro JTWIOBOIO CIHUPTAa,
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MPOU3BEACHHOTO JAHHOM  OpraHMu3aluel 1Mo MeCTy OCYHIECTBJICHHUS IPOHU3BOJCTBA
(dhapmaleBTHUECKON CyOCTaHIIMM CIUPTa STUIOBOTO (3TaHoNa). (B pen. DenepanbHBIX 3aKOHOB
ot 03.07.2016 N 261-®3, ot 27.12.2019 N 481-D3)

4.3. npuBuayanbHble TPEANPUHIMATENN U IOPUINYECKHE JIUIA, OCYIIECTBISIONINE 3aKyIKY U
UCIOJIb30BaHNE (apMalleBTUYECKON CyOCTaHIIMU CIHUpPTa STUIOBOTO (3TaHoja), a Takke
IIPOU3BOJICTBO, M3rOTOBJIIEHWE U (MIM) OOOpOT (3a HCKIIOYEHHEM PO3HUYHON IPOJIAXKH)
CIUPTOCOJEPKAIIMX JICKAPCTBEHHBIX MpenaparoB, o0O0sA3aHbl OCYIIECTBIATh HMX Y4Ye€T U
JCKJIapUPOBAaHUE B TMOPSJIKE, YCTAHOBICHHOM CTaThsimu 8 u 14 denepasbHOTO 3akoHa OT 22
HOs10pst 1995 roga N 171-®3 "O rocynapCTBEHHOM peryJdpOBaHUHU MPOU3BOJICTBA U 000pOTa
STHJIOBOTO CIIMPTA, AJIKOTOJIBHOM M CHHPTOCOIEpIKAlledl NPOAYKIMH W 00 OrpaHHYCHUH
notpebiieHuss (pacmuTHs) aukorojbHoW mnpoaykuuu". (B pea. dDenepalibHOrO 3aKoHa OT
29.07.2017 N 278-®3)

4.4. Ilpu nDpoOU3BOACTBE JIEKAPCTBEHHBIX IMPENaparoB [Uisl BETEPUHAPHOTO IPUMEHEHUs
JOIyCKAeTCsl  HMCIOJIb30BaHHE  IPOU3BEACHHBIX Ui  peanu3anud  (HapMaleBTUYCCKHUX
cyOCTaHIMM, BKJIIOYEHHbIX B  TOCYJapCTBEHHBI  peecTp  JIEKAPCTBEHHBIX  CPEICTB
YIOJHOMOYCHHBIM (peZiepalibHbIM OPraHOM HCIIOJHUTEIBHONW BJIACTH, OCYIICCTBIISIOIINM
BEJICHHE TOCYIaPCTBEHHOTO PEECTpa JIGKAPCTBEHHBIX CPEACTB Ul MEAUIMHCKOTO TIPUMEHECHUSI.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. 3anpemiaeTcs MPOU3BOCTBO:

1) JIeKapCTBEHHBIX CPEJICTB, CBEICHHS O KOTOPBIX HE COJAEPXKATCS B FOCYIaPCTBEHHOM PEECTPE
JIEKapCTBEHHBIX CPEICTB IS MEAUIMHCKOrO NMPUMEHEHHs, W (MJIM) TOCYIapCTBEHHOM pPEecTpe
JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO MPUMEHEHUs, W (WIM) EAMHOM peecTpe
3aperrCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB EBpasuiickoro s3KOHOMHYECKOTO CO03a, U (HIIN)
CIMHOM  PEEeCTpPe  3apErMCTPUPOBAHHBIX ~ BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IPENapaToB
EBpasuiickoro 3KOHOMHYECKOTO CO03a, 3a HCKIIOUEHHEM JIeKapCTBEHHBIX  CPEICTB,
MPOU3BOJUMBIX I MPOBCACHHA KIMHHUYCCKUX I/ICCHCJIOBaHI/IfI WM U OKCIIOPTa, (B pea.
denepanbHoro 3akona ot 24.07.2023 N 341-D3)

2) danbcupuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) lekapCcTBEHHBIX CPEJICTB 03 JIMIIEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IPaBUJI OpraHU3alluv IMPOU3BOACTBA U KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPCIACTB,

5) moanyHKT yrpaTui cuiy. (B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

6) crnupTocOoAepKAIMX JIEKAPCTBEHHBIX MPENapaToB MO MECTY OCYIIECTBJICHHUS MPOU3BOICTBA
(dapmaineBTHUECKON CyOCTaHIMM CIHUpTa OJTUIOBOro (3TaHona) #  (WIM) 1O MECTy
OCYILIECTBIIEHUS IPOM3BOJICTBA ATUIIOBOTO CIIUPTa; (B pel. PenepaibHoro 3akoHa or 27.12.2019
N 481-D3)

7) papmaneBTHUECKON CYOCTaHIIMU CIUPTA 3TUIOBOTO (3TaHONA) U (WJIM) CIMPTOCOAEPKAIINX
JIEKapCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM 00OPYAOBAaHUM JJISl TPOU3BOJICTBA
STWJIOBOTO CIHMPTa, YKa3aHHOM B myHkTe 1.1 crateu 14.1 denepanbHOro 3aKkoHa OT 22 HOAOPs
1995 roma N 171-®3 "O rocynapcTBEHHOM peryJUpOBaHMM IPOU3BOACTBA U 000poOTa
STHJIOBOTO CIIHPTA, AJIKOTOJBHOM W CHUPTOCOIEpIKAIIEH TMPOAYKIMA W 00 OrpaHHYCHHUH
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notpebiieHuss (pacmuTHs) alkorojbHoW mnpoaykuuu". (B pea. dDenepalibHOrO 3aKoHa OT
27.12.2019 N 481-®3)

6. Ilpu BBOJC JICKAPCTBEHHBIX CPEACTB B TPAXKIAHCKHH OOOPOT YIIOJIHOMOUYEHHOE JIMIIO
MIPOU3BOJUTENS JIGKAPCTBEHHBIX CPEJCTB OCYIICCTBISICT MOATBEPKICHUE COOTBETCTBUS
JICKAPCTBCHHBIX  CPEJCTB  TPeOOBAaHUSAM, YCTAHOBJICHHBIM IIPH WX TOCYJapCTBEHHOM
pEeruCTpanyu, U TapaHTUPYET, YTO JIEKAPCTBCHHBIE CPEACTBA MPOU3BEIACHBI B COOTBETCTBHUH C
TpeOOBaHUSAMHU TPABUJ HaJJIeXkKalleld MPOU3BOACTBCHHON mpakTuku. (B pen. demepaibHOro
3akoHa o1 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

7. YIOMTHOMOYEHHBIM JIUIIOM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB SIBISIETCS €ro pabOTHUK,
aTTECTOBAaHHBIM B YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eJIepaIbHBIM OPraHOM HCIIOTHHUTEIIbHOM
BIIACTH TIOPSJKE Y UMCIONIUHN CTaX pabOThI HE MEHEE YeM IISITh JIeT B 001acTU IPOU3BOJCTBA U
(W) KOHTPOJIS KavyecTBa JICKAPCTBEHHBIX CPEACTB, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO ITO
OMHOW W3 CHenMajdbHOCTeH H (WJIM) OJHOMY U3 HAINpPaBICHUHA IOATOTOBKU: OHOJIOTHS,
OMOTEXHOJIOTHS, BETEPUHAPHSI, BETCPUHAPHO-CAaHUTAPHAS SKCIIEPTH3a, KIMHUYECKass MEIUIIMHA,
pagManuoHHas, XUMHYECKas U Owuoyormueckas 3ammra, ¢dapmanus, Q(yHIaMEHTAIbHAS
MEIUIIMHA, XUMHYECKash TeXHOJIOTHS, XuMus. (B pen. denepaibHbIX 3aK0HOB oT 22.10.2014 N
313-D3, or 02.08.2019 N 297-D3)

8. [IpousBoAUTENH JTEKAPCTBEHHBIX CPEACTB (32 UCKIIOUEHUEM (hapMalleBTHUECKON cyOCcTaHIIUU
CIUpTa STUJIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIATH MPOJAXy JIEKAPCTBEHHBIX CPEACTB HIIU
nepeiaBaTh UX B YCTAHOBJICHHOM 3aKOHOAATeILCTBOM Poccuiickoii Depeparuu nopsiake: (B pen.
denepanbHOro 3akona or 29.07.2017 N 278-D3)

1) ApyruM nOpoU3BOAUTENSM JIEKAPCTBEHHBIX CPEACTB [UIsl MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHnu3anusam OITOBOM TOProOBJIN JICKAPCTBCHHBIMH CPEACTBAMMU,

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM alITCUHBIM OpraHu3anudsaM, HWHAHWBUAYAJIbHBIM
npeaupuHuMaresiM, HMCIOINIUM JIMOCH3HWKO Ha (bapMaueBTquCKon ACATCIIBHOCTE HIIA
JIMIICH3UI0 Ha MCAUIIMHCKYIO JCATCIbHOCTD,

4) HayYHO-HCCIIE0BATEIHCKAM OPTaHU3aIUsIM JTsl HAyYHO-HCCIIEI0OBATEIHCKON PabOTHhI;
5) MCIUIUHCKUM OpraHru3alvsaM U BETCPHUHAPHBIM OPraHu3alniaM,

6) opraHu3anusM ¥ WHIUBUIYAIbHBIM MPEANPUHUMATENSIM, OCYIIECTBISIONIMM pa3BelICHHE,
BBIpAIIMUBAHUE U COJIEP’KaHUE >KMBOTHBIX (32 MCKIIOUEHUEM MPOJaXu UM (hapMarieBTHUECKUX
cyOcraHIuil nim ux nepeaadn); (B pea. eaepanaproro 3akona ot 02.08.2019 N 297-D3)

7) ucnbITaTeNbHBIM JabopaTopusM (LIEHTpaM), MPOBOJASAIIUM MCIBITAHUS B 00JaCTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, aKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu 00 akKpeAWTAIIMM B HAIMOHAIBHOW CHUCTEME aKKpeauTaruu. (B pej.
denepanbaoro 3akona ot 04.08.2023 N 428-D3)

9. IlpomsBogutenu (apMaeBTHIECKON CYOCTaHIIMM CHUPTA STUIOBOTO (dTaHOJIA) OOs3aHbI
OCYILIECTBIIATh pealn3aluio (meperayy B YCTaHOBJIEHHOM 3aKOHOJATENIbCTBOM Poccuiickoit
Oenepanuu  nopsiike) (apmalneBTHUECKOW CyOCTaHIIMM CIHUpTa 3TUJIOBOTO  (3TaHOoINA)
MPOU3BOJIUTENSAM JIEKAPCTBEHHBIX CPEACTB JJIi TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB,
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MIPOU3BOJUTENAM (M3TOTOBUTENSIM) MEAUIIMHCKUX WU3AETUI A MPOU3BOACTBA U M3TOTOBIICHUS
MEIUIIMHCKUX H3ACITUN B eMKOCTAX 00beMoM He Oonee 1 mutpa u (nnm) vHe menee 1000 nmutpos,
a OpraHM3alysaM, YKa3aHHBIM B MIyHKTaX 3 - 5 U 7 4acTu 8 HACTOSAIICH CTaThH, B Tape 00bEeMOM
He Oosiee 1 nmutpa. (B pen. denepanbubix 3akoHoB 0oT 29.07.2017 N 278-@3, ot 27.12.2019 N
481-93, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (mepemaya B YCTAaHOBJIEHHOM 3aKOHOAATeNIbCcTBOM Poccuiickoit dexpepanuu
nopsiike) hapManeBTHUECKOW CyOCTaHIIUU CITMPTa 3TUIIOBOTO (3TaHOJIA) OPTaHU3aIUsIM ONTOBOM

TOPIOBIIM JIEKAPCTBEHHBIMU CpEACTBAMHM He jomyckaercs. (B pen. denepanbHOro 3akoHa OT
27.12.2019 N 481-d3)

11. IlepeBo3ku (hapMareBTHUECKOW CyOCTAHIIMKM CITUPTA STUIIOBOTO (3TAHOJIA) OCYIICCTBISIIOTCS
c coOmoneHueM TpeOOBaHMM, YCTAHOBJICHHBIX a03aleM 4YeTBEpTHIM DOYHKTa 3 CTaThul 9
OenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocynapcTBEHHOM
peryaupoBaHUM  TMPOU3BOJCTBA W  00OpOTa  STUJIOBOTO  CIHMPTA, AJKOTOJBHOW |
CIUPTOCOJEpKAIICH MPOIYKIUU U 00 OrpaHHYEHUU NOTpedieHus (pacrmuTHs) alKOroJIbHON
npoaykuuu". (B pex. @enepanpHoro 3akona ot 27.12.2019 N 481-D3)

Crarbs 46. MapKUpOBKa JIEKAPCTBEHHBIX CPEACTB

1. .HeKapCTBeHHBIe npemnaparel, 3a UCKIIIOYCHUEM JICKAPCTBCHHBIX MPCIapaToB, U3rOTOBJICHHBIX
aNTeYHbIMU OPraHU3aLUsIMHU, BETCPHHAPHBIMU AlTeYHBIMUA OPTraHU3ALUSIMU, HHUBUIYAIbHBIMU
npeanpuHuMaTeIsIM1u, UMCIOIIUMHA JIMICH3HUIO Ha Q)apMaHCBTI/I‘-IeCKyIO JACATCIIbHOCTDb, JOJI?KHBI
MOCTYIaTh B 0OpaIieHue, ecliu:

1) Ha WX TEepBUYHON YMaKOBKE (3a HCKIIOYEHHUEM TEPBHUYHOM YMAKOBKH JIEKapCTBEHHBIX
pPaCTUTENBHBIX TPEMAPAaTOB) XOPOIIO YHUTAEMBIM IMPUPTOM HA PYCCKOM S3BIKE YKa3aHbI
HAaUMEHOBAaHME JIEKAPCTBEHHOTO IMpemapata (MEXIyHapOoJHOE HEMaTeHTOBAHHOE, HIIU
TPYIIIUPOBOYHOE, WIIM XUMUYECKOE, WIH TOPTOBOE HAMMEHOBAHKE), HOMED CEpPHUH, JaTa BBITYCKa
(mmst ”MMYHOOMOJIOTHYECKHUX JIEKAPCTBEHHBIX MpENapaTroB), CPOK TOAHOCTH, JO3WPOBKA WU
KOHIIGHTpalus, 00beM, aKTUBHOCTh B EIWHUIAX JCHCTBUS WM KOJWYECTBO 103; (B pei.
@®enepanbubix 3akoHOB oT 11.10.2010 N 271-@3, ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKON) YITaKOBKE XOPOIIO YUTAEMBIM HMIPUPTOM Ha PYCCKOM
SI3BIKE YKa3aHbl HANMCHOBAHHUE JICKAPCTBEHHOTO Mpenapara (MeKIyHapoIHOE HeITaTeHTOBAHHOE,
WIM TPYNIHPOBOYHOE, WIM XUMHUYECKOE U TOProBO€ HAaWMEHOBAHUS), HAUMEHOBaHUE
MPOM3BOJUTENS  JIGKAPCTBEHHOTO  TIperapara, HOMEp Cepud, JaTa  BBINycKa  (Juis
MMMYHOOMOJIOTHYECKMX  JICKQPCTBEHHBIX  TpENapaTroB),  HOMEpP  PETUCTPALMOHHOTO
YIOCTOBEPEHUS, CPOK TOAHOCTH, CIIOCOO MPUMEHEHUs, TO3UPOBKA WIJIM KOHIICHTpAIHs, 00BEeM,
aKTUBHOCTHh B €IMHUIAX JEUCTBUS MO0 KOJWYECTBO 103 B YIAKOBKE, JEKapcTBeHHas (opma,
YCIIOBUSL OTIYCKa, YCIOBHS XpaHEHHS, MpeaylpeanuTeabHble HaamucH. (B pea. demepanbHbIX
3akoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2. dapmareBTHUecKHe cyOCTaHIIMU JOJDKHBI MIOCTYNATh B OOpallleHue, eclid Ha UX MEepBUYHON
YIIaKOBKE XOpOIIO YHTAaeMbIM IIPU(PTOM HA PYCCKOM S3bIKE YKa3aHbl HAaUMEHOBaHHE
(dapmaleBTUUECKON CyOCTaHIMK (MEXAYHapOAHOE HENaTeHTOBAHHOE, WJIM TPYIIHPOBOYHOE,
WIM  XUMHUYECKOE W TOProBO€  HAaMMEHOBAaHMs), HAUMEHOBAHHWE  IIPOU3BOJUTENS
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(hapmareBTHYECKOM CyOCTaHIIMK, HOMEp CEPHH M JIaTa U3rOTOBJICHHS, KOJUYECTBO B YITAKOBKE U
€IMHUIIBI U3MEPEHUST KOJIMYECTBA, CPOK TOJHOCTH U YCIOBUsS XpaHeHUs. (B pen. DeaepanbHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. JlexkapcTBeHHBIE CpEICTBAa B KAayeCTBE CHIBOPOTOK JIOJDKHBI IOCTYHaTh B OOpalieHue ¢
yKa3aHHUEM >)KMBOTHOT'0, U3 KPOBH, IIa3Mbl KPOBH, OPIaHOB U TKAHEH KOTOPOI'O OHM I1OJIYYEHBI.

4. Ha BropuuyHyl (NOTPEOMTENHCKYIO) YIMAaKOBKY JEKApPCTBEHHBIX CPEACTB, MOJYUYEHHBIX W3
KpOBH, IJIa3Mbl KPOBU, OPTaHOB U TKAHEH YeI0BeKa, JOJKHA HAHOCUTHCSA HAMUCh: "AHTUTENA K
BUY-1, BUY-2, x Bupycy remaruta C W TOBEpXHOCTHBI aHTHIEH BHUpyca Tremarura B
OTCYTCTBYIOT".

5. Ha nepBuuHyr0  YNAakOBKY H  BTOPUYHYIO  (IOTPEOUTENBCKYIO)  YIaKOBKY
paanodapMareBTHUECKUX JICKAPCTBEHHBIX CPEICTB JOJKEH HAHOCUTHCSA 3HAK pPagHaIlHOHHON
OIIACHOCTH.

6. Ha Bropuunyio (HOTpeOUTENBCKYIO) YIMAKOBKY T'OMEONATHYECKHUX JI€KapCTBEHHBIX
MpenapaToB J0IKHA HAHOCUTHCSA HAAMKCh: "['oMeonaTuyeckuii".

7. Ha BTOpUYHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB
JIOJIKHA HAHOCUThCS Haanuchk: "lIpoaykuus npoiia paidaiuOHHbIA KOHTPOJb' .

8. Ha mepBuuHyr0 ymakoBKy (€CiM JUIsl 9TOTO CYIIECTBYET TEXHHMUYECKash BO3MOXXHOCTb) M
BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIAKOBKY JI€KApPCTBEHHBIX MPENapaToB, IpeIHA3HAYCHHBIX IS
KIMHUYECKUX  HMCCJICIOBAaHUM, JIOJDKHA  HAHOCUTBHCS  Haamuch: "  KIMHMYECKUX
uccnenoBanuii”. (B pea. denepaiapHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

9. YmnakoBka JEKapCTBEHHBIX CPEJICTB, NpPEIHA3HAUEHHBIX HCKIIOYMUTEIBHO JJIsI SKCIIOPTa,
MapKUpPyeTCsl B COOTBETCTBUH C TPEOOBAaHUSAMU CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcmopTHyto Tapy, KOTOpas He MpeAHa3HadeHa Ajs MoTpedureneid U B KOTOPYIO
MOMEMICHO JICKApPCTBEHHOE CPEJCTBO, JIOJDKHA HAHOCHTHCS HWH(POpPMAIUS O HAWMEHOBAaHUH,
CepUM JIEKApCTBEHHOT'O CPEJICTBA, JaTe BBIMYCKA, KOJUYECTBE BTOPUYHBIX (MOTPEOUTENHCKHX)
YIaKOBOK JIEKAPCTBEHHOTO CPEJCTBA, NMPOM3BOJUTEINIE JICKAPCTBEHHOTO CPEACTBA C YKa3aHHEM
HaMEHOBAHMS M MECTOHAXOXJIECHUS MPOM3BOJIUTENS JEKApCTBEHHOTO CPeACTBa (aapec, B TOM
yyclie CTpaHa W (WIM) MECTO MPOM3BOJACTBA JIEKAPCTBEHHOIO CPEACTBA), a TAaKXKE O CpPOKE
TOJHOCTH JIEKAPCTBEHHOTO CPE/ICTBA U 00 YCIOBMAX €r0 XpaHEHHs U MepeBO3KU, HEOOXOANMbIe
peaynpeauTeabHble HAIUCH 1 MAaHUIYJIATOPHBIE 3HAKU.

11. Ha mepBuuYHYyI0 YNakoBKY M BTOPHUYHYIO (HOTPEOMTEIBCKYIO) YHAKOBKY JIEKapCTBEHHBIX
CPEICTB AJIsi BETEPUHAPHOTO MPUMEHEHUs JOKHA HaHOCUTbCS Haamuch: "Jljisi BeTepuHapHOTO
MIPUMEHEHHUS "

12. Ha BropuyHyto (MOTpeOMUTENbCKYIO) YHNAKOBKY JIEKapCTBEHHOIO Mpernapara HaHOCHTCS
IITPUXOBOH KOJI.

I'naea 9. BBO3 JEKAPCTBEHHBIX CPEJCTB B
POCCHUICKYIO ®EJEPALIMIO U BLIBO3
JEKAPCTBEHHBIX CPEJICTB U3 POCCUICKOM
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OEJAEPAIIUMU (B pen. Penepanbuoro 3akona or 06.12.2011 N
409-d3)

Crarbs 47. Ilopsiiok BB03a JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro
denepaumio U BbIB03a JIEKAPCTBEHHBIX cpeAcTB U3 Poccuiickou
®denepanuu (B pen. PenepanabHoro 3akona ot 06.12.2011 N 409-P3)

1. BBo3 nekapcTBeHHbIX CcpelAcTB B Poccuiickyto ®enepainuio OCYLIECTBISIETCS B IOPAJIKE,
yctaHoBiieHHOM IIpaBurensctBoM Poccuiickoii denepanyu, B COOTBETCTBUM C TaMO>KEHHBIM
3aKOHOAATEIbCTBOM TaMOKeHHOro coro3a B paMkax EBpA3DC (nanee - TamoxeHHBIN COI0O3) U
(wm) 3akoHomarenbcTBOM Poccuiickoit deneparuu o TaMoKeHHOM Jiene. (B pen. deaepaaibHOTro
3akoHa or 06.12.2011 N 409-D3)

2. Brosumbie B Poccuiickyto ®@enepaiuio JeKapCTBEHHbIE CPEJCTBA JOJDKHBI COJEPXKATHCS B
roCy/lapCTBEHHOM pEEeCTpe JIEKAPCTBEHHBIX CpeacTB. (B pen. DenepalibHbIX 3aKOHOB OT
06.12.2011 N 409-d3, ot 27.12.2019 N 462-D3)

3. Homnyckaercs BBo3 B Poccuiickyro denepannio KOHKPETHON MapTUU 3apETUCTPUPOBAHHBIX U
(M) He3aperucTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, NMPEAHA3HAYEHHBIX AJs MPOBEICHUS
KJIMHUYECKMX  HCCJIEOBAaHUI  JIEKAPCTBEHHBIX  IIPENapaTroB, IPOBEIEHUS  AKCIEPTU3BI
JIEKapCTBEHHBIX CPEICTB JJIsl OCYLIECTBICHUS I'OCYIapCTBEHHON PEruMCTpanuy JIEKAPCTBEHHBIX
[pernapaToB MM JUId OKa3aHWs MEIUIUHCKOM MOMOIIM I10 >KU3HEHHBIM IIOKa3aHUSAM
KOHKPETHOIO0 IAlME€HTa Ha OCHOBAaHUU Ppa3pElICHMs, BBIIAHHOIO  YIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM MCTIOJHUTEIBHOW BJIACTH TI0 3asBJICHUSM JIMI, YKa3aHHBIX B cTaThe 48
HacTodAuero denepasbHOro 3aKoHa. PaccMOTpeHne Takoro 3asiBJICHUS U NPUHATHE PELICHUS O
BbIaYe pa3pelleHds] Ha BBO3 KOHKPETHOM NAapTUU  3aperUCTPUPOBAHHBIX M (WJIM)
HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEIACTB, NPEJHA3HAYECHHBIX JUISI IPOBEACHHUS
KJIMHUYECKUX  HCCIIEIOBAaHUI  JIGKApCTBEHHBIX  IIPENapaTroB, IPOBEIEHUS  AKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB JJIS OCYLIECTBICHHs IOCYIapCTBEHHON PErMCTpalyy JIEKapCTBEHHBIX
IpernapaToB WM JUId OKa3aHWs MEIMUMHCKONM TIOMOIIM 110 >KM3HEHHBIM MOKAa3aHUIM
KOHKPETHOTO MalieHTa Jub0o 00 OTKa3e B BblJauye YKa3aHHOI'O pa3pellieHus] MPOU3BOIATCS B
CPOK, HE IPEBBIMIAIOIMNNA NATH pabounx nHed. [lnara 3a Belgauy yka3aHHOTO pa3pelIeHHs He
B3uMaercs. (B pen. PenepanbHoro 3akoHa oT 06.12.2011 N 409-03)

Ilonooxcenun wacmu 3.1 cmamou 47 npumenatomces 0o 31.12.2023 (nynkm 3 cmamou 4
geoepanvnozo 3akona om 27.12.2019 N 475-D3).

3.1.  Jomyckaercas  BB03 B  Poccuiickyto  ®Denepanuio  KOHKpPETHOM  HapTuu
HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBLIX IIPpCIIapaToB, COACPNKAMIMX HAPKOTHYCCKUEC CPEACTBA
WY TICUXOTPOIIHBIE BEIIECTBA, B IOpsJAKE, yCTaHOBJIEHHOM IIpaButensctBoM Pocculickoi
<De)1epaum/1, JUI OKa3daHUuA MC}II/II_[I/IHCKOI\/'I IMoOMOIIM ITO XMU3HCHHBIM IMOKa3aHWAM KOHKPETHOI'O
NalMeHTa WIK TPYNIbl NallMeHTOB B CIIydae, €ClId MMEeTCs pelleHHe BpadyeOHOW KOMHUCCHU
MEIUIIMHCKOW oOpraHu3alul o Hed(D(PEKTUBHOCTH WJIM HEBO3MOXXHOCTH NPUMEHEHUs Yy
KOHKPETHOI'O MAalMEHTa UHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMIPENapaToB, B TOM YUCIE
COJZIEpKALINX Jpyrue JAEHCTBYIOLIME BELIECTBA, U O HEOOXOIUMOCTH BBO3a OIPEECICHHOIO
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpenapara € YyKa3aHUEM €ro MeXAYHapOIHOIOo
HENMaTeHTOBAHHOTO (WJIM XUMHYECKOro, WM TPYHIUPOBOYHOT0) HAMMEHOBaHUS, (OPMBI
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BBIIIyCKa W Koiim4ecTBa. llepedeHb 3a00jeBaHU W COCTOSIHUH W COOTBETCTBYOIIUX
JIEKapCTBCHHBIX TMPEMapaToB, COJCPKANUX HAPKOTUYECKHE CpPEICTBA U ICHUXOTPOITHBIC
BEIIECTBA, B IIESAX OCYIIECTBICHHS MX BBO3a B COOTBETCTBUU C TPEOOBAHHSMU HACTOSIICH
YacTH YTBEPXKAAETCS YIMOJHOMOUYEHHBIM (peiepabHbIM OPTaHOM HCIOJIHUTENBHOW BIAcTU. (B
pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3.2. o 31 nexaOpst 2024 ronga momyckaroTcsi BBO3 Ha Tepputopuio Poccuiickoit @enepanuu u
obpamenue B Poccuiickoit denmepaniu ¢ y4eTOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
IIpaBurensctBoM Pocculickoin @enepanny, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB
VIl MEIULMHCKOIO IPHUMEHEHUs B YIAKOBKaxX, NpPEJHA3HAYEHHBIX JUIsI OOpaleHus B
MHOCTPAaHHBIX TOCYAApPCTBAX, B CIydae NeQeKTYphl JEKapCTBEHHBIX MPENapaToB WM pHCKa ee
BO3HHUKHOBEHHS B CBSI3U C BBEJCHHEM B OTHOIIEeHUU Poccuiickoi Penepanuu OrpaHuYUTEIbHBIX
MEp 3KOHOMHYECKOI'O XapakTepa IIpU YCIOBUM COOTBETCTBUS BBO3UMBIX JIEKAPCTBEHHBIX
IpernaparoB TpeOOBAHUSAM, YCTAHOBJICHHBIM IIPU UX PETUCTPALMHU, 32 UCKIIOUECHUEM TpeOOBaHU
K TIEPBUYHOHN YIIAKOBKE, BTOPHUYHOU (MMOTPEOMTENBCKOM) YIaKOBKe, a TAKXKe MPH HAIMYUU HA
BTOPUYHOM (ITOTPEOUTENBCKOM) YMAKOBKE JIEKAPCTBEHHBIX IPENapaToB, HAXOAIUXCA B
OOpalIeHny, CaMOKJICSIIEHCS OJTUKETKH, CoAepXameil WHPOPMALUI0 O JEKapCTBEHHOM
mpemnapaTe Ha pycckoMm si3bike. (B pen. DexepanbHbix 3akoHOB 0T 26.03.2022 N 64-®3, ot
19.12.2022 N 519-@3)

4. B Poccuiickyro denepannio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KAUYE€CTBO KOTOPBIX
MOATBEPKIEHO CEepTU(GUKATOM MPOU3BOIAUTENS JIEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOIINM
COOTBETCTBHE BBO3UMBIX JICKAPCTBEHHBIX CPEJICTB TPeOOBAHUAM (apMaKOIECHHBIX CTaTe MO0
B CJy4ae UX OTCYTCTBHSI HOPMATHBHOHM JOKYMEHTAIIMHM WM HOPMATUBHOTO JOKYMEHTA. (B pell.
denepanbaoro 3akona ot 06.12.2011 N 409-D3)

5. 3anpemtaerca BB03 B Poccuiickyto ®enepanuio ¢anbcuUIUpPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HEI0OpPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpPa(aKTHBIX JIEKAapCTBEHHBIX
cpenacts. (B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

6. DanbcuUUUPOBaHHBIE JIEKAPCTBEHHBIE CPECTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE
CPEICTBA MOMJIEKAT U3BATHIO U IOCIEAYIOIEMY YHUYTOXEHUIO WIM BbIBO3y U3 Poccuiickoin
@enepanyy, KOHTpadakTHbIE JIEKAPCTBEHHBbIE CPEACTBA - M3BATHIO U MOCIEIYIOLEMY
YHUUTOKEHUIO. YHHUUTOXKEHUE WM BbIBO3 M3 Poccuiickoit denepaunu ¢anbcuuinpoBaHHbIX
JIEKapCTBEHHBIX CPEJCTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB OCYILECTBISAETCS 3a CYET JIMIA, OCYIIECTBUBIIErO MX BBO3. llopsamok
YHUUYTOXKEHUS U3BATBIX (banbcupuUIMPOBaHHBIX JIEKapCTBEHHBIX CPEICTB,
HEZ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB

ycranaBiuBaetcs [IpaBurensctBom Poccuiickoit @enepannu. (B pen. PenepaabHOro 3aKoHa OT
06.12.2011 N 409-®3)

7. Jluma, ocymectBustonme BBO3 B Poccuiickyro @Denepamnmio  (hambCUBUITUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB, HEIO0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, KOHTpa(aKTHBIX
JIEKApPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXXEHHBIM
3aKOHO/IaTETCTBOM TaMOXEHHOTO COr03a U (WIH) 3aKkoHOoAaTeNbeTBOM Poccuiickoit denepanun
0 TamMokeHHOM Jene. (B pea. PenepanapHoro 3akona ot 06.12.2011 N 409-D3)

8. BbIBO3 JekapcTBEHHBIX cpeacTB u3 Poccuiickoit ®exepanuu ocymiecTisieTcs 0e3
IMIPUMCHCHUA OFpaHH‘IeHHﬁ, YCTaAaHOBJICHHBIX TaAMOXXCHHBIM 3daKOHOAATCIBCTBOM TamosxeHHoro
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co3a M (WiIM) 3akoHoAaredbcTBOM Poccuiickoit ®Dexepanun O TOCYJapCTBEHHOM
peryJaupoBaHUM BHEIIHETOPTOBOU AeSATENbHOCTH. (B pen. DenepaiibHbIX 3akoHOB oT 06.12.2011
N 409-@3, or 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9. BBoA B rpaKAaHCKUi 000POT JICKAPCTBEHHBIX MPENapaToB s MEIUIUHCKOTO TPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro ®enepanuio, OCyIIECTBISIETCS C COONIOJACHUEM TpeOOBaHMUIA,
YCTaHOBJICHHBIX cTaThbed 52.1 Hacrosimero degepanbHOro 3akoHa. (B pen. denepalibHOro
3akoHa oT 28.11.2018 N 449-33)

Jeiicmeue nonoxcenuii wacmu 10 cmamou 47 He pacnpocmpansaemcsa Ha cepuu
JIEKAPCMEEHHBIX NPENRAPAmMoe 01 6emePUHAPHO20 RPUMEHEHUS, 66€0CHHbBLE 6 ZPAHCOAHCKUTL
00opom na meppumopuu P® 0o 01.09.2023 (vacmo 2 cmamou 2 Pedepanvno2o 3aKoHa om

02.07.2021 N 317-®3).

Cepuu nexapcmeeHHbix npenapamoe 011 6emepUHaApHO20 RPUMEHEHU, YKA3aHHble 6 Yacmu
10 cmamwvu 47, noonexcam xpanenuro, nepeso3ke, OMnycKy, peaiuzayuu, nepeoaue,
NPUMEHEHUI0 00 ucmedeHus cpoKa ux 200Hocmu (wacms 3 cmamovu 2 DedepanbHo2o 3aKoOHa
om 02.07.2021 N 317-@3).

10. BBoa B rpaskjaHCcKuii 000pOT JIEKAPCTBEHHBIX NIPENapaToB JJIsl BETEPUHAPHOIO IPUMEHEHHUS,
BBE3CHHBIX (IepeMelneHHbIX) B Poccuiickyro ®enepainio, OCyHIeCTBISETCS C COONIOICHUEM
TpeOOBaHUM, YCTAaHOBJICHHBIX cTaThel 52.2 Hacrosmero @denepanbHOro 3akoHa. (B perl.
depnepanbHoro 3akona ot 02.07.2021 N 317-D3)

Crarbs 48. IOpuanyeckue Juna, KOTOPbIM pa3pellieH BBO3
JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro @enepanuio (B pen.
®enepaibHoro 3akona ot 06.12.2011 N 409-P3)

JlexapcTBeHHbIe cpencTBa B Poccuiickyro ®deznepaiuio MOryT BBO3UTh: (B pel. PenepanbHOro
3akoHa ot 06.12.2011 N 409-D3)

1) npousBoaMTENM JIEKAPCTBEHHBIX CPEICTB s IieJied COOCTBEHHOIO IPOM3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHBIE DPa3paOOTUYMKU JIEKAPCTBEHHBIX CPEJICTB M HWHOCTPAHHBIE MPOU3BOIUTENN
JIEKAPCTBEHHBIX CPEJICTB WM JIPyrue IOPUIWYECKUE JUIa IO TOPYYCHHIO pa3padoTuuKa
JIEKApCTBEHHOTO CPEACTBA [JIsl IPOBEACHMS] KIMHUYECKUX HCCIEIOBAHUI JIEKapCTBEHHOTO
mpenapaTta, OCYIIECTBIECHUS TOCYAapCTBEHHOM pETruCTpaluy JIEKApCTBEHHOrO IIpernapara,
BKJIIOUEHUs1 (papmarieBTHUECKONH CyOCTaHIIMM B TOCYIAapCTBEHHBIH peecTp JIEKapCTBEHHBIX
CpPEeICTB, KOHTPOJS KauyecTBa JIGKAPCTBEHHBIX CPEACTB TMPH HAIMYAHM  pPa3pelICHUs
YIIOJTHOMOYEHHOTO (eIepalbHOTO OpraHa UCIIOJIHUTENBHON BIACTH HA BBO3 KOHKPETHON MapTUH
JIEKApCTBEHHBIX CPEJICTB;

3) opraHu3aIuu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) Hay4HO-UCCIIEZIOBATEIbCKUE OpraHu3alud, o00pa3oBaTelbHbIE OpPraHU3allMM  BBICIIETO
oOpa3oBaHMsl, TNPOU3BOJIUTENM JIEKAPCTBEHHBIX CPEACTB Ul pa3pabOTKH, MCCIEIOBAHUMI,
KOHTpOJIsi 0€30MacHOCTH, KadecTBa, 3(P(PEeKTUBHOCTU JEKAPCTBEHHBIX CPEACTB IMpPH HATMYUH
paspelleHuss YIOJIHOMOYEHHOTO (efepalbHOr0 OpraHa HCIOJIHUTEIbHONW BIacTH; (B pem.


https://normativ.kontur.ru/document?moduleid=1&documentid=454981#l652
https://normativ.kontur.ru/document?moduleid=1&documentid=454981#l652
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleId=1&documentId=458161#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=325115#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=395351#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=395351#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=395351#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=454981#l652
https://normativ.kontur.ru/document?moduleid=1&documentid=454981#l652

denepanbaoro 3akona ot 02.07.2013 N 185-D3)

5) MeIMUMHCKME OpraHu3alliM, HHbIE YKa3aHHble B IIyHKTax 1-4 Hacrosiuel crartbu
OpraHM3alyy A OKa3aHUs MEIUIIMHCKOW IMOMOIIHU MO KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO
NaleHTa [pH  HAJIMYMKA ~ PaA3pelieHHs  YIMOJHOMOYEHHOro  ¢elepajbHOro  opraHa
WCIIOJIHUTEJILHOM BJIACTU HA BBO3 KOHKPETHOW MapTUU JIEKAPCTBEHHOTO IpernapaTa, BHIAAHHOTO
B YCTaHOBJICHHOM TNOpsAKE B (pOopMe 3JIEKTPOHHOTO IOKYMEHTA, MOANKUCAHHOTO YCHUJICHHOM
KBATM(UIIUPOBAHHOM 3JIEKTPOHHOU NOoANHKCHIO; (B pen. denepanpHoro 3akoHa ot 12.03.2014 N
33-03)

Ilonoscenua nynkma 6 cmamou 48 npumenaromecsa 0o 31.12.2023 (nynkm 3 cmamou 4
deoepanvrozo 3akona om 27.12.2019 N 475-D3).

6) TOCyIapCTBEHHBIE YHUTApHbIC MPEINPUATHS, HMYIIECTBO KOTOPBIX HAXOAUTCS B
(dbenepasibHON coOcTBeHHOCTH, ompenensiembie [IpaButenbctBoMm Poccuiickoit ®eneparuu, B
yacTu BBO3a B Pocculickyro denepanuio HE3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB,
colepXkalluX HapKOTUYECKUE CpEJACTBA WJIM ICUXOTPOIHBIE BELIECTBA, MJIA OKa3aHUs
MEIHUIIMHCKOM MOMOIIM IO WU3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO IMMAIMEHTAa WA TPYIIIbI
MAIMEHTOB B COOTBETCTBUU C YacThio 3.1 ctathu 47 HacTosmero denepalbHOroO 3aKoHa. (B pe.
denepanbHOro 3akona or 27.12.2019 N 475-03)

Crarbs 49. JlokyMeHTBI, IpeCTABJIsIEMbIe B TAMOKEHHbIE OPTraHbl
Poccuiickou @enepauuu npu BBO3e JIEKAPCTBEHHbIX CPEACTB B

Poccuiickyo @eaepannio (B pea. @enepajibHOro 3aK0Ha 0T
06.12.2011 N 409-d3)

1. IIpu BBO3€ JE€KapcTBEHHBIX cpelacTB B Poccuiickyro denepannio B TaMOKEHHBIE OpraHbl
Poccuiickoit deaepanum Hapsay ¢ JTOKYMEHTAMH, MPEACTABICHUE KOTOPBIX MPETYCMOTPEHO
TaMOXXEHHBIM ~ 3aKOHOJATENbCTBOM TaMOXXEHHOTO CO3a M (WIM) 3aKOHOAATENIbCTBOM
Poccuiickoit denepanuu 0 TaMOKEHHOM Jelie, MPEICTaBISIIOTCS CIENYIOUINe JOKYMEHTHI: (B
pen. deaepansHoro 3akoHa oT 06.12.2011 N 409-D3)

1) ceprudukar mpPOU3BOAUTENS JIEKAPCTBEHHOTO CPEJCTBA, YAOCTOBEPSIONIUNA COOTBETCTBHE
BBO3HMOT'O JIEKQPCTBEHHOTO CpeAcTBa TpeOoBaHUsAM (hapMaKOMEWHON cTaThu MO0 B coydae ee
OTCYTCTBUSI HOpPMAaTUBHOW JJOKYMEHTAIMU I HOPMATUBHOI'O JOKYMEHTA;

2) paspeleHue YIOJHOMOYEHHOro (heepajbHOr0 OpraHa MCIOJIHMTEIbHOW BIAcTH Ha BBO3
KOHKPETHOW MapTUH JIEKAPCTBEHHOTO CPEJICTBA B CIIydasiX, YCTAHOBJIECHHBIX YacTblO 3 cTaThi 47
Hacrosero deepaibHOro 3aKoHa.

2. JIOKyMEHTBI, yKa3aHHble B IyHKTax | m 2 yactu | HacToALIEH cTaThu, NMPEACTABIAIOTCA B
TaMO)KeHHble opranbl Poccuiickoit denepanuu npu MNpUOBITHH JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®enepanuto. (B pea. Peaepansroro 3akona ot 06.12.2011 N 409-D3)

Cratbs 50. BBo3 iekapcTBeHHBIX NpenapaTtoB B Poccuiickyro
Degepanuio AJ1s JUYHOTO UCIOJIb30BAHUS U UMHBIX
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HEKOMMEPUYECCKUX HEJ’IEﬁ, a TaRKe 1Jid UCIT0JIB30BaHUA HAa
TEPPUTOPHUH MEKIYHAPOAHOI0 MEIMIIUHCKOIO Kjacrepa (B pel.
denepanbHbIX 3aK0HOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N
160-®3)
1. JlexapcTBeHHBIE MperapaThl MOTYT OBITH BBe3eHBI B Poccuiickyro deneparnuio 0e3 ydera
TpeOoBaHUH, NpeaycMOTpeHHBIX 4YacTamMu 1 - 4 crateu 47, ctatbamu 48 u 49 Hacrosero

denepanbHOr0 3aKOHa, €CIM OHM IpeAHa3HadeHbl Ans: (B pen. denepanbHOro 3akoHa OT
06.12.2011 N 409-93)

1) nuuHOrO MCMONb30BaHUs (PU3MUECKUMH JHUIaMU, TpUOBIBIIUMU B Poccuiickyto ®dexnepanuto.
IIpu stoM BBO3 B Poccuiickyro @enepanuio JIEKapCTBEHHBIX IIPENApaTOB, COACPIKALIUX
CHWJIBHOACHUCTBYIOIINE U (WJIM) SIIOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOJICUCTBYIOIIMX BEIIECTB JUI LEJIEH YrOoJOBHOIO 3aKoHoAaTenbcTBa Poccuiickoit
@enepallui UM B CHUCOK SJIOBUTHIX BEUIECTB ISl LEJIEH YrOJIOBHOIO 3aKOHOAATENbCTBA
Poccuiickoit  ®enepaunu, yrBepxkacHHble [IpaButensctBom  Poccuiickonn  ®denpepaium,
OCYILIECTBIISICTCS MPU HAIUYUHU JIOKYMEHTOB (3aBEPEHHBIX KOIMUN JOKYMEHTOB MJIH 3aBEPEHHBIX
BBIMIUCOK W3 HHX), [OJATBEPKAAONIMX Ha3HaueHHe (U3MUECKOMY JIMIly YKa3aHHBIX
JIEKapCTBEHHBIX IpenaparoB (3a HCKIIFOUEHHEM JIEKapCTBEHHBIX Ipenaparos,
3aperucTpupoBaHHbIX B Poccuiickoii @enepanuu u otinyckaembix B Poccuiickoit @enepaunu 6e3
perenTa Ha JeKapcTBeHHbIN npenapar). [loarBepikaaroiiue TOKyMEHThI (MX 3aBepEHHbIC KOMHH
WIM 3aBEPEHHBIC BBINUCKM M3 HHUX) JOJDKHBI COJEpPXKaTh CBEACHHMS O HAaMMEHOBaHUM W
KOJIMYECTBE HA3HAYEHHOTO JIEKapCTBEHHOrO IpernapaTta. B ciydae, eciu NOATBEPKIAKOIINE
JOKYMEHTBl (MX 3aBEpEHHblE KONMM WJIM 3aBEPEHHbIE BBINIMCKA M3 HUX) COCTABJIEHbI Ha
MHOCTPAHHOM $3bIKE, K HUM IIPUJIAraeTCsl HOTapUaAJIbHO 3aBEPEHHBIN MIEPEBOJ HA PYCCKUN SA3BIK;
(B pen. PenepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) wucCnosb30BaHUS PAOOTHUKAMHM JTUIJIOMATHYECKOTO KOpIyca WM MPeACTaBUTEIIMU
MEKIYHAPOIHBIX OpraHu3alnid, akKpeIuTOBaHHbIX B Poccuiickoit denepanuu;

3) JedeHHs] MACCAKUPOB W WICHOB HKUITAKEW TPAHCIOPTHBIX CPEACTB, MOE3JAHBIX Opuraa u
BOAMTENEH TPAaHCIOPTHBIX CpeAcTB, NpuObIBIIMX B Poccuiickyro @enepaunio; (B pen.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

4) nedeHHs YYACTHUKOB MEXAYHApOAHBIX KYJbTYpHBIX, CIOPTHUBHBIX MEPONPUITUNA U
YYaCTHUKOB MEXIYHAPOJAHBIX IKCIIECIUIINNI;

5) nedeHHs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300CaJax, LUPKaX, OKeaHapUyMax,
nenbpuUHApUAK, JIEUYECHUS JTUKUX SKABOTHBIX, IIOCTOSHHO WJIM BPEMEHHO HACEISIONINX
Tepputoputo Poccuiickoit denepannu, HAXOAAMIMXCS B COCTOSHHHM €CTECTBEHHON CBOOOJBI M
MpUHAUIeKAIUX K BUaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoii @enepanuu u (1in)
KpacHble KHUTH CyOBekToB Poccmiickoit ®eneparuu, a TakKe >XUBOTHBIX, BBO3HMBIX B
Poccuiickyro ®@enepanuio uisi y4acTUsi B CIIOPTHBHBIX M 3PEIHIIHBIX MEPONPUATHUAX; (B PE.
denepanbubix 3aKoHOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) HCIONB30BaHMA Ha TEPPUTOPUM MEXKIYHAPOJAHOTO MEAMLMHCKOro Kiacrepa. (B pen.
denepanbpHOro 3akona ot 29.06.2015 N 160-D3)

2. B cnydasx, OpeayCMOTPEHHBIX 4YacTbio | HacTosmiel CcTaTbu, JMOMYCKAaeTcs BBO3 B
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Poccuiickyro denepaiiuio aeKkapCTBEHHBIX IPenapaToB, HE 3apEruCTpUPOBaHHbIX B Poccuiickoit
Ddenepanun. (B pea. Denepanbroro 3akona ot 06.12.2011 N 409-D3)

3. JlexkapcTBEeHHbIE Mpenaparkl, MpeAHa3HauCHHbIC Ui TYMAHUTAPHOW MOMOUIM (COIEHUCTBUS)
WJIY TIOMOLIY IIPY Ype3BBIYANHBIX CUTyalUsiX, BBO3ATCA B Pocculickyro denepanuio B nopske,
yctanoBiieHHOM [IpaButensctBom Poccuiickoit @enepanun. 3anpeniaetcsa BBo3 B Poccuiickyro
@denepallvio  HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaToB, IpPEJHA3HAYEHHBIX IS
ryMaHUTapHON NMOMOIIM (COAEUCTBUSA) WM TMOMOIIM IMPHU YPE3BBIYAMHBIX CUTyalMsX. (B pel.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

Cratbs 51. CoTrpyanuuecTBo (pegepaibHOTo OpraHa
HCIOJIHUTEIHHOM BJIACTH, YIIOJJHOMOYEHHOI0 B 00J1aCTH
TAMOKEHHOI0 /1eJIa, U APYIrUX YIOJHOMO4YEHHBIX (peepaibHbIX
OPraHoOB MCHOJHHUTEJbHON BJIACTH

1. YnonHomoueHHble (enepaabHble OpPraHbl HUCIOJHUTENBHOW BIIACTH IPEAOCTABISAIOT B
pacnopspkeHre (eiepanbHOro OpraHa MCHOJHUTEIbHOM BJIACTH, YIOJTHOMOUYEHHOTO B 00JacTH
TaMOXEHHOTO [IeJ1a, FOCYJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPE/ICTB, a TaKkkKe MH(pOpMaIio
O BBIJAHHBIX Pa3spCUICHUAX Ha BBO3 KOHKpCTHOﬁ mapTuur JICKapCTBCHHBIX CPEACTB B Cly4asix,
YCTaHOBJICHHBIX YacThlo 3 craThu 47 HacTosero deaepanbHOro 3aKOHa.

2. denepanbHblil Opral UCIOJIHUTEIBHON BJIACTH, YIIOJIHOMOYEHHBIH B 00JaCTU TaMOXXEHHOI'O
nena, THGOPMHUPYET yKa3aHHbIE B 4aCcTH | HacTOAIIEH CTaThU YHOJIHOMOYEHHbIE (hefiepalibHbIe
OpraHbl HCIOJHUTEIBHON BJACTH O BBO3€ JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro denepanuto u
BBIBO3€ JIEKAPCTBEHHBIX cpeacTB u3 Poccuiickoit denepannu no ¢popme U B MOpsIKE, KOTOPhIE

ycraHoBieHbl [IpaButensctBom Poccuiickoit @enepanuu. (B pen. denepalbHOrO 3aKOHa OT
06.12.2011 N 409-®3)

I'naBa 10. DPAPMALHEBTUYECKASA JEATEJIBHOCTD

Crates 52. OcymecTBieHue ¢papManeBTHYECCKOH AeSITEJbHOCTH

1. dapmaneBTuyeckas JeATEIbHOCTh OCYLIECTBIISIETCS OpraHMU3alMsIMH ONTOBOM TOProOBIIU
JIEKapCTBEHHBIMU CPEACTBAaMM, allTEYHBIMH OPraHU3alMsSIMH, BETEPUHAPHBIMU aNTEUYHBIMH
OpraHM3alMsIMH, WHIUBUAYAIbHBIMU MNPEINPUHUMATEISIMH, MMEIOIIMMU JIMIIEH3UI0 Ha
(bapMareBTUYECKYIO JI€ATEIbHOCTh, MEAULIIMHCKUMH OpTraHU3alMsIMU, HMEIOIIMMU JIMILIEH3UI0 Ha
(hapMaleBTUUECKYIO JIeATEIbHOCTh, U UX 000COOIEHHBIMU MOApa3ieieHus MU (aMOyIaTopusMu,
¢denpamepckuMu 1 GenpAIepCKO-aKyIIePCKUMH TTYHKTaMH, IEHTpaMu (OTAEICHUSIMHU) oOIIen
BpaueOHOW (CeMEWHOW) MPaKTUKH), PACIOJIOKEHHBIMA B CEJIIBCKUX HACEICHHBIX IYHKTax, B
KOTOpPBIX OTCYTCTBYIOT aIT€YHbIE OpraHM3alM¥, W BETEPUHAPHBIMH OpTraHU3ALMIMH,

MMEIOLUMHU JIMIIEH3HUI0 Ha (DapMalieBTHUECKYIO J1eATelbHOCTh. (B ped. denepanbHOro 3akoHa OT
25.11.2013 N 317-®3)

IHonoxcenusa wacmu 2 cmamou 52 (¢ pedaxyuu @edepanvnozo 3axkona om 28.04.2023 N
149-d3) 6 yacmu akkpeoumayuu cneyuaIucmog 6 001acmu eemepuHapuu,
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OCYULeCMBNAIOUWUX PAPMAUEEMUUECKYI0 0eAMEIbHOCHb U UMEIOUIUX GbiCUIee UL CPeOHee
eéemepunaphoe oopazoeanue, npumenaiomcs c 01.03.2026 (nynkm 3 cmamou 4
Deoepanvrozo 3axkona om 28.04.2023 N 149-@3).

2. dusznyeckue JMla MOTYT OCYIIECTBIATh (PapMareBTUYECKYIO0 ACATeIbHOCTh TMPU HATHYUU
BBICIIIETO WJIM CpeHEro ¢apMarieBTHYecKoro oOpa3oBaHus U cepTUdHKaTa criennaaucra Juoo
MPOUICHHON aKKPEIUTAIIMH CIICIIUAINCTA, BBICIIETO WA CPETHEr0 BETEPHHAPHOTO 00pa30BaHus
U cepTudHKaTa CrienuagIrncTa Ju00 MPOHIEHHON aKKPEIUTAIIMK CIICIIUATNCTA, a TAK)KE BBICIIIETO
WIM CPEeIHEr0 MEIHMIIMHCKOro o0pa3oBaHUs, cepTH(UKATA CICHHATUCTa JTHO0 MPONICHHOM
AKKpPEIUTAIIMK CIEIUAIUCTa U JIOMOJHHUTEIBHOTO MPOo(EeCCHOHATBLHOTO 00pa30oBaHUs B YaCTH
PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMHM MpenaparamMu i MEAUIIMHCKOrO MPUMEHEHHS TpHU
YCIIOBHH MX pabOThl B 000COOICHHBIX MOAPA3ACICHUSIX MEIUIIMHCKUX OpraHu3aIiui, yKa3aHHBIX
B yacTH | Hacrosiei cratbu. (B pea. PemepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

Crartbs 52.1. BBoa B rpaxkaaHcKuii 000poT JieKapCTBEHHbIX
Npenaparos JAJs MeJUIMHCKOT0 MPpUMeHeHHs (B pel.
®denepanbHoro 3akona ot 28.11.2018 N 449-P3)

1. [lepen BBOAOM B Ipa’kJaHCKMI 00OPOT KaXKAO0H Cepuu WIM KaXJ0W MapTUU MPOU3BEIEHHOTIO
B Poccuiickoit denepanuu JIEKapCTBEHHOIO IIpenapara Juisi MEIULMHCKOTO IPUMEHEHUs, 3a
UCKJIIOYEHUEM HMMYHOOMOJIOTMYECKHX JIEKApCTBEHHBIX IPEnapaTroB, MPOM3BOJIUTENb TaKOTO
JIEKapCTBEHHOI'0 IpernapaTa IpeACTaBiseT B (eAepalbHbI OpraH MCIOJIHUTEIbHOW BIIACTH,
OCYILIECTBISAIONMNA (PYHKIIMM MO KOHTPOJIIO U Haa30py B cdepe 31paBOOXPAHEHUS, JOKYMEHT
IIPOU3BOJAUTENS JIEKAPCTBEHHOIO CPEJCTBA, MOJATBEPXKAAIOUIMM KAadeCTBO JIEKAPCTBEHHOIO
Ipenapara, 1 HOATBEPKIEHUE YIIOJHOMOYEHHOIO JIMIIA TPOU3BOIUTEINS JIEKAPCTBEHHBIX CPENICTB
COOTBETCTBHUSl  JIEKAPCTBEHHOI'O Ipenaparta TpeOOBaHUSM, YCTAHOBJIEHHBIM IPH  €ro
roCyAapCTBEHHOMN PErUCTPALNH.

2. Ilepen BBOJOM B IpakJIaHCKHI 000POT KaKIOH CepUM MM KaKJOW MapTHH BBO3UMOTO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOIO IMpenapara i MEIUIMHCKOTO MPUMEHEHUd, 3a
UCKJIIOYEHHEM  UMMYHOOMOJOIMYECKMX  JIGKAPCTBEHHBIX  IpernapaTroB,  OpraHM3aLus,
OCYILIECTBJISIONIAs BBO3 JIEKApCTBEHHOro npenaparta B Poccuiickyro ®denepanuio, NpeAacTaBiIseT
B (hefiepasibHBI OpraH MCIHOJIHUTENBHOM BJIACTH, OCYLIECTBISIONMNA (QYHKIIMM 110 KOHTPOJIO U
Haa30py B cepe 31paBOOXpaHEHUs, cepTU(UKAT MPOU3BOAUTENS JIEKAPCTBEHHOIO CPEACTBa,
yJIOCTOBEPSIOUIMIA  COOTBETCTBHME BBO3UMOIO JIEKAPCTBEHHOI'O Ipernapara TpeOOBaHHUIM
(apmakonelHol CcTaTbM, a B CIIy4ae OTCYTCTBHUS (papMaKoONeHHOM cTaTbu TpeOOBaHUAM
HOPMaTUBHOM  JOKyMEHTallMM, W  IOATBEPXKACHHUE  IPEACTABUTENSl  OpraHMU3aluM,
OCYHIECTBJISIOIIEH BBO3 JIEKAPCTBEHHOro nmpemnapata B Poccuiickyro ®@enepanno u
YIIOJTHOMOYEHHON HMHOCTPAaHHBIM IPOM3BOAUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS
BBO3MMOI'O  JIEKAPCTBEHHOTO  Mperapara  TpeOOBaHMSM, YCTAHOBJIEHHBIM IPH  €r0
roCyAapCTBEHHOMN pPErUCTPALNH.

3. Ilopsimok mpeacTaBiIeHUs B COOTBETCTBUM € YacTSIMU | U 2 HACTOSIIEH CTaThbu IOKYMEHTOB U
CBEJICHMI O JIEKaPCTBEHHBIX IMpemapaTax, BBOJAUMBIX B TPakIaHCKHI 000POT, YCTaHABIMBACTCS
IIpaBurensctBoM Poccutickoit denepanuu.

4. B OTHOWIEHMM NEPBBIX TPEX CEpUM WIM MNAPTUH JIEKAPCTBEHHOIO IIperapara, BIEPBbIE
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npousBeqeHHOro B Poccuiickoii ®enepaunu WiIM BIEpBble BBO3UMOro B Poccuiickyro
Ddenepanuio, B GeepabHBINA OPraH UCIOIHUTEIBHON BIACTH, OCYIIESCTBISIONUNN (YHKIIMH 110
KOHTPOJIIO M HaJ30py B cepe 3apaBOOXpaHEHHUs], JOMOJHUTEIBHO MPEICTABISAETCS MPOTOKOI
WCIIBITAHUN O COOTBETCTBUM CEPUM WJIU MAPTUU JIEKAPCTBEHHOTO Mpenapara AJjisi MEAUIMHCKOTO
MIPUMEHEHHUSI MTOKA3aTesIM KauecTBa, MPeAyCMOTPEHHBIM HOPMAaTUBHOM JIOKyMEHTaluel (nanee
- TPOTOKOJ  MCHBITAHMM), TMPOBOAMMBIX  AKKPEAUTOBAHHBIMM B  COOTBETCTBUU C
3aKoHOaTenbcTBOM Poccuiickoit ®denepanuu 00 aKKpeIWTallMM B HAIMOHAIBHOW CHCTEME
aKkpeauTanmuu  QenepalibHBIMH  TOCYJAapCTBEHHBIMU  OIO/DKETHBIMH — YUPEKICHUSIMU,
MO/IBEIOMCTBEHHBIMU (peiepalbHOMY OpraHy HCIOJHUTEIbHON BJIACTH, OCYILECTBISIOLIEMY
(GYHKIIUY 110 BBIPA0OTKE M peaTu3aliy roCyAapCTBEHHOW MOJUTUKYA ¥ HOPMAaTUBHO-TIPABOBOMY
peryiupoBaHuio B cpepe 31paBooxpaHeHusi, U (heaepaibHOMy OpraHy UCIOJHUTEIbHON BIACTH,
OCYIIECTBISIONEMY (DYHKIIMM TIO KOHTPOJIIO W Haa30py B chepe 3apaBooxpaneHus. [lopsmox
BbIJIAYU YKa3aHHBIMU (eAepalbHbIMU TOCYJApPCTBEHHBIMH OIO/KETHBIMH  YUPEXKICHUSIMU
JAHHOTO TPOTOKOJAa M pa3Mep IUIaThl 3a €ro BbIJAaYy YycTaHaBiuBaroTcs [IpaBuTenbcTBOM
Poccuiickoit @enepanuu.

5. ExeromHo He mo3mHee | QeBpans TPOU3BOIUTEIM JICKAPCTBCHHBIX CPEJICTB  HITU
OpraHu3ally, OCYIIECTBIISIOIME BBO3 JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro Penepanuto,
MIPEJICTABIISIOT B (heJiepabHbIA OpraH HCIIOJTHUTEIHFHON BIACTH, OCYIICCTBIITIOMNN (DYHKITUHU TIO
KOHTPOJIO U HaI30py B cdepe 3IpaBOOXpaHEHUs, MPOTOKOJ HCIBITAHWM MOCTYNHBILETO B
TEUYCHHE T0JIa B TPaKIaHCKHUI 000POT JIEKAPCTBEHHOTO MpernapaTa KOHKPETHOTO MPOU3BOIATEIIS
(Ha OJIHY CepHI0 KaXXJIOTO TOPrOBOTrO HAUMEHOBAHMSI C YYETOM JIEKApCTBEHHOW (OpMBI U
JIO3UPOBKU), TPOBOJUMBIX aKKPEAUTOBAHHBIMH B COOTBETCTBHM C 3aKOHOAATEIIbLCTBOM
Poccuiickoit @enepanin 00 akKpeAUTAallMd B HAI[MOHAJIBHOW CHCTEME aKKpEeAUTalUu
HCIIBITATEIbHBIMH JIA0OPATOPUSIMH (LICHTPAMH).

6. IlpousBoauTenu JEKapCTBEHHBIX CpPEICTB WM OpraHMU3allM, OCYIIECTBISIOIIUE BBO3
JIEKapCTBEHHBIX IpemnapaToB B Poccuiickyro denepanuio, HE MEHEE 4e€M 3a OIUH TOA 10
IJTAHUPYEMBIX IPUOCTAHOBIICHUS UM MIPEKPALLEHHS IPOU3BOCTBA JIEKAPCTBEHHBIX IPENapaToB
win ux BBo3a B Poccuiickyto ®Penepaunio yBeaomssiloT 00 3ToM (QelepaibHblil opra
WCIIOJIHUTEJIBHON BIJIACTH, OCYLIECTBIISIOIIMM (YHKIMHM TO KOHTPOJK M Haa30py B cdepe
3/IpaBOOXpaHeHUss U (elepalbHbli OpraH HCHOJHHUTENbHOM BIIACTH, OCYILECTBIISIOLINMA
(GYHKIMU O JIMIEH3UPOBAHUIO TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B rpakaaHcKuii 000pOT KaXKA0H CepuM MM KaXJIOW MapTUU MUMMYHOOMOJIOTHYECKOTrO
JIEKapCTBEHHOTr' 0 IMpemnapara, npou3BeaeHHOro B Poccuiickoit denepauud MM BBO3MMOTO B
Poccuiickyro ®@eznepauuio, OCYLIECTBISETCA Ha OCHOBAaHUU pa3pelICHUs, BBIJAHHOIO
(benepanbHbIM OPraHOM MCIOJHUTEIBHON BIACTH, OCYIIECTBIISIIOIIMM (YHKIUU 110 KOHTPOJIIO U
HaJ30py B chepe 3IpaBOOXpaHEHHs, Ha OCHOBAaHMM BBIJAHHOTO  (elepatbHbIMU
roCy/1apCTBEHHBIMU OIO/IKETHBIMU YUPEKICHUSAMH, YKa3aHHBIMHU B YacTH 4 HACTOSIIEN CTaTbH,
3aKJIIOYEHHUS. O COOTBETCTBUU CEPUU WIM MAPTUH HMMYHOOMOJIOTMYECKOIO JIEKapCTBEHHOTO
npenapaTa TpeOOBaHUSM, YCTAHOBJIEHHBIM MpPH €ro rocynapcTBeHHON peructpanuu. [lopsimok
BbIIaYM  paszpelieHuss Ha BBOA B TPaXAAHCKUH  OOOpPOT CepuM WIM  HapTHH
MMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOT0 MperapaTa, a TakKe MOPAJOK BbIAAUM YKa3aHHOIO
3aKJIIOYEHUs U pasMep IUIaThl 3a €ro BblIauyy ycraHasiuBarorcs lIpasurensctBom Pocculickoi
denepanuu.

8. 3a HempenCTaBI€HHE WIM HECBOEBPEMEHHOE IPE/ICTaBJIECHUE JOKYMEHTOB M CBEICHMI,



MPEyCMOTPEHHBIX YacTsMu 1, 2, 4, 5 1 6 HaCTOSIIEH CTaTbU, MPOU3BOAUTEIMN JEKAPCTBEHHBIX
CPElICTB M OpPraHM3alliy, OCYIIECTBISIONINE BBO3 JICKAPCTBEHHBIX IpenaparoB B Poccuiickyto
@enepannio, HECYT OTBETCTBEHHOCTb B COOTBETCTBHUU C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

9. IlpencraBiieHue TOKYMEHTOB M CBEJICHUH, MPEYCMOTPEHHBIX YacTaMmu 1, 2 u 4 Hacrosien
CTaThU, M MOJYyYEHUE MPEAYCMOTPEHHOTO YaCThIO 7 HACTOSIIEH CTaThbU pPa3pellieHUs HAa BBOJ
MMMYHOOHOJIOTUYECKOTO JICKAPCTBEHHOTO IMperapaTa B TPaKIaHCKHK 000poT HEe TpeOyroTcs B
OTHOILIEHUHU JIEKAPCTBEHHBIX IMPENnapaTroB, MpPeIHA3HAYCHHBIX JUIsI MPOBEACHUS KIMHUYECKHUX
HCCIIE0OBAHUH JICKAPCTBEHHBIX MPEMapaToB, MPOBEICHUS YKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB
JUISL OCYIIECTBJICHUSI TOCYJApPCTBEHHON PEruCTpaliy JIEKAPCTBEHHBIX MpPENaparoB, a TaKXe B
OTHOIIIEHWH HE3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX IpEnapaToB, MPEIHA3SHAYCHHBIX IS
OKa3aHUsl MEIUIIMHCKOW IMOMOIIM MO >KU3HEHHBIM MOKA3aHHUSIM KOHKPETHOIO MalMeHTa WU
TpyNIbl NallMeHTOB, BBO3UMBIX B Poccuiickyto denepaiuio B COOTBETCTBUM € YacTsMu 3 U 3.1
cratbu 47 Hacrosimiero denepanbHoro 3akona. (B pea. denepanbHoro 3akoHa ot 27.12.2019 N
475-03)

10. Ilpu BBIABIEHUH B IPaKTAHCKOM O0OOpPOTE CEpUU WM MApTUH JIEKAPCTBEHHOTO IIperapara,
JIOKYMEHTBI U CBEJIEHUSI O KOTOPBIX, IPETYCMOTPEHHbIE YacTsMu 1, 2 u 4 HacToswIel cTaThy, HE
Mpe/icTaBjIeHbl B (heJiepabHblil OpraH UCIIOTHUTEIHLHON BIACTH, OCYIIECTBIAIOMUN (DYHKIIUU TIO
KOHTPOJIIO ¥  Ham3opy B cdepe 3apaBooxXpaHeHHs, JuOO cepuM WIA  HapTHH
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tperapara, He HMMEIOIIUX pa3pellieHuss Ha BBOJ B
TpaXIaHCKUI 000pOT, MPEAYCMOTPEHHOTO YacThi0 7 HACTOSIIEH CTaThbu, (hefepalibHbId OpraH
WCIIOJIHUTENBHON BJIACTH, OCYIIECTBISIONMN (PYHKIMHM TO KOHTPOJK M Haa30py B cdepe
3paBOOXpPAaHEHUS, B MOpAJKE, ycTraHoBiIeHHOM IIpaBurensctBoM Poccuiickonn ®dexpepanuu,
IPUHUMAET pellleHHe O MPEKPALIeHUU TIPa)KTaHCKOTo 000pOoTa TAKMX CEpUU WM MAPTHU [0
MIPEJCTaBICHNS YKa3aHHbBIX JOKYMEHTOB U CBEJIEHUH MO0 MOTy4yeHHs YKa3aHHOTO pa3pereHHsl.

Cmamusa 52.2 ne pacnpocmpansemcs nHa cepuu 1eKapcmeeHHvlX RPenapamos 0

6emepuHapH0z0 NPUMeHeHUsl, 66€0CHHbLE 8 ZPANCOAHCKUN 000pom Ha meppumopuu P® oo
01.09.2023 (uacmp 2 cmamou 2 Dedepanvrozo 3axona om 02.07.2021 N 317-D3).

Cepuu nexapcmeeHHbIX NPenapamog 0iisi 6emMepuHapHo20 NPUMEHEHU, YKA3AHHbLe 6
cmamoe 52.2, noonexcam Xpanenuio, nepesosKe, OMNYcKy, peaiusayuu, nepeoaue,
npumeHenu1o 00 ucmeyeHus cpoKa ux 200nocmu (wacms 3 cmamou 2 Pedepanbhozo 3aK0Ha
om 02.07.2021 N 317-®3).

Cratbs 52.2. BBoa B rpa:xkaaHCcKuil 000pOT JIEKAPCTBEHHbIX
NpenaparoB JAJisi BETEPUHAPHOIO MPpUMEeHeHHUs (B pel.
®denepanabHoro 3akona ot 02.07.2021 N 317-®3)

1. Tlepeq BBOAOM B TpaKAAaHCKUI 00OPOT KaKIOW CEpUU MPOU3BEACHHOTO B Poccuiickoit
®denepanyn JICKAPCTBEHHOTO Tpernapara JJjisi BETEPUHAPHOTO MPUMEHEHUS, 33 HCKIIOYEHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIperapara Ui BETEPHUHAPHOTO TMPUMEHEHHS,
MPOU3BOAUTEL TAKOTO JIEKAPCTBEHHOIO IMpenapara NpeacTaBiIsieT B YBEAOMUTEILHOM MOPSIKE
B (QenepaNbHbIl OpraH UCHOJHUTENBHON BIACTH, OCYIIECTBISIOMNUN (PYHKIHH IO KOHTPOIIO
(Ham3opy) B cdepe oOpaliieHus JTeKapCTBEHHBIX CPEJCTB ISl BETEPUHAPHOTO MPUMEHEHHUS:
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1) IOKyMEHT IpOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB, MOATBEPXKIAIOIINUNA COOTBETCTBHE
KayecTBa JIEKapCTBEHHOI'O IIpenapara il BETEPUHAPHOIO IIPUMEHEHMs, BBOAUMOIO B
rpaXIaHCKH 000poT, TpeOOBAHHSM, YCTAHOBICHHBIM IIPU €r0 TOCYIaPCTBEHHON PErHCTPALUY;

2) TOATBEPXKICHUE YIOJHOMOYEHHOTO JIMIIA IPOU3BOAMUTEINS JICKAPCTBEHHBIX CPEICTB
COOTBETCTBHS JICKAPCTBEHHOI'O IIpernapara Jid BETEPUHAPHOTO MPUMEHEHUS TPeOOBaHUAM,
YCTaHOBJICHHBIM IIPU €r0 TOCYIapCTBEHHON PErUCTpaIUU.

2. ITlepen BBOAOM B TpaKAAHCKUK OOOPOT KaXIOW CEpUU BBO3UMOTO (IIEPEMEIIaeMOro) B
Poccuiickyro denepanuio J1eKapcTBEHHOro Ipernapara Jyulsi BETEPUHAPHOIO NPUMEHEHHs, 3a
UCKJIIOYEHHEM HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IMIpernapara sl BETEPUHAPHOTO
IPUMEHEHMs], OpraHu3alus, OCYLIECTBIAIOIIAs BBO3  (II€pEMEIIEHUE) JIEKapCTBEHHOIO
mpernapara i BETEpUHAPHOrO npuMeHeHuss B Poccuiickyro denepanuro, npencraBisieT B
YBEIOMUTEJILHOM NOpsAKe B deepaabHblil OpraH UCHOIHUTEIBHONW BIACTH, OCYILECTBIISIOLINMA
¢yHKIMM TIO KOHTpomo (Ham3opy) B cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NIPUMEHEHMUS:

1) HOKyMEHT MNpOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, IOJATBEP)KIAIOUINII COOTBETCTBUE
KauyecTBa JIGKapCTBEHHOI'O IIpenapara il BETCPUHAPHOIO IIPUMEHEHHMs, BBOAUMOIO B
rpaXJIaHCKHI 000poT, TpeOOBaHUSIM, YCTAHOBJIEHHBIM IIPU €0 roCy1apCTBEHHON perucTpanuu;

2) NoATBEP:K/ICHUE JIMLIA, YIIOJIHOMOUYEHHOTO JEPKaTEeIeM WM BJIAJIENIbLIEM PETUCTPALIMOHHOIO
YAOCTOBEPEHU JIEKAPCTBEHHOI'O IIperapara il BETEPUHAPHOIO INPUMEHEHHUs, COOTBETCTBHUS
JIEKapCTBEHHOI'O Ipenapara Jyisl BETEpUHAPHOIO NPUMEHEHHUS TpeOOBaHUSIM, YCTAaHOBIIEHHBIM
IIPU €r0 TOCYAAPCTBEHHOW PErUCTPALIMH.

3. BBoa B rpaxmaHckuii 000poT BBO3MMOro (mepememaemoro) B Poccuiickyto ®enepariuio
JIEKapCTBEHHOTO Tpemnapara Ui BETEPUHAPHOTO MPUMEHEHHs OCYIIECTBISETCS MPH HAIWYHH
3aKJIIOYCHHUA O COOTBETCTBUH IMPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCIACTB Tp€60BaHI/I$[M IIpaBHJI
HaJJIeXxalled MPOU3BOJACTBEHHON MPAKTHKHU, BBIJIAHHOTO YIIOJTHOMOUYEHHBIM (eaepatbHbIM
OopraHom HUCIIOJIHUTEIILHON BJIACTH JJIA HpOH3BOI[CTB€HHOI>i IIom@aak JICKaApCTBCHHOI'O
Ipernaparta Jijisi BETEpUHAPHOIO IPUMEHEHHs1, BBOJAUMOIO B TPak1aHCKUI 000pOT.

4. JInno, ynoJIHOMOYEHHOE AEpXKaTelleM WIN BIaJEbLEM PErMCTPAllMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Iperapara i BETEPUHAPHOTO MPUMEHEHHUs, JOHKHO OBITh aTTECTOBAHO B
YCTQHOBJICHHOM YIIOJTHOMOUYEHHBIM (pe/IepaIbHbIM OPraHOM MCIOJIHUTENBHOM BIACTH MOPAIKE U
UMETh CTaXX pabOThl HE MEHEe 4eM IMATh JIeT B 00JIaCTH MPOM3BOACTBA U (WJIM) KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CpEACTB JIMOO B 00JacTM MOHUTOpUHra 3(()EKTUBHOCTH H
0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB JJsi BETEPUHAPHOTO MPHUMEHEHUS, IMPOBOAMMOIO
JiepKaTesleM WIN BIAJEIbIEM PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Iperapara
JUISL BETEPUHAPHOTO MPUMEHEHUS MO0 YHNOJTHOMOYEHHBIM UMM IOPUINYECKUM JIMIIOM, BbICIIEE
o0pa3oBaHNe COOTBETCTBEHHO IO OJHOW M3 CIEIUATbHOCTEH U (MJIM) OJHOMY M3 HampaBIeHUH
MOATOTOBKU: OMOJIOTUSI, OMOTEXHOJIOTHUS, BETEpUHAPHSI, BETEpUHAPHO-CAHUTApHAs HKCIEPTH3a,
KJIMHUYECKasi MEAMLMHA, paJAuallMOHHAs, XUMUYeCKas M OHoJornyeckas 3amura, dapmarus,
byHIaMeHTallbHAs METUIIMHA, XUMHUECKasi TEXHOJIOT U, XUMHUSL.

5. Iopsiok nmpencTaBieHUs] B COOTBETCTBUM € YacTsAMU | U 2 HACTOAIIEH CTaTbU JOKYMEHTOB U
CBEICHMH O JIEKAPCTBEHHBIX MpernapaTax sl BETEPUHAPHOTO NPUMEHEHHS, BBOJHMMBIX B
TpaKIaHCKHUI 000poT, ycTaHaBiuBaeTcs [IpaButenscTBoM Poccuiickoit Denepanun.



6. B oTHomeHMM MEpBBIX JBYX CEpUil JIEKAPCTBEHHOrO IIpernapara Ajs BETEPUHAPHOIO
IIPUMEHEHHUs, BIIEPBBIE NPOU3BeNeHHOro B Pocculickor denepanuu Wiy BIEPBbIE BBO3UMOIO
(mepememaemoro) B Poccuiickyro denepanuto, B heaepaibHbIii OpraH UCTIOTHUTEIHFHOM BIACTH,
OCYLIECTBISIONMNA (YHKIIMM IO KOHTPOJIO (Haa3opy) B cdepe oOpamieHHus JeKapCTBEHHBIX
CPEACTB JJIi BETEPHUHAPHOI'O IPUMEHEHHUs, Hapsay ¢ JAOKYMEHTaMH, IpelyCMOTPEHHBIMU
gacTaMu | W 2 HacTosALIe CTaThH, MPEACTABISAIOTCS MPOTOKOJbI MUCHIBITAHUN O COOTBETCTBUU
TUX CEpPUH JIEKAPCTBEHHOrO IIpernapara JUlsi BETEpPUHApHOIO MPHUMEHEHMs IoKa3aTessiM
KauecTBa, IPEIyCMOTPEHHBIM HOPMATUBHBIM JOKYMEHTOM (Jajiee - MPOTOKOJ HMCIBITaHUN),
IIPOBOJIUMBIX ~AKKPEAMTOBAHHBIMU B COOTBETCTBUU C 3aKOHOJATelIbcTBOM Poccuiickoit
@enepan 00 aKKpenIUTallMd B HALMOHAJIBHON CHUCTEME AaKKpEeIUTAIMK HCIIBITaTeIbHBIMU
naboparopusimu (IIEHTPaMH ).

7. Exeromno He mo3mHee | QeBpans TPOU3BOIUTENNM JICKAPCTBEHHBIX CPEJICTB HIIU
OpraHM3alliy, OCYIIECTBISIONINE BBO3 (MEpEeMEIEHUE) JIEKAPCTBEHHBIX IMpenapaToB s
BETEpUHAPHOro NpuMeHeHus B Pocculickyro @enepanuio, MpeicTaBiIsaioT B (penepanbHblil opran
WCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIOMUN (YHKIMKM MO KOHTPOIIO (Ham30py) B cdepe
oOpamieHust JIEKapCTBEHHBIX CPEICTB ISl BETEPHUHAPHOTO MPUMEHEHHS, MPOTOKOJ MCIBITAaHUN
MOCTYNUBIIETO B TEYEHHE TOAa B TPaXKTAHCKUN 00OpOT JEKapCTBEHHOTO IMpemapaTta Aiis
BETEPUHAPHOTO MPUMEHEHUS] KOHKPETHOI'O IPOU3BOAUTENS (HA OJJHY CEPUIO KaXA0I0 TOPrOBOIO
HAaUMEHOBAHMSI C YYETOM JIEKapCTBEHHOH (GOpMBI, a Juis JIEKapCTBEHHOrO Mpemapara Aiis
BETEPUHAPHOTO NPUMEHEHUS, HE SIBIISIOIIErOCS MMMYHOOHMOJIOTMUECKHUM, TaKK€ C Y4YETOM
JO3UPOBKH), TPOBOJUMBIX AaKKPEAUTOBAHHBIMA B COOTBETCTBHH C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepan 00 aKKpeauTAallMd B HAIMOHAIBHOW CHUCTEME aKKpeAUTaIluu
HCIIBITATEIbHBIMU JTA0OPATOPUSIMH (LICHTPAMH).

8. BBoa B rpaxnaHckuii 000pOoT MMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOrO NpenapaTa ajs
BETEPUHAPHOTO IIPUMEHEHUs, IMpou3BeIeHHOro B Poccuiickon @Penepannu WA BBO3UMOIO
(mepemeriaemoro) B Poccuiickyto @enepainio, OCyIIEeCTBISETCS HA OCHOBAHWUHU pa3pelleHus,
BBIIAHHOTO (heliepaabHbIM OPraHOM HCIOJIHUTEIbHOM BJIACTH, OCYILECTBISIOMUM (QYHKIUU IO
KOHTpOJO (Haa3opy) B cepe oOpalieHHs JIEKapCTBEHHBIX CPEICTB Ul BETEPUHAPHOTO
MPUMEHEHUs. YKa3aHHOE pa3pelleHHe BbAAETCS HAa OCHOBAaHMM IPOTOKOJIA HCHBITAaHUM,
IIPOBOAMMBIX AKKPEIWTOBAaHHBIMH B COOTBETCTBHMM C 3aKOHOJATENbCTBOM Poccuiickoi
@enepan 00 aKKpeOUTAllMM B HAIMOHAJIBHOW CHUCTEME aKKpeIWTalud OpraHu3alusMu,
MI0JIBEZIOMCTBEHHBIMU  (pe/IepaIbHOMY OpraHy HCHOJIHMTEIbHOM BIAcTH, OCYIIECTBISIOLIEMY
GyHKIIMM 1O  BBIPAOOTKE  TOCYJAapCTBEHHOM  TMOJUTHUKM UM  HOPMAaTUBHO-TIPaBOBOMY
peryaupoBaHui0 B cdepe  arponpOMBIIIJICHHOTO  KOMIUIEKCa, BKIIouas — oOpalleHue
JIEKapCTBEHHBIX CPEACTB Il BETEPUHAPHOIO MPUMEHEHMs, WM (elepalibHOMYy OpraHy
WCTIOJHUTENIBHOM BJIACTH, OCYILECTBIISAIONIEMY (YHKUIMHU I0 KOHTpoOJOo (Ham3opy) B cdepe
oOpallieHus JIeKapCTBEHHBIX CPEJCTB JJIsl BETEPUHAPHOIO MPUMEHEHHs, a TaKKe JOKYMEHTOB U
CBEJICHUM, NPENyCMOTPEHHBIX 4acThio | (1 mpenaparoB, NMPOU3BEACHHBIX B Poccuiickoit
denepanun) WM 4YacTbio 2 (s TpemaparoB, BBO3UMBIX (TiepeMerniaeMbix) B Poccuiickyro
denepainio) HACTOAIIEH CTAThHU.

9. Cpok BBITAUM pa3pelicHHs, YKa3aHHOTO B YacTH 8 HACTOSIIEH CTAaThH, COCTABJISCT IATh
pabounx 1HEH CO JHA TPEACTABICHUS IIPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEICTB WIIH
OpraHu3aIfel, OCYIIECTBISIONICH BBO3 (TEpeMEIIeHne) JICKApCTBEHHOTO TIIpernaparta JUis
BeTepHHApHOTrO mpuMeHeHUss B Poccuiickyro ®enepanuto, B  (QenepalbHbIii  Oprax
WCTIOTHUTEIPHOW BJIACTH, OCYIIECTBIAIONMMN (DYHKIIMHM 1O KOHTpOJo (Ham3opy) B cdepe



O6paH_IeHI/I5[ JEKApCTBEHHBIX CpCACTB JId BETCPUHAPHOIO IMPHUMEHCHUA, TOKYMCHTOB,
npeaAyCMOTPCHHBIX YaCTbIO 8 HaCTOHH_Ieﬁ CTaTbu.

10. Pa3pemienne, yka3aHHOE B 4YaCTH 8 HACTOSIIECH CTAThH, BBIJAETCSA B OTHOLLIEHUU KAXKJIOU U3
NEPBBIX BYX CEpUil MMMYHOOHOJOTHUYECKOTO JICKAPCTBEHHOT'O Mpernapara JJisi BETepUHAPHOTO
IIPUMEHEHHUsI, BIEPBBIE NMPOU3BeAeHHOr0 B Poccuiickoii denepan WM BOEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyto @enepaumito. Takoe pa3pelieHHE BBIAAETCS HA BECh CPOK
oOpallleHusi cepuu MMMYHOOHOJIOIMUYECKOTO JIEKApCTBEHHOrO Ipernapara Jijisi BETEepUHAPHOTO
IIPUMEHEHHUS], B OTHOLIEHUHM KOTOPOW OHO BbIAAHO. B OTHOIIEHMM NOCIEAYIOUIMX CEPUN OJHOTO
TOProBOro  HAaMMEHOBAHMSI HMMMYHOOHMOJIOTMYECKOTO  JIEKAPCTBEHHOrO  Mperapara  Juis
BETEPUHAPHOIO IIPUMEHEHUs, INpou3BeleHHOro B Poccuiickon @Pexepanuuyu WM BBO3UMOIO
(nepememaemoro) B Poccuiickyto denepainio, Takoe paspelieHHe BBIIACTCS CPOKOM Ha TPHU
roga. Ilopsiok BeIauu pa3pemieHus Ha BBOJ B TPAXIAHCKUH 000pPOT MMMYHOOMOJIOTHYECKOTO
JIEKApCTBEHHOr'0 Ipernapara i BETEPUHAPHOIO0 NPUMEHEHUs, MOPSAOK BbLAAYM IPOTOKOJIA
UCIBITAaHUN, YyKa3aHHBIX B YacTU § HACTOALIEH CTAaTbU, a TaKXKEe METOJUKa ONpEeesICHUs
pa3MepoB IuUIaThl 3a BbAAYY YKA3aHHOIO MPOTOKOJA HUCIBITAHUM  yCTAHABIIMBAETCS
[IpaBuTenscTBOoM Poccuiickoit denepanuu.

11. MMyHOOHMOJOTMYECKUE JIEKApPCTBEHHBIE Ipenaparbl Al BETEPUHAPHOIO IMPUMEHEHHS,
BBEJICHHbIE B I'PaXJaHCKHI 000pOT B COOTBETCTBUU C YaCThIO 8 HACTOSILEH CTaThH, MOJJIEXkKAT
XPAaHEHMIO, IIEPEBO3KE, OTIIYCKY, PEAIM3alliy, IIepesade, IPUMEHEHUIO 1O UCTEYEHUsI CPOKa UX
TOJTHOCTH.

12. 3a HempejacTaBiI€HUE WM HECBOEBPEMEHHOE IIPE/ICTaBICHHE JOKYMEHTOB U CBEICHUH,
MPEAYCMOTPEHHBIX YacTaMHU 1 - 3, 6 u 7 HacTOALLEH CTaThbu, MPOU3BOJUTENH JIEKAPCTBEHHBIX
CPEIICTB M OpraHuU3allMH, OCYIIECTBISIONINE BBO3 (MEPEMENICHHUE) JIEKAPCTBEHHBIX IIPEenapaToB
JUIsl BeTepUHApHOro mnpumeHeHuss B Poccuiickyro ®enepaiuio, HECyT OTBETCTBEHHOCTb B
COOTBETCTBHUU € 3aKOHOJATeNbCTBOM Poccuiickoi denepanni.

13. TlpencraBneHne DOKYMEHTOB W CBEIEHHWH, MpPEAYCMOTPEHHBIX dactsmMu 1 - 3, 6 u 7
HACTOAILEH CTaThbU, U TOJYYEHHE Pa3pelleHus, YKA3aHHOTO B YacTH 8 HACTOAIUEH CTaTbH, HE
TpeOyIOTCS B OTHOILEHUHU JIEKAPCTBEHHBIX NpEnapaTroB s BETEPUHAPHOTO MPUMEHEHMUS,
IIpeHa3HAYEHHBIX Uil BbIBo3a U3 Poccuiickoin denepauny, NPOBEACHUS AOKIMHUYECKHX
UCCIIEIOBAaHUM  JIEKAPCTBEHHBIX CPEICTB, KIMHMYECKUX MCCIEAOBAHUN JIEKapCTBEHHBIX
IIPENapaToB AJIsl BETEPUHAPHOTO IPUMEHEHMSI M BBO3a JUIS LIEJIEH, YKa3aHHBIX B IIYHKTE 5 4acTh
1 cratbu 50 HacTosiero PenepabHOTO 3aKOHA, a TAKXKe 00pa3lOB JIEKAPCTBEHHBIX MPENapaToB
JUIs  BETEPUHAPHOTO IPUMEHEHMs, IPEAHA3HAYEHHBIX JUI1 IPOBEIEHUS  JKCIIEPTU3BI
JIEKapCTBEHHBIX  CPEACTB B  LEISIX  OCYIIECTBIEHHS TOCYJapCTBEHHON  perucrpanuu
JIEKapCTBEHHBIX IPENapaTroB Ul BETEPUHAPHOIO INPUMEHEHMsI WM BHECEHUS W3MEHEHUH B
PETUCTPALIMOHHOE JOChE HA JIEKAPCTBEHHBIN ITpenapaT /i1l BETEPUHAPHOIO IPUMEHEHHS.

Cratba 53. Ilpoaaxa, nepegaya JieKapCTBEHHBIX CPEICTB
OpPraHu3alMsiMM ONITOBOM TOPTrOBJIM JIEKAPCTBEHHBIMHU CPeACTBAMU

1. OpraHuzanuu ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMH CPEACTBAMH MOTYT OCYIIECTBISThH
npoaaxy JCKApCTBECHHBIX CPCACTB HUIIM NCPEAaBaTb MX B YCTAHOBJICHHOM 3aKOHOAATCIBCTBOM
Poccuiickoit @eaepanuu nopsake (3a HCKIIOUYEeHHEM (apMalleBTUUECKON CyOCTaHIIMK CIUpPTa
ATUJIOBOTO (3TAHOJIA) C YYETOM TpeOOBaHUM YacTu 3 HacTosMmeH cTtaThu: (B pen. deaepanbHbIX



3akoHOB 0T 29.07.2017 N 278-®3, ot 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrum opraHu3aiusM ONTOBOW TOPrOBIH JIEKAPCTBEHHBIMU CPECTBAMU;

2) NPOU3BOJUTENSM JIEKAPCTBEHHBIX CPEACTB IS LieJied MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB;

3) AIITCYHBIM OpraHu3anusaM U BETCPUHAPHBIM alITCYHBIM OPraHU3alyusIM,
4) HAY4YHO-HCCJICAOBATCIIbCKUM OpraHu3alusaM JIJid Hay‘IHO'HCCHC,HOBaTeJIBCKOfI pa6OTBI;

5) WHIWBHUIYyaJdbHBIM MPEINPUHUMATEISIM, HMEIOLIUM JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NEeSITeNIbHOCTD WITU JIMIEH3UIO Ha MEAUIIMHCKYIO e TEIbHOCTD;

6) MEOUIMHCKAM OpraHu3alysM, B TOM YHCJIE CO3/JaHHBIM M 3apETUCTPHUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATEILCTBOM MHOCTPAaHHOIO rocygapcrBa - uieHa OpraHuzanuu
HSKOHOMHYECKOTO COTPYAHHYECTBA W DPAa3BUTHA HWHOCTPAHHBIM IOPHIUYECKUM JIAIAM,
VH/MBUYAJIbHBIM IPEANPUHUMATEINSAM, SBISIOUIMMCSA YYaCTHUKAMU MIPOEKTa B COOTBETCTBUU C
®enepanbHbIM 3aKk0HOM OT 29 mioHs 2015 roga N 160-®3 "O mexayHapOAHOM MEAULMHCKOM
KJlacTepe ¥ BHECEHMHM W3MEHEHUI B OTIeNbHBbIE 3aKOHOJATeNbHbIE aKThl Poccuiickoii
®enepauun', 1 BETEpUHAPHBIM Opranu3auusy; (B pea. deaepaibHbix 3aK0HOB OT 26.07.2019 N
240-93, ot 04.08.2023 N 428-D3)

7) opraHu3anysM ¥ WHIWBUAYAJIbHBIM MPEINPUHUMATEISIM, OCYILIECTBISIONINM pa3BeICHHE,
BBIpALMBAHUE U COJIEP’KaHME >KMBOTHBIX (32 MCKIIOUEHUEM IMPOJaXH UM (hapMaleBTHUECKUX
cyOcTannuii mim ux nepeaayn). (B pen. @enepanpuoro 3akona ot 02.08.2019 N 297-D3)

2. OpraHu3anuy ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMHU HE BIIPaBE OCYIIECTBISATH
npoaaxy (mepenady B yCTaHOBJICHHOM 3aKOHOAaTenbcTBOM Poccuiickoit deaepanuu nopsaxe)

(hapmareBTUUeCKOM CyOCTaHIIMK CIIUPTA STUIOBOTO (9TaHOMa). (B pen. PeaepanbHOTrO 3aKOHA OT
27.12.2019 N 481-d3)

IHonoxcenusn wacmu 3 cmamou 53 na meppumopusx /loneyxoit Hapoonoiu Pecnyonuku,
Jlyzanckoit Hapoonoui Pecnyonuku, 3anoposcckoii odoaracmu, XepconcKkoiu ooaracmu
npumensaromesn ¢ 01.09.2024 (wacmo 3 cmamou 3 Dedepanvrozo 3akona om 04.08.2023 N
428-D3).

3. OpraHuzaiuu ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CPEICTBAMH MOTYT OCYILIECTBIATH
npojaxy (mepenady B yCTAaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit depepanuu mopsiake)
JIEKApCTBEHHOTO0  Mpernapata Al  MEIULUUHCKOTO MPUMEHEHHS C  MEXIYyHapOIHBIM
HEMaTeHTOBAaHHBIM HauMeHoBaHueM "Jtanon": (B pen. denepanbHoro 3akoHa ot 04.08.2023 N
428-03)

1) FOpUANYECKUM JIMIIAM, UMEOIIMM JIMIIEH3UI0 Ha (apMalleBTHIECKYIO IEITENLHOCTE B Cepe
oOpallleHHsl JICKapCTBEHHBIX CPEICTB I MEIUIIMHCKOTO MpuMeHeHus; (B pen. deaepaabHOTo
3akoHa oT 04.08.2023 N 428-D3)

2) WHAMBUAYAJIbHBIM MpEANpPUHUMATENSM, HMEIOIIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JesTeNbHOCTh B cpepe oOpallieHus JIeKapCTBEHHBIX CPECTB AJIsi MEAUIIMHCKOTO MPUMEHEHHUS; (B
pen. deaepanbHoro 3akoHa oT 04.08.2023 N 428-D3)

3) WHIUBUAYAJIBbHBIM  OPCANIPUHUMATCIIAIM, HUMCHOIIUM  JIMOCH3UIKO Ha  MCIUIMHCKYIO
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JesTeIbHOCTD; (B pea. DenepanbHoro 3akona ot 04.08.2023 N 428-D3)

4) OpUAMYECKUM JHUIAM, MUMEIOIIUM JIMLIEH3UI0 Ha MEIUIMHCKYIO JEATEIbHOCTh; (B pE.
denepanbHoro 3akona ot 04.08.2023 N 428-D3)

5) MHOCTPaHHBIM IOPUINYCCKUAM JIMIIAM U WHIWBHIYaTbHBIM TPEANPUHUMATEIISIM, CO3IaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIICTBOM HMHOCTPAHHOTO TOCYIapcTBa -
yiieHa OpraHu3aiii SKOHOMUYECKOTO COTPYTHUYECTBA U Pa3BUTHS, SBJISFOIIAMCS Y4aCTHUKAMHU
IIPOEKTa B COOTBETCTBUM ¢ PDenepaibHbIM 3aKoHOM OT 29 wtonsa 2015 roma N 160-®3 "O
MEXKIYHAPOJAHOM  MEIUIMHCKOM KJIacTepe W BHECCHMHM HM3MCHEHUH B  OT/CJIbHBIC
3aKoHoaTenbHble akThl Poccuiickoit denepanun'; (B pea. GenepanbHoro 3akona ot 04.08.2023
N 428-D3)

6) ucnpITaTeNbHBIM JTAOOpATOPHSIM (LIEHTPaM), TMPOBOSAIINAM HUCHBITAHUS B O0JIACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanun 00 akKpeIUTaUMU B HALMOHAJIBHOM cHCTEME aKKpeAuTaluuu. (B pen.
denepanbHoro 3akona ot 04.08.2023 N 428-D3)

Crarbs 54. [IpaBuiia onToBOM TOProOBJIM JIEKAPCTBEHHBIMH
cpeacTBaMHu

1. OnToBasi TOProBiis JIEKAPCTBEHHBIMH CPEICTBAMHU OCYIIECTBISETCS MPOU3BOAUTEISIMU
JICKaPCTBCHHBIX CPEJICTB U OPTAHHU3AIUSMU OIITOBOM TOPTOBIIH JICKAPCTBEHHBIMH CPEICTBAMH 10
IpaBWJIaM HAJJICKAIICH JUCTPUOBIOTOPCKON IPAKTUKH, IpaBUIaM HaIJISKAIIEH PaKTUKA
XpaHEHUsT ¥ TEePCBO3KM JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO IMPUMCHCHHS,
MpaBUJIaM XpaHEHUs JTeKapCTBEHHBIX CPEJICTB AJII BETEPHUHAPHOTO MPUMEHEHUS, YTBEPKICHHBIM
COOTBETCTBYIOIIUMH YITOJTHOMOYCHHBIMH (eIepaIbHBIMU OpPTaHAMU HCIIOJHUTEIBHON BIIACTH.
(B pen. @eaepanbHbIX 3akOHOB OT 22.12.2014 N 429-03 (pea. ot 13.07.2015), ot 26.03.2022 N
64-D3, ot 28.04.2023 N 171-D3)

2. OpraHuzanysi ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBaMHU 00sf3aHa COOJIIOIATh
npejeibHbIe CPOKH OTIPY3KH 3aTpeOOBaHHBIX aNTEYHOM OpraHu3alMell JIeKapCTBEHHBIX
IpenaparoB /IS MEIUIIMHCKOTO MPUMEHEHHUS U HE BIPaBE OTKA3bIBATh AllTEYHONW OpraHU3aIlvH,
C KOTOpPOM y Hee 3aKJIIUYeH COOTBETCTBYIOIIMN JOTOBOP O IIOCTaBKax JIEKAPCTBEHHBIX
npenaparoB Ui MEIUIIMHCKOTO TPHUMEHCHHs, B IMOCTaBKE JEKAPCTBEHHBIX IMPEMapaToB s
MEIUIIMHCKOTO MPUMEHEHUS NPU HAJIWYHAU 3aTpPeOOBAHHBIX JIEKAPCTBEHHBIX MPENApaToB s
MEIUIIMHCKOTO MPUMEHECHHUS Y OpraHu3alMi ONTOBOM TOPTOBIIH JICKAPCTBEHHBIMH CPEICTBAMH.
IpenenbHbIe CPOKM OTIPY3KH 3aTpeOOBaHHBIX AITEYHOW OpraHM3alliel JIEKapCTBEHHBIX
IpenaparoB Uik MEIUIIMHCKOTO MPUMEHEHHSI B 3aBUCMOCTH OT PACIIOIOXKEHUS MECTa OTIPY3KH
JIEKaPCTBEHHBIX  TPENapaToB  JUIss ~ MEIUIMHCKOTO  IPUMEHEHHS  YCTaHABIUBAKOTCS
YIIOJHOMOYEHHBIM (helepalbHbIM OPraHOM HCIOJIHUTEIBHON BiaacTH. (B pea. PemepanbHOrO
3akoHa oT 26.03.2022 N 64-D3)

Crartbs 55. Ilopsinok poO3HUYHON TOPIrOBJIH JEKAPCTBEHHBIMU
npenaparamMmu

1. Po3uanunas TOProBJId JICKAPCTBCHHBIMH IIp€riapaTaMyd B KOJHWYCCTBAX, HeO6XO)II/IMI)IX JJIsA
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BBITOJIHEHUST BpaueOHBIX ((eNbAIepCKUX) Ha3HAYCHWW WM HAa3HAYCHHWH CIICIUAIUCTOB B
00JIaCTH  BETEPUHAPHH, OCYIICCTBIIACTCS AaNTEYHBIMH OPTaHU3ALUSAMH, BETECPUHAPHBIMU
aNTeYHBIMHU OPTaHU3AIUSMH, UHINBUAYAILHBIMU TPEANPHHAMATEIISIMHI, UMCIOIIUMHE JIHIICH3HIO
Ha (hapMaleBTHUECKYIO AEATEIbHOCTb, MEAUIIMHCKUMH OPTaHU3AIMSIMH, UMEIOIIUMHU JTUIIEH3UIO
Ha  (apMaleBTUYECKYI  JICATCIBHOCTh, M WX  O0OCOOJCHHBIMH  TOJPAa3ICIICHUSIMU
(amOynaropusimu, (QenbAmIepCKUME U (QEeNbAMIEPCKO-aKYIIEPCKUMH  ITYHKTaMHU, I€HTPaMu
(otmeneHussMu) oOIIeH BpayeOHOW (CEMEHHOWM) MPAKTUKH), PACIONOKEHHBIMH B CEIBCKHUX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIC OPraHU3allid, U BETECPUHAPHBIMU
OpraHu3alMsIMH, MMCIONMMH JIMIECH3UI0 Ha (apMaleBTHUECKYIO JCSTelIbHOCTh. Pa3pericHa
PO3HMYHAsE TOPrOBIS TOJIBKO JICKAPCTBEHHBIMH MperaparaMH, 3aperUCTPHPOBAHHBIMU B
Poccuiickoit ®enepanuy WM U3rOTOBJICHHBIMUA alTEYHBIMA OPTaHU3AIMsIMH, BETCPHHAPHBIMH
aNTCYHBIMH OPTaHU3AIUSIMU, HHIUBUAYATHHBIMU MPEIIPUHAMATEISIMHA, UMCIOIIAMH JTUIICH3UIO
Ha (apMaleBTUYECKYIO JCATSIbHOCTh. PO3HMYHAs TOProBIsS JICKAPCTBEHHBIMU TIperapaTamMu
OCYIIECTBISICTCS 10 MpaBWJIaM  HaJJIeKalleld  anTeyHOW TMPaKTHKH, YTBEPKICHHBIM
YIIOJIHOMOYEHHBIM (heiepalibHbIM OPraHOM HCIOJHHUTEIbHON BiacTH. (B pea. DemepaiabHbIX
3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1.1. Po3HuuHas TOProBis JIEKAPCTBEHHBIMU MpenapaTaMy Uil MEJAULMHCKOIO MpUMEHEeHHUs (3a
HCKJIFOYEHUEM JIEKAPCTBEHHBIX IIPENapaToB, OTIIYCKAEMBIX IO PELENTy Ha JIEKapCTBEHHBIN
IIpernapaT, HapKOTMYECKHUX JIEKAPCTBEHHBIX IPENApaToOB M ICUXOTPOIHBIX JIEKapCTBEHHBIX
IIPenapaToB, a TAKXKE CIUPTOCOJAEP)KALIUX JIEKAPCTBEHHBIX IMpENnaparoB ¢ OOBEMHOW JoJieil
STUJIOBOTO CIIUPTA CBBILIE 25 MPOLIEHTOB) MOXKET OCYLIECTBIIATHCS alTeYHBIMU OPraHU3aALUSIMU
JUCTAHLIMOHHBIM cI1OCOOOM. PO3HMUHYIO TOPrOBIIO JIEKAPCTBEHHBIMHU IIpernapaTamu AJis
MEJIULUHCKOTO TMPUMEHEHHUs] AMCTAaHIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJIATH AalTe4HbIe
OpTaHU3aIlK, NMEIOIIHE JIUIEH3UIO Ha (papMaleBTUIECKYIO IEATEIbHOCTh U COOTBETCTBYIOIIEE
paspernieHre ¢enepaabHOro OpraHa MCIOJHUTENIBHONW BIACTH, OCYLIECTBISIONIEr0 (DYHKIMM I10
KOHTPOJIIO U Haa30py B cdepe 3apaBooxpaHeHus. llopsgok Bblmaum paspelieHus Ha
OCYILIECTBJIEHUE PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMH IIpenapaTaMM AMCTAaHLMOHHBIM
criocoboM, TpeOoBaHMSI K alTE€YHbIM OPraHU3alUsSM, KOTOPHIE MOTYT OCYIIECTBISATH TaKyrO
TOPrOBIII0, U TMOPAJOK €€ OCYLIECTBICHHs, a TakKKe IpaBHia JIOCTaBKH JIEKAPCTBEHHBIX
IpenaparoB rpaxaaHaMm ycraHaBiuBaroTca IIpaButensctBom Poccuiickorn  ®enepanum.
Wudopmanus o0 OruladeHHBIX (OTMYIIEHHBIX) M MOJYYEHHBIX JIEKAPCTBEHHBIX Ipernaparax
BHOCHUTCS B CUCTEMY MOHHUTOPHHIA JIBUKECHHUS JIEKAPCTBEHHBIX IPENApaToOB Uil MEAUIMHCKOIO
IIPUMEHEHUS B NOPSJKE, NPEAYCMOTPEHHOM 4acTblo 7 cTarbu 67 Hactosuiero denepanbHOro
3akoHa. (B pea. @enepanbHoro 3akona ot 03.04.2020 N 105-D3)

2. Buapl anTedHBIX OpraHU3alMii W TpaBWia OTIYCKAa JIEKQPCTBEHHBIX IMpenapaToB s
MEJIULIUHCKOTO MIPUMEHEHUS anTeYHBIMU OpraHu3aLMIMU, WHUBU1yaJIbHBIMU
MpEANPUHAMATEIISIMU, UMEIOIIMMU JIMIICH3UI0 Ha (DapMaleBTHYECKYIO JCATEIHHOCTh, a TaKKe
MpaBujia OTIYCKa JIEKapCTBEHHBIX MPENapaToB sl MEIUIUHCKOTO MPUMEHEHUSI MEIULIMHCKUMHU
OpraHu3alMsIMH, WMEIONMMU JIMICH3WI0 Ha (apMaleBTHUUECKYI0 JACSITeNbHOCTh, W HX
000CO0IEHHBIMUI MO/Ipa3ieICHUAMHU (amOynaTopusmu, (benpamepcKuMu u
(dbenpamepcKo-akymepckKuMi ~ TTyHKTaMHU, IeHTpaMu  (OTAENeHUsAMH) oOIel BpadeOHOU
(cemeitHOI) TPaKTUKH), PACIOJIOKEHHBIMU B CEJIbCKUX HACENEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaNTEYHBbIC OpTraHU3AlMH, YTBEPXKIAIOTCS YIOJHOMOUYCHHBIM (eaepaTbHbIM
OpraHOM HCIIOJTHUTENIbHOM BiacTH. (B pea. PenepanbHoro 3akona ot 25.11.2013 N 317-D3)

3. IIpaBuna oTycka HAPKOTHYECKUX CPEJICTB U IICUXOTPOITHBIX BEIECTB, 3aPETUCTPUPOBAHHBIX
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B Ka4YC€CTBE JICKAPCTBCHHBLIX IIPCIiapaTroB, JICKAPCTBCHHBIX IIPEIapaTroB, COJACpKAIINUX
HAapKOTUYCCKHUEC CpPCACTBA W IICHUXOTPOIHBIC BCHICCTBA, YTBCPKIAAIOTCA YIOJHOMOYCHHBIM
(be,[[epaJ'IBHBIM OpraHomM HCITOJIHUTEILHON BIJIACTH IO COTJIACOBAHUIO C (be,[[epaJ'IBHBIM OpraHomM

WCIIOJIHUTEJIBHON BJIACTH, YIIOJIHOMOUYEHHBIM B cepe BHYTpeHHUX nei. (B pea. DeaepanbHOTO
3akoHa ot 03.07.2016 N 305-®3)

4. JlexapcTBeHHblE IIpenaparbl s BETEPUHAPHOIO IMPUMEHEHHUS IOJUIEKAT OTIYCKY
BETEPUHAPHBIMU anTCYHBIMU OpraHu3alusIMy, BETEPUHAPHBIMU OpraHu3aLKsIMH,
WHAWBUYAIBHBIMUA TIPEANPUHUMATENSIMH, HMEIOIIUMH JIMLEH3UI0 Ha (apMaleBTUYECKYIO
JeATeNIbHOCTh.  OTIIYCK JIGKAPCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHUs
OCYLIECTBJISICTCS B COOTBETCTBUM C IPAaBWIAMM HAJUICKAINEW alTEYHOM IPAKTUKHU
JIEKApCTBEHHBIX  MpENapaTtoB Il BETCPUHAPDHOIO  IPUMEHEHUS,  YTBEPXKIACHHBIMU

YIIOJIHOMOYEHHBIM (pe/lepajIbHBIM OPraHOM HCHOJHHUTENBbHON BiacTu. (B pen. depepanbHOro
3akoHa oT 02.08.2019 N 297-®3)

5. TlepedyeHb MEIMIMHCKUX OpraHU3allii, HMEIOIIUX JHIECH3HI0 Ha (apManeBTUUYECKYIO
NeSTeNbHOCTh, M WX OOOCOOJEHHBIX moApasAeneHuid (amOymnaropuii, (enpIImepcKux Hu
(benpamepcKo-aKyIepcKux IMMyHKTOB, IEHTPOB (OTAeNeHHi) oOmieil BpaueOHON (ceMenHOoi)
MIPAKTUKHN), PACIIOJIOKCHHBIX B CEJIBCKUX HACEICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpPraHU3allNK, a TaKXkKe MEepeueHb JICKAPCTBEHHBIX MpPENapaToB, Mpojaxa KOTOPBIX
MOJKET OCYIIECTBIIATHCS YKa3aHHBIMH OPTaHU3aALUSIMHI U UX 000COOJICHHBIMHE T0/Ipa3/IeJICHUSMH,
yCTaHABIMBAIOTCA OpraHaMU HCIIOJTHUTEIbHON BiacTu cyobekToB Poccuiickoit denepanuu. (B
pen. enepanbubix 3aKkoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnreuHble OpPraHu3alli{, WHIUBUAYAJIbHbIC INPEANPUHUMATENN, UMEIOUIUE JIMLIECH3UI0 Ha
(hapMaIeBTHYECKYIO JIeATEIIbHOCTh, 00s3aHBI 00ECIeunBaTh YTBEPKIACHHBIN [IpaBUTENBECTBOM
Poccuiickoit ®enepaunu u GopMHpPYEMBIi B YCTAaHOBJIEHHOM UM MOPSAJIKE MHHHUMAIbHbIN
aCCOPTHMMEHT JIEKapCTBEHHBIX IPENapaTroB, HEOOXOAMMBIX JJsi OKa3aHUS MEIUIIMHCKON
nomoinu. (B pea. PenepanbHoro 3akona ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHW3alli{, WHIAUBUAYAJIbHbIE MPEANPUHUMATEIH, UMEIOIINE JIUIEH3UI0 Ha
(apMalleBTUUECKYIO JESITeNbHOCTb, Hapsily C JIEKAPCTBEHHBIMU IperapaTaMl HMEIOT MpaBo
MproOpeTaTs W MpoJaBaTh, B TOM YHCIE JUCTAHIIMOHHBIM CIIOCOOOM, MEAMIIMHCKHE W3JIEIHs,
I[CSHH(i)I/IHpr}OHII/Ie cpeacrtBa, MNpeaAMCETbl W CpCACTBA JIAYHOH TUTUCHBI, TIOCyAy JJId
MEIHUIIMHCKUX IIeNied, MpeaMeThl W CpPeCTBa, MpelHa3HaueHHbIe IS yxona 3a OOJbHBIMU,
HOBOPOXACHHBIMU U NCTbMHU, HE JOCTUTIIHUMHU BO3paCTa TPEX JIET, OUKOBYIO OIITUKY U CPCACTBA
yX0/ia 3a Hel, MUHEpAJIbHbBIE BOJBI, TPOAYKTHI JIe4eOHOTO, IETCKOTO M JTUETHUYECKOTO MUTAHMUS,
OMOJIOTMYECKH aKTUBHBIE I[O6aBKI/I, Hap(bIOMepHI)IG H KOCMCTHYECKHEC CPCACTBA, MCANLIMHCKNEC U
CaHUTAPHO-TIPOCBETUTENNbHBIE TE€UaTHBIC W3JaHWs, TMpeIHa3HaYeHHBbIE HJs TMpOMaraHibl
3nopoBoro oOpasa >ku3HHU. (B pea. DenepanbHbix 3akoHOB 0oT 27.07.2010 N 192-®3, ot
25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

8. JledarenpHOCTh anTeuHbIx opranuzanuii Boopyxennsix Cun Poccuiickoit @enepannu, 1pyrux
BOMCK, BOMHCKUX (OPMHPOBAHUN W OpPraHoB, B KOTOPBIX 3aKOHOJATENbCTBOM Poccuiickoii
Qenepaiii  NPEIYCMOTPEHO  MPOXOXKJIEHHWE BOCHHOW  ciayxObl wian  ¢enepanbHON
TOCYJapCTBEHHON  CIy:KObI,  CBA3aHHOM C  NIPAaBOOXPAHUTEIBHOM  JESTEIbHOCTHIO,
perilaMeHTUpPYeTCs HaCTOSIIUM denepanbHbBIM 3aKOHOM u YTBEPKICHHBIMU
COOTBETCTBYIOIIMMH  (hefiepaibHBIMU  OpraHaMHM HUCIOJHMUTENBHOM BJIACTH  TMOJIOKEHUSMH.
KoHnTpos 3a cobmoienreM yka3aHHBIMU allTE€YHBIMUA OPTaHU3alUSIMH MOJ0KEHUN HACTOSILErO
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@denepalibHOTO  3aKOHA OCYUIECTBIIIETCS COOTBETCTBYIOIIMMHU  (eAepaibHbIMU  OpraHaMu
UCIOJHUTENIBHOM BaacTu. (B pea. PenepanbHoro 3akona ot 13.07.2015 N 262-D3)

9. YHactp yrparuia cuiy. (B pea. Denepanpaoro 3akona ot 03.04.2020 N 105-D3)

Honoowcenua cmamou 55.1 npumensarwomesn 0o 01.03.2026 (nynkm 2 cmamou 2 @edepaivhozo
3axona om 20.10.2022 N 405-@3).

Crarbs 55.1. Illopsiaok ocymecTBIeHUS POSHUYHOH TOPrOBJIH
JIEKAPCTBEHHBIMHM NpenaparamMmu AJs MeAUUUHCKOI0 IPUMEeHEeHMS,
OTIIYCKAEeMBbIMHM 110 PelleNTy Ha JIEKAPCTBEHHBIN Mpenapar,

AMCTAHIUOHHBIM CIIOCO00M (B pea. PeaepajibHOIO 3aKOHA OT_
20.10.2022 N 405-d3)

1. B mepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roxa B ropoae ¢enepaibHOro 3HAYCHHS
Mockse, B benropoackoii 1 MockoBCcKkoil 00nacTsx (fajee B HACTOSAIICH cTaThe - CyOBEKTHI
Poccuiickoit denepanun) npeaycMaTpuBaeTcsl MPOBEACHUE SKCIIEPUMEHTA 110 OCYIIECTBICHUIO
PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMU IpernapaTaMy Uil MEIULMHCKOTO NPUMEHEHUS,
OTIIYCKa€MBIMH IO PELENTY Ha JIEKAPCTBEHHBIN Ipernapar, AUCTaHIIMOHHBIM CIIOcOOOM (anee -
IKCIICPUMEHT).

2. B paMkax 3KCIIEpUMEHTa €ro YYaCTHUKH BIIpaBE MUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBIISThH
PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU IIpenaparamMu JJjisi MEIULUMHCKOTrO HpPUMEHEHUS,
OTITYCKaeMBbIMH TIO PEIENTy Ha JIGKAPCTBEHHBINA Tpernapar (B TOM 4Yuciae ChOPMHUPOBAHHOMY B
dbopMe DSIEKTPOHHOTO JOKYMEHTa B IJIMYHOM KaOWHeTe TpakJaHuHa B QeaepalbHON
rocygapcTBeHHOM WHGOpMaIMOHHOW cucteme "EAuHBIA mOpTan rocylapCTBEHHBIX U
MYHHUIUMATBHBIX yeayr (QyHKIUN)" U (MIM) Ha PETHOHANBHBIX MOPTalaX rOCYAapCTBEHHBIX U
MYHUIIMIIATBHBIX  yCIYT) W BKJIIOYEHHBIMH B TI€PEYCHb JIEKAPCTBEHHBIX MPENapaToB U
(hapmakoTepaneBTHUECKUX TPYMI JIEKapCTBEHHBIX MPENapaToB, Pa3pelIeHHbIX K pealn3aluy B
paMKax  JKCIIEpUMEHTAa, YTBEPKJCHHBIM  YIOJTHOMOYEHHBIM  (penepanbHbIM  OpraHOM
WCIIOHUTENBHON BiacTH (32 HCKIIOYEHHEM JIEKapCTBEHHBIX TMPENaparoB, COJAEpKaIINX
HapKOTUYECKHUE CPEICTBA, IICUXOTPOIHBIE BEHIECTBA M HX MPEKYPCOPHI, JIEKAPCTBEHHBIX
MpernapaToB, COAEpXaIIUX  CUJIBHOJACHCTBYIOIIME  BEIIECTBA, paauodapMaleBTUYECKUX
JIEKApCTBEHHBIX TMpEnapaToB, UMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX IpENapaToB, a TaKXKe
JIEKApCTBEHHBIX IPENaparoB, JUIsl KOTOPbIX B COOTBETCTBHM C MHCTPYKLHMEW MO MPUMEHEHHUIO
JIEKAPCTBEHHOTO TIperapara yCTaHOBJIEH TEMIEPATYPHBIM PEKUM XpaHEHHsI HUXKe 15 rpamycos
Lenbcusi, cOUpTOCOIEPKAIINX JIEKAPCTBEHHBIX MpernapaToB ¢ OOBEMHOW JOJEH 3THUIIOBOTO
CIUpTa CBBINIE 25 TMPOIEHTOB M JICKAPCTBEHHBIX IMpENapaToB, W3TOTOBJICHHBIX AaNTEYHBIMHU
OpraHu3alusIMu). Kpurepuu BKJIFOYEHUS JIEKApCTBEHHBIX MpenaparoB u
(hapMakoTepaneBTUUECKUX TPYNI JIEKAPCTBEHHBIX TNIPEMapaToB B YKa3aHHBIM TepeueHb
ycranaBnuBaroTcs [IpaBurensctBom Poccuiickont @enepanuu. [lomoxeHnss HaCTOSAENH CTaTbU
HE pachpoCTpaHSIOTCS Ha JICKapCTBEHHBIE IIpemaparhbl, OTIyCKaeMmble OECIIaTHO WJIH CO
CKUJKOH TpakJlaHaM, IMEIOIIUM MPaBo Ha oOecreyeHne IEKapCTBEHHBIMU MIpernapaTaMu 3a CUeT
CpencTB OOJDKETHBIX aCCUTHOBaHWN (enepanbHOTO OrOKETa W OIOKETOB CYOBEKTOB
Poccuiickoit ®enepanuu.

3. VYyacTHUKaMu DSKCIIEPUMEHTA SBJSIOTCS  YIOJHOMOYEHHBIN  (denepaiabHbli  Oprax
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UCIIOJHUTEJIBHOM BJIACTH, YIOJHOMOUYEHHBIE OpraHbl MCIOJHUTEIBHOH BIIACTH CYOBEKTOB
Poccuiickoit  ®enepanuy, MEAMIMHCKAE  OpraHM3alMd M alTEYHble  OpraHU3alMH,
COOTBETCTBYIOILIME TPeOOBaHMUSAM, YCTAHOBJICHHBIM B COOTBETCTBHU C 4YacTblo 4 HacTOsLIeH
CTaTbH.

4. IlonoxxeHue o MOpsiIKe MPOBEICHUS HIKCIIEPUMEHTA, B TOM YHCIIe TPeOOBaHUS K MEIUIIMHCKUM
opranu3anvsM MW alTCHHBIM OpraHu3alusaM, ABJIIOINUMCA YYaCTHUKaMKU OKCIICPUMCHTA,
MOPSAOK  OCYIIECTBICHUS PO3HUYHONM TOPrOBIM JICKAPCTBEHHBIMHU IpernapaTamMu  AJis
MCIUIIUHCKOI'O IMPUMCHCHHA, OTIIYCKAaCMBbIMH 110 PCLCIITY Ha HeKapCTBeHHBIﬁ rnpemnapar,
JUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K JOCTaBKE TaKUX JIEKAPCTBEHHBIX IIPErapaToB
rpaxxiaHaMm, IIpaBuJia BbIAa4W pa3pCliCcHud Ha OCYHICCTBJICHUC pO3HH'—IHOﬁ TOProBJIN
JIEKapCTBEHHBIMU TpenapaTtaMu Il MEIUIUHCKOTO MPUMEHEHHSI, OTITYCKAeMbIMU IO PELETY
Ha JIEKapCTBEHHBIH IHpernapar, AUCTAaHLIUMOHHBIM crocoOoM, yrBepxknaaercs llpaBurenbcTBoM
Poccuiickoit @enepannu. TpeboBaHUs K anTeYHbIM OPTaHU3ALMSIM, SBISIONIMMCS y4aCTHUKAMU
OKCIICPUMCHTA, HC MOI'yT 6I)ITI) HUXKEC TpC6OBaHI/II71, YCTAHOBJICHHBIX K alITCYHBIM OpPraHu3alnuiaM
B COOTBETCTBHUU C 4acThlio 1.1 cratbu 55 Hactosmiero deaepanbHOTO 3aKOHA.

5. YIoTHOMOYCHHBIN (eIepaIbHBIN OpTaH UCTIOTHUTEIILHOM BJIACTH:

1) ocymecTBiasieT METOJUYECKOE COIPOBOKICHHE OSKCIIEPHMMEHTA, BKIOYas METOAMYECKOE
COIIPOBOXACHUE [JEATEIBHOCTM MEIMLUHCKUX OpraHM3allMid M alNTe4yHbIX OpraHu3alui,
YYaCTBYIOIIMX B IKCIIEPHUMEHTE, 10 OQOPMIICHHIO, MCIIOIB30BAaHUIO M XPAHEHUIO PEIENTOB Ha
JIEKapCTBEHHBIH Mperapar, B TOM 4uciie copMUpPOBaHHBIX B (hOpME 3JEKTPOHHBIX JTOKYMEHTOB;

2) mpeacraBmsier B IIpaButenbctBo Poccuiickoit denepanuu NMpeaBapuUTEIbHBIA (B MEPUO
MPOBEJICHUS SKCIIEPUMEHTA, HO HE TIO3/IHEE YEM 3a JIBa MecAlla A0 UCTEYEHUs CPOKa TPOBEACHHUS
HKCIIEPUMEHTA) U WTOTOBBIM ([0 OKOHYAHWU JKCIEpUMEHTa, HO HE IO3JHEe 4YeM dYepe3 JBa
Mecsilla IOC/ieé HCTEYEeHHs CpOKa IPOBEIEHUS OHKCIEPUMEHTA) [OKJIaabl O pe3yJbTaTax
MIPOBEJICHUSI IKCIEPUMEHTA U TPEUIOKEHHs] O BHECEHUU M3MEHEHUI B 3aKOHOJATENbCTBO 00
oOpallleHuH JIEKApCTBEHHBIX CPEJICTB.

6. YIIOTHOMOYEHHBIN OpTraH UCIIOJHUTENBbHOM BiacTu cyobekTa Poccuiickoit denepanuu:
1) BripaBe yCTaHOBUTH OCOOEHHOCTH ITPOBECHUS SKCIIEPUMEHTA;

2) yTBep:KJIaeT MOPSIOK OTOOpa MEAMIMHCKUX OpraHM3allMid M anTeYHbIX OpraHu3alui asis
yJyacTHs B OKCIEPUMEHTE, a TakKe NPOBOJUT TaKoi oTOOp M yTBEpKIaeT MepedeHb
MEIULMHCKUX OpraHu3aluid MW [EepeYeHb anTe4yHbIX OpraHU3alMi, COOTBETCTBYIOIINX
TpeOOBaHUAM, YCTAHOBJICHHBIM B COOTBETCTBUHU C YacThiO 4 HACTOSIIEH CTaThbU, U SBISIOMIUXCS
Y4aCTHUKAaMHU JKCIIEPUMEHTA,

3) ocylecTBIsIEeT MOHUTOPUHT MPOBEAEHUS 3KCIEPUMEHTA U MPECTABISET €ro pe3yJbTaThl B
YIOJTHOMOYEHHBIHN (pe/iepalIbHbII OpraH UCHIOJHUTEIBbHOM BIIACTH;

4) obecrneunBaeT HWHPOPMAIMOHHO-TEXHUUECKOE OOECIeUeHne TPOBEICHUS DKCIIEPUMEHTA
MIOCPEJICTBOM  MCHOJBb30BAHUS TOCYAApCTBEHHON HH(OpManMoHHOW cHCTeMBl B  cdepe
3paBooxpaHeHus cyobekra Poccuiickoit denepanuu u (MIM) MEAUIIMHCKUX UHPOPMAIIMOHHBIX
CUCTeM MEIUIIMHCKUX OpraHu3alui, SBISIONIMXCS YYaCTHUKAMU OKCIEPUMEHTa, M HX
B3aUMOJICHCTBUS C €IWHOM TOCYJapCTBEHHON WH(POPMAIMOHHON cucteMord B cdepe
3/IpaBOOXpaHEHUSI.
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7. MenuuMHCKHAE OpraHM3allMd M alTe4YHble OpPraHU3alliy BIpPaBe OTKAa3aThCS OT ydacTus B
SKCHEPUMEHTE, NOJaB B YIOJIHOMOYEHHBIH OpraH HCIOJHUTEIFHOW BIAcTH CyOBEKTa
Poccwuiickoit deaepanuu cCOOTBETCTBYIOIIEE OOpaIieHNe B MUCHEMEHHOUN opme.

8. AnrTedHble OpraHu3alluy, SBJSIOMIMECS YIaCTHUKAMH SKCIEPUMEHTa, 00sI3aHbI MPH MPOJIaKe
JUCTAHIIMOHHBIM CIOCOOOM JIEKQpCTBEHHOTO Mpernapara s MEIUIMHCKOTO IMPUMEHEHHUS,
OTITYCKaeMOT'0 IO PEIENnTy Ha JIEKAPCTBEHHBIH Mpenapar, 00eCHneunuTh MPHU OCYHIECTBICHUU
JOCTaBKM MJICHTU(DUKALUIO JUYHOCTH TpaKJaHMHA, MOJIYYaAOIEro TaKOM JIeKapCTBEHHBIN
Ipenapar, B LEJIIX YCTAHOBJIEHUSI COOTBETCTBUS €0 JIMUHOCTU U JIMIIA, YKA3aHHOTO B PELENTE
Ha JICKapCTBEHHBIN MpenapaT (ero 3aKOHHOTO MPEJCTaBUTENA), MO0 JIHIA, YIOTHOMOYEHHOTO
JIMIIOM, YKa3aHHBIM B PELENTE Ha JIEKApCTBEHHBIN NpenapaT (ero 3aKOHHBIM MPEACTABUTEIIEM),
Ha TOJy4yeHHUE JIEKApCTBEHHOTO Ipernapara (Jlajnee B HACTOSIIEH CTaTbhe - JIMI0, YKa3aHHOE B
perente (3aKOHHBIH MPEICTaBUTENb, YIIOTHOMOYEHHOE JIUIIO).

9. Jlumo, ocymecTBisAIOIIEE JOCTaBKY JIEKAPCTBEHHOrO Ipenapara s MEIULUHCKOIO
IIPUMEHEHHMs], OTITYCKAaeMOr'o [0 PeLenTy Ha JIeKapCTBEHHBIN npenapat, 00s13aHO OTpeboBaTh y
IPKJAHMHA, IIOJIY4AarOUIero TaKOM JIEKapCTBEHHBIM IIpemnapar, IpeabsBUTh JOKYMEHT,
YIOCTOBEPSIOUIMA €ro JUYHOCTb, Ul MJIEHTHU(UKALUMU JMYHOCTH HTOr0 TIpaXJaHWHA U
YCTAHOBJICHUS] COOTBETCTBMSI €ro JMYHOCTM W JIMLA, YKAa3aHHOIO B peLenTte (3aKOHHOTrO
IIPEJCTaBUTEIISA, YIOJHOMOYEHHOIO JHIa). B ciyyae BbISBICHHS HECOBIAAEHUS JIMYHOCTH
IPAKJAHMHA, [IOJY4Yarollero JEKAapCTBEHHBIM IIpernapar, W JIMIA, YKa3aHHOIO B peLenTe
(3aKOHHOTO MpeACTaBUTENS, YIOJHOMOUEHHOI'O JIMIIA), a TAKKe B Clydae OTKasza Ipa)<JaHUHA,
IIOJIyYalOLIero JIEKAPCTBEHHBIA IIpenapar, MNPeAbsSBUTH JOKYMEHT, YJOCTOBEPSIOIIUNA €ro
JIMYHOCTb, JIMLO, OCYLIECTBIISIONIEE AOCTaBKY JIEKAPCTBEHHOIO IpenapaTa [Uisl MEAULIMHCKOTO
IIPUMEHEHHUS], OTITYCKAaeMOI'0 110 PeLEeNTy Ha JIEKApCTBEHHBIN Mpenapar, 00s13aH0 BEPHYTh TaKOH
JIEKApCTBEHHBIN ITpenapar B alTEYHYIO0 OPraHU3aLUI0.

10. IlonTBepkneHueMm (QaxTta MepeAayu JIEKapCTBEHHOrO Ipenapara A MEAMIIMHCKOTOo
MIPUMEHEHHUsI, OTIYCKaeMOIo MO pEeLENTy Ha JIEKapCTBEHHBIN Ipenapar, JMIy, YKa3aHHOMY B
penente (3aKOHHOMY TPEACTABUTENIO, YIIOJIHOMOUYEHHOMY JIMILY), SIBJSIFOTCS KACCOBBIM UY€K U
MOAMNKUCH JHUIA, TOJYYHUBIIETO TaKOM JIEKAPCTBEHHBIN Ipernapar, Ha JOKYMEHTE O IMOJIyYEHUU
TaKOro JIEKapCTBEHHOI'0 Ipernapara 1no (Gopme, yrBepka1aeMoil yIoJIHOMOYEHHBIM (hesiepaabHbIM
OpraHOM HCIOJHUTENBHOM Biactu. Ilocne mnepemaum JIeKapCTBEHHOrO Ipenapara JIMIY,
YKa3aHHOMY B pellenTe (3aKOHHOMY MPEACTaBUTENIO0, YIIOJTHOMOUYEHHOMY JIUIY), TOT JOKYMEHT
IIEpPEIaeTCs JINLOM, OCYILIECTBUBLIMM JIOCTABKY TaKOT'O JIEKAPCTBEHHOI'O IIPETNapaTa, B alTeYHYI0
OpraHM3allIo, OCYIIECTBUBIIYIO OTIYCK JIEKaPCTBEHHOTI'O Npenapara. B ciiydae BbIABIEHUS NpU
nepeaaye Juily, yKa3aHHOMY B pelienTe (3aKOHHOMY IPECTaBUTEINO, YITOJIHOMOYEHHOMY JIMILY),
JIEKapCTBEHHOTIO IpenapaTa (akToB MEXAaHUUYECKOTO OBPEXKICHUS €0 WU €r0 YIaKOBKH TaKoM
JIEKApCTBEHHBIA MpenapaT JUILOM, YKa3aHHbIM B pelente (3aKOHHBIM IPEACTaBUTENEM,
YIOJHOMOYEHHBIM JIMIIOM), HE TMpPUHUMAeTcs U BO3Bpaliaercs Oe3 ero OoIulaTel JIKIY,
OCYIIECTBUBILIEMY JIOCTAaBKY JIEKAPCTBEHHOI'O Ipenapara U oO0ecleyrBaroleMy €ro BO3BpaT B
anTEYHYI0 OPTaHU3alMIo.

11. 3a Hapymenus 3akoHonarenscTBa Poccuiickon deneparuu, COBEPIICHHBIE PU MPOBECHNUN
9KCIIEPUMEHTA, €r0 YYaCTHUKHM HECYT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOJATEIbCTBOM
Poccutickoii denepanuu.

12. KoHTponb 3a HCIOIHEHHWEM TpPeOOBAaHUMN, CBSI3aHHBIX C MPOBEICHHEM OKCIIEPHUMEHTA,
OCYIIECTBIsIETCS  (heepaibHBIM OPTaHOM  HWCIIOJTHUTEIBHOW BIACTH, OCYIIECTBIISTIONTAM



(GYHKIMU 10 KOHTPOJIIO M HAA30py B cdepe 3apaBOOXpAaHEHHS, B TMOPSJIKE, YCTAHOBICHHOM
O®enepanpubiM 3akoHOM OT 31 wrons 2020 roga N 248-®3 "O rocyaapCTBEHHOM KOHTPOJIE
(Hazm3ope) M MyHULUMIIATBHOM KOHTpoJie B Poccuiickoit @eneparun’.

Crarbs 56. U3roroBjieHNe M OTIIYCK JIEKAPCTBEHHbIX MPENapaToB

1. W3roroBieHue JeKapCTBEHHBIX MpENapaToB anTeYHbIMU OpPraHU3AlMSIMH, BETEPUHAPHBIMU
aNTCUYHBIMH OPTaHM3AIMSIMH, MUMCIOIIMMH JIUIEH3UI0 Ha (DapMareBTUYECKYIO NeATeIbHOCTb,
OCYILIECTBIISICTCS IO pelenTaM Ha JICKapCTBEHHBIEC Mpenapatkl, Mo TpeOOBAaHUSAM MEAMIIMHCKUX
OpraHu3alyii, BETEpUHAPHBIX OpraHU3aldii B COOTBETCTBUM C IPABHIIAMU HU3TOTOBJICHUS U
OTIIyCKa JIGKAPCTBEHHBIX MPENapaToB, YTBEPKICHHBIMH YHIOJHOMOYEHHBIM (eaepatbHbIM
OpraHoM HCIIOJIHUTEIIbHOM BiacTu. (B pea. PenepanpHoro 3akona ot 05.12.2022 N 502-D3)

2. Ilpm W3roTOBIEHHMH JIEKAPCTBEHHBIX IIPEMapaToB  aNTEYHbIMU  OpraHU3ALUIMHU,
BETEPUHAPHBIMU ANTEYHBIMU OPTaHU3ALMSIMH, UMEIOUIUMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO
NeSTeIbHOCTh, HWCIOJB3YIOTCSA JICKApCTBEHHBIE TpenapaTsl W (Win) QapMareBTUYECKUE
CyOCTaHIIMM, BKJIIOYEHHBIE COOTBETCTBEHHO B TOCYIAapCTBEHHBIH pEecTp JIEKapCTBEHHBIX
CPEICTB JJIsl MEIULMHCKOIO IPUMEHEHHUS, TOCYJapCTBEHHBII pEecTp JIEKapCTBEHHBIX CPEICTB
JUIS BETEPUHAPHOTO MPHUMEHEHHUS, EAMHBII peecTp 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpencTB EBpasuiicKOro 3KOHOMMYECKOIO COK03a B YCTAaHOBJIEHHOM mnopsake. He momyckaercs
W3TOTOBJICHHE AaNTEYHBIMU OpTraHU3alUsIMH, BETEPUHAPHBIMH aNTEUHBIMH OpTaHU3AIMIMH,
MMEIOLIUMH JIMIIEH3UI0 Ha (apMaleBTUUYECKYIO AESITEIbHOCTb, JIEKAPCTBEHHBIX IIPENapaToB,
3aperucTpUpoBaHHBIX B Poccuiickoit denepanun. (B pen. @enepanbHoro 3akona ot 05.12.2022
N 502-®3)

3. MapkupoBKa JIeKapCTBEHHBIX IPENapaToB, W3TOTOBJICHHBIX AalTEYHbBIMU OpraHU3aLUSIMH,
BCTCPUHAPHBIMU AIITCUYHBIMU OpraHu3alyusaIMu, UMCIOIMIUMHA JIMICH3UIO Ha q)apMaIIeBTI/ILIeCKYIO
NesITeNbHOCTh, M O(QOpPMIICHME TAaKMX IpenapaToB JOJDKHBI COOTBETCTBOBATh IPAaBUIIAM,
yKa3aHHbIM B 4acTu | Hacrosuieil crateu. (B pea. denepanpHoro 3akoHa orT 05.12.2022 N
502-93)

4. AnrTeyHble OpraHU3alli{, BETEPUHAPHBIC alTEUHBbIE OpraHW3alMd, UMEIOIIUE JIMLEH3UI0 Ha
(apMalneBTUUYECKYIO JIEATEIIbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOOJNIOJIEHHE IpaBUII
U3TOTOBJIEHUS M OTIYCKA JIEKAPCTBEHHBIX IPENApaTOB B COOTBETCTBHU C 3aKOHOAATEILCTBOM
Poccuiickoit ®eneparmu. (B pea. PenepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

Crates 57. 3anpeumenre npoaaku paabcu(puuMpPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB, HeJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeaACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEICTB

[Ipomaxkxa  QanbcupuIMPOBAaHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  HEJO0OPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPEJCTB 3alperiacTcs.

Crartbs 58. XpaHeHue JTeKapCTBEHHBIX CPEACTB

1. XpaHneHue IE€KapCTBEHHBIX CPEACTB OCYIIECTBISECTCS MPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX
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CPEICTB, OPTaHM3allUSIMH OITOBOH TOPTOBIM JIGKAPCTBEHHBIMH CPEJICTBAMH, AalTCUYHBIMHU
OpraHu3alusIMU,  BETEPUHAPHBIMU  ANTEYHBIMM  OpPraHU3alUsMU,  WHIAUBUIYATIbHBIMU
NpeANPUHUMATEIISIMU, HUMCIOIIMMHU JIMIICH3UI0 Ha (apMaleBTHYECKYIO JESITCIIBHOCTh HWIIH
JULEH3UI0 Ha MEIUIUHCKYIO JESTeIIbHOCTh, MEAUIIMHCKUMHU OpraHU3alUsIMHU, BETEPUHAPHBIMU
OpraHu3alMsIMU ¥ WHBIMH OPTaHHW3AIUSIMH, OCYIISCTBISIOIIMMHU OOpaIleHUE JIEKapCTBEHHBIX
cpencTB. XpaHEHUE JEKAPCTBEHHBIX CPEJCTB JIsi BETEPUHAPHOI'O MPUMEHEHUS OpTaHU3alUsIMU
W WHIUBUAYaJbHBIMH  MPEANPUHUMATEISAMH B  CIydYasX, €CJIM OHH  HCIIOJB3YIOTCS
HCKJIIOUHUTENIBHO MPU Pa3BEJCHUH, BBIPAIIMBAHUU, COJACPKAHUM U JICYCHUU >KUBOTHBIX, MOKET
OCYIIECTBJIATHCA 0€3 TMONy4YeHHUs JHUICH3MH Ha (DapMaleBTHUYECKYIO JESITEIBHOCTh. (B pE.
denepanbHoro 3akona or 22.10.2014 N 313-D3)

2. HpaBHna XpaHEHUA  JICKAaPCTBCHHBIX CpCacTB YTBCPKAAIOTCA  COOTBETCTBYIOIIHUM
YIIOJIHOMOYCHHBIM (beﬂepaJ'II)HbIM OpraHomM HCITOJIHUTEILHOM BJIACTH.

3. XpaHeHHE HAPKOTUYECKUX JICKAPCTBEHHBIX CPEACTB, TMCUXOTPOIHBIX JIEKAPCTBEHHBIX
CPEICTB, paauoQapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB OCYILIECTBIISETCS B COOTBETCTBUU C
3akoHoJaTeNbecTBOM Poccuiickoit deneparum.

Crarbs 58.1. [IpeaMeTHO-KOIMYECTBEHHBIH YUeT JIEKAPCTBEHHBIX
CPeICTB AJIs1 MeJULUMHCKOI0 npuMeHeHus (B pea. PeaepajbHOro
3aKkoHa o1 25.12.2012 N 262-D3)

1. IlepedyeHb JIEKAPCTBEHHBIX CPEACTB JUIi MEAMIIMHCKOTO MPUMEHEHHUs, MOJIeKAIINX
MIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEPIKIAETCs YIIOJTHOMOYCHHBIM (eicpaTbHBIM OpPraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. HOprI[OK BKJIHOUYCHU A J'IeKapCTBeHHI)IX Cpe]lCTB JJ1s1 MEOUIMUHCKOT' O HpI/IMeHeHI/IX B HepequL
JIEKapCTBEHHBIX CpencTB IUTS MEIULUHCKOTO PUMEHCHHS, MOJIEXKAIUX
HpGHMCTHO'KOHI/I‘-ICCTBGHHOMY ytIeTy, YCTaHaBJ'II/IBaCTCSI YHOJ'[HOMOLIGHHBIM Q)eﬂepaHI)HIﬂM
OpPraHOM  HCIIOJIHUTEIBHOW  BJIACTH 1O  COMVIACOBaHWIO C  (efiepajbHBIM  OpPraHOM
WCIIOJTHUTEILHON BJIACTH, YIIOJIHOMOYEHHBIM B cpepe BHYTpeHHHX Jell. (B pea. DenepaabHOro
3akoHa o1 03.07.2016 N 305-D3)

3. [IpenMeTHO-KOJIMYECTBEHHBIIN YUET JIEKAPCTBEHHBIX CPEICTB I MEIULIMHCKOTO IPUMEHEHUS
BEIyT IPOU3BOJAUTENM  JIEKAPCTBEHHBIX CPEACTB, OpPraHU3allMM  ONTOBOM  TOPTOBIIH
JIEKAPCTBEHHBIMU CPEACTBAMH, AllTEYHBbIE OPraHU3alMU, UHAUBUIYAIbHbBIE IIPEANPUHUMATEIHN,
MMEIOIIUE JUIEH3UI0 Ha (apMalleBTUUYECKYIO JEATENbHOCTh WM JHUIEH3UI0 Ha MEIULHUHCKYIO
NesITeIbHOCTh, U MEAWLMHCKUE OpraHU3allld, OCYLIECTBISIONIME OoOpalleHHe JIEKapCTBEHHBIX
CPEICTB JUIsl MEIUIIMHCKOTO MPUMEHEHMs, IyTEeM pEerucTpanuy JOO0BIX CBS3aHHBIX C HX
oOpaleHneM ornepauuid, IpU KOTOPBIX H3MEHSETCSs MX KOJIWYeCTBO M (MJIM) COCTOSHUE, B
CHelHMaNIbHBIX KYypHaJlaX y4eTa orepaiui, CBI3aHHBIX C OOpallleHUEM JIEKAPCTBEHHBIX CPEICTB
JUTSL MEUITMHCKOTO MPUMEHEHHUS (JaJiee - CrieuaibHbIe )KypHaJIbl).

4. TlpaBuna perucTparuu OInepaluid, CBA3aHHBIX C OOpaIleHUEeM JIEKapCTBEHHBIX CPEICTB JJIS
MEIMIMHCKOTO TMPUMEHEHHUS, BKIIOYEHHBIX B II€PEUYEHb JIEKAPCTBEHHBIX CPEACTB  JUIS
MEIHMIIMHCKOTO  MPUMEHEHHMS, MOJUIeKANMX  MPEIMETHO-KOJIMYECTBEHHOMY  y4YeTy, B
CIICELMANBHBIX JKypHajax W IIpaBWja BEICHUS M XPAHEHUS CHEUUAIBHBIX JKYPHAJIOB
YTBEPKAAOTCS YIOTHOMOYSHHBIM (eiepabHBIM OPTaHOM HCTIOTHUTEIBHOW BIACTH.
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5. KoHTponb 3a coOMI0eHHEM TMpaBUI PETUCTpAllMM OIepallui, CBS3aHHBIX C OOpalleHHEeM
JIEKapCTBEHHBIX CPEJICTB I MEIULUHCKOIO IPUMEHEHMS, BKJIIOYEHHBIX B II€PEUYEHb
JIEKapCTBEHHBIX CpEnCTB JUISL MEIULUHCKOTO IPUMEHEHUS, MOJIEKAITUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, B CHELUUAIbHBIX XXYypHallaX, a TaKKe 3a COOJII0JIEHUEM
MpaBUJl BEJICHUS U XPAHEHMS CIELHUAIBHBIX JKYPHAJIOB BO3Jaraercs Ha YIOJHOMOYEHHbIE
(benepanbHble OpraHbl UCTIOIHUTENFHON BIACTH M OPTaHbl UCIIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit ®@enepanuy, OCyIIECTBISAIOMINE JULEH3UPOBAHUE MPOU3BOICTBA JIEKAPCTBEHHBIX
CpeAcTB, (papMaleBTUYECKON EATETbHOCTH U METUIIMHCKON ESTETbHOCTH, U OCYIIECTBIISAETCS
B paMKax JULEH3MOHHOI'O KOHTPOJIS.

I'nasa 11. YHUUYTOXEHHUE JEKAPCTBEHHbBIX CPEACTB

Crarbs 59. OcHOBaHUA U MOPAAOK YHHUYTOKECHUS JIEKAPCTBEHHbIX
CpeacTB

1. HenoOpokadyecTBeHHBIC JIEKApPCTBEHHBbIC CpeacTBa, (aabCHUPUIMPOBAHHBIC JCKAPCTBCHHBIC
CpEICTBA TIOJUICKAT U3BATHIO M3 OOpAICHUS M YHUYTOXKCHHIO B IMOPSJKE, YCTAHOBICHHOM
[IpaButensctBOoM Poccuiickoit @eneparuu. OCHOBaHUEM AJisi YHUUYTOXKEHUS JIEKApPCTBEHHBIX
CPEICTB SIBIISICTCS PEUICHUE BJaJeiblla JICKAPCTBEHHBIX CPEICTB, PEIICHHE COOTBETCTBYIOIIETO
YIIOJIHOMOYEHHOTO (eIepalibHOTO OpraHa MCIIOJIHUTEIBHOM BJIACTH WIHM PEUICHUE cyaa. (B peil.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. KontpadakTHbie JeKapCTBEHHBIE CpEACTBA TOMJICKAT U3IBATUIO U3 OOpalleHus u
YHUYTOXKEHUIO 1O peleHuio cyna. IIopsnok yHMUYTOXKEHHsS KOHTpa(aKTHBIX JIEKapCTBEHHBIX
cpenctB ycranaenuBaercsi IIpaButensctBom Poccuiickoit @enepanuu. (B pen. denepalibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Pacxogpl, CBSi3aHHbIE C YHUYTOXKEHHEM KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEJCTB,
HE00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hanbCU(UIUMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, BO3MEIIAKOTCS UX BIAACIIBLIEM.

4. Bnanenen neKapCTBEHHBIX CPEACTB JOHKEH MPEICTaBUTh B YIIOJHOMOYEHHBIN (erepanbHblil
OpraH HMCIOJHUTEIBHOM BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOPSJIKE €r0
KOIHIO, MOJTBEPXKAAoIINe (PaKT YHUUTOKEHHS JIEKapCTBEHHBIX CPE/CTB.

5. CoOTBETCTBYIOLIMI YIOJIHOMOYEHHBIH (efepaabHblii OpraH HCHOJIHHUTENbHOM BIacTH,
MPUHSIBIIMKA pelieHre 00 YHUYTO)KEHHUU JIEKApPCTBEHHBIX CPEACTB, OCYIIECTBISET KOHTPOJIb 3a
WX YHHUYTOKCHHEM.

6. YHHUUYTOXKEHUE JIEKAPCTBEHHBIX CPEJCTB MPOU3BOJAUTCA OPTraHU3aALUAMH, HMEIOIUMU
COOTBETCTBYIOIIYIO JIMIICH3UIO, HA CIEIUAIbHO O0OPYIOBAaHHBIX IUIOMIAIKAX, MOJMTOHAX U B
CHenHranbHO 000PYNIOBAaHHBIX MOMEIICHUSX C COONIOACHHEM TpeOOBaHM B OOJIACTH OXpaHbI
OKpY>Karolllel cpelibl B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

7. HapkoTuyeckue JI€KapCTBEHHBIE CpPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEJICTBA,
paguodapMareBTUYECKUE JIEKAPCTBEHHBIE CPEICTBA YHUYTOXKAIOTCS B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepanmm.
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I'masa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHMUE LIEH HA
JIJEKAPCTBEHHBIE IPEITAPATBI IJ14 MEIUIIUHCKOI'O
HNPUMEHEHMUWA

Cratba 60. I'ocynapcTBeHHOE peryJiMpoBaHue EeH HA
JIEKapCTBEHHbIE Npenaparthbl AJs MeAUIUHCKOT0 IPUMeHEeHMSI
1. FOCYI[apCTBeHHOG PEryJInpoBaHUEC LCH Ha JICKAPCTBCHHBLIC IIPCIiapaTrbl A MEAUIMUHCKOI'O

MIPUMEHEHHUsI OCYILECTBIIsIETCsT mocpeAcTBOM: (B pea. DenepanbHoro 3akoHa or 26.03.2020 N
67-03)

1) yrBepxaenus IIpaBurenscrBom Poccuiickoit denepanun nepeuHs KU3HEHHO HEOOXOIUMBIX
U Ba)XHEHIIMX JIEKAPCTBEHHBIX MpenapaToB, KOTOPhIA (GopMupyercs u He pexe OJHOro pasa B
roJl IEpPecMAaTPUBACTCS B YCTAHOBICHHOM MM IIOPSAJKE Ha OCHOBE KOMIUIEKCHOM OLICHKH
JIEKapCTBEHHBIX IIPENapaToB, BKJIIOYAs aHAJIN3 CBEJCHUM O CpPAaBHUTEIBHOM KJIMHHYECKOU
3pQexTuBHOCTH U 0€30MacCHOCTU JIEKAPCTBEHHOI'O CPEJACTBA, OLEHKY 3KOHOMHYECKHX
IIOCJIEACTBUM TPUMEHEHUS JICKapCTBEHHOIO CpPEICTBA UM HW3YYECHHME JIOIOJHHUTEIBHBIX
MOCJICACTBUIM NPUMEHEHHUs JIEKAPCTBEHHOro cpeacTBa; (B pea. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-93 (pex. ot 13.07.2015), ot 13.07.2020 N 206-D3)

2) yTBEpXJCHUS METOJUKH pacueTa MPEACIbHBIX OTIIYCKHBIX II€H IPOU3BOAUTENICH Ha
JIEKapCTBEHHbIE MpEnapaThl, BKIIOYEHHbBIE B EPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIITHX
JICKapCTBCHHBIX TIPEIapaToB, a Tak)Ke BHEIPCHHUS MEXaHW3MOB (OPMUPOBAHUS CHCTEMBI
pedepentHbix 1eH; (B pen. DenepanbHbIX 3akoHOB oT 22.12.2014 N 429-®3 (pex. ot
13.07.2015), ot 06.06.2019 N 134-D3)

3) TOCYIapCTBEHHOW pPETHCTpAllid MPEJCTbHBIX OTHYCKHBIX II€H IPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE MPEnapaThl, BKIOYEHHBIE B MepeueHb )KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIeKapCTBEHHBIX Mpenapatos; (B pen. OeaepanbHoro 3akona oT 06.06.2019 N 134-D3)

4) BCACHUA TOCYHAapCTBCHHOI'O pPEECTpa MPCACIIbHBIX OTIIYCKHBIX IICH HpOH3BO)IPIT€JICI>i Ha
JICKApCTBCHHBIC IMPEIapaThbl, BKIIOYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XO)II/IMBIX U BaOXKHEHIIINX
JICKApPCTBCHHBIX NPCIapaToB;

5) yTBep)KIeHHS METOJUKU YCTAHOBJIEHMS OpraHaMH HCIOJHHUTEIbHON BIACTH CYOBEKTOB
Poccuiickoit @eneparuu npeneiabHbIX pa3MepoOB ONTOBBIX HAI0aBOK M MPEIENbHBIX pa3MeEpoB
PO3HMYHBIX HaJ0aBOK K (PAKTUYECKHM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IPENapaThl, BKIIOYECHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIINX JIEKaPCTBEHHBIX MIPENapaTos;

6) yCTaHOBJIEHHS IIpeNeibHBIX pPa3MEpPOB OITOBBIX HAI0aBOK M MpeAeibHBIX PpPa3MepoB
PO3HMYHBIX HaJ0aBOK K (PAKTUYECKHM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIpENapaTroB, Ha JEKApCTBEHHBIC IIpenapaThl, BKIIOYECHHBIE B II€PEUCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIINX JIEKaPCTBEHHBIX MIPENapaTos;

7) yTBepKACHHs TOPSAKA BbIIAYHM MPEANUCAHHUI OpraHaM UCIOTHUTEIBLHON BIacTH CYOBEKTOB
Poccuiickoit denepanun 0 TPUBEICHUU B COOTBETCTBHE C 3aKOHOAATEIBCTBOM Poccuiickoi
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Qenepauy  penieHUt 00 YCTAHOBJIICHWU IMPENEIbHBIX pPa3MEpPOB ONTOBBIX HAI0aBOK U
MpeleIbHBIX  Pa3MEpPOB  PO3HUYHBIX HANA0ABOK K (DAKTHUECKUM OTHYCKHBIM  IICHAM,
YCTaHOBJICHHBIM  MPOM3BOAMUTEISIMU  JICKAPCTBEHHBIX IperaparoB, Ha JIEKAPCTBEHHBIC
npenaparbl, BKIIOUCHHBIC B MEPEUYCHb )KM3HEHHO HEOOXOJIUMBIX M BaXKHEHIIMX JEKAPCTBEHHBIX
[IpernapaToB, €CJIM OHU MPUHATHI C HApYIIEHUEM 3aKkoHoAarenbcTBa Poccuiickoit denepanuu, B
nopsake, ycranopieHHoM [IpaButensctBoMm Poccuiickoit @enepannu;

8) HampaBileHUS YIIOJHOMOUYEHHBIM (efepalbHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH OpraHaMm
WCTIOJHUTENBHOW BIacTU CyObeKTOB Poccuiickoit Denepanuy npennucaHuii 0 MpUBEICHUU B
COOTBETCTBHE C 3aKOHOAATEIbCTBOM Poccuiickonn ®Penepanuu NPHHATBIX C HApyLIEHUEM
3akoHojaTenbcTBa Poccuiickoit Mexepanuu pemeHuii 00 yCTaHOBICHUH MPECIbHBIX Pa3MepPOB
OITOBBIX HAaJ0ABOK U MpPEJENIbHBIX Pa3MEPOB PO3HUUYHBIX HA/10aBOK K Ll€HAM Ha JIEKapCTBEHHbIE
IIpenapaThl, BKJIIOUYEHHBIE B [IEPEUEHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JIEKApCTBEHHBIX
IIpenaparos;

9) ocymectBiaenus (denepaibHOr0 TOCYIAapCTBEHHOIO Haa3opa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB M PErMOHAJIBHOIO rOCYAAPCTBEHHOIO KOHTPOJIS 32 MPUMEHEHUEM LIEH
Ha JICKapCTBEHHBIE Mpenaparbl COOTBETCTBEHHO YIOJTHOMOYEHHBIMH ()eiepalIbHBIMU OpraHaMu
WCIOJIHUTEJIBHON BJIACTM M OpraHaMu MCIOJHUTEIbHOM BIAacTH cyObeKkToB Poccuiickoii
@®enepalud COMIACHO HX KOMIIETEHLIMM B TMOpsJIKE, YyCcTaHOBIEeHHOM [IpaBurenscTBOM
Poccuiickoit ®enepanuu; (B pea. Pepepanproro 3akona ot 25.06.2012 N 93-D3)

10) npuMeHeHHS NPETyCMOTPEHHBIX 3aKOHOAATENhCTBOM Poccuiickoit @enepauuu mep
OTBETCTBEHHOCTH 3a HapylIECHUE TOpsAJIKa IIEHOOOpa30BaHUSI Ha JICKAPCTBEHHBIC Ipernaparsl,
BKJIIOUEHHBIE B M€PEUCHb KU3HEHHO HEOOXOUMBIX U BaXKHEHIIHMX JIEKAPCTBEHHBIX IPENapaToB.
(B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusix 4pe3BblYaiiHON CUTYyalluu U (UJIM) P BOZHUKHOBEHUH YIPO3bl paCIPOCTPaHEHUs
3a00JeBaHUs, MPEACTABISIONIEr0 ONAacHOCTh JUI OKPYKAIOIIMX, a TaKXke B cilyyae, €ClId B
T€UEHUE TPUALATH KaJICHIApHBIX JaHeW mnocine npuHATHsS IIpaBurensctBoM Poccuiickoit
Qenepauuy pelIeHUs O IPOBEACHUUM MOHUTOPMHIA PO3HUYHBIX I€H Ha JICKAPCTBEHHBIE
npernapaTbl, HE BKJIIOYEHHbIE B T[EpEYECHb JKU3HEHHO HEOOXOIUMMBIX U  BaKHEUIIMX
JIEKapCTBEHHBIX IpenapaToB, Ha TeppUTOpuUsX cyObekToB Poccuiickoit dexepanuu BbIABICH
POCT PO3HMYHBIX LIEH Ha YKA3aHHBIC JICKAPCTBEHHBIC IpENaparbl Ha TPUILATH IPOLEHTOB U
6onee, IIpaBurensctBo Poccuiickoit denepanyy BIpaBe yCTaHOBUTH INpe/ebHbIE OTITYCKHBIE
LIEHBl TPOM3BOJMTENECH Ha YKa3aHHbBIC JIEKAPCTBEHHBIE IIPENaparhl, IPECIbHbBIE pa3Mepbl
OITOBBIX Ha/0ABOK U IMpeJeNIbHbIE pa3Mepbl PO3HUYHBIX Ha/l0aBOK K (PaKTHUECKUM OTITYCKHBIM
LIEHaM NPOM3BOJUTEINIEH HA yKa3aHHBIEC JICKAPCTBEHHbIE Ipenapartsl. IlepedeHs 1ekapCTBEHHBIX
IpernapaTroB, He BKIIOYEHHBIX B IE€PEYCHb JKU3HEHHO HEOOXOIMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IpernapaToB, U MOPSAOK ero ¢opmMupoBaHusi onpeaenstorcs [lpaBurenscTBoM
Poccutickoit ®enepanuu. (B pea. Peaepanpaoro 3akona ot 26.03.2020 N 67-D3)

3. B TedeHHMe JAEBAHOCTA KAJICHIAPHBIX JHEW CO JAHSA yTBepkaeHHs IIpaBurenscTBOM
Poccuiickoit denepanuu nepedHsi, yKa3aHHOIO B 4acTH 2 HACTOSIIEH CTaTbU, HE JOIYCKAIOTCS
peanu3anys M OTIYCK BKJIIOYEHHBIX B HETO JIEKAPCTBEHHBIX IIpENapaToB IO IIEHaM,
IIPEBBIIIAOIINM IIPEJEIIbHBIE OTIIYCKHBIE LICHBI IIPOU3BOAUTEIIECH HA YKAa3aHHBIEC JICKAPCTBEHHBIE
mpenapaTsl, IpeebHbIE pa3Mephl ONTOBBIX HAI0aBOK M MpeesibHble pa3Mepbl PO3ZHHUYHBIX
Ha/10aBOK K (DaKTUYECKMM OTITYCKHBIM II€HaM NPOU3BOJUTENIECH Ha yKa3aHHBIE JIEKAPCTBEHHBIE
IIpenaparsl C y4eTOM Hajiora Ha JOOaBJIEHHYIO CTOUMOCTh. (B pei. denepanbHOro 3akoHa OT
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26.03.2020 N 67-D3)

Cratps 61. 'ocynapcTBeHHasi peruCTPANUA U MEepPeperucTpanms
NnpeaeJbHbIX OTIIYCKHBIX IIeH MPOU3BOAUTEIeH HA JIEKAPCTBEHHbIE
npenaparbl, BKJIKYEHHbIE B lIePeYeHb *KU3HEHHO HE00X0AMMBbIX H

BAYKHEHNIINX JIEKAPCTBEHHBbIX Npenaparos (B pea. PenepajbHOro

3akoHa o1 06.06.2019 N 134-D3)

1. [IpenenpHas oTIyCcKHas IeHA MPOM3BOAMTENS Ha JEKApCTBEHHBIN Mpenapar, BKIOYCHHBIA B
MepeueHb JKU3HEHHO HEOOXOMUMBIX M BAXHECHUINUX JICKAPCTBEHHBIX MPENapaToB, MOMIJICKHUT
rOCyJIapCTBEHHOM PpETUCTpAllMM B MOpsAJKe, ycTtaHoBieHHOM IIpaButenbctBom Poccuiickoit
denepanuvi, Ha OCHOBAHWU TIPEACTABICHHOTO B YIIOJHOMOYCHHBIA (QeaepaibHblii OpraH
UCIIOJIHUTENILHON  BJIACTH  3asBJCHHS  JIep)KaTelsl WM BIAJENblla  PETUCTPALUOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpenapata (yIOJTHOMOYEHHOTO UM JIUIIA).

2. 3aperucTpupoBaHHas IpeAcibHAs OTIYCKHas LEHAa I[POU3BOAUTENSI HA JIEKAPCTBEHHBIN
IpenapaT, BKJIIOUEHHBIH B MEpEeYeHb KU3HEHHO HEOOXOIUMBIX U BaXKHEMILIUX JIEKAPCTBEHHBIX
[IPernapaTroB, MOXeET ObITh NEepeperucTpUpoBaHa B CTOPOHY YBEIMYEHHS OJWMH pa3 B
KaJICHJApPHOM T'OJly Ha OCHOBAaHWH MPEACTABICHHOTO B YIIOJIHOMOYEHHBINH (hefiepaibHbIiA OpraH
UCIIOJHUTEJIBHOW BiacTu 10 1 OKTAOpS KaXI0ro roja 3asBICHUS JAEpKaTels WM Biajelbla
PErUCTPaIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara (yroJIHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHas MpeAeibHAs OTHYCKHas I€HA TPOU3BOAUTENSI HA JIEKapCTBEHHBIN
npenapar, BKIIOYEHHBIM B MEPEUYCHb JKU3HEHHO HEOOXOIUMBIX U BAXKHEUIIUX JIEKAPCTBEHHBIX
MpernapaToB, MOXET OBITh MEpPEePEeruCTPUPOBaHA B CTOPOHY CHIIKEHUS HAa OCHOBaHUU
MPEACTABICHHOTO B YIIOJTHOMOUYEHHBIHN (e/iepalibHbIN OpraH UCTIOJHUTEIBLHOM BIACTH 3asBICHUS
JiepKaTenss WU BIAJENblla PETUCTPAlMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOTO Ipernapara
(YMOJTHOMOYEHHOT'O UM JIUIIA).

4. Jlepxarenb WM BIAJeNel] PErHCTPAlMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOrO Ipernapara
(YHIOJIHOMOYEHHOE UM JIMLO) 00s3aH MpPEACTaBUTh B YIMOJIHOMOYEHHBIH (enepaiabHbIil opraxn
WCIIOJTHUTEJIBHONW BJIACTH 3asBJICHHE O NEPEPErHMCTPALMU 3aPETHCTPUPOBAHHOM NPENEIbHON
OTIIyCKHOW LIEHBI IIPOU3BOAMTEIA Ha JICKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIH B IIEPEYEHb
KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaTroB, B CTOPOHY CHUKEHMS B
CIIEQYIOIIUX CIIy4asx:

1) cHuxKeHuE IEHbl B WHOCTPAHHOW BAJIIOTE HA JIEKAPCTBEHHBIM TMpemapar B CTpaHe
MPOU3BOIUTENSA U (MIIM) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN MpemapaT 3aperucTpupoBaH U
(W1M) B KOTOPBIE MOCTABJISAETCS TPOU3BOUTENIEM;

2) cHWKEHHWE IIeH Ha pedepeHTHBIE JIeKapCTBEHHBIE MpenapaThl B COOTBETCTBUH C IYHKTOM 1
HacTtosmed  vactd (11 COOTBETCTBYIOUIMX  BOCHPOM3BEAEHHBIX,  OHMOAHAIOTOBBIX
(Omomo100HBIX) JIEKapCTBEHHBIX IPENapaToB);

3) mpeBBbIlIEHUE TPEEIbHON OTITYCKHOU IIeHBI Ha TIEPBBIN BOCIPOU3BEICHHBIN, OM0aHATOTOBBII
(6romoO0HBII) JIEKApCTBEHHBIM TMpenapar HMHOCTPAHHOTO TPOM3BOJICTBA HANl TPEAETbHON
OTIIYCKHOW 1IEHOM TpOWM3BOAMTENS] HA BTOPOH BOCIPOM3BEACHHBIN, OHOAHATOTOBBIN
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(Onomo00HBI) JIeKapCTBEHHBIM Mpernapar, pacCUUTaHHOM B COOTBETCTBHM C METOJIUKOM,
yTBepkieHHoi [IpaButensctBoM Poccuiickoit @enepaiuu;

4) mpeBBIIICHUE MPESTHHON OTITYCKHOW IICHBI Ha MEPBBI BOCIIPOU3BEACHHBINA, OMOaHAIOTOBBII
(6romo100HBIIT) JIeKApCTBEHHBIN Mpenapar MPOU3BOAUTENS TOCyAapcTBa - wieHa EBpasuiickoro
SKOHOMHUYECKOI'O COK03a HaJ MNpPEIeiIbHOM OTIYCKHOM II€HOW IPOU3BOAMTENL Ha BTOPOU
BOCIIPOU3BE/ICHHBIN, O1oaHaIOTrOBBIN (6moro100HBIN) JIEKapCTBEHHbIN npenapar
MIPOU3BOJUTEINS TOCYAAPCTBA - WieHa EBpa3suiicKoro 3KOHOMHYECKOr0 COK3a, pACCUUTAHHOM B
COOTBETCTBUU C METOJIMKOM, yTBepkaeHHOH [IpaBuTenscTBoM Poccuiickoit denepanuu.

5. Ilopsgok mepeperucTpanv  3aperUCTPUPOBAHHBIX  MPENEIbHBIX  OTHYCKHBIX  IEH
MPOU3BOJUTENIEH Ha JIGKAPCTBEHHBbIC IMIperapaThl, BKIIOUYEHHbIE B IEpPEYCHb IKUZHEHHO
HEOOXOMMBIX W BaXKHEHINMUX JICKAPCTBEHHBIX IMPEMapaToB, B CIydasx, MPeIyCMOTPEHHBIX
yacTsaMu 2 - 4 HacToAIeH cTaThu, ycTaHaBiuBaeTcs [IpaBurensctBoM Poccutickoit deneparum.

6. DKOHOMMUYECKUN aHAU3 NPEeIbHON OTIHYCKHOM LIEHBI NPOU3BOJUTEINS HA JEKAPCTBEHHBIN
[pernapar, BKJIIOYEHHBIH B MepeyeHb KU3HEHHO HEOOXOIMMBIX M BAXKHEHMIIMX JIEKapCTBEHHBIX
IIpenaparoB, IpU €€ roCyJapCTBEHHOM PErMCTPALMU WM IEPEPETMCTPALUU OCYLIECTBIISETCS
(benepaabHbIM OpPraHOM HCHOJHUTENBHOM BIACTH, OCYLIECTBIAIOUIMM (YHKIHU 1O MPUHATHIO
HOPMAaTHUBHBIX IIPABOBBIX AKTOB M KOHTPOJIIO 3a COOJIOACHUEM 3aKOHOAATENbCTBA B c(epe
roCy/1apCTBEHHOI'O PEryJINpoBaHusl LieH (Tapu(oB) Ha TOBaphI (yCIyru).

7. PacueT npenenbHbIX OTIIYCKHBIX LI€H, YKAa3aHHBIX B 4acTaX | W 2 HacTosIIeN cTaTby, IPU UX
roCyJapCTBEHHOM PETUCTpAIlMU WM TEPEPEerucTpalii OCYIIECTBIISIETCS B COOTBETCTBUM C
MEeTOANKOH, yTBepxkAeHHOU [IpaButensctBom Poccuiickoit denepanuy U yuyuTHIBAKOIIEH B TOM
YJHCIIE:

1) cobGmoienne OanaHca MHTEPECOB MOTpeOUTENEN JTeKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B
IepeyeHb KU3HEHHO HEOOXOAMMBIX M BaKHEMIIMX JIEKAPCTBEHHBIX MPENapaToB, U
IIPOU3BOJMUTENIEH JIEKAPCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IEPEYEHb HKU3HEHHO
HEOO0XOAMMBIX U BXKHEUIINX JIEKAPCTBEHHBIX MIPENapaTos;

2) ¢akTuyecKyro OTIYCKHYIO LIEHY Ha JeKapcTBeHHbIE IpenapaThl B Poccuiickoit ®enepaunu,
LIEHy BBO3a JICKapCTBEHHBIX InpenaparoB B Poccuiickyro denepannro, a TakkKe ILEHBI Ha
aHAJIOTUYHBIE JIEKapCTBEHHBIE IIpemapaThl, Haxondluecs B oOpameHun B Poccuiickoit
denepanuu;

3) 3arpaThl NPOW3BOAMTENS JIEKAPCTBEHHOTO Mperapara Ha IPOU3BOACTBO M pPEANH3ALHUI0
JIEKapCTBEHHOTO TpeTapara;

4) 1eHy Ha JIEKapCTBEHHBIN Ipenapar, €ro IieHy B CTpaHe MpPOU3BOJAMTENS M B CTpaHax, B
KOTOpBIX JIEKApCTBEHHBIM Ipenapar 3aperucTpupoBaH M (WIM) B KOTOpBIE IOCTABIISAETCS
IIPOU3BOIUTEIIEM.

8. He nomyckaroTcsi peanu3anusi U OTHYCK JIEKAPCTBEHHBIX IPENaparoB, BKIIIOUYEHHBIX B
NepevYeHb XU3HEHHO HEOOXOIUMBIX M BAXKHEWMIIMX JIEKAPCTBEHHBIX MpEnapaToB, HA KOTOpHIE
MIPOM3BOJIUTENIIMUA JIEKAPCTBEHHBIX IpEnapaToB HE 3aperuCTpUpOBaHa IMpejesibHas OTIYCKHas
LIEHa, pealn3alys MPOU3BOJUTENSAMU JIEKAPCTBEHHBIX MPENaparoB I10 IIE€HaM, MPEBBIILAONIUM
3aperuCTPpUPOBAaHHBIE MM [E€PEPErMCTPUPOBAHHbIE IMPENENbHBIE OTIYCKHBIE II€Hbl Ha
JIEKapCTBEHHbIE MPENapaThl C yueTOM Hajiora Ha 100aBIE€HHYIO CTOMMOCTb.



9. Oco0OeHHOCTH TOCYIapCTBEHHOTO  PETYJIHPOBAaHUS  MPEIEIbHBIX  OTIHYCKHBIX  II€H
MPOU3BOJUTENICH Ha JIEKapCTBEHHBIE MpENaparhl, BKIIOUYEHHbIE B IEPEYEHb IKU3ZHEHHO
HEO0OXOIMMBIX U BaXKHEHIIIUX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT IKOHOMUYECKUX U
(W1M) COLMANIBHBIX KpPUTEPUEB (M3MEHEHUE YCIOBUM, MOPSAIKAa U CTOMMOCTH IPOH3BOJICTBA
JIEKapCTBEHHBIX  IPENapaTroB, HCIOJb30BAHHE HOBBIX (OpPM, METOAOB U  CIOCOOOB
rocyJapCTBEHHOTO PEryJIMpOBaHUs 1IEH HA JIEKapCTBEHHBIE MpenapaThl, B TOM YHCIIE€ HA OCHOBE
MexaHu3Ma pePEepeHTHOro MEeHOOOpPa30BaHUS, M3MEHEHHM NOpsAAKa OKa3aHWs MEIUIIMHCKON
MOMOIIIM, M3MEHEHUE KypCca WHOCTPAHHOW BaJIOTHl M HMHBIE W3MEHEHUS) YCTaHABIIMBAIOTCS
[IpaButensctBoM Poccuiickoit @enepanmu. (B pea. DeaepanbHoro 3akoHa ot 08.03.2022 N

46-03)

Cratbs 62. ['ocyaapcTBeHHBIN peecTp NpeaebHbIX OTIIYCKHbBIX LEeH
NMPOU3BOAUTEJICH HA JICKAPCTBEHHBIE NPEeNnapaThbl, BKIKYEHHbIC B
nepevYeHb ;KU3HEHHO HE00X0AMMbIX U BAKHEHIIHNX JIEKAPCTBEHHbBIX
npenaparos

1. 3apeructpupoBaHHBIE WJIH HEPEPETUCTPUPOBAHHBIE TIPEAEIbHBIE OTIYCKHBIE IICHBI
NPOM3BOAMTENICH Ha JIEKapCTBEHHBIC IIpenapaThl, BKIIOUCHHbIE B MEPEYCHb IHKU3HEHHO
HeO6XO[[I/IMBIX A BaXHEHITNX JICKApCTBCHHBIX IMpCIaparoB, IMMOMAJICKAT BKIOYCHHUIO B
TOCY/IapCTBCHHBI PEECTp MpPEAETbHBIX OTIYCKHBIX IIEH MPOM3BOAMTENICH HA JIEKapCTBEHHBIC
npemnaparbl, BKIIFOYCHHBIC B IICPCUYCHDb )KU3HCHHO HCO6XOI[I/IMI)IX 1 BaKHEUIIINX JICKApCTBCHHBIX
npenaparo. (B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

2. I'ocymapcTBEHHBIN peecTp MpeeNbHBIX OTIYCKHBIX II€H POU3BOAUTENEH Ha JIeKapCTBEHHBIC
npemnaparbl, BKIIFOYCHHBIC B IICPECYCHDL ) KU3HCHHO H€O6XO)II/IMBIX U BaXKHEUIIINIX JICKApCTBCHHBIX
MpenaparoB, COACPXKUT B ce0e CIenyIONyo HH(pOopMaIno:

1) HauMeHOBaHHME Jep)KaTels WIM  BIAJeNblla PETUCTPAIMOHHOTO  YAOCTOBEpPEHUS
JIEKApCTBEHHOr'0 TMpernapara, HAaWMMEHOBAHHME MPOU3BOJIUTENS JIEKAPCTBEHHOTO IIpernapara,
CBEJCHMSI O PpEruUCTpaluu JepxaTeis WIM BIaJeliblla PErUCTPAlMOHHOIO YIOCTOBEPEHUs
JIEKApCTBEHHOT'0 TpernapaTra, CBEACHHS O PETHCTPAlUUd MPOU3BOIAUTENS JIEKAPCTBEHHOTO
npenapara il MEAMIIMHCKOTO TPUMEHEHHs B KaueCTBE HAJOTOIUIaTeNbIIUKa B CTpaHe
peructpauuu (A7 POCCUUCKUX IOPUAMYECKUX JIMIl - WACHTU(DUKAIIMOHHBIM HOMEp
Hanoromtarensiuka (MHH), ans wHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHAa PETUCTPAIlH,
HaVMEHOBAHHUE PETUCTPUPYIOIIETO OPTraHa, PETUCTPAMOHHBIA HOMEP, KO HaJOroIUIaTebIIuKa
B CTpaHe perucTpanud (MHKOPIIOpAIMHM) WM €ro aHajor), MECTO HaxOXJICHUS
MPOU3BOJCTBEHHBIX IUIOMIAJ0K, YYAaCTBYIOIIMX B TpOLEcCEe MPOU3BOACTBA JIEKAPCTBEHHOTO

npernapara, ¢ ykasaHHeM CTaJuM Ipollecca Mpou3BOJACTBa; (B pen. demepanbHOro 3aKOHA OT
28.12.2017 N 425-03)

2) HaMMEHOBaHUE JIEKaPCTBEHHOIO Ipemnapara (MeXAyHapoJAHOE HENaTeHTOBaHHOE, WU
IPyNIMPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOE HaMMEHOBaHHUA); (B pen. denepanbHOro 3akoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) HOMCD pECTUCTPALNUOHHOI'0 YAOCTOBCPCHUS JICKAPCTBCHHOTI'O ITpCIiapara,

4) JICKApCTBCHHAsA (bopMa C YKAa3aHUCM HOO3UPOBKU JICKAPCTBCHHOI'O TIIp€riapata U €ro
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KOJIMYECTBA BO BTOPUYHOW (TIOTPEOMTEIBCKOW) YIAKOBKE, a TaKKe KOMILUIEKTHOCTh; (B PE.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) 3aperucTpupoBaHHas IpeebHas OTIYCKHAs IIeHa Ha JICKapCTBEHHBIN Ipenapar B pyossix; (B
pen. deaepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

6) n1aTa ¥ HOMEp IMpUKa3a yIMOJIHOMOYEHHOTO (elepaTbHOr0 OpraHa HUCIOJHUTEIbHON BIACTH O
rOCy/IapCTBEHHOW PETUCTPAllUd WM TEePEeperucTpaluy MpelelbHOW OTIIYCKHOM IIeHBbl Ha
JIEKapCTBCHHBIN IMpenapar, BKIIOYCHHBINH B NEPEYCHb KU3HEHHO HEOOXOTUMBIX M BaKHEHUIIINX
JIEKApCTBEHHBIX TperapaToB; (B pen. denepanbHbiX 3aKk0HOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 06.06.2019 N 134-D3)

6.1) pmara BCTyIUIeHMsT B CHJy IIpMKa3a YIHOJIHOMOYEHHOro (eaepanbHOro opraHa
HCIIOJIHUTEJIBHON BJIACTU O N'OCYJAPCTBEHHOM PETUCTPALMU WM IEPEPETUCTPALUU NIPEACIbHON
OTIIYCKHOM LI€Hbl IIPOU3BOJAUTEN] Ha JICKAPCTBEHHBIN Ipenapar, BKIKOYEHHBI B IIEPEUEHb
KU3HEHHO HEOOXOJIMMBIX M BaXKHEMILIMX JIEKapCTBEHHbIX IpenaparoB; (B ped. deaepanbHOro
3akoHa 0T 06.06.2019 N 134-93)

7) WITPUXOBOM KOJ, HAHECEHHBIH HA BTOPUUHYIO (IOTPEOUTETHCKYIO) YIAKOBKY JIEKApPCTBEHHOTO
npenapara; (B pea. @egepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

8) KO JICKApCTBCHHOI'O IIpCIiapara 110 aHaTOMO-TepaHeBTI/I‘leCKO-XHMH‘ICCKOﬁ KJ'IaCCI/I(bI/IKaI_II/II/I,

pekoMeH10BaHHOM BcemupHoii opranu3zanueii 3apaBooxpanenus. (B pea. denepaibHOro 3aKoHa
or 22.12.2014 N 429-®3)

3. rOCYI[apCTBCHHaH peructpanusa WK IEpepeructpanud IPEACIbHBIX OTIYCKHBIX HCH Ha
JICKApCTBCHHBIC IMPEIapaThbl, BKIIOYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XOIII/IMI)IX U BaXKHCHIIINX
JICKApCTBCHHBIX MPCIapaToB, BEACHHUEC TOCYAapCTBCHHOI'O pCeCTpa NMPCACIIbHBIX OTITYCKHBIX ILICH
HpOPI?;BOI[HTGJ'IGﬁ Ha JICKAQpCTBCHHBLIC IIpCrapaThbl, BKIIOUYCHHBIC B IMEPCUYCHb KHU3HCHHO
HeO6XO,Z[I/IMBIX U BaXHEUIIHX JICKAPCTBCHHBIX IIPCIapaToB, OCYHICCTBIAOTCA B IIOPSAOKE,

ycraHoBiaeHHOM lIpaBurensctBom Poccuiickoit @enepauuu. (B pea. denepanbHOro 3aKoHa OT
06.06.2019 N 134-®3)

CraTbs 63. YCcTaHOBJ/IEHHE OPTraHAMH UCIIOJHUTEIbLHOH BJIACTH
cyobekToB Poccuiickoin @enepaunu npeaejbHbIX pa3MepoB
ONTOBBIX HA/10aBOK U Mpeae/bHBIX PA3MepPOB PO3HUYHBIX HAI0ABOK
K (D)aKTHYECKUM OTIIyCKHBIM LIEHAM, YCTAHOBJIEHHBIM
NMPOU3BOAMTESIMHU JIEKAPCTBEHHBIX NMPENnapaTroB, HA
JIEKAPCTBEHHbIE MPENnapaThl, BKIKYEHHbIC B IePeYeHb *KU3HCHHO
HEO0OXOAMMBbIX M BAKHEHIINX JIEKAPCTBEHHBIX NMPENaparoB (B pea.
®enepajbHOro 3akona ot 27.12.2019 N 475-®3)

1. Opranbl HCHOJTHUTEIBHOW BiacTh cyObekToB Poccuiickoii denepanuu ycTaHaBIMBAIOT
MpCACIIbHBIC PAa3sMEPbl OINTOBLIX Han6a1301< U NPCACIBbHBIC Pa3sMEPbl PO3HUYHBIX Ha)l6aBOK K

(hakTUYECKUM OTMYCKHBIM IIeHaM (0e3 ydeTa Hajmora Ha J00aBIEHHYIO CTOMMOCTH),
YCTaHOBJICHHBIM  TMPOM3BOAUTEISIMH  JICKAPCTBEHHBIX TpEnaparoB, Ha JIeKapCTBEHHBIC
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rpenapaTsl, BKIIOYCHHbIE B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIINX JEKapCTBEHHBIX
MpenapaTroB, B COOTBETCTBUU C YTBEPXKJICHHOW B MOPSIKE, YCTaHOBJICHHOM lIpaBuTenbcTBOM
Poccuiickoit ®enepauun, METOAMKONH YCTAHOBIIEHHMS OpraHaMU HCIOJHUTEIBHOW BIIACTH
cyobexkToB Pocculickoit ®@enepanyy NpeaebHbIX pa3MEPOB ONTOBBIX HAJ0ABOK M MPEAEIbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (PaKTUYECKHMM OTIYCKHBIM I[€HAM, YCTaHOBJIEHHBIM
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX MPENapaToB, HA JIGKAPCTBEHHBIEC MPEMapaThl, BKIIOYCHHBIC B
MepeyeHb KU3HEHHO HEOOXOJMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX MpemapaToB. [IpoexTsl
pelIeHHiI OpraHoB UCIOJHUTENBHOW BiacTu CcyObekToB Poccuiickoir @enepanuu 00
YCTaHOBJICHUH U (WJIM) U3MEHEHUU MpEeAENbHBIX Pa3MEpPOB ONTOBBIX HAJ0aBOK U IPEICIbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (AaKTUYECKUM OTIYCKHBIM I[€HAM, YCTaHOBJICHHBIM
MIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX MPENapaToB, HA JEKAPCTBEHHbIE MIPerapaThl, BKIIOUEHHbIC B
MepeueHb JKU3HCHHO HEOOXOJMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX TPENaparoB, IMOJIEKAT
COTJIACOBAHUIO C YIOJHOMOYEHHBIM (pelepanbHbIM OpPraHOM HCIOJTHHUTEIBHOW BJIACTH,
OCYIIECCTBISIONUM (DYHKIMH TIO TMPHUHATAIO HOPMATHBHBIX IPABOBBIX aKTOB W KOHTPOJIO 3a
COOJIOICHHEM 3aKOHOJATeNbCTBA B c(pepe rocyIapcTBEHHOT'O PEryIupoBaHus 1ieH (TapudoB) Ha
TOBapel (ycnyru), B mopsjke, ycraHoBieHHOM lIpaButensctBom Poccuiickoit ®denepanun. (B
pen. deaepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, ot 27.12.2019 N 475-D3)

2. OpraHuzanuy ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMM, AlTEUHbIE OpPraHU3alUH,
WHIUBUAYAIbHBIE  OPEINPUHUMATETIN, HMMEIOIIMe JUMIEH3UI0 Ha  (apMaleBTUYECKYIO
JeSTeIbHOCTh, MEIWIMHCKUE OpraHW3allid, HMEIOUINE JIMICH3UI0 Ha (apMaIleBTHYECKYIO
NeSTeNbHOCTh, M WX O00O0COOJIeHHbIE TMofpa3aeieHust (aMOynaTopuu, Qenpaiepckue u
(benpamepcKo-aKyIepcKue IMyHKThI, MEHTPBl (OTIENeHHs) oOmeld BpadyeOHOM (ceMeHHO)
MIPAKTUKU), PACIONIOKEHHbIE B CEIbCKUX HACEICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHU3alud, OCYLIECTBIISIIOT  peaJM3allMi0  JIEKAPCTBEHHBIX  IMPENaparos,
BKJIFOYEHHBIX B I€PEUYCHb KU3HEHHO HEOOXOANMBIX U BaXKHEUIIMX JIEKAPCTBEHHBIX MPENapaTos,
0 IIeHaM, KOTopble (OPMHUPYIOTCSI B COOTBETCTBUM C MOPSAKOM, YCTaHOBJIEHHBIM
IIpaBurensctBoM Poccuiickoit ®denepanuu, U ypoBeHb KOTOpbIX (0e3 yuyera Hajora Ha
N00aBJIEHHYIO CTOMMOCTb) HE JOJDKEH MPEBbINAaTh CyMMY (AKTUYECKON OTIMYCKHOM LIEHBI,
YCTaHOBJIEHHOM  IIPOM3BOJUTENIEM  JIEKAPCTBEHHOIO  IIpenapara, HE  IPEBBIIIAIOIIEH
3apETUCTPUPOBAHHON WM  NEPEPETMCTPUPOBAHHOM  NPEAEIBHOM  OTIIYCKHOW  LIEHBI
MIPOU3BOANTENS (Ha IaTy peau3aliy JEeKapCTBEHHOIo mpenapaTta Mpou3BOJUTENIEM), U pa3Mepa
ONTOBOW HaA0aBKU M (WJIM) pa3Mepa pO3ZHUYHON Ha/I0aBKH, HE TIPEBBIIIAIOIINX COOTBETCTBEHHO
pa3mepa npezenbHOd ONTOBOW Haj0aBKMU M (WIM) pa3Mepa MpeAeabHONM PO3HUYHOM Ha/l0aBKH,

YCTaHOBJEHHBIX B cyObekTe Poccuiickoit ®enepauuu. (B pen. PenepalibHOrO 3aKOHA OT
27.12.2019 N 475-®3)

3. Oprasbl UCHIOTHUTENBHON BiAacTH CyObeKTOB Poccuiickoit @enepanuu pa3MeIialoT B CETH
"UnTepHer" wuHGOpMAUI0O O 3apETUCTPUPOBAHHBIX  MPEACNbHBIX  OTMYCKHBIX  IIE€HaX
MIPOU3BOJUTENIEH Ha JIEKapCTBEHHBIC IIPENapaThl, BKIIOUYECHHBIE B IIEPEYCHb IKU3HEHHO
HEOOXOJIMMBIX W Ba)KHEHIIMX JIEKaPCTBEHHBIX IMpenaparoB, 00 YCTaHOBJIEHHBIX B CyOBbEKTe
Poccuiickoit ®enepauuu npeaenbHbIX pa3Mepax OINTOBBIX HaJ0aBOK W (MJIHM) HpeAeTbHBIX
pa3Mepax pO3HUYHBIX HaJ0aBOK K YCTAHOBJIEHHBIM IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
npenaparoB (pakTUYeCKUM OTIYCKHBIM IIeHaM Ha JIEKAPCTBEHHBIEC MpenapaThl, BKIIOYCHHbIE B
nepeyeHb KM3HEHHO HEOOXOMUMBIX M Ba)KHEMIIMX JIEKAPCTBEHHBIX IpenapaToB, a TaKke O
CyMME€ 3apEeruCTPUPOBAHHBIX MPEIEIbHBIX OTIIYCKHBIX LIEH IIPOU3BOAUTEINICH HA JIEKAPCTBEHHBIE
IpenapaThsl, BKJIIOUEHHbIE B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaKHEUIINX JEKapCTBEHHBIX
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MpernapaToB, YCTaHOBIEHHBIX B cyOwbekTe Poccuiickoit ®denepanuu npenenbHbIX pa3MepoB
OINTOBBIX Ha/J0ABOK M MPEACTHHBIX Pa3MEPOB PO3HUYHBIX HAJ0ABOK M HAJIOTA Ha JTOOABICHHYIO
ctouMocTb. MHbopManus, mperycMOTpEeHHas HACTOSIIEH YacThIO, TOJKHA HAXOAUTHCS TaKkKe B
aNTeYHBIX OPraHU3aIMAX B JOCTYITHOW ISl BCEX 3aMHTEPECOBAHHBIX JIHIl ()OpME U OOHOBISATHCS
0 Mepe ee pa3MelIeHHs OpraHaMH HCIOJIHUTEIbHOM BiacTU CcyObekToB Poccuiickoit
®denepanun B cetr "MuTepret". (B pen. Pemepanbroro 3akoHa ot 27.12.2019 N 475-D3)

4. Ilynkt yrpartui cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Iaasa 13. MOHUTOPUHI D®PEKTUBHOCTHU U
BE3OIMACHOCTHU JEKAPCTBEHHbBIX IIPEMTAPATOB,
HAXOJSIIUXCS B OBPAIIIEHUU B POCCUHUCKOU
OEJAEPAIINUMU (B pen. PenepaibHoro 3akona or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

Crarps 64. ®apmakoHaa3op (B pea. PeaepajbHOr0 3aK0HA 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. JlexapcTBeHHBIE mNpemnaparbl, Haxopsuecs B oOpameHun B Poccuiickoit depepauuu,
MOJIeKAT MOHUTOPHHTY I(PPEKTUBHOCTH W O€30IMaCHOCTH B IEJSAX BBIABICHHS BO3MOXKHBIX
HEraTUBHBIX  IOCJIEACTBUH  UX  NPUMEHEHUS, HMHIUBUAYAJbHOW  HENEepeHOCUMOCTH,
MPENYNPEXACHUS MEAUIMHCKMX pPaOOTHUKOB, CIELMAIUCTOB B O0JAacTH BETEpUHAPHH,
MAIMEHTOB WM BIAJEIbLEB KUBOTHBIX M MX 3aLIUTHI OT MPHUMEHEHUS TAKUX JIEKAPCTBEHHBIX
npemnapaToB. (B pea. enepanbproro 3akoHa ot 02.08.2019 N 297-D3)

2. ®apMakoHa/J30p OCYIIECTBIISETCS COOTBETCTBYIOUIMM YIIOJIHOMOUYEHHBIM (eaepaibHbIM
OpraHOM HCIIOJIHUTEIBHON BJIACTM B YCTAaHOBIEHHOM MM IMOpPAJKE IIyTEM aHaIu3a
MIPEIOCTABIIAEMOI CyOBeKTaMU OOpaIeHHs JIEKaPCTBEHHBIX CPEACTB UH(POpMALMKU O TOOOUHBIX
NEUCTBUAX,  HEXKENATENbHBIX  pEaKLUsAX,  CEPbE3HBIX  HEXKENATENIbHBIX  PEaKUusX,
HEeMNpeJIBUICHHBIX HEXXeNaTeNbHbIX peaklnsaxX MPHU NPUMEHEHUH JEKapCTBEHHBIX MpenapaTos, 00
WH/MBUYaJIbHOM HENEPEHOCUMOCTH, OTCYTCTBUH 3(h(DEKTHBHOCTH JIEKAPCTBEHHBIX MPENapaTos,
a Tarxke 00 MHBIX (PaKTax U 0OCTOATENbCTBAX, MPEACTABISAIONIUX YTPO3Y KU3HU WIN 3J0POBBIO
YeJI0BEeKa JIMOO >KMBOTHOIO NMPH MPUMEHEHHMHU JIEKaPCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha
BCEX JTamax oOpalleHus JIEKapCTBEHHBIX mpenapatoB B Poccuiickoir Pexnepanuu U JIpyrux
rocy1apcTBax.

3. CyObekTbl oOOpamieHuss JIEKApCTBEHHBIX CPEACTB B  TOPSIAKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (heJiepadbHbIM OPraHOM HCIIONHUTENBHON BIIACTH, O0s3aHBI COOOIIATH B
YIIOJTHOMOYECHHBIM (PeiepaabHbIil OpraH HWCIOJHUTEIFHON BIACTH O TOOOYHBIX JCHCTBUSX,
HEKEJIATEJIbHBIX ~ PEAKIUAX, CEPBE3HBIX  HEXKENATEIbHBIX PEAKLUMAX, HENPEIBUIAECHHBIX
HEXEJIaTeIbHBIX PEAKIMIX MPH MPUMEHEHUH JICKAPCTBEHHBIX MPEMapaToB, 00 WHINBUIYAITHHON
HEMEPEHOCUMOCTH, OTCYTCTBUH (P (HEKTUBHOCTH JIEKAPCTBEHHBIX MPENaparoB, a Takke 00 MHBIX
(dakTax M 0OCTOATENHCTBAX, MPEACTABIAIOMIUX YIPO3Y >KU3HH WM 3/I0POBBIO YelloBEKa JHOO0
JKUBOTHOTO IPU NPUMEHEHUM JIEKAPCTBEHHBIX IPENApaTOB M BBIABICHHBIX Ha BCEX J3Tamax
oOparlieHus JIeKapCTBEHHBIX TpenapaToB B Poccuiickoii @eaepaiinu U Ipyrux rocyiapcrpax.
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4. JlepkaTeau WiW BIIJICTbIBI PETHCTPAIMOHHBIX YIOCTOBEPEHHH JIEKapCTBEHHBIX MTPENapaTosB,
IOpUJIMYECKHUE JIMIAa, HA UMl KOTOPBIX BBIJAHBI pa3pelieHUs Ha MPOBEICHHE KIMHUYECKHUX
uccnenoBanuii B Poccuiickoit deneparuu, 1100 yIOJIHOMOYECHHBIC UMH JIPYTHE FOPHINYCCKUE
TUIa B paMKax oOecriedeHuss OE30MaCHOCTH JICKAPCTBEHHBIX IPEMapaTOB B  IOPSIIKE,
YCTaHOBJICHHOM COOTBETCTBYIOIUM YIOJTHOMOYEHHBIM benepabHBIM OpraHom
WCIIOJTHUTENILHOHN BIACTH, 00SI3aHBI OCYIIECTBIISITh TIPUEM, yUeT, 00pabOTKy, aHaIN3 U XPaHCHUE
MOCTYIMAIIMX B MX aApec OT CyOBEeKTOB OOpalleHus JICKapCTBEHHBIX CPEJCTB M OPraHoOB
TOCY/IapCTBEHHOW BJIACTH COOOMICHUH O MOOOYHBIX JCHCTBHSIX, HEKENATEIHHBIX PEAKIUsX,
CEPHE3HBIX HEXKENIATEIBHBIX W HENMPEABUACHHBIX HEXKEIATeIbHBIX PEaKIHUAX MPU MPUMEHEHUU
JIEKapCTBCHHBIX  MpEnaparoB, 00 OCOOCHHOCTSX WX  B3aWMOJCHCTBHS C  JIPYTHMH
JIEKApCTBEHHBIMH TIpETapaTaMy, MHIUBUIYATbHON HEMEPEHOCHMOCTH, a TaKXe 00 MHBIX (pakTax
1 00CTOSITENTLCTBAX, MPEACTABISIONINX YTPO3Y KU3HU WUJIH 3J0POBBIO YETIOBEKA JINOO JKUBOTHOTO
WIM BIMSIONIMX HAa W3MEHEHUE OTHOIICHUS OXHIaeMOW TOJb3bl K BO3MOXXHOMY PHCKY
MIPUMEHCHHUS JIEKAPCTBEHHBIX MPEIapaToB.

5. Ilpu BbIsIBIEHUM MH(DOPMAILMK O CEPbE3HBIX HEXKENATENbHbIX PEAKLIUAX M HENpeBUICHHBIX
HE)XEJIAaTeIbHBIX PEaKIHIX MPHU MPUMEHEHUH JIEKAPCTBEHHBIX IPEnapaToB, 00 0COOCHHOCTSX UX
B3aMMOJCHCTBUS €  JIpYIMMM  JIGKQpCTBEHHBIMM  IIpelnapaTamM¥,  MHAWBHYaJbHOU
HETMIEPEHOCUMOCTH, a TaK)Ke 00 MHBIX (akTax M OOCTOATENHCTBAX, BIMSIOUINX HA W3MEHEHHE
OTHOLICHHSA OXXUAAEMOM TIIONb3bl K BO3MOKHOMY PHUCKY IIPUMEHEHHs JIEKapCTBEHHBIX
[IpenapaToB, AepXaTelu WIN BIaJeNblbl PErUCTPALMOHHBIX YIOCTOBEPEHHUM JIEKapCTBEHHBIX
[IPENapaToB, IOPUIAMYECKHE JHIA, HA UM KOTOPBIX BBIJAHBl Pa3pellEHUs Ha IPOBEICHUE
KIIMHAYECKUX HccinenoBanuii B Poccuiickoit @enepanuu, MO0 YIOITHOMOYCHHBIE MU JIPYTHE
IOPUIMYECKHUE JIMLA O0s3aHbl NPUHATh MEpPbI, HANpPaBJICHHbIE HAa YCTPAaHEHHE HEraTHUBHBIX
MOCJICACTBUM MPUMEHEHUS TaKUX JIEKAPCTBEHHBIX IMPENapaToB, MPEIyNpexIeHUEe NPUUMHEHUS
Bpella )KM3HM WJIM 3/I0pPOBBIO YeJOBeKa JHMOO >KMBOTHOTO, 3aLIMTYy MX OT HNPUMEHEHUs TaKuX
JIEKapCTBEHHBIX IIPENapaToB, Ha JONOJHUTENbHBIA cOOp JaHHBIX 00 A(P(EeKTUBHOCTH U
0€30MacCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOOIIeHHE WM COKpHITHE WH(MOPMALMU, MPEIyCMOTPEHHOW 4acThio 3 HacTosIen
CTaTbM, JI€pXKATEIW WM BIAJEIbIbl PETUCTPAUMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX
[IpEenaparoB, KOPUIAYECKUE JIMIA, HAa MMsI KOTOPBIX BBIJIAHBI pPA3pPEUIEHUs HaA IPOBEICHHUE
KIIMHUYECKUX uccienoBanuii B Poccuiickoit ®denepanuu, MO0 yNOJIHOMOYECHHBICE UMU JIPYTHe
IOpUANYECKHE JTUIA, a TAKXKe JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta MH(OpMaIMs cTaja U3BECTHA
Mo POy WX MPOPECCHOHAIBHOW JIEATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKkoHoJaTenbCcTBOM Poccuniickor denepanmm.

7. Ilpu mosiyueHUM YHOJIHOMOYEHHBIM (eaepalbHbIM OpPraHOM MCIIOJHUTEIBHOW BJIAacTH B
paMKax  OCYILECTBJIEHUS UM  (apMakoHaa30pa  JIOKA3aTeNbCTB O  HECOOTBETCTBHUH
JIEKapCTBEHHOT'O NpenapaTa yCTAaHOBJICHHBIM TPeOOBAaHUSAM WJIM IPU MOITYYEHUH UHPOPMAIUH O
HECOOTBETCTBUM JAaHHBIX 00 3((eKTHBHOCTH U O 0E30MacCHOCTH JIEKAPCTBEHHOr'O MpenapaTa
JAHHBIM O JIEKAPCTBEHHOM IIperapare, CoAep KalliMCs B MHCTPYKIMU MO €ro MPUMEHEHUIo (B
TOM 4YHCJIE BBISABICHHBIX B XOJI€¢ OCYILECTBJIEHHUS (hapMaKoHaJI30pa KOHTPOJIbHO-HAA30PHBIMU
OpraHaMy MHOCTPAHHBIX TOCYapCTB), YIIOJHOMOYEHHBIHN (efepanbHblii OpraH UCIOIHUTEIbHON
BJIACTU B YCTAHOBJIEHHOM UM IOPSAJIKE PACCMATPUBAET BOIPOC O IMPUOCTAHOBICHUU ITPUMEHEHUS
TaKOr0 JIEKAPCTBEHHOTO IIperapara.



Cratbs 65. IlprocTaHoB/IeHHE IPUMEHEHHS JIEKAPCTBEHHOT 0
npenapara (B pea. @eaepanabHoro 3akona ot 22.12.2014 N 429-@3
(pen. ot 13.07.2015))

1. Ilpu nomydyeHHn UHPOPMALMU O HEKENATEIBHBIX pEaKUUsX MpU HPUMEHEHUHU
JIEKAPCTBEHHOI'0 IIperapara, He YKAa3aHHBIX B MHCTPYKLUHU 10 NPUMEHEHUIO JIEKapCTBEHHOI'O
[pernapara, Cepbe3HbIX HEXKENATeNbHBIX peakiHsiX, 00 OCOOCHHOCTAX €ro B3aMMOJEHCTBUA C
JPYTMMU JIEKQpCTBEHHBIMM IIpenapaTamMy, KOTOPbIE MOTYT IHPEACTABIATh YIpO3y JKM3HU WIH
3JI0POBbIO UEJIOBEKA JIMOO )KMBOTHOTO, & TAK)XKE O HECOOTBETCTBUU JIaHHBIX 00 3()()EKTUBHOCTH U
0 0e30macHOCTH JIGKAPCTBEHHOr'O TMpermapara JaHHBIM O JICKQpCTBEHHOM TIIperapare,
COJEpIKaIMMCs B MHCTPYKIIMH 110 €r0 IPUMEHEHHUIO, B TOM YUCIIE OT YIIOJJHOMOYEHHBIX OPTaHOB
MHOCTPAHHBIX TOCYIAPCTB, OOMEH KOTOPOH OCYIIECTBISETCS B COOTBETCTBHU C COTJIAIICHUSIMH
MEXJIy  YINOJHOMOYEHHBIM  (peepalbHbIM  OpPraHOM  MCIOJHHUTEIbHOW  BJIACTH U
YIIOJTHOMOYEHHBIMA OpPTaHaMH WHOCTPAaHHBIX TOCYAApCTB, YIOJIHOMOYEHHBIH (enepaabHbIi
OpraH HCIOJHUTEIBHOM BIACTH PAacCMAaTPUBAET BOIPOC O BO3MOKHOCTH IHPHOCTAHOBIICHUS
0OpalIeHnsl TaKOTO JIEKAPCTBEHHOTO Iperapara B MOPsIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH.

2. Ilpy HEuCnoJHEHUM WIM HEHAJJIEXKAallleM WCIIOJIHEHUH JAep)KaTels MU WU BIIaJelIbLiaMu
PEruCTPAallMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENaparoB, HOPUAMYECKUMMH JIULAMHU, HA
UMs1 KOTOPBIX BBIIaHbI Pa3peLICHMs Ha MIPOBEICHUE KIIMHUYECKUX HcciaenoBaHuil B Poccuiickon
@denepauyy, WIK YINOJIHOMOYEHHBIMU MMM JPYTMMU IOPUAMYECKUMH JIMIAMH O0SI3aHHOCTEH,
YCTaHOBJICHHBIX YacTsIMU 3 U 4 ctatbu 64 Hacrosiero depepaabHOro 3aK0Ha, MO0 B Cilydasx
IIPEACTABICHUSA COOTBETCTBYIOIIAM YIIOJIHOMOYEHHBIM benepanbHBIM OpraHom
HCIIOJIHUTENIBHOW  BJIACTH 3aKJIIOYEHUS O HEJOCTOBEPHOCTH pPE3YIbTAaTOB KIMHUYECKOTO
HCCIEA0BAHMS JIEKAPCTBEHHOIO IIpenapara Uil MEIUIMHCKOTO IPUMEHEHHUs], KOTOPOE OCHOBAHO
Ha pe3yJbTaTax MPOBEPKU MEIULIMHCKOW OpraHu3aluy, MPOBOAMBIIEH YKa3aHHOE KIMHUYECKOE
HCCIEA0OBAHUE C HApYyLIICHHEM INPABWII HAIJIEkKAIe KIMHUYECKOM IPAKTHKH, W IPHUBEIO K
MOJyYEHHUIO HEJOCTOBEPHBIX pe3yibTaToB, JHMOO B Clyyae HEBBINOJIHEHUS NpPEANUCaHMs,
BBIIAHHOTO YIIOJIHOMOYEHHBIM (pe/ilepaibHbIM OPraHOM HCIOJIHUTEIbHOW BJIACTH IO WUTOTaM
OCYLIECTBJICHUsI ~ BBIOOPOYHOTO  KOHTPOJS ~ KadecTBa  JIEKQpCTBEHHOIO  Ipemapara,
YIOJHOMOYEHHBIN (efepanbHblii OpraH UCTIOJHUTEILHON BJIACTH B YCTAHOBJIEHHOM MM TOPSIZIKE
paccMaTpuBaeT BOIIPOC O IPUOCTAHOBIEHUN ITPUMEHEHUS TAKOTIO JIEKAPCTBEHHOTO Iperapara.

3. YnoaHOMOYEHHBIN (efepanbHbId OpraH MCIOJIHUTEIBHONW BJIACTU MPHU MPEACTABIECHUU €MY
CBEJIEHUII O HECOOTBETCTBMM HPOM3BOJAUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM MpPaBUII
HaJuIexallel Mpou3BOACTBEHHON MPaKTUKU U (UJIM) O HApYIIEHUH JIMIEH3UOHHBIX TPEOOBaHMIH,
KOTOpble OBUIM BBIBJICHBI B XOJIe¢ IMPOBEACHUS WHCIEKTHUPOBAHUS  INPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEJCTB WJIM OCYLIECTBIICHUS JTUIEH3MOHHOTO KOHTPOJIS B chepe MpOor3BOCTBA
JIEKAPCTBEHHBIX CPEJICTB M IPUBEIU WIM MOTYT IIPUBECTH K IIPOU3BOJACTBY JIEKAPCTBEHHBIX
MpenapaToB Ui MEAUIIMHCKOTO MPUMEHEHHUS, MPUYMHHUBIINX UM CIIOCOOHBIX MPUYMHUTH BpeEN
KU3HM HIIM 3J0POBBIO TI'PAXKJIAH, PacCMaTpUBAET BOIPOC O IPUOCTAHOBICHUHU INPUMEHEHUS
JIEKAPCTBEHHBIX NPENaparoB sl MEAUIIMHCKOTO IPUMEHEHUS B YCTAaHOBJIEHHOM MM IOPSIKE B
creayromux ciaydasx: (B pex. degaepansroro 3akona ot 04.06.2018 N 140-D3)

1) coctaB u (MIM) TEXHOJOTUS MPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipernapara JUlsi MeIUIUHCKOTO
MpUMEHEHHUsT (C ONUCaHWeM CTaJuid TPOM3BOJCTBA) OTIMYAIOTCS OT 3asABJICHHBIX B
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perucTpairoHHoM j1oche; (B pea. PeaepanbHoro 3akona ot 04.06.2018 N 140-D3)

2) JIeKapCTBEHHBIM  mpemapar sl  MEIUIMHCKOTO NPUMEHEHUsT TMPOU3BEIECH  Ha
MPOM3BOJICTBEHHON IUIONIAJKE, HE YKa3aHHOM B PErUCTPAllMOHHOM J0Che;, (B pen.
denepanbHoro 3akona ot 04.06.2018 N 140-D3)

3) y HpOM3BOAUTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT IJOKYMEHTHI, MOATBEPXKAAIOIINE
COOTBETCTBHE KayecTBa JIGKAPCTBEHHOTO IMperapara Juisi MEJIMIUHCKOTO NPUMEHEHHS,
BBOJIMMOTO B T'PaXJIAHCKUI 000pOT, TpeOOBAHUSAM, YCTAaHOBICHHBIM MPH €TI0 TOCYAapCTBEHHOM
peructpaiuu; (B pea. Peaepanbaoro 3akona ot 04.06.2018 N 140-D3)

4) TpoU3BOAUTENIEM JIEKAPCTBEHHBIX CPEACTB B COIJIACOBAaHHBIM C COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIM (peIepalbHbIM OPraHOM HCIIOJIHUTEIBHOW BIACTH CPOK HE YCTPaHEHBI
HapylieHuss TpeOOBaHW TPaBWJ HAJUICkKAIIeW MPOW3BOJACTBCHHON TPAKTHKUA U (WJIH)
JTUIEH3UOHHBIX TPEOOBaHUM, KOTOPhIE OBLIM BBIABICHBI B XOJ€ MPOBENCHUS WHCIEKTUPOBAHUS
MIPOU3BOUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHUS JUIEH3MOHHOTO KOHTPOJIS B
cdepe Mpou3BOACTBA JIEKAPCTBEHHBIX CPEJCTB U MPHUBENIN UIU MOTYT MPUBECTH K MPOU3BOICTBY
JIEKApCTBEHHBIX IPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUS, MPUYNHUBIINX WU CIIOCOOHBIX
MPUYMHUTE BPEJ KU3HHM WJIU 3J0pOBbI0 TpaxaaH. (B pea. PeaepanbHoro 3akoHa ot 04.06.2018
N 140-®3)

4. YnonHOMO4YEHHBIN (enepanbHbIi OpraH HCIOJHUTEIBHON BJIACTH IPU HAJIUYUU Yy HEro
CBEJIEHUII O HECOOTBETCTBMM IPOM3BOAUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM IpPaBUII
Ha/IJIeKaIIel MPOU3BOACTBEHHON MPAKTUKH ¥ (MJIM) O HAPYIICHUH JIMIIEH3UOHHBIX TPEOOBAaHUIA,
KOTOpble ObUIM BBIABICHBI B XOJIe¢ IPOBEACHUS WMHCHEKTUPOBAHUSA IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB WM OCYLIECTBIICHUS JTULEH3MOHHOI'O KOHTPOJIS B chepe Mpon3BOICTBA
JIEKapCTBEHHBIX CPEJICTB W NPUBEIN WM MOTYT IPHUBECTH K IIPOU3BOJCTBY JIEKAapPCTBEHHBIX
[IpenapaToB JJisi BETEPUHAPHOIO MPUMEHEHMSI, IPUUMHUBIINUX WM CIIOCOOHBIX MPUYMHHUTDH BPE]
KU3HU WU 30POBBIO KMBOTHBIX, PACCMAaTpUBaeT BOIPOC O MPUOCTAHOBJIEHUM PEAU3ALNU U
MIPUMEHEHHUS JIEKApPCTBEHHBIX MPENnaparoB JUIsl BETEPUHAPHOTO NMPUMEHEHUsI B YCTaHOBIEHHOM
UM TIOPSIJIKE B CISAYIOMUX caydasx: (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

1) coctaB u (MIM) TEXHOJIOTHUS MPOU3BOJICTBA JIEKAPCTBEHHOI'O Ipernapara Ui BETEpUHAPHOIO
IpUMEHEHHs (C ONUCaHMEeM CTaJud NPOM3BOJCTBA) OTIUYAIOTCS OT 3aABJICHHBIX B
pEruCTpalioHHOM J0che; (B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) JeKapCTBEHHBIM TMpemapar Il  BETEPUHAPHOTO TMPUMEHEHHMsS] TPOU3BENCH  Ha
MPOM3BOJICTBEHHONW TUIOIMIAKe, HE YKa3aHHOW B PErucTpPaliOHHOM Joche; (B pen.
denepanbroro 3akona ot 04.06.2018 N 140-D3)

3) y OpoOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOTO TIpermapara JUis BETEPHHAPHOTO TPHUMCHCHUS,
BBOJMIMOTO B TPKIAHCKUN 000pOT, TpeOOBaHMSIM, YCTAHOBICHHBIM MIPU €r0 TOCYIapCTBEHHON
peructpanuu; (B pea. @enepanpaoro 3akona ot 04.06.2018 N 140-D3)

4) mnpou3BOAMTEIEM JIEKAPCTBEHHBIX CPEJICTB B COIJIACOBAHHBIM C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (peiepajbHBIM OPraHOM MCIIOJIHUTEIBHOM BJIACTH CPOK HE YCTpPaHEHBI
HapylleHuss TpeOoBaHMM TpaBUJ HaJyIeXkalled MpPOU3BOACTBEHHON NPAKTHUKU U (WJIH)
JIMIIEH3UOHHBIX TPeOOBaHUM, KOTOpbIE ObUIM BBIABICHBI B XOJ€ MPOBEACHUS MHCIIEKTUPOBAHUS
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB WJIM OCYIIECTBIEHHUS JUIEH3UMOHHOTO KOHTPOJII B
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cdepe npou3BOACTBA JICKAPCTBEHHBIX CPEJCTB U MPHUBEJIN UM MOTYT NPUBECTU K MPOU3BOACTBY
JIEKapCTBCHHBIX MPENapaToB il BETEPHUHAPHOTO MPUMEHEHUS, MPUIMHHUBIINX I CIIOCOOHBIX
MPUYMHUTH BPEJI )KU3HU WM 370POBBIO JKUBOTHEIX. (B pea. denepanbHoro 3akoHa ot 04.06.2018
N 140-D3)

B INNEKMPOHHOM 001<ymenme Hymepauus yacmeil coomeemcmeyem 6HEeCEHHbIM USMEHEHUAM.

7. B nmnopsake, NOpeIyCMOTPEHHOM YacTblo 4 HACTOSIIIEH CTaThbd, YHOJHOMOYEHHBIN
(benepanbHBIi OpraH MCIOJHHUTEIBHON BJIACTH PAcCMATPUBAECT BOIPOC O MPUOCTAHOBICHUU
peai3allii U TPUMEHEHHUs JIEKapCTBEHHOTO Ipemnapara Ajs BETEepUHAPHOrO MPUMEHEHUS B
Cllyyae BBISBJIECHUS B TPaXIAaHCKOM OOOpOTE CEpUM JIEKapCTBEHHOIO Ipernapara AJis
BETEPUHAPHOTO MPUMEHEHUS, JOKYMEHTHI U CBEACHHS O KOTOPOil, MpeayCMOTPEHHbIE YacTIMHU 1
- 3 u 6 crateu 52.2 Hacrosero denepanbHOro 3aKOHa, HE MPECTABIICHBl B YKa3aHHbBIN Opra,
b0 cepud HMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO IIpermapara Uil BETEPUHAPHOTO
IIPUMEHEHHUS, HE UMEIOIIEH pa3pelleHus, IPeyCMOTPEHHOTO YacThI0 § cTaThu 52.2 HACTOSILErO
OenepalbHOTO 3akoHAa. B ykazaHHOM cllydae YHNOJHOMOYEHHBIH (penepanbHblii  oprax
WCIIOJIHUTEJIBHOM BJIACTH IMPUHHUMAET PEIIEHUE O MPUOCTAHOBJIEHUHU pealIn3allii U IPUMEHEHUS
TaKUX CepUi J0 MPEACTaBICHHS YKa3aHHBIX JOKYMEHTOB W CBEACHHHM NTUOO 10 MOJIy4eHUs
yKa3aHHOro pasperienus. (B pea. PeaepanbHoro 3akona ot 02.07.2021 N 317-D3)

Crarteps 66. Undpopmanus o pesyjabrarax ¢gapMaxkoHaa3opa (B pen.
®denepanbHoro 3akona ot 27.12.2019 N 475-®3)

YnonHoOMOYeHHBI  (eepalibHbIil  OpraH  HCIOJHUTENBHON  BJIACTH, OCYLIECTBISIOIINN
(dapMakoHaa30p, MO €ro pe3yjibTaTaM pa3MellaeT Ha CBOeM O(UIIMATFHOM CaiTe B CETH
"Unrepuer" undopmaiuio o:

1) BBISAIBJICHUHW HOBBIX MOATBCPIKIACHHBIX HOAHHBIX O MMOOOYHBIX ﬂeﬁCTBHHX, HCXCIIaTCIIbHBIX
peaKknuAaXx, CEPHE3HBIX HEKCIATCIbHBIX PCAKIUAX, HCMPCABUACHHBIX HCKCIATCIBbHBIX PCAKIIUAX
Inpu MOPUMCHCHHUU JICKAPCTBCHHOI'O IIpCliapara, B TOM YHCIIC BJIUAKOINHNX Ha OTHOLICHHC
0KMIAeMOH MOJIb3bI K BO3MOXHOMY PUCKY NPUMCHCHHUA JAHHOI'O JICKAPCTBCHHOTI'O ITpeIiapara,

2) NPUHATBIX PCHICHUAX O BHECCHUU U3MEHEHUH B HHCTPYKIUIO 110 IIPUMCHCHHUIO
JICKApCTBCHHOT'O Ip€riapara, O NPpUOCTAHOBJIICHUNU NMPHUMCHCHUS JICKAPCTBCHHOI'O IIperiapara, 00
U3BATUU U3 06paH_[eHI/IH JICKApCTBCHHOI'O IIpeliapaTa HWJIU O BO300HOBJICHUHU IIPUMCHCHU
JICKApCTBCHHOT'O IIperiapara.

I'masa 14. UHO®OOPMAILIUA O JIEKAPCTBEHHbBIX
HPEITAPATAX. CUCTEMA MOHUTOPHUHI A IBUKEHUSA
JIEKAPCTBEHHBIX ITIPEITAPATOB JJIA MEJUIITUHCKOI'O
IHPUMEHEHUS (B pen. ®@enepajbHoro 3akona ot 28.12.2017 N
425-D3)

Crartbs 67. Unpopmanus o JeKapcTBeHHbIX npenaparax. Cucrema
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MOHUTOPHMHIA IBUKEHH S JIEKAPCTBEHHBIX NPenaparoB IJI
MeIMIUHCKOr0 nNpuMeHeHus (B pea. @eaepajibHOI0 3aKOHA OT_
28.12.2017 N 425-D3)

1. Mudopmanus o JekapcTBEHHBIX MpenapaTax, OTIYCKAaeMbIX IO PELENTy Ha JIEKapCTBEHHBIH
Ipenapar, JOJDKHA COJIEP)KaThCs TOJIbKO B CIIELUAIM3UPOBAHHBIX U3JaHUSX, MPEAHa3HAYEHHbIX
JUIS METUIUHCKUX, (papMaleBTHUYeCKHX PabOTHHUKOB, CIIELUATMCTOB B OOJACTH BETEPUHAPHH.
Wudopmanus o JEKapCTBEHHBIX Mpenaparax JUis CICHUATUCTOB B 00JacTh oOpaleHus
JIEKapCTBEHHBIX CPEICTB MOKET COJEp’KaThCsi B MOHOTpadusix, CIpPaBOYHUKAX, HAYUHBIX
CTaThsX, B IOKJIaJaX Ha KOHTrpeccax, KOH(PEPEeHIHMIX, CHMIIO3UyMaX, HAyYHBIX COBETAX, a TAKXKe
B MHCTPYKIMSIX 110 MPUMEHEHHUIO JIEKAPCTBEHHBIX IpenapatoB. (B pea. deaepanbHOro 3aKkoHa 0T
02.08.2019 N 297-®3)

2. Undopmanus o J1€KapCTBEHHBIX Mperaparax, OTIyCKaeMbIX 0e3 pelenTa Ha JeKapCTBEHHBIN
mpemapaTr, MOXET COJEpKaThbCsi B IMYONUKAIMSIX U OOBSBICHUAX CPEACTB MacCCOBOMU
nH(OpPMALINY, CHCIUATU3UPOBAHHBIX M OOMIMX TMEYATHBIX W3JaHUSAX, WHCTPYKIHUAX TIO0
MPUMEHEHHUIO JIEKAaPCTBEHHBIX IpPENapaTroB, WHBIX HW3JaHUSAX CYOBEKTOB oOpalleHus
JICKapCTBEHHBIX CPEACTB. PekinaMHble MaTepualnbl O JEKAPCTBEHHOM IIperapare, OTIyCKaeMOM
0e3 pelenrta Ha JIEKApCTBEHHBIM IMpemapaT, [OJDKHBI COOTBETCTBOBATH WHCTPYKIUMU TIO
IIPUMEHEHHUIO JIEKAPCTBEHHOIO Mpernapara.

3. I[OHyCKaCTCH HCIIOIB30BaHUE JTIOOBIX MaTCpUaJIbHBIX HOCHTCHGﬁ, IMMO3BOJIAIOIINX XPAHUTD,
nepcaaBaTrb U UCIIOJIb30BATH I/IH(bOpMaI_[I/IIO 0 JICKApCTBCHHBIX IIpCIiapaTax 0e3 ee HCKaKeHUs.

4. Jlns uenedt uaeHTU(UKALMU YIIAKOBOK JICKAPCTBEHHBIX MPENapaToB JJs MEAMIUHCKOTO
IIPUMEHEHHUsT NPOM3BOAMTEIN JIEKAPCTBEHHBIX CPEACTB B  NOPSAJKE, YCTAHOBICHHOM
[IpaButensctBOoM Poccuiickoit denepannn, HaHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOILEHUU
JIEKapCTBEHHBIX IIPENapaToB s MEJUIMHCKOTO IPUMEHEHHS, ISl KOTOPBIX HE NPEAYCMOTpEHA
BTOpHUYHAs yMaKOBKa) U BTOPUUHYIO (MMOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX IPENapaToB
JUIE MEAULIMHCKOTO MPUMEHEHHs CPEe/ICTBA UAECHTU(HUKAIMH, 32 UCKIIOUEHUEM JIEKapCTBEHHBIX
MpenapaToB JUIsl MEIULUHCKOTO MPUMEHEHUS, MPOU3BOAUMBIX ISl MPOBEACHUS KIMHUYECKUX
UCCIIEIOBaHMM, DKCIIOpPTa, JIEKAPCTBEHHBIX MPEMApaToB [UIsl MEIUIMHCKOIO IPUMEHEHMS,
VKa3aHHBIX B 4YacTax 5 uW 8 cratem 13 Hactosmero ®DeaepanbHOro 3aKoHa,
panunodapmManeBTHYeCKUX JIEKAPCTBEHHBIX MpEnapaToB, MUABOK MEAMLMHCKUX U Ta30B
MequIUHCKUX. (B pel. dexepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

5. XapakTepuUCTUKHM CpeJCTBa HACHTU(UKAIMM, TOPSJIOK €ro HaHeceHUs M TpeOOBaHUS K
cTpyktype u ¢opmary wuHPOpPMAIUU, KOTOPYIO COJAEPKUT CPEJACTBO HJICHTUPHUKAIINHU,
onpenenstorcs [IpaBurensctBom Poccuiickoit @enepanuu. (B pen. denepanbHOro 3aKkoHa OT
28.12.2017 N 425-®3)

6. Ilopsnok co3maHus, pa3sBHUTHs, BBOJA B OSKCIUIyaTallMI0, 3KCIUTyaTallMM W BbIBOJA W3
JKCIUIyaTallud CHCTEMbl MOHMTOPUHIA [JBIDKEHUs JICKAPCTBEHHBIX IIpenaparoB Ul
MEIUIIMHCKOTO TPUMEHEHUs, MOPAJOK IperocTaBieHuss HH}opMalnuu, cojaepkaiieiicss B
CUCTEME MOHMUTOPUHIA JBWKEHUs JIEKAPCTBEHHBIX IIPENApaToB I  MEAUIMHCKOIO
IIPUMEHEHHUs], U MOPSIOK B3aWMOJEHCTBHS YKa3aHHOM CHCTEMBI ¢ MHBIMHU TOCYIAapCTBEHHBIMH
MH(POPMALIMOHHBIMM CUCTEMaMH M HWH(POPMALMOHHBIMH CHUCTEMaMHU IOPUIMUYECKUX JIHILl H
VHJMBHUIYyAJIbHBIX NpPEIIPUHUMATENECH, YKa3aHHbIX B dacTax /7 W 10 Hacrosumien crarbw,
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yctanaBiauBatorcst  [IpaButensctBom  Poccuiickoit  ®enepaumu. OmnepatopamMu  CHCTEMBI
MOHUTOPHUHIA JBW)KEHUS JIEKAPCTBEHHBIX TMpEnapaToB i MEAUIIMHCKOTO TMPUMEHEHHS
SABIAIOTCS  (eiepalibHbIl  OpraH  HWCIOJHUTENBbHON BiacTd W (WIKM)  OpraHu3alus,

ynosHomoueHHble [IpaButensctBoM Poccuiickoit @enepanuu. (B pea. PeaepanbHOrO 3aKOHA OT
28.12.2017 N 425-03)

7. IOpI/I[[I/I‘-IeCKI/IC JIaia nu I/IHI[I/IBI/II[yaJIBHBIe Hpe[[HpI/IHI/IMaTeJII/I, OcyH_[eCTBHSIIOH_II/Ie
IIPOM3BOJICTBO, XpaHeHue, BBO3 B Poccuiickyro deaepainio, OTIYCK, pealn3alfio, mnepeaaqy,
HpI/IMeHeHI/Ie nu yHI/I‘-ITO)KeHI/Ie HeKapCTBeHHLIX HpenapaTOB A1 MCOUILIUHCKOI'O HpI/IMCHeHI/IH,
obecreunBaOT B MOPSAIKE U B COCTaBe, KOTOpPbIe ycTaHOBJIEHBI IIpaBuTenscTBoM Poccuiickoit
deneparyy ¢ y4eToM BHA OCYIICCTBISCMON HUMH JCATEIBHOCTH, BHECCHHE HMH(GOpPMAIMUA O
JICKApCTBCHHBIX IMperaparax Jii MEIUIUHCKOrO IPUMCHEHHS B CHCTEMY MOHUTOPHHTA
OBUXXCHUA HeKapCTBeHHBIX HpenapaTOB I MCAUITUHCKOT'O HpI/IMeHeHI/ISI. (B pe):[. q)el[epa.HBHOI‘O
3aKk0Ha OoT 28.12.2017 N 425-33)

7.1. JlekapcTBeHHBIE Ipenaparbl M1 MEIULUHCKOIO IMPUMEHEHMs, NpEAHA3HAYEHHBIE IS
oOecriedeHust I, OONBHBIX TeMO(UiINeld, MYKOBHUCIHIO30M, THIIOPHU3APHBIM HAHU3MOM,
Oone3npto ['omie, 370KauYeCTBEHHBIMH HOBOOOPA30BAaHUAMM JUMQPOUAHOM, KPOBETBOPHOH H
POJICTBEHHBIX MM TKaHEW, PAacCEeSHHBIM CKJIEPO30M, JIMI[ IOCIE TPAHCIUIAHTAlUM OPraHoB U
(wm) TkKaHeW, mpousBeneHHbIe 10 31 gexabps 2019 roma, a TakKe HWHBIC JICKAPCTBCHHBIC
IpenapaTsl 11 MEAULUHCKOr0O PpUMEHEHUs], pou3BeaeHHbIe 10 1 utons 2020 roga, nojjiexar
XpaHEeHHUI0, IIEpEeBO3Ke, OTIYCKY, pealu3alui, rnepegade, IPUMEHEHUI0 0e3 HaHECeHUs CPEeCTB
UICHTH(UKAIIUN JI0 UCTEUYCHHUs Cpoka uX rogHoctu. [IpaBurensctBo Poccuiickoit denepamnuu
BIIPaBE€ YCTAHOBUTh OCOOCHHOCTH BBOJA B TPaKAAHCKUH OOOPOT JIEKapPCTBEHHBIX IPENapaToB
JUISL MEAULIMHCKOTO TIPUMEHEHUs, Tpou3BeieHHbIX B nepuos ¢ 1 utons 2020 roga no 1 okTsa0ps
2020 roma. B menmsx BBoja B TpakIaHCKHM 00OpOT JIEKapCTBEHHBIE Ipernaparbl JUIs
MEIUIIMHCKOTO0 MPUMEHEHHS, 3a UCKIIIOUEHUEM JIEKapCTBEHHBIX IpPEenaparoB, NpeaHa3HaueHHbIX
Ui o0ecredeHus JIuL, OOJbHBIX reModuineil, MyKOBUCIIMI030M, TUIIO(U3apHBIM HAHU3MOM,
6one3npio ['ome, 370KaueCTBEHHBIMH HOBOOOPA30BAHUSAMM JUM(OHUIHON, KPOBETBOPHOW U
POJICTBEHHBIX MM TKaHEW, PACCESHHBIM CKJIEPO30M, JIMI[ IOCIE TPAHCIUIAHTAllMM OPraHoB H
(unm) TKaHeH, MpoW3BEACHHbIE 3a mpenenamu Tepputopun Poccuiickoit ®enepaunn g0 1
okTs0pst 2020 roxa, MoryT ObITh BBe3eHbI B Poccuiickyto @enepanuto 1o 1 suBaps 2021 roga B
nopsiike, ycraHoBiaeHHOM [IpaButensctBom Poccuiickoit deneparuu, 0e3 HAHECEHHS CPEICTB
uaeHtupukanuu. (B pen. dexepanbHbix 3akoHOB oT 27.12.2019 N 462-®3, ot 13.07.2020 N
206-D3)

8. Opranuszanusi WHPOPMAIMOHHOTO B3aMMOJICHCTBHS CUCTEMbl MOHUTOPHHTA JBUKCHUS
JICKAPCTBCHHBIX MPCIapaToB A MCIUIOHWHCKOrO NpPpUMCHCHHA C HMHBIMU TOCYAapPCTBCHHBIMU
WH(POPMAIIMOHHBIME CHCTEMaMK 00ECIICUYMBACTCS B TOM YHCIIE IMOCPEIACTBOM UHPPACTPYKTYPHI,
obecreunBaromeii UHPOPMAIMOHHO-TEXHOJIOTHYECKOE B3aUMOJICHCTBHE HMH(MOPMAIIMOHHBIX
CHCTEM, HCIIOJIb3YEMbIX JUISl TMPEJIOCTABICHUS TOCYIapCTBEHHBIX M MYHUIIMIIAIBHBIX YCIYT U
WCIIOJIHEHUSI TOCYJapCTBEHHBIX M MYHHUIIMIAIbHBIX (YHKIMHA B 3JEKTPOHHOU Qopme. (B pen.
denepanbpHOro 3akona ot 28.12.2017 N 425-D3)

9. Wudopmanus, coaepxamasci B CUCTEME MOHHUTOPHHIA JBIKEHHS JICKApPCTBEHHBIX
MIPErapaToB JJIsl MEIUITTHCKOTO TPUMEHEHHS, SBISETCS HH(OpMAIHEeld OTPAaHUISHHOTO JTOCTYIIa
B COOTBETCTBHM co cTatbedt 9 denepanpHoro 3akoHa ot 27 utons 2006 roma N 149-03 "O6
nHbopManuy, THPOPMAITMOHHBIX TEXHOJOTHAX M O 3alMTe WHPOpManuu', 3a UCKIFOYECHUEM
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nH(pOpMaLIUY, HEJJOTYCTUMOCTh OIPaHUYECHUS AOCTYIa K KOTOPOH ycTaHOBJeHa (heaepaabHbIMU
3aKOHaMHM, a Takxke MHpopmauuu, oTHeceHHOH IIpaBurensctBom Poccuiickoit @eneparun B
COOTBETCTBUM ¢ HacTosimuM DenepaiabHbIM 3aKOHOM K OOIIEJOCTYMHOW HH(OpMAIIHH.
Obmenoctynnass uH(pOpMaus, coAepXkamascsi B CHCTEME MOHHMTOPUHIA  JIBHKCHUS
JIEKAPCTBEHHBIX  IpenaparoB Uil ~ MEAMIMHCKOIO  MPUMEHEHHUs,  pa3Mellaercs B
MH(POPMAIIMOHHO-TEICKOMMYHUKAITMOHHOW cetn "MHTepHer" (B TOM uncie B popMe OTKPBITHIX
JTAHHBIX) B TOpsIKe, ycraHoBlieHHOM IIpaButenscTtBOM Poccuiickoit deneparuu. (B pen.
denepanbHoro 3akona ot 04.08.2023 N 474-D3)

9.1. Jloctryn x wuHpOpMaNMUH, COACpXKAIIEHCS B CHCTEME MOHHUTOPHHTA JBHIKCHUS
JICKApCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO IMPHUMEHEHHs, 00eCHeunuBaeTcs OlepaTopoM
CUCTEMbl MOHMTOPUHIA JIBUOKEHHUS JIEKApPCTBEHHBIX MPENapaToB Uil  MEAMIIMHCKOIO
IIPUMEHEHUsT B MOpsakKe, ycraHoBieHHOM IlpaBurensctBoM Poccuiickonr ®enepauuu, B
COOTBETCTBMM C  3aKoHoJaTenbcTBOM  Poccuiickoit ~ ®enepanuun 00  uHbopmanuu,
MH(GOPMAIIMOHHBIX TEXHOJOTHSAX W O 3alluTe MH(pOpMaIuu, 3aKOHOIATEIBCTBOM Poccuiickoii
@enepauun O TOCYJApCTBEHHOM TailHe, 3akoHOAaTesNbCcTBOM Poccuiickoit @Pexepauuu o
KOMMEPYECKON U MHOW OXPaHSIEMOU 3aKOHOM TalHE U C YYETOM II0JIOKEHUM HACTOSIIEH CTaThU.
[IpaBurensctBo Poccuiickoit ®denepanuu BlpaBe yCTaHABIMBATH IEPEUYEHb JIEKAPCTBEHHBIX
[IpenapaToB JJii MEIULMHCKOIO NMPUMEHEHUs U (WJIM) TPYII JIEKAPCTBEHHBIX IPENapaToB AJs
MEIHUIIMHCKOTO MPUMEHEHUS U OCOOCHHOCTH JOCTyMNa K MHPOPMAIMU O TaKUX JIEKAPCTBEHHBIX
rpenaparax, CoAep Kalleicss B CUCTEME MOHMTOPUHIA JIB)KECHMS JIEKAPCTBEHHBIX IIPENapaToB
JUTS METMIIMHCKOTO TipuMeHeHust. (B pea. PenepanbHoro 3akona ot 04.08.2023 N 474-D3)

9.2. Tlonp3oBarenu CHCTEMbl MOHUTOPHHIA JBW)KCHUS JICKAPCTBEHHBIX MPENapaToB IJis
MEIUIIMHCKOTO TPUMEHEHUsT O0JaJar0T MPaBOM JOCTyma K HWHMOpMammu, coaepiKaimieiics B
CUCTEeME€ MOHUTOPWHTA JIBIDKEHHUS JICKAPCTBEHHBIX TMpENaparoB Uisi  MEAUIIMHCKOTO
MPUMEHCHHSI, C YIETOM OTPaHHUYEHUH JOCTYIa K yKa3aHHOW WH(OPMAIMH U €€ TOCIIeIyIOIIeH
00paboTKe, yCTaHOBJIECHHBIX HacTosmuM DenepanbHbIM 3aKOHOM W WHBIMH HOPMATHBHBIMHU
npaBoBbIMU akTamu Poccuiickoit @enepanuu. (B pen. denepanpHoro 3akoHa ot 04.08.2023 N
474-D3)

9.3. ®enepanbHble OpraHbl UCHOJHUTENBHOM BIACTH W OPraHbl HCIOJHUTEIBHOW BIIACTU
cyobekToB Poccuiickoit denepanuu B 1ensax, omnpeaeneHHbx IlpaButensctBoM Poccuiickoit
®denepanun, UMEIOT MPABO IOCTyNa K WHPoOpManuu 0 cyObeKkTax oOpaleHus JeKapCTBEHHBIX
CPeACTB, O JIEKapCTBEHHBIX Ipernaparax U 00 00OpOTe TAaKMX JEKapCTBEHHBIX IpenapaTos,
HEOOXOIUMOM Il BBINOJHEHMs] 3ajjad M OCYLIECTBIECHHUS (YHKIMM, BO3JIO)KEHHBIX Ha
(benepanbHble OpraHbl UCIIOJIHUTENILHONW BIACTH M OpraHbl MCIIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit @enepannu, cTaTUCTUYECKON MH(POPMALIMU O JIEKAPCTBEHHBIX IpernapaTax U o0 Ux
oboporte, a Takxke K obmenoctynHoil nHpopmanuu. CoctaB 3Toil MHPOPMALUU ONpeAeseTcs
COTIAlIEHUSIMU 00 MH(POPMAIIMIOHHOM B3aUMOJIEHCTBUH, 3aKIIOYEHHBIMU ONEPATOPOM CHCTEMBI
MOHUTOPHMHIA JBIKEHUs JIEKAPCTBEHHBIX IIPENAPATOB JUIsl MEAMIMHCKOIO IPUMEHEHHUS C
(benepanbHBIMU OpraHaMU HCIIOJIHUTEIBHOW BJIACTU WJIM OpPraHaMU MCIIOJHUTEIBHOW BIACTU
cyobektoB Poccuiickoit ®enepanuu u ¢eneparbHbIM OpPraHOM HCIHOJIHHUTENBHOM BIACTH,
OCYILIECTBISIONUM (YHKIIUU IO BBIPAOOTKE W pealu3alud TOCYJapCTBEHHON MONUTUKH U
HOPMAaTHBHO-TIPABOBOMY DPETYJIHPOBaHUIO B cdepe 3/apaBooxpaHeHus. (B pea. deaepanbHOro
3akoHa 0T 04.08.2023 N 474-D3)

9.4. CyOBexT oOpalieHus JIEKapCTBEHHBIX CPEICTB MMEET MpaBO AOCTyna K mHGopMarmu 00
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OIepalygax C JIEKapCTBEHHBIMHU IpenapaTtamMu JUIs MEAMLIUHCKOTO MPUMEHEHHS, COBEPLICHHBIX
3TUM CYOBEKTOM OOpaleHHs JIEKAPCTBEHHBIX CPEICTB, a TaKkKe K OOLIeOCTYIHOM
unpopmaruu. (B pen. PenepanpHoro 3akoHa ot 04.08.2023 N 474-D3)

9.5. Omeparop CHUCTEMbI MOHHWTOPHHTA JIBIDKEHHUS JICKAPCTBEHHBIX TIPENapaTroB s
MEJIUIUHCKOTO TPUMEHEHUs] 00J1aJiaeT MPaBOM JOCTyNa K WHQPOpPMAIMU, COACpKalIelcs B
CUCTEME€ MOHUTOPWHTA JIBIDKEHHUS JICKAPCTBCHHBIX TPENaparoB Uisl  MEAMIIMHCKOTO
MPUMEHEHHSI, BKITIOYast HH(POPMAIIMIO OTPAHUYCHHOTO JIOCTYIIA, C BO3MOYKHOCTBIO €€ 00paboTKH,
B TOM YHCJIE €€ MPEJOCTaBICHHS U PaCIPOCTPAHEHUs, 00SCIICUeHUs TOCTyNa K Hel M OKa3aHUs
YCIIYT ¢ €€ MCIOJb30BaHueM (faee - 00padoTka). (B pea. PenepanpHoro 3akona ot 04.08.2023
N 474-D3)

9.6. Omeparop cuCTEMbl MOHMTOPHMHIA JIBUJKEHHUS JIEKAPCTBEHHBIX IIpernaparoB AJis
MEIULUHCKOTO0 MPUMEHEHUs MOXET OCYLIECTBIATh 00pab0TKy MH(OpManuu OrpaHUuYEHHOrO
JOCTYTIA, CO/IEPIKAIICHCsl B CUCTEME MOHUTOPHHTA JIBUKECHUS JIEKAPCTBEHHBIX MPENapaToB IS
MEJIULUHCKOTO MPUMEHEHUS, IPU YCIOBUM 0053aTeIbHOT0 00e3IMYUBaHMs Takoi MH(OpMaIK
B COOTBETCTBHHM C YTBEpXKIaeMbIMH (penepaibHbBIM OpPraHOM HCIOJHUTENBHOW BIIACTH,
OCYLIECTBISAIONMM (YHKIMU TO BBIpAOOTKE M peaqu3alud TI'OCyJapCTBEHHON IOJUTHKU U
HOPMATHBHO-TIPABOBOMY DETYJIMPOBAHUIO B cdepe 3IpaBOOXPAaHEHHs, MO COTIACOBAHHIO C
(benepaabHBIM OPraHOM UCIOJHUTENIBHON BJIACTH, OCYLIECTBISIFOIUM (DYHKIMH 10 KOHTPOJIIO U
Ha/30py B cdepe HMHOOPMAIMOHHBIX TEXHOJNOTHH M CBSI3U, W (eaepalbHBIM OpPTraHOM
UCTIOJHUTENIBHOM BJIACTM B oOsacTu  obecriedeHUs 0O€30MaCHOCTH  TPeOOBAHUSAMHU K
00C3TMYMBAHHUIO TakoW WHPOPMAMM W METOJaMH OOE3JTMYMBAHMS TakoW HH(POpMAIUH.
OOe3nuueHHass uHpopManus, TIOJNIy4YeHHas B pe3ylbTaTe yKa3aHHOHM o00paboTku U
colepkamasics B CHCTEME MOHHMTOPWHIA JBW)KCHHUS JICKAPCTBEHHBIX TMPEMapaTroB JUis
MEIULUHCKOTO MPUMEHEHHs, SIBIIAeTCsl nH(popMalnuell orpaHMueHHOro pocryna. O6e3nuyeHHas
uHbOpMaNHs, IOCTYl K KOTOpPOH OBLT oOOecredyeH OnepaTopoM CHCTEMBl MOHUTOPHHTA
JIBMDKEHUS JICKAPCTBEHHBIX MPENaparoB Uil MEAWLUHCKOTO NPUMEHEHHs B LEISIX OKa3aHMs
YCIYyT € €€ WCIOJIb30BAaHUEM, IIOJISKUT XPAaHCHHI0O B CHUCTEME MOHHUTOPUHTA JIBIKCHHS
JIEKapCTBEHHBIX IpEnapaToB Ui MEIUIMHCKOTO NPUMEHEHHsS HE MEHee ISATH JIeT C JaThl
MIPEOCTABICHUST JOCTyNna K 00e3NMMueHHOW WH(pOpManud, ¥ Ha HEe HE PaCIpOCTPAHSIOTCS
TpeOoBaHUs K MH(OPMAIMK OrpaHMYEHHOI0 JOCTYIa, YCTAHOBJIEHHbIE HACTOSIIEH cTaTbeid. (B
pen. ®enepanpHoro 3akoHa ot 04.08.2023 N 474-D3)

9.7. Omeparop cuCTEMBl MOHHMTOPUHIA JIBUXKEHMs JIEKAPCTBEHHBIX IpenaparoB JUis
MEIUIMHCKOTO TPUMEHEHUSI MOXKET OCYHIECTBIATh 00paboTKy HMH(OpMAIy OTrpaHUYEHHOTO
J0CTyMa, CO/IepIKaIleicss B CICTeMe MOHUTOPHMHIA IBH)KEHHUS JIEKApCTBEHHBIX MPENapaToB JUIs
MEIUIUHCKOTO MPUMEHEHHS, TIOJYYEHHOW OT CyOBheKTa OOpamieHHs JeKapCTBEHHBIX CpPEICTB,
3apETUCTPUPOBAHHOTO B CHUCTEME MOHUTOPHMHIA JBI)KEHHUS JIEKaPCTBEHHBIX IPENapaToB JUIs
MEIUIMHCKOTO MMPUMEHEHHS ¥ TIPEACTABUBIIIETO B HEE CBEJCHHS, B HHTEPECaX M 10 MOPYUCHHIO
TaKOro CcyObeKkTa OoOpalleHHs JEeKapCTBEHHBIX CpeAcTB 0e3 o0e3nuuuBaHusS HH(OpMaIu
orpaHM4eHHOro noctyna. (B pen. @enepanpHoro 3akoHa ot 04.08.2023 N 474-D3)

9.8. Omneparop CcHUCTEMBI MOHHUTOPHUHIA [JIBM)KCHMS JIEKAPCTBEHHBIX IIpenapaToB IS
MEIUIMHCKOTO MPUMEHEHUS BIPABE OKA3bIBATh HA HEAUCKPUMHMHALMOHHON OCHOBE YCIYTU C
UCIOJIb30BaHWEM 00e3MMYeHHON HWH(pOpMalnu, coJepiKallelics B CHCTEME MOHUTOPHHTA
JIBIDKEHUSI  JIGKApCTBEHHBIX IpernapaTtoB Ui MEIUIMHCKOTO IMpPHUMEHEHHs, CyObeKTam
oOpallieHus JIEKapCTBEHHBIX CPEACTB, MOPAJOK U CTOUMOCTh OKa3aHMsI KOTOPBIX OINPEAEISIOTCS
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OIepaTOpPOM CUCTEMbl MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX MPENapaToB sl MEIULUHCKOTO
MIPUMEHEHHS, C YICTOM OTPAaHUUYEHUH OCTymna K 00e3MWYCHHON HH(OPMAIINH, YCTaHOBICHHBIX
HacToAIIeH craThell. YKa3aHHbIC MOPSIOK M CTOMMOCTh OKa3aHMsI TAaKUX YCIYT pa3MellaloTcs
OMEepPaToOpPOM CHUCTEMbl MOHUTOPHHTA JIBHXKEHUS JIEKAPCTBEHHBIX MPENapaToB JIs MEIUIIMHCKOTO
MPUMEHEHUS] Ha caiiTe CHUCTeMbl MOHMTOPHUHIA ABM)KCHUS JIEKAPCTBEHHBIX IMPENaparoB JUIs
MEIULUHCKOTO TPUMEHEHUsI B MH(OPMAIIMOHHO-TEICKOMMYHUKAIMOHHON cetn "MHTepHeT" u
MOJJICKAT KOHTPOJII B COOTBETCTBHMHM C aHTMMOHOIIOJIBHBIM 3aKOHOJATENbCTBOM Poccuiickoit
Oenepannn. YKa3aHHbIC TOPSAJIOK U CTOUMOCTh OKa3aHUS TAKUX YCIYT JIOJKHBI OBITh €IMHBIMU
JUIS BCEX JIMII, OOpAIAIONINXCs 32 OKa3aHUEM YCIYrH B OTHOIICHUU OJMHAKOBBIX BHJA, 00beMa
U coctaBa mpenocraBisieMoir mHpopmanuu. CyObekraM oOpalieHus JIGKApCTBEHHBIX CPEIICTB
3arpenaercs MpeoCTaBisATh U PaCIpPOCTPAHATh, HHPOPMAIIUIO, MTOTYYEHHYIO B COOTBETCTBHH C
HacTosiei yacTeio. (B pea. PeaepanbHoro 3akona ot 04.08.2023 N 474-D3)

10. IIpousBoauTenb JIEKapCTBEHHBIX CPENICTB, JAepKaTelb JMOO0 BIaJesel] PerucTpaliOHHOIO
YAOCTOBEpPEHHUs  JIEKapCTBEHHOIO  IIpenapara WIM  IPEICTaBUTENIBCTBO  MHOCTPAHHOMU
OpraHu3alMy, SBJSIONIEICS qepKaTeneM JIM00 BIaJeNbleM PerucTpaliOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTr' 0 mpenapara, Ha Tepputopun Poccuiickoit denepanuu, 3aperucCTpupoBaHHbIEC B
CHUCTEME MOHUTOPHUHIA IBUKEHUS JIEKapCTBEHHBIX MPENapaToB AJIs MEIULUHCKOTO IPUMEHEHUS
U TPEACTABUBIIME B HEE CBEJACHHUA O HAHECEHHM CpPEICTB HICHTU(UKAIUU HA YIaKOBKU
JICKapCTBEHHBIX IIpenaparoB, Hapsay ¢ HH(opManuel, ykazaHHOM B dactd 9.4 Hacrosuei
CTaThH, IIOJIy4aeT COJAEPIKAILYIOCS B CHCTEME MOHUTOPHUHIA JBHKCHMS JIEKaPCTBEHHBIX
IIPenaparoB Ui MEAULIMHCKOrO MPUMEHEHHsI HHPOPMALIUI0O OTPAHUYEHHOTO JJOCTYIA O CepusiX
U TapTUsSX OTUX JIEKapCTBEHHBIX IIpernaparoB OE3BO3ME3HO U BIPABE OCYLIECTBIATH
CaMOCTOSITENIbHO WJIM Iopy4yaTb 0OpaOoTKy Takoi HH(pOpMalMU TOJIBKO B COOCTBEHHBIX
uHTepecax. [Ipu 3ToM HocTynm K Takoi WH(GOpMAIMK WIM pe3ylbTaTaM ee 00padOTKH HMMeeT
TOJIBKO JIaHHBIN CYOBEKT 0OpallleHus JIEKAPCTBEHHBIX CPEACTB MIIM JIMII0, KOTOPOMY OH MOPYUHII
00pabotky. CocTaB MpeaoCTaBIsIEMON B COOTBETCTBHHM C HACTOAIIEH YacThio WH(OpMauu
onpenensercs [IpaBurensctBom Poccuiickoit @eneparuu. (B pen. denepaabHOro 3akoHa OT
04.08.2023 N 474-D3)

11. 3a npou3BOACTBO WM MPOJAXY JIEKAPCTBEHHBIX IpenaparoB s MEAUIIMHCKOIO
IpUMEHEeHHUsT ©0e3 HaHeCeHHsl CpeACTB HIEHTH(MKAIWU, C HapylleHHeM YCTaHOBJIEHHOTO
MOpsIIKA WX HAHECEHMs, a TaKXKe 3a HECBOEBPEMEHHOE BHECEHHME JIaHHBIX B CHCTEMY
MOHUTOPHMHIA [BHKEHHs JIEKAPCTBCHHBIX IIPENapaToB Il MEIULIMHCKOIO INPUMEHEHHS WIH
BHECECHME B HEE HEJAOCTOBEPHBIX JAaHHBIX HOPUAUYECKHE JIMIA W HWHAWBUAYAJIbHBIE
IIPEANIPUHUMATENH, YKa3aHHbIE B 4acTAX 4 M 7 HACTOSALIEH CTaThbU, HECYT OTBETCTBEHHOCTH B

COOTBETCTBHUH C 3aKOHO/aTenbcTBOM Poccuiickoit denepaunu. (B pen. deaepanbHOro 3aKkoHa OT
28.12.2017 N 425-®3)

12. TlpaButensctBo Poccuiickoii @enepanuiyi BIpaBe YCTaHOBUTh OCOOEHHOCTH BHEIPEHUS
CUCTEMBbl MOHMTOPUHIA JBWXKCHHUSA JICKAPCTBEHHBIX IPENApaToB Ui  MEAUIMHCKOIO
IIPUMEHEHHUsI, BKJIIOYasi CPOKM €€ BHEIPEHUs, B OTHOLIEHUM JIEKAPCTBEHHBIX NPENaparoB IS
MEIULUHCKOTO TPUMEHEHHs], BKIIOUEHHBIX B IIepeueHb )KU3HEHHO HEOOXOJMMBIX U BaKHEHIIINX
JIEKapCTBEHHBIX MPENapaToB, JEKapCTBEHHBIX MPENapaToB, MpeJHa3HaYeHHbIX JIJIs o0ecnedeHus
7ML, OOJBHBIX reModuiIneil, MyKOBHCUUA030M, TMIO(MU3apHBIM HaHU3MOM, Oose3Hbio [oie,
3JI0KQYECTBEHHBIMH HOBOOOPa30BaHUAMH JUM(OUAHON, KPOBETBOPHONM M POJCTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIMII MOCIEe TPAHCIJIAHTAIIMK OPraHoB U (WJIM) TKaHEW, MHBIX
JIEKapCTBEHHBIX MPENapaToB JUIsi MEIULUHCKOro puMeHeHusl. (B pea. denepaabHOro 3aKkoHa OT
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28.12.2017 N 425-®3)

I'naBa 14.1. O PAHHUYEHUS, HAJTIAT'AEMBIE HA
OPI'AHU3AIIUU, OCYHIECTBJ/IAIOIINUE NEATEJIBHOCTD
11O OBPAIIIEHUIO JIEKAPCTBEHHBIX CPEJACTB (B pen.
denepanbHoro 3akona ot 25.11.2013 N 317-@3)

Crarbs 67.1. OrpannveHus, HajlaraemMblie NPU OCyIEeCTBJICHU U
NesITeJIbHOCTH B cepe oOpanieHus JIeKAPCTBEHHbIX CPeICTB

1. Opranuzanuy, 3aHUMarolIuecss pa3paboTKOM, MPOU3BOJACTBOM U (WIM) peanu3anuen
JIEKApCTBEHHBIX TMIPENapaToB I MEAUIIMHCKOTO MPUMEHEHHS, OpraHU3alMH, OO0JaJaroIiue
MpaBaMH Ha HCIOJIb30BAaHUE TOProBOIrO HAUMEHOBAHMS JICKAPCTBEHHOIO TMpernapara ais
MEJIUIIMHCKOTO TPUMEHEHUS, OpraHU3alMK ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMH,
anTeuHble OpraHu3aluu (UX NpPeICTaBUTENH, HHble (U3NUecCKUe M IOpUAHYECKHUE JIMIA,
OCYIIECTBJISIIONIAE CBOK JIEATEIBHOCTh OT HWMEHHM JTHX OpraHu3aldid) B OTHOILIECHUU
MEIUIIUHCKUX PAOOTHUKOB U PYKOBOJIUTEICH MEIUIIMHCKUX OpraHU3alluii HE BIIPABE:

1) BpyuaTs moAapku, BBIIIJIAYUBATH JICHEKHBIE CPEACTBA (32 UCKIIOYCHHEM BO3HATPAXKICHUH 1O
JIOTOBOpaM IpU MNPOBEACHUU KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX MPENAPATOB IS
MEIUIMHCKOTO IIPUMEHEHUS, BO3HAIPAXKICHUM, CBA3aHHBIX C OCYIIECTBIECHUEM MEIULIMHCKUM
pabOTHUKOM IEJarormuecKoi W (WiM) HAydyHOH JEeATEIBHOCTH), B TOM YHUCIIC OILIa4WBaTh
pas3BieyeHus, OTABbIX, IPOE3J K MECTy OTHAbIXa, a TakKe IIPUBIIEKATh K YYacTUIO B
pa3BIEKaTENbHBIX MEPOIPUATHUSAX, IPOBOJUMBIX 3a CUET CBOUX CPEJICTB;

2) 3aKJII0YaTh CONIAICHUA O HAa3HAYCHHUU WKW PEKOMCHIAAIWHN IMAlIUCHTAM JICKAPCTBCHHBIX
mnpemnaparoB Ajid MCIUOMWUHCKOTO HNPHUMCHCHUA (33 HUCKIIIOYCHHUEM JOrOBOPOB O IPOBCACHUU
KIIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKApPCTBCHHLBIX NIp€apaToB I MECAUITUHCKOT'O HpI/IMeHeHI/Iﬂ);

3) npeaAOCTaBJIATH O6pa3LILI JICKApCTBCHHBIX IIpENapaToB IJId MCIUIUHCKOTIO HNPHUMCHCHUSA B
oeaIax BpPYUYCHUSA HAaOUCHTaAM (33 HUCKIIFOYCHUCM CJIydacB, CBA3aHHBIX C IIPOBCACHUEM
KIIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKApPCTBCHHLBIX Np€IapaToB I MECAUITUHCKOT'O HpI/IMeHeHI/Iﬂ);

4) mnpenocTaBIATh HENOCTOBEPHYIO M (WJIM) HEMOJHYI0 HHPOpPMAIMI0 O JIEKapCTBEHHBIX
npenapaTax i MEIUIIMHCKOTO IPUMEHEHNUS;

5) IIOCCIIaTh UX B pa6oqee BpCEMs Ha pa6oq1/1x MCCTax, 3a UCKIIFOYCHUCM CIIy4acCB, CBA3dHHBIX C
IMPOBCACHUEM KIMHUYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHBIX IMPCIapaToB AJId MEIAUIIUHCKOI'O
NpUMCHCHUA, C Y4YaCTHUCM B TIIOPAAKE, YCTAHOBJICHHOM PYKOBOIUTCIICM MCI[HHHHCKOﬁ
opraHusanyvu, B CO6paHI/I$[X MCECIHUIIMHCKHX pa6OTHI/IKOB W UHBIX MCEPOIPUATHAX, HAITPABIICHHBIX
Ha TIIOBBIIICHHUEC HX HpO(bCCCI/IOHaJ'IBHOFO YPOBHA WJIM Ha MNOPCAOCTABICHUC I/IH(I)OpMaI_[I/II/I,
CBSI3aHHOM C OCYIICCTBJIICHUEM MOHUTOPUHTA 0e30IMacHOCTH JICKApPCTBCHHBIX IPCIIapaTOB;

6) moOy>kAaTh K BBINKUCBIBAHUIO JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHHS
Ha OJjaHKax, coJepKamux HHQOpPMAIMI0 PEKIaMHOI0 XapakTepa, a TakKe Ha PelenTypHBIX
OnmaHKax, Ha KOTOPBIX 3apaHee Hale4aTaHO HAaUMEHOBaHHME JIEKApCTBEHHOTO Iperapara s
MEAUIIMHCKOTO TPUMEHEHHUS.
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2. Opranusanuy, ykazaHHble B a03alie epBoM 4acTu | HacTosAlIeH cTaTbU, U UX MPEACTaBUTEIH
B OTHOLICHHH (hapMaleBTHUECKUX PAaOOTHUKOB M PYKOBOJHUTEICH aNTeUHBIX OpraHU3aluil He
BIIpaBe:

1) BpyuaTh OJJapKH, BBIIIJIAUMBATH JEHEKHBIE CPEACTBA, B TOM YUCJIE OIUIAUMBATh Pa3BICUCHUS,
OTIBIX, IIPOE3] K MECTY OTIbIXa, U IIPUBJIEKATh K YYaCTUIO B Pa3BICKATEIbHBIX MEPONPUATHUIX,
IIPOBOJMMBIX 38 CYET CBOUX CPECTB;

2) mpenocTaBiIATh 00pa3lbl JIEKAPCTBEHHBIX MPEnapaToB Ui MEIUIIMHCKOTO NPUMEHEHHUS JUIS
BPY4YCHMS HACEIICHUIO;

3) 3aKII04YaTh COrjlalliCHUA O MPCAJIOKCHUU HACCICHUIO OIPCACICHHBIX JICKAPCTBCHHBIX
npenaparoB 4JisI MCAUIIUHCKOI'O MPUMCHCHU A,

4) mnpemoCTaBIATh HEIOCTOBEPHYIO M (WJIM) HEMOJHYI0 HH(POPMAIMI0 O JIEKapCTBEHHBIX
npenaparax Uil MEAUIMHCKOTO TPUMEHEHMsS, B TOM UHCJIE MMEIONIUX OJIMHAKOBOE
MEXIyHApOIHOE HETIATEHTOBAHHOE HAUMEHOBAHHE.

Crartbs 67.2. TpeOoBaHUS K OPraHU3aly U MPOBEACHUI0 HAYYHbBIX
MEpPONPHUATHI, HHBIX MEPONIPUATHH, HATIPABJICHHbIX HA
NOBbIIICHUE MPOQECCHOHAIBHOI0 YPOBHSA MeTULMHCKUX

Pa0OTHHUKOB WJIK HA MPe0CTABJIeHNe MH(POPMAIIUU, CBSI3AHHOM ¢
OCYILIIECTBJIEHHEM MOHUTOPHHIA 0€30MAaCHOCTH JIEKAPCTBEHHBIX
IpenaparoB

1. Ilpm mnpoBeneHMM HAy4YHBIX MEPONPHUATHNA, HMHBIX MEPOIPUATUH, HANPABICHHBIX Ha
MOBBIIIEHUE MPOPECCHOHATBLHOTO YPOBHS MEIUIMHCKUX PAaOOTHUKOB MM Ha MPEIOCTaBlICHHUE
CBSI3aHHOM C OCYILIECTBJIEHUEM MOHHUTOpPHHIa OE€30MaCHOCTH JIEKApPCTBEHHBIX IPENnapaTroB
uH(pOpMaIUY, OPTaHU3yEeMbIX OpraHM3aLUsAMH, YKa3aHHBIMU B a03alle IMepBOM YacTH 1 cTaTbH
67.1 nacrosimero denepaibHOTO 3aKOHA, UX MpPEACTAaBUTENSIMM U (WiK) (pUHAHCHpYEMBIX 3a
CUET CPEACTB 3TUX OPraHU3alluil U UX MPEACTABUTEIEH, 3aIPEIAcTCs IPENATCTBOBATh yUYaCTHIO
B YKAa3aHHBIX MEPOIPHUATUAX HHBIX OPraHU3alUi, KOTOpPHIE IPOU3BOMAT WIH PEaTU3YIOT
JIEKapCTBEHHbIE IIpenapaThl A MEIULIUHCKOTO IPUMEHEHHS CO CXOXHM MEXaHU3MOM
(hapMakoJOoru4eckoro AeicTBus, JI1M00 co31aBaTh JUCKPUMUHALMOHHBIE YCIOBHUS JUISI OJHMX
YYACTHUKOB I10 CPABHEHUIO C IPYTUMHU yYaCTHUKaMH, 8 UMEHHO:

1) mpenocTaBisATh pa3IuYHOE KOJUYECTBO BPEMEHHU /ISl BBICTYIUIEHUN YYaCTHHUKOB, pa3JInyHbIC
[0 pa3Mepy 3aHMMaeMoOW IUIOLIaJud MecTa JJIs JIEMOHCTpAlMH OOpa3loB JIEKApCTBEHHBIX
MpenaparoB Uil MEAULUHCKOIO NMPUMEHEHHs WM PEKJIAMHBIX MaTE€pHAIOB O JIEKApCTBEHHBIX
nmpenaparax Ui MEIULMHCKOTO NPUMEHEHHUS Ha DKCIO3ULUAX, CTEHAAxX, 3a HMCKIIOYEHUEM
CIIy4aeB, €CIIM TAaKWE YCJIOBHS 3aKpEIUIEHbl B COMIAICHHUSIX JTHX OpraHu3aluid, WX
npeacTaBuTenieil 0 (GUHAHCUPOBAHUM YKa3aHHBIX MEpOINPHUATUNH U OOYCIIOBJIEHBI Pa3IUnYHBIMU
3aTpaTaMH Y4aCTHMKOB Ha UX OPraHU3aLUIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIsl YIaCTHUKOB MEPONPUITHN, YKa3aHHBIX B a03alle epBOM
HACTOSALIEH 4acCTH, NPEBBIIIAIOIIUNA CYMMY 3aTpaT Ha OpPraHU3alUI0 YKa3aHHbIX MEPOIPUITHM U
BEAYIINH K HEOOOCHOBAaHHOMY OTPaHUYEHHUIO YHCIIA UX YUACTHUKOB.
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2. Opranm3anuu, yka3zaHHble B a03arie nepBoM 4acTu 1 cratbu 67.1 Hacrosimiero denepaibHOTO
3aKOHA, WX TMPEICTABUTENIA, OCYIICCTBISIONINE OpraHu3anvio W (wiv) (QUHAHCHUPOBAHHE
MEpONPUSITHI, YKa3aHHBIX B 4YacTH | HACTOSIIECH CTaThH, 0OS3aHBI OOECIEYMBATH JOCTYI K
uHopMaUi O JaTe, MECTe W BpPEMEHHU MPOBEICHUS YKa3aHHBIX MEPOIPHUATHH, TUIaHaX,
porpamMMax MpOBEJACHUS YKa3aHHBIX MEPOTPUITHI U TeMax, IUITAHUPYEMBIX I pACCMOTPEHHS,
COCTaBe WX YYACTHHKOB IIyTEM pa3MEIICHHUs COOTBETCTBYIONICH WH(POpPMAIMU Ha CBOHX
odpumaabHbIX caiTax B cetH "MHTepHET" HE mo37aHEE IBYX MECSIEB J0 Hayaia MpPOBEACHUS
YKa3aHHBIX MEPOTIPUITHH.

3. MUadopmanus o IpoBEICHUH MEPOIIPUATHIN, YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThH, B CPOK,
YCTaHOBJICHHBIN YaCThIO 2 HACTOAIICH CTaThH, JOJHKHA OBITH HAMPaBJICHA B (peiepalibHbIN OpraH
WCIIOJIHUTEJIBHON BJIACTH, OCYIIECTBISIONIMK (PYHKIMHM TO KOHTPOJK M Haa30py B cdepe
3JIPaBOOXPAaHEHHMS, JUISI TIOCJICAYIOIETO pa3MeIleHus ee Ha OPHUIMAIBHOM CaiiTe 3TOr0 OpraHa B
cetu "UnTepuer".

I'masa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE
3AKOHOJATEJIbCTBA POCCUMCKON ®EJEPALIMU ITPU
OBPAIIEHUUN JIEKAPCTBEHHbBIX CPEJICTB U
BOSMEIIEHUE BPEJA, IPUMUHEHHOI'O 310POBbLIO
I'PA’KJIAH BCJIEACTBUE ITPUMEHEHUSA
JIEKAPCTBEHHBLIX ITPEITAPATOB

CraTbs 68. OTBEeTCTBEHHOCTH 32 HAPYILIEHNE 3AKOHOIATEJIbCTBA
Poccuiickoni @enepanuu npu o0panieHnN JJEKAPCTBEHHBIX CPEACTB
1. Hapymenue 3akoHonatenbctBa Poccuiickoit denepanun npu oOpalleHUH JIeKapCTBEHHBIX

CPEICTB BJIEYET 32 COOON OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJIAaTEIbCTBOM Poccuiickoi
denepanui. (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

2. 3a HeNpeACTaBlIE€HUE WM HECBOEBPEMEHHOE NPEJCTaBICHHE HHPopMauu U (UIN)
JOKYMEHTOB JIMOO TPEJCTaBICHUE HEIOCTOBEPHBIX HHPOpMaUuu | (WIH) JIOKYMEHTOB,
MIPEelyCMOTPEHHBIX HacTosAMM DeepabHbIM 3aKOHOM, CYOBEKThI OOpallleHHsl JTeKapCTBEHHBIX
CPEICTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoi
Oenepanuu. (B pea. enepaibHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
04.06.2018 N 140-®3)

CraTtbs 69. Bosmemnenune Bpeaa, NPUYUHEHHOT0 310POBBIO TPAXKIAH
BCJIEICTBUE IPUMEHEHHUs JIeKAPCTBEHHBIX MpenapaToB

1. TlpousBoauTens JEKapCTBEHHOTO IIpernapata oOO0sf3aH BO3MECTUTH Bpel, NPUYMHEHHBIN
3JI0POBBIO I'PaX</iaH BCIIEACTBUE IPUMEHEHUS JIEKapCTBEHHOI' O Mpernapara, €Cli 10Ka3aHo, 4To:

1) nekapCTBEHHBIN Mpenapar NPUMEHSUICS MO0 HA3HAYEHUIO B COOTBETCTBUHM C MHCTPYKIMEH MO
MIPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara W MPUYMHOM Bpela SBWICSA BBOJA B TPaXAAHCKHUU
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000pOT HETOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO TIPerapara;

2) Bpen 370pOBBI0 NMPUYMHEH BCICICTBHE HEIOCTOBEPHOW HH(POPMAIMH, COJEpKaIICHcs B
UHCTPYKLUMU MO0 TPUMEHEHHIO JIEKApCTBEHHOrO TMpernapara, HW3JaHHOW MPOU3BOIUTENIEM
JIEKapCTBEHHOI'O Ipernapara.

2. B caywae, ecnu Bpea 30pOBbI0 TpaXJaH MPUYMHEH BCIEACTBUE IPUMEHEHUs
JIEKapCTBEHHOI'O IpernapaTra, MPUIIEANIEr0 B HETOJHOCTh B pe3yjbTaTe HapYILIECHUS IMPaBUII
XpaHEHUs JIEKapCTBEHHBIX CPEJCTB, IIPABUJI ONTOBOM TOPIOBIIM JEKAPCTBEHHBIMU IIpenapaTamH,
MIpaBWJI OTIYCKA JIEKAPCTBEHHBIX MPENapaToB, MPAaBUI U3TOTOBICHHUS U OTITYCKa JIEKAPCTBEHHBIX
IIpenapaToB, BO3MEILIEHUE BpPEJa OCYIIECTBISAETCS COOTBETCTBEHHO OpraHU3alUeil ONTOBOU
TOPrOBJIM  JIGKAPCTBEHHBIMU  CpPEACTBAMM, AaNTEYHOM oOpraHusalueil, HHAWBUYaIbHBIM
NpeaNpuHUMATeIeM, HMEIOIIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO0 JEATEIbHOCTh WM
JTUIEH3UI0 Ha METUIIMHCKYIO AEeITeIbHOCTh, MEIUIIMHCKON OpraHu3anuel, UMeroIei JTUIIeH3HI0
Ha (apMameBTUYECKYIO AEATENBHOCTh (ee 000COOJIEHHBIM IOJpa3/ieieHueM (aMOyIaTopue,
denpamepckuM U (QeTpAMIePCKO-aKyIIepCKUM YHKTaMU, LIEHTPOM (OTAEJeHHEeM) oOIen
BpaueOHOU (CEeMENHOM) MTPaKTUKH), DPACIOJOKEHHBIM B CEIILCKOM HACEIEHHOM ITYHKTE, B
KOTOPOM OTCYTCTBYET allTe€4Has OpraHHu3aIus), JOMYCTUBIIMMHU MPOAAXKY WUIU OTIYCK TaKOTrO
JICKapCTBEHHOT0 npemnapara. (B pea. PemepansHoro 3akoHa oT 25.11.2013 N 317-D3)

3. Bo3memnieHue Bpena, NPUYMHEHHOTO 3J0POBbIO0 TpakJaH BCJIEICTBUE MPUMEHEHUS
JIEKAPCTBEHHBIX TMPEMApPAaTOB MJIM COBEPIICHHUS] TMPOTHUBONPABHBIX JACUCTBUN CyOBEKTaMU
oOpallleHusl JIEKApCTBEHHBIX CPEICTB, OCYIIECTBIIAECTCS B COOTBETCTBHH C 3aKOHOJAATEIbCTBOM
Poccuiickoit @eneparuu.

I'masa 16. 3SAK/TIOYUTEJIBHBIE ITOJOKEHUA

Cratps 70. O npu3HAHUU YTPATUBIIUMH CHJIY OTAEJIbHBIX
3aKOHOAATEJIbHBIX AKTOB (MO0J0KeHUH 3aKOHOAATEIbHBIX AKTOB)
Poccuiickoit @enepanuu
IIpu3Hats yrpaTUBIIUMU CUILY:

1) ®enepanbhbiii 3akoH OT 22 uroHA 1998 toma N 86-®3 "O nekapcTBEHHBIX cpeacTBax'
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akoH OT 2 stHBaps 2000 roga N 5-®3 "O BHeceHMH U3MEHEHHUSI U IOTIOJTHEHHI
B ®Degepanpublii 3akoH "O nekapcTBeHHBIX cpenctBax" (CoOpaHue 3aKOHOIATENHCTBA
Poccwiickoit @eneparuu, 2000, N 2, ct. 126);

3) crateio 40 denepanbHoro 3akona ot 10 sHBaps 2003 roxa N 15-®3 "O BHeceHUHN M3MEHEHUI
YU JIONOJHEHU B HEKOTOphIE 3aKOHOJATeNnbHbIe akThl Poccuiickoii denepanuu B CBSI3U C
npunstueM denepanbHoro 3akoHa "O JHMIIEH3UPOBAHUU OTHAEIBHBIX BHJAOB JI€ATEIBHOCTH"
(Cobpanue 3axkoHogatenscTBa Poccuiickoit @enepanun, 2003, N 2, cT. 167);

4) cratpio 31 deaepansuoro 3akona ot 30 utons 2003 roga N 86-D3 "O BHeCEHHH M3MEHEHHIA
U JIONOJIHEHWM B HEKOTOpbIE 3aKOHOJATeNbHble akThl Poccuiickoit denepaiuu, MpU3HAHUU
YTPaTUBIIMMHU CUJIY OTACJIbHBIX 3aKOHOAATENbHBIX akTOB Poccuiickonn denepanuu,
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MPEJOCTABIICHUN OTACIBHBIX TapaHTHH COTPYIHHUKAM OPTraHOB BHYTPEHHHUX JIEJ]I, OPTaHOB II0
KOHTPOJIIO 32 000pPOTOM HApKOTHUYECKUX CPEJCTB M MCUXOTPOIHBIX BEIIECTB M YIPa3THAEMBIX
(denepanbHBIX OpPraHOB HAJIOTOBOM TIOJHMIMH B CBSI3M C  OCYIICCTBICHHEM MeEp II0
COBEpIICHCTBOBAHUIO  TocylnapcTBeHHOro  ympaBineHus"  (CoOpaHue — 3aKOHOJATEIILCTBA
Poccuiickoit ®eneparuu, 2003, N 27, ct. 2700);

5) crareio 101 DenepanbHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
W3MEHEHUN B 3aKoHOJaTelbHble akThl Poccuiickoit denepaiuu M NpU3HAHUW YTPATUBIIUMH
CUJIy HEKOTOPBIX 3aKOHOJATEIbHBIX aKTOB Pocculiickoi @Pexepanuu B CBA3M C IPUHATHEM
(dbenepaibHBIX 3aKOHOB "O BHECEHHMM W3MEHEHHWH W aornonHeHui B DenepanbHbiii 3ak0H "OO0
OOIIMX TMPHUHIMIIAX OPTaHU3AIHNU 3aKOHOAATEIBHBIX (MPEACTABUTEIBHBIX) U HCIOIHUTEIBHBIX
OpraHOB TOCYJAapCTBEHHOW BIacTu cyObekToB Poccuiickoit ®enmeparmuu" u "OO0 o0mmx
IIPUHLMIIAX OpPTraHU3allMd MECTHOro camoympasieHus B Poccuiickoit denepanun" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) crarpro 28 denepanpHOoro 3akona or 18 mekabps 2006 roma N 231-®3 "O BBemeHuu B
nerictBue vactu derBepTou ['paxmanckoro koxaekca Poccuiickoit ®enepanun" (Cobpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

Crartbsa 71. Beryniienue B cuity HacTosiiero ®@enepajbHOro 3aKoHa
1. Hacrosimuit denepanbHblii 3aK0H BeTymaeT B cuity ¢ 1 centsiopst 2010 roxa.

2. JlekapCTBEHHBIE CpPEACTBA, 3aPETUCTPUPOBAHHBIE IO IHS BCTYIUIEHHS B CHIIYy HACTOSILErO
@denepanbHOr0 3aKOHA, MOJUIEkKAT BKIIOUEHHIO B T'OCYAAPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX
CPEICTB C BHECEHMEM YyKa3aHHbIX B 4YacTH | crateu 33 Hactosdmero denepanbHOro 3aKOHa
CBECHMH 00 OTHX JIEKAPCTBEHHBIX CpPEJICTBAX ©0€3 MPOXOXKIAEHHUS BHOBb IPOLEAYPHI
roCy/1apCTBEHHOW PETUCTPALIUH JIEKApPCTBEHHBIX MIPENapaToB.

3. TocymapcTBeHHass PpErMCTpanus JIGKAPCTBEHHBIX  MPENapaToB, 3a  HCKIIOYCHHEM
JICKApCTBEHHBIX NPENapaToB JJIsi MEIUIIMHCKOTO MTPUMEHEHHS, TIPE/ICTABICHHBIX HA YKa3aHHYIO
PETUCTpAIMIO JI0 JHSA BCTYIJICHHUS B CHITY HacTosiero deaepasibHOTO 3aKOHA, OCYIIECTBIIACTCS
B COOTBETCTBUHU C HAcTOSIUM DenepaabHbIM 3aKOHOM HAa OCHOBAHUHU JOKYMECHTOB W JIaHHBIX,
MIPE/ICTAaBICHHbIX J0 JHS BCTYIUIEHHS B cuily Hacrosiuero denepambHoro 3akoHa. (B pen.
denepanbroro 3akona ot 11.10.2010 N 271-P3)

3.1. TocynmapcTBeHHas perucTpanus JIEKapCTBEHHBIX NpenaparoB JUisi MEIUIIMHCKOIO
MPUMEHEHUS], PEJICTABICHHBIX HA TOCYIAPCTBEHHYIO PETUCTPALMIO A0 JHSA BCTYIUICHUS B CUITY
Hacrosmero @PenepanbHOr0 3aKO0HA, W TOCYJAPCTBEHHAs PETUCTPALMSA  JIEKAPCTBEHHBIX
MPENapaToB Il MEAULMHCKOTO MPUMEHEHUS], IIPEACTABICHHBIX HA DKCIEPTU3Y JIEKAPCTBEHHBIX
CPEACTB 1O [HS BCTYIUIEHUS B CHJIy Hacrosmero ®enepalbHOro 3aKOHAa B LEIAX WX
MOCIEAYIOLIEH TOCYTapCTBEHHON PETUCTPALMU, OCYLIECTBIISIIOTCS HA OCHOBAHUH JIOKYMEHTOB U
JTAHHBIX, MPEACTABICHHBIX 0 JHS BCTYIUICHHS B CHIIy Hacrtofmero deaepaibHOro 3akoHa, a
TaKKe  3adBJIEHUS O TOCYJIApCTBEHHOM  PETHUCTPALMM  JIEKAPCTBEHHOTO  Ipemnapara,
MPEJCTABICHHOTO MPOU3BOJUTENEM JIEKAPCTBEHHBIX MNPENapaToOB WM YIOJHOMOYEHHBIM HM
JIUIIOM B COOTBETCTBUU C HacTtosmuM DenepaqbHbIM 3aKOHOM B YIIOJHOMOYEHHBIN
(benepanbHBI OpraH UCMOJHUTENBbHON Biactu a0 1 maprta 2011 roga, 6e3 TpeOoBaHUS YILIAThI
rOCYJIapCTBEHHOM MOLLJIMHBI, TPEAYCMOTPEHHOM 3aKOHOAaTeNbcTBOM Poccuiickoit denepanuu o
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Hayorax u coopax. (B pexn. ®enepanproro 3akona oT 29.11.2010 N 313-03)

3.2. lloaTBepkaeHUE TOCYIAapCTBEHHOM PETUCTpPAllMM JIEKAPCTBEHHBIX IIPENapaToB s
MEIUIIMHCKOTO TMPUMEHEHMsI, MPEACTaBICHHBIX JUIsl TMOATBEPKICHUS TOCYAapCTBEHHOM
perucTpanmm 10 AHs BCTYIUIEHHS B cUily Hactosiiero denepanbHOro 3akoHa, ¥ MOATBEPKIACHHUE
roCy/IapCTBEHHOW pEerucTpaluy JeKapCTBEHHBIX MPEnapaToB AJI1 MEIUIUHCKOTO MPUMEHEHHUS,
IIPE/ICTABICHHBIX HA JKCIEPTH3Y JIEKApCTBEHHBIX CPEACTB JO JAHS BCTYIUIEHHUS B CHIY
Hactosamero @exepanbHOro 3akOHA B IENAX  MOCIHEAYIOLIETO  IMOATBEPXKACHUA  HX
roCy/lapCTBEHHON PpErucTpanuy, OCYIIECTBISIOTCS Ha OCHOBAaHUU JIOKYMEHTOB M JAHHBIX,
MIPE/ICTABICHHBIX JI0 JIHS BCTYIUJICHUS B CHIIy Hacrtosiero denepanibHOr0 3aKOHA, a TaKke
3asiBJICHUS O IOATBEPXkIAECHUU TOCYAAPCTBEHHOW pErucTpanuu JIEKapCTBEHHOIO IIpernapara,
MIPE/ICTABJICHHOIO TMPOU3BOAUTEIEM JIEKAPCTBEHHBIX MPENapaToB MM YHIOJHOMOYEHHBIM UM
JUIIOM B COOTBETCTBUM ¢ HacrtosumMm @DenepanbHbIM 3aKOHOM B yIIOJIHOMOYEHHBIN
(benepanbHBIA OpraH UCMONHUTENBbHON BiacTtu A0 1 mapta 2011 rona, 6e3 TpeboBaHus yIIaThl
roCyAapCTBEHHOM MOILIJIMHBIL, IPEIyCMOTPEHHOM 3aKOHOAATENbCTBOM Poccuiickont denepanuu o
Hayorax u coopax. (B pen. ®enepanbhoro 3akona o 29.11.2010 N 313-03)

3.3. llpunstue pemeHus O BHECEHUM UM3MEHEHHMM B JIOKYMEHTBI, COJAEprKauuecs B
pPErUCTPAllMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIEKApPCTBEHHBIM  mpemapar  Juis
MEIULHUHCKOTO NPUMEHEHUsI W MPEACTABICHHbIE 0 JHS BCTYIUIEHHS B CHJIY HAaCTOSLIETO
@denepalibHOTO 3aKOHA, M MPUHATUE PEUIEHHs] O BHECEHUHM HM3MEHEHUHl B JIOKYMEHTHI,
coJiepaallieecsi B perucTpallMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JUISL METMLIMHCKOTO IPUMEHEHUS U NPEACTAaBICHHbIE HA SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJACTB 10
JHS1 BCTYIUIEHUs B cuily Hactosimero denepanbHOro 3akOHa, OCYIIECTBISIIOTCS HA OCHOBAaHUU
JOKYMEHTOB U JaHHBIX, MPEACTABIECHHBIX [JO JHA BCTYIUIEHHS B CHJIYy HAacCTOSIIEro
@DenepalbHOTO 3aKOHA, a TaKKE 3asBICHHS O BHECEHWUM W3MEHEHHH B JIOKYMEHTHI,
coJieprKallrecs B PEruCTPallMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar
JUIE  MEIULUHCKOTO IPUMEHEHMs, MPEACTABIEHHOIO IPOU3BOAMTEIEM JIEKApCTBEHHBIX
MIpernapaToB UM YIMOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHM C HacTosmuM dDenepanbHbIM
3aKOHOM B YINOJHOMOYEHHBIH (elepaibHblil opraH MCIOJHUTENbHON BiaacTu a0 1 mapra 2011
roga, ©Oe3 TpeOoBaHUS  ymjaaTbl TOCYJApCTBEHHOM  IOLUIMHBI,  NPEAYCMOTPEHHOU
3akoHOoAaTenbcTBOM Poccuiickoit ®enepanuu o Hamorax u cbopax. (B pen. demepanbHOTro
3akoHa ot 29.11.2010 N 313-®3)

34. Brigaua pa3pemeHI/H71 Ha TMPOBCACHUC KIMHUYCCKUX HCCIIeT0BaHUM JICKApCTBCHHBIX
npemnaparoB A1 MEAUIUHCKOI'O IMTPUMCHCHUS 110 3asABJICHUAM, IIOJAaHHBIM 10 JHSA BCTYIJICHUSA B
CHUJIy HACTOAIICTO @enepanLHoro 3aKOHa4, a TaKXC II0 3adABJIICHUAM, IIOJAHHBIM IIOCJIC IHA
BCTYIUICHHWA B CUJIY HACTOAIIETO d)enepanLHoro 3aKOHA Ha OCHOBAHWU SKCIICPTHU3, ITPOBCACHHDBIX
A0 OHA BCTYIUICHHA B CHIY HACTOAIICTO GbeﬂepanLHoro 3daKOHa, OCYHICCTBIIACTCA B
COOTBECTCTBHH C HACTOAIIUM q)e,llepaJ'IBHI)IM 3aKOHOM Ha OCHOBAaHWH JOKYMCHTOB W OaHHBIX,
NPCACTABJICHHBIX WJIM IMOJIYYCHHBIX OO JHS BCTYIINICHHA B CHIIY HACTOSALICTO d)e;[epanLHoro
3daKOHA, a TaKXE Ha OCHOBAHMHU KOIIMK MPEABAPUTCIIBHOTO J0OroBopa 00513aTeJILHOTO
CTpaxOBaHUA KWU3HH, 3O0POBbA IMALUCHTOB, YYACTBYIOIIUX B KIMHHUYCCKOM HCCICAOBAHUN
JICKApCTBCHHOT'O  IMpfriapara I MCIUOHUHCKOr0O IMTPUMEHCHHA, HWIIM KOIIHMHU JO0T0OBOpa
00s13aTeNBLHOTO CTpaxOBaHUA JKU3HU, 3J0POBbA MNAOUCHTOB, YYACTBYHOIIHX B KIWMHUYCCKOM
HUCCIICOAOBAaHUU  JICKAPCTBECHHOTI'O mnmpemnapara i MCIUIUHCKOI'0  IPUMCHCHHA, h11%(s10)
HpeHCTaBHCHHOﬁ KOITMHU O0T0BOpa 00513aTEILHOTO CTpaxoOBaHH:, 3aKJIIFOYCHHOT'O B COOTBECTCTBUU
C THUIIOBBIMH IIpaBUJIaMHU 00513aTeJILHOTO CTpaxoBaHHi, C YKa3aHUEM HpeHeHLHOﬁ YHUCJICHHOCTH
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MAlMEHTOB, YYacTBYIOIIMX B KIMHUYECKOM MCCIEJI0BAaHUU JIEKAPCTBEHHOTO Ipernapara aiis
MEIWIIMHCKOTO TpPHUMEHEHUs, O0e3 TpeOOBaHWS yIUIATBI TOCYIAPCTBEHHOW  TMOIUIMHBI,
MPeAYCMOTPEHHOM 3aKOHOIaTeabcTBOM Poccuiickoit denepanuu o Hajorax U cbopax. (B pen.
denepanbHoro 3akona ot 29.11.2010 N 313-P3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BaiiOTe IO JHSA BCTYIUICHHMS] B CHIIy HACTOSILEro
@denepallbHOTO 3aKOHA MPEAEIbHbIE OTIYCKHBIE LIEHBl MHOCTPAHHBIX IPOU3BOJUTENIECH Ha
JIEKapCTBEHHbIE MpEnapaThbl, BKIIOYEHHbBIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEHUIINX
JICKApCTBEHHBIX IPENapaToB, IMOJUIeKAT Mepecyery B pyosn mo kypcy LlenTpanmpHOro Ganka
Poccuiickoit @enepanun Ha nary, ycraHoBieHHyro IIpaButensctBoM Poccuiickoit dexneparuu,
0e3 mpencTaBIeHUs 3asBICHUS O IIepecueTe IEeHbl ¢ BHECEHUEM COOTBETCTBYIOUIMX U3MEHEHUH B
rOCy/IapCTBEHHBI pPEECTp MPEIENIbHBIX OTIYCKHBIX LIEH IMPOU3BOIUTENCH Ha JIeKapCTBEHHbBIC
IpernapaTsl, BKIIOUYEHHBIC B MEPEUCHb KU3HEHHO HEOOXOAMMBIX M BXHEWUIIHNX JIEKaPCTBEHHBIX
npenaparos. (B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHBIE 10 AHS BCTYIUICHHMsS B CUily Hacrtosimero denepalbHOTO 3aKOHA
MpeieIbHbIC OTHYCKHBIC IEHBI POCCHHCKUX MPOU3BOIUTENICH Ha JIEKAPCTBCHHBIC IMPETapaThl,
BKJIFOYCHHBIC B TIEPEUEHb )KM3HEHHO HEOOXOIUMBIX M BOXKHECHUIIINUX JIEKAPCTBEHHBIX MPENapaTosB,
noJutexar uHaekcanuu ¢ 1 Hosops 2010 roma ncxoas U3 MPOrHO3UPYEMOTO YPOBHS MHQIISLINH,
ycranoBieHHoro denepanbHbiM 3aKkoHOM OT 2 aekabps 2009 roma N 308-03 "O denepanbHOM
oromkere Ha 2010 rox m Ha mnanoBeii mepuon 2011 m 2012 romos" wHa 2011 ron. (B pen.
denepanbHoro 3akona ot 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He nomyckarTcsi HPOM3BOACTBO U BBO3 B Poccuiickyro
depnepanuio JIEKapCTBEHHBIX MTPENApaToB B YIIAKOBKaX ¢ MAPKUPOBKOM, KOTOpasi Obljla HaHECEHA
70 THS BCTYIUICHUS B cuily Hactosimero ®enepanbHoro 3akoHa. [lo mcTedeHUM yKa3aHHOTO
CpOKa JaHHbIe JIEKapCTBEHHBbIE IIpermaparbl MOTYT OTIYCKAaTbCs, pEaJH30BBIBATHCA,

Nepe1aBaThCsl U MPUMEHSATHCS 10 MCTEUEHHS UX CPOKa rOIHOCTH. (B pell. denepanbHbIX 3aKOHOB
ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nHA BcTyluleHus B cuily Hacrosimero ®enepansHoro 3akoHa u no 30 anpens 2011 rona
BKJIFOUHTENIBHO JIOMYCKAETCsl MPOBEIEHUE AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JIKCHEPTaMU
9KCIIEPTHOIO YUYPEKIECHUS [0 INPOXOXKIECHUS MMM AaTTECTallMM B IOPSJIKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPTaHOM HCTIOJIHUTENIbHON BIACTH.

5. Co aHs BCTyIuleHUs B cuily Hactosuiero ®enepanbHoro 3akoHa u no 31 nexabpst 2013 roaa
BKJIFOYUTENBHO OCYIIECTBISIETCS IEPEXOJ K IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBUU C MPAaBUJIAMU OpraHU3alMU MPOU3BOJICTBA U KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX
CpeICTB, yKa3aHHBIMM B 4HacTu | crartbu 45 Hacrosiero denepanbHOTO 3aKOHA, B TMOJHOM
oobeme. Cpoku mepexoja MHPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K HUX IPOU3BOJACTBY B
COOTBETCTBUHM C KOHKPETHBIMH TpeOOBaHUSAMHU JaHHBIX IMpaBWII, BKJIKOYAs CPOKHU aTTeCTAllUU
YIIOJTHOMOYEHHBIX JIHII, YKa3aHHBIX B 4YacTAX 6 u 7 crathu 45 Hacrosmero denepanibHOTO
3aKOHa, ycraHaBiauBaroTcs [IpasurensctBoM Poccuiickoit denepanum.

6. Jlunen3nn Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BbIAaHHbIE 10 | sHBapsa 2014 rona,
neiictByror nocne 1 suBaps 2014 roma 1o McTedeHHs CpoKa UX JEHCTBUS TNPU YCIOBUHU
COOTBETCTBHS JIMIEH3UMAaTa IpaBWJIaM OpraHu3allMd MPOU3BOJCTBA W KOHTPOJS KadecTBa
JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM B 4acTH 1 ctaThu 45 HacTosmero denepanbHOro 3aKoHa.

7. ®opmupoBaHHE TOCYAAPCTBEHHOTO 3aJaHUS HAa TPOBEIECHUE SKCIEPTH3bI JIEKAPCTBEHHBIX
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CpencTB (QenepalibHOMY TOCYIapCTBEHHOMY OIOJDKETHOMY VYUPEXKIEHUIO IO MPOBEICHUIO
9KCIIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOCCIICUCHUE BBITOJIHCHUS dTOTO 3aJIaHus
OCYILIECTBIISIFOTCS B MOPSJIKE, YCTAaHOBJICHHOM DenepanibHbIM 3aKOHOM OT 12 sHBaps 1996 rona

N 7-®3 "O nexkommMmepueckux opranuzauusax’. (B pexn. @enepanbHoro 3akona or 29.11.2010 N
313-P3)

IIpesudenm Poccuiickou @edepayuu

. MEIBEJJEB

Mocxksa, Kpemiib
12 anpens 2010 rona
N 61-®3
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