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(...

3apeructpupoBaHo B Muntocte Poccun 20 mapra 2017 r. N 46039

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINA
®EOEPAJIbHAA CITYXBA NO HAA3O0PY B COEPE 3APABOOXPAHEHUA

NMPUKA3
ot 15 dhbeBpansa 2017 r. N 1071

Ob YTBEPXAOEHUU NOPAOKA OCYLWECTBJIEHUA PAPMAKOHALO3OPA

CnucoK U3MEHSIOIINX JOKYMEHTOB
(B pen. [Ipukaza Poc3apaBHaazopa ot 16.07.2020 N 6252)

B cootBercTBUM co crathamu 64, 65 ®DenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
oOpartienuu jekapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2010, N 16,
ct. 1815; N 31, cr. 4161; N 42, cT. 5293; N 49, cT. 6409; 2011, N 50, ct. 7351; 2012, N 26, ct1. 3446; N 53,
cT. 7587; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 11, c1. 1098; N 43, cT. 5797; N 52, cT. 7540; 2015, N
10, cT. 1404; N 27, ct. 3951; N 29, ct. 4359, 4367, 4388; N 51, cT. 7245; 2016, N 1, ct. 9; N 23, c1. 3287; N
27, ct. 4238, 4283), nmpuka3biBaro:

1. YTBepauts npunaraemMslii [lopsiiok ocymiecTBieHus papMakoHaA30pa COTIACHO MPUIIOKEHHIO.
2. KoHTpo:b 32 UCTIONTHEHWEM HACTOAIIETO MPUKa3a OCTaBIISIIO 32 COOOM.

PykxoBogurens
M. AMVYPAIIKO

YT1BepxkaeH

npuka3zom denepaabHON CITyKObI

10 Ha/130py B cepe 31paBooOXpaHEHUs
or 15.02.2017 N 1071

NOPAAOK OCYLWECTBJIEHUA ®APMAKOHAA3O0OPA

Crmcok HU3MEHAIOINX JOKYMECHTOB
(B pen. [Ipukaza Poc3apaBraazopa ot 16.07.2020 N 6252)

1. Hacrosmuii [Topsinok ycTaHaBnuBaeT TpeOOBaHUS K OCYIIECTBICHUIO (papMaKOHaA30pa.

2. ®apmakoHag30p - BHUJI JACATCIBHOCTH TI0O MOHUTOPHHTY d3(PQPEKTHBHOCTH M OE30MaCHOCTH
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JICKAPCTBCHHBIX IIPCIapaToB, HaHpaBJ’IeHHHﬁ Ha BBIABJICHUC, OLCHKY M IMPECAOTBPALICHUEC HCKCIIATCIIbHBIX
MOCJIEICTBUI NPUMCHCHUSA JICKAPCTBCHHBIX IPCIIAPATOB <1>.

<1> Hynkr 52.1 crateu 4 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpaueHun
nekapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanun, 2010, N 16, ct. 1815; N
31, ct. 4161; N 42, ct. 5293; N 49, ct. 6409; 2011, N 50, ct. 7351; 2012, N 26, ct. 3446; N 53, c1. 7587,
2013, N 27, c1. 3477; N 48, ct1. 6165; 2014, N 11, ct. 1098; N 43, cT. 5797; N 52, ct. 7540; 2015, N 10, cT.
1404; N 27, ct. 3951; N 29, c1. 4359, 4367, 4388; N 51, ct. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, cT.
4238, 4283).

3. ®apmakoHaa30p ocyuiectBisgercs PenepanbHON ciyk00i Mo HaA30py B cdepe 3IpaBOOXpaHEHUS
(manee - Poc3apaBHam30p) MyTeM aHaIM3a MPEICTABIAEMON CyObeKTaMU O0OpallleHus JIEKAPCTBEHHBIX CPEIICTB
UHPOPMALIMU O TMOOOYHBIX JEHCTBHUAX JICKAPCTBEHHBIX CPEACTB, HEXEIATCIbHBIX PEAKIUAX, CEPhE3HBIX
HeXeNaTeNbHBIX PEaKIHsIX, HEMPEIBUICHHBIX HEXENaTeIbHBIX PEaKIHIX MPU MPUMEHEHHH JIEKApCTBEHHBIX
npenaparoB, 00 WHAMBHIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBUU 3((EKTUBHOCTH JIEKApCTBEHHBIX
npenapaToB (Janee - HEXeNaTeNbHBIX peakiHii), a Takke 00 WUWHBIX (akTax H OOCTOSTEIbCTBAX,
MPECTABISIONIMX YIPO3y XKU3HHU WU 3I0POBBIO YENIOBEKAa NMPH NMPUMEHEHUH JIEKapCTBEHHBIX IPETapaToB
(manmee - nHOM MHpOpPMAIMK 1O Oe30macHOCTH U 3((HEKTUBHOCTH), BBISIBJICHHBIX HAa BCEX ATarax oOpalieHus
JICKapCTBEHHBIX mpemnapatoB B Poccuiickoit Denepanuul ¥ IpYyrux TOCYAapCTBaxX B IENAX BBISABICHUS
BO3MOXXHBIX ~ HETaTUBHBIX  TOCIEACTBHA WX MNPUMEHEHHUs, WHIWBUIYATbHOM  HENEPEHOCHUMOCTH,
MPEIYyNPekKACHUS MEIUIMHCKUX pPAOOTHUKOB, MAIMEHTOB W WX 3allUTHl OT TNPUMEHEHHUS TaKHuX
JIEKapCTBEHHBIX TPENapaToB.

4. dapMaKOHA30p OCYIIECTBIISETCS C COOMIOJEHUEM 3aKoHOJaTenbcTBa Poccuiickoir denepanuu B
00J1acTH 3a1UThl IEPCOHAIBHBIX JaHHbBIX.

5. JIOMKHOCTHBIMM JIMLIAMH, YIIOJTHOMOYEHHBIMU OCYIIECTBIATH (PapMaKoHaA30p, ABISAIOTCS:
1) pyxoBoauTenb (3amMecTuTeNn pykoBoauTens) Poc3apaBHanzopa;

2) pyKOBOIMTENU CTPYKTYPHBIX IoOJpa3aeneHuil Poc3npaBHaa3opa, UX 3aMECTUTEINH, JOJKHOCTHBIMU
periaMeHTaMH KOTOPBIX PEAYCMOTPEHBI MTOJTHOMOYHS 110 OCYIIECTBICHHIO (DapMaKOHAI30Da;

3) uHBIC TOCYApPCTBEHHBIC TPAKIAHCKHE ciykamue Poc3apaBHanzopa, JOMKHOCTHBIMHA PETJIAMEHTaMU
KOTOPBIX MPEIyCMOTPEHBI MOJIHOMOYHS IO OCYIIECTBIICHHUIO (hapMaKOHa130pa.

6. dapmakoHaI30p ocyIiecTBisieTcs: Poc3apaBHAA30pOM Ha OCHOBAHHH CBE/ICHUH, MOJYYCHHBIX B BUJIC:

1) coobmienuit cyObeKTOB 0OpaIieHus JeKapCTBEHHBIX CPENICTB (J1arnee - cooOmeHuit);

2) nepuoAMYECKMX OTYETOB 110 O€30IaCHOCTU JIEKapCTBEHHBIX npenaparoB (manee - I1OB),
HampaBsieMbIX B Poc3apaBHam30p nepkaTensiMH WM BJIAJENbLAMH  PErHCTPAMOHHBIX YIOCTOBEPEHHI
JICKapCTBEHHBIX TIPENapaToB WM YINOJHOMOUYEHHBIMH WMH WHBIMH IOPHIMYECKUMH JIMIIaMHU (Janee -

JepKaTeNIIMU PETUCTPALIMOHHBIX YIOCTOBEPEHUN);

3) mepuoaMyYecKuX OTYETOB IO O€30MacHOCTU pPa3pabaThiBa€MOro (MCCIEAyeMOro) JIEKapCTBEHHOI'O
npenapara (ganee - POOB), nanpasiseMmbix B Poc3apaBHan30p I0pUIMYECKUMH JIMIIAMH, HA UMsI KOTOPBIX
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BBIJIaHbI pa3pelleHns Ha MPoBeIeHNe KIMHUUECKUX uccneaoBanuii B Poccuiickoit denepanuu, mubo 1pyrumMu
YIOJIHOMOYEHHBIMU IOPUJIMYECKUMH JIMLIAMU (Jajiee - IOpUIUYECKUE JIMIAMHU, Ha UM KOTOPBIX BbIJaHBI
paspelieHus Ha MPOBEJACHUE KIMHUYECKUX HCCIIEIOBAHUN);

4) uadopMaIuy, MOJIyIeHHOH B X0/ OCYIIECTBIICHUS TOCYIaPCTBEHHOTO KOHTPOJIs (Haa3opa) B chepe
oOpareHus JeKapCTBEHHBIX CPEJCTB.

7. B nensix oueHku MHGOPMALIUK HAYYHOTO M KIIMHUYECKOTO XapakTepa, coleprKaliencs B TOKyMEHTax
U JTAaHHBIX, TIEPEUUCIICHHBIX B myHKTe 6 Hacrosmiero [lopsaka, Poc3mpaBHam3op mpusiekaer PenepanbHoe
roCcy/IapCcTBEHHOE OIOJKETHOE YUpexkACHUEe, Haxosiieecsl B BeAeHnn Poc3apaBHaa3opa (nanee - SKCrepTHas
OpraHu3aIys).

8. OueHka uH(pOpMaLUKM HAYYHOIO M KIMHUYECKOIO XapakTepa, CoAeprKalleics B JOKyMEHTaX H
JIAHHBIX, TEPEYNCICHHBIX B IyHKTEe 6 Hactosmero Ilopsaka, OCHOBBIBAETCS Ha TNPHHIMINAX 3aKOHHOCTH,
coOJIo/IeHNS TIpaB U CBOOO/] YEJIOBEKa M IPaKIaHUHA, ITPaB IOPUANIECKOTO JIMIA, HE3aBUCUMOCTH KCIEepTa,
00BEKTUBHOCTH, BCECTOPOHHOCTH M TOJHOTHI UCCIIEJOBAHHIA, IPOBOJANMBIX C UCIIOJIB30BAHUEM COBPEMEHHBIX
JOCTMKEHUM HAayKHM M TEXHUKH, OTBETCTBEHHOCTH HKCIEPTHON OpraHU3alMM IO NMPOBEJICHUIO SKCIEPTHOU
OLIEHKHU M KaueCTBA HKCIIEPTHOM OICHKH.

9. CooOmieHusi CyObeKTOB OOpaIleHUsl JIEKAPCTBEHHBIX CPEJCTB, 3a MCKIIOUEHHEM IOPUIUYECKUX JIUII,
Ha WM KOTOPBIX BBIJIAHBl DPA3pelIeHHs Ha IIPOBEACHHE KIMHUYECKHX HccienoBaHuii B Poccuiickon
denepannu, HaMpaBIAIOTCS B Poc3apaBHaa30p 1Mo pekoMeHyeMoMy o0pasity "M3BelieHus o HexenaTeabHON
peaKuu WM OTCYTCTBHHM TepaneBTUYeckoro 3¢ (ekra JieKapCTBEHHOro Tpenapara’, MPHUBEACHHOMY B
npunoxxeHuu N 1 x HacTosmemy [opsanky.

10. CooOmieHus MOPUAMYECKUX JIML, Ha MMl KOTOPBIX BBIAAHBl Ppa3pelIeHHs] Ha IPOBEJICHUE
KJIIMHUYECKUX UCCIIEIOBAaHUM, HanpasistoTcs B Poc3npaBHaa3op no pekomenayemomy odpasiy "CoobieHus
O CEpbE3HOM HENpPEIBUIACHHONW HEXKENATeIbHOM pEeaKIMU Ha JIEKapCTBEHHBINM IIpemnapar, W3YydarollHuics B
KJIMHUYECKOM UCCIIEJOBAHUU'", IPUBEICHHOMY B npuiioxkeHuu N 2 k HacroseMy llopsaaxy.

11. B cnyuae, ecnu xapakTep CBEICHMI, YKa3aHHbIX B MOJANyHKTe | myHkTa 6 Hacrosimero [lopsaka, He
COOTBETCTBYET COCpX aHHIO moyied (opm, mpuBeneHHbIM B mpmiokeHusx N 1 u N 2 k Hacrosmemy
[Mopsinky, wiu B ciydae, €CliM YKa3aHHbBIE CBEJCHHsI ObUTH BBISBIICHBI 3a Tipeaenamu Poccuiickoit denepanuu,
JIOTIyCKaeTcsl MX mpejicTaBieHne B Poc3gpaBHa30p B Mpou3BOIbHOM popme.

12. Coobuienust Hampasisitotrcss B PoczapaBHam3op yepe3 ABTOMAaTH3UPOBAHHYIO HMH(DOPMAIIMOHHYIO
cucteMy Poc3apaBHam3opa (mamee - AWMC Poc3gpaBHagzopa), aub0 1O DJIEKTPOHHOW IOYTE
pharm@roszdravNadzor.ru. ITOb, POOB npencrasnsitorcss B PoczapaBnaazop uepes AUC Poc3npaBHaazopa
A100 Ha IEKTPOHHBIX HOCUTEISX.

13. Jlep>katenu perucTpaliOHHBIX yIOCTOBEPEHHM B CPOK He Oosiee 15 KaneHaapHBIX JHEH COOOIIAIT B
Poc3npaBHam3op cBeleHUsT O HEXeNaTeNbHBIX pEeaKIMAX, yKa3aHHBIX [IpaBuiax Hajiexameld MpakTUKU
(dhapmakoHa3opa, yrBepkaeHHbIX permeHnemM Coseta EBpasmiickoit Okonomudeckoit Komuccuu ot 3 HOSIOps
2016 7. N 87 <2>(m.m. 7.1.7.1, 7.1.7.3).

<2> [IpaBuia HajJexXallel NpakTUKH GapmMakoHaa3opa. Y TBepkaeHsl pemenuem Cosera EBpasuiickoii
Okonomuueckoit Komuccun ot 3 HosOps 2016 r. N 87 (Odunmansusiii caiit EBpazuiickoro 5KOHOMHUYECKOTO
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coto3a https://docs.eacuNioN.org/docs/ru-ru/01411948/cNcd 21112016 87, 21 nos6ps 2016 1.).

14. Cpok 1151 cooOILIEeHUs 0 HEJKENATEIbHbIX PEaKIMIX, yKa3aHHbIX B [IpaBuiax Hajnexaeid IpakTUKU
dapmakonanzopa EADC (m. 7.1.7.1), ucuucnsercs B cCOOTBETCTBUU ¢ IIpaBmiiaMu Hajiekameld NpakTHKU

dhapmakonanzopa EADC (m. 7.1.2.1).

15. Cpok coobmienusi nHOM MHGOpMaNKK 1Mo 6e3omacHoCcTH U 3P PEeKTUBHOCTH, yKa3zaHHOU B [IpaBuiax
Haanexamed npaktuku (apmakonamazopa EADC (m. 7.1.7.3), ucumcnsercs ¢ JaThl, KOTAa JAep:KaTelaem
PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO TMpemapaTa OBbLTM YCTaHOBIEHBI COOTBETCTBYIOIINE
(akThl U 0OCTOSTEIHCTBA.

16. [lepxxaTenu perucTpalMOHHBIX YJOCTOBEPEHHUN JIEKAPCTBEHHBIX IPENapaToB IpPEACTaBISIOT B
Pocznpasuamzop [1Ob o ¢popme, mpuBenennoit B [IpaBunax Hammexamnieit npaktuku Gpapmaxonamazopa EADC
(.. 8.4 - 8.5).

17. Tlopsinok MCUMCIIEHUs JaThl OKOHYaHHUs cOopa JepKaTeleM PEerucTPalMOHHOIO YIOCTOBEPEHHUs
CBEJICHUI O HEXeJaTeNbHbIX peaklUusAx, MHOM uHpopMmanmu 1o OezomacHoctu s ouepenanoro I1Ob u
nepuoaudHocTh mpexacrasiaeHuss [IOb mis nexkapcTBEHHBIX IPENAapaToB pPa3iMUYHBIX MEXKTyHAPOIHBIX
HEIMaTEeHTOBAHHBIX HAMMEHOBAHUM WM IPYNIIMPOBOYHBIX HAMMEHOBAHUN yTBEPXKIAIOTCS POoC3apaBHAA30pOM.

18. [Ins nexapCTBEHHBIX MpernapaToB, CPOKKM W NMEPUOAMYHOCTH npeacTtaBiieHus [1Ob Ha koTtopeie He
yTBepKJeHbl Poc3ipaBHaa30poM, MEPUOAMYHOCTh U CpokH npencraBieHus [IOb orcunThiBarOTCS OT JaThl
NEPBOI rOCYIapCTBEHHON PErUCTpallMU JIEKAPCTBEHHOTO MIpenapara B MUPE U COCTaBJISIOT:

1) xaxxpie 6 MecAleB OT JaThl MEPBOM TOCYIAPCTBEHHON PETUCTPALIUK B MUPE HA MPOTSHKEHUHU MEPBBIX
2 Jer;

2) eKeroIHO Ha MPOTSHKEHUHU TTOCIEIYIOMUX 2 JIET;
3) nanee - Kaxapie 3 TOJA.

19. TIOb npeacraBnsatoTca B Poc3apaBHaa30p B CpoK, ykazaHHbIM B [IpaBunax Hajjiexanmend npakTUKU
¢dapmakonanzopa EADC (1. 8.8.1).

20. Ilpu BBIABICHWU HEXKENATEIbHBIX peakuuid W HWHOW WHPOpMAIMK TO OE30MacHOCTH U
3¢ (HEeKTUBHOCTH, HE COJEPKANIMXCA B HWHCTPYKIUU IO MEAWIIMHCKOMY TMPUMEHEHHUIO, H3MEHSIOIIIX
OTHOIIIEHUE OXHUAAEMOM TOJB3bl K BO3MOXKHOMY PHCKY TPHUMEHEHHUs JIEKapCTBEHHOrO TIperapara,
Poc3npaBHan3op BhOpaBe 3ampocuTh y JIepiKarenisl PEerucTPaliOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOI'O
npenapara Baeouepeanoit [10b.

21. Bneouepennont IIOb mnpexncraBnsercs B PocsgpaBHam3op B Cpok, ykasaHHbli B IlpaBmiax
Ha/sexaniel npaktuku gpapmakonanzopa EADC (1. 8.8.2).

22. ¥Opuguueckue MIa, Ha MM KOTOPBIX BbIJAHbl DPa3pelIEHUs] Ha MPOBEACHUE KIMHUUYECKUX
WCCIIeIOBaHMUM, B CPOK He Ooyiee 7 KaJleHTApHBIX JHEH cooOmarT B Poc3apaBHAA30p O JIETAIBHBIX WA
yrpomaromnx JKN3HU CepLGSHBIX Here)IBI/IlIeHHI)IX HCIKCIIATCIBbHBIX peaKHI/ISIX Ha HccnenyeMmﬁ
JICKapCTBEHHBIN TMTpenapar, BHISBICHHBIX B X0/1¢ KIMHUYECKUX UCCIIEIOBAaHUH, pa3pEIICHHBIX K TPOBEICHHUIO B
Poccuiickoit ®enepanuu, ecad HWHOE HE MPEIyCMOTPEHO OJOOPEHHBIM MPOTOKOJIOM KIMHHYECKOTO
HUCCIEN0BaHU.
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23. KOpuauyeckue nuia, Ha MMs KOTOPBIX BbIJAHBl pa3pelleHUs] Ha MPOBEACHUE KIMHUYECKUX
WCCIIeIOBaHUi, B cpok He Oosiee 15 kanmeHmapHbIx AHel coobmarwT B Poc3mpaBHam30p O cepbe3HBIX
HCTIPCABUACHHBIX HCXKCIATCIbHBIX PCAKIUAX, 3a HCKIHOUYCHUCM peaxunﬁ, YKa3aHHbBIX B ITYHKTC 22
Hacrosero [lopsaka.

24. IOpumuveckne JHIa, Ha HWMS KOTOPBIX BBIAHBI pa3pelicHHss Ha TPOBEICHHE KIMHUYECKUX
UCCIIEJIOBaHMM, B CpOK He Oonee 15 kanmeHmapHbIx AHel coobmaroT B Poc3apaBHan3op wHQOpMAIMIO IO
0€30MacHOCTH HCCIEAYeMOro JIEKapCTBEHHOTO Ipernapara, ykazaHHyro B [lpaBuimax Haanexaiiei
KIIMHUYECKOW TMpakTUKH EBpa3uiickoro SKOHOMHYECKOTO COI03a, YTBEepkKJIeHHbIX pemeHueMm Cosera
EBpasuiickoii Dxonomuueckoir Komuccum ot 3 wHosiops 2016 r. N 79 (mamee - IlpaBuna Hamyiexaren
kinHu4eckor nmpaktuku EADC) <3> (m._L.5 Tlpunoxenus N 11).

<3> [llpaBWia HamJIeKalleW KIMHAYECKONM NpakTUKA EBpa3uiicKOro 3SKOHOMHUYECKOrO COM03a.
VYrBepxnensl pemienneM Cosera Epasumiickoit Dxonomudeckoit Komuccuun ot 3 nHosiOps 2016 r. N 79
(OdunmanbHbIi caT EBpasuiickoro HKOHOMHUYECKOTO coro3a
https://docs.eaeuNioN.org/docs/ru-ru/01411924/cNcd 21112016 79, 21 Hos6pst 2016 T.).

25. Cpoku jyist COOOIIEHUSI O HEXKEIATSIbHBIX PEaKIMsIX, YKa3aHHBIX B MyHKTax 22 W 23 HACTOSIIETO
[Topsiaka, ucuucistoTes B cooTBeTCTBUU ¢ [IpaBmmamu Hamexamei kimandeckon npaktuku EASC (m. 1.3.1
[Ipunoxenus N 11).

26. Cpok cooOuieHust HHOW MHGOPMAIUU 10 OE30MaCHOCTH UCCIIEyEeMOro JIEKapCTBEHHOTO Mpernapara,
yKa3aHHBII>i B HYHKTG 24 HaACTOAIICTO Hop;{mca, HUCYUHUCIISICTCS C AaThl YCTaHOBJ'IeHI/ISI IOpI/IZ[I/ILICCKI/IM JIUIIOM, Ha
UM KOTOpOFO BbIJAHO pa3pemeHI/Ie Ha HpOBCZ[eHI/Ie KIMHNYCCKHUX HCCHGHOBaHHﬁ, COOTBGTCTByIOHII/IX q)aKTOB
1 00CTOSTEIILCTB.

27. KOpuguueckoe IUIO, HAa UMS KOTOPOTO BBIJAHO pa3pelleHHe Ha MPOBEACHHE KIMHHUYECKUX
UCCIICIOBAaHMM, pACKpbhIBa€T pPaHAOMHU3ALMOHHBIA KOJ B COOOIICHHSIX O HEXKEIaTeNbHbIX pEeaKIusX,
YKa3aHHBIX B IMyHKTax 22 W 23 HACTOSAUIEr0 MOps/Ka, €CIM HHOE HE MNPEITyCMOTPEHO MPOTOKOIOM
KJIIMHUYECKOT'O UCCIICIOBAHUSI.

He mommexar cooOmeHWto B TOpsIKe, yKazaHHOM B IyHKTax 22 u 23 Hacrosimero Ilopsiaxa,
HEXKEJaTeNIbHbIE PEaKUWH, IPOU3OLICANINE Y YYAaCTHHKOB KIMHUYECKHX MCCIEIOBAHUN, MOJy4aBIINX
wianedo.

28. CooO1ieHust 0 BBIBIEHHBIX Ha Tepputopun Poccuiickoit denepanny HeKeNaTeIbHBIX PEaKIUIX Ha
JIEKapCTBEHHbIC IpenapaTbl CpaBHEHMs, 3aperucrpupoBaHHble B Poccuiickoil ®exnepauuu, MoIexkar
COOOIIEHUIO B MOPSAKE, yKa3aHHOM B myHKTe 12 HacTosero [lopsiaka.

29. KOpunuueckue mnui@a, Ha MMS KOTOPBIX BBIJAHO pa3pelIeHUE Ha TMPOBEACHUE KIMHUYECKUX
uccienoBanui, npeactasisaoT B Poc3apaBHamzop POODB B cootBeTcTBHM ¢ MyHKTOM 4 mpuiioxeHuss N 12
[IpaBun Hammexameir knmuHUYeckor mnpaktuku EADC. K POOb mpwmaraercs Komus —OpOIIIOPHI
MCCJIEeI0BATENsl KIMHUYECKOTO MCCIIEIOBAaHUsA, pa3pelieHHoro K mnpoBeAeHUto B Poccuiickoit denepanuu,
JefcTByolas Ha MOMeHT npenacrasienus POOB.

30. POOb npencraBnsitorcst B Poc3apaBHaa30p €XKEroJHO B CPOK, OTCUUTHIBAEMBIM OT JaThl Hayaia
MEPBOT0 KJIMHWYECKOTO WCCIICIOBAaHMS JICKQPCTBEHHOTO TIperapara B MHUPE WIM OT JaThl TEpBOU
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rOCyJapCTBEHHOHN perucTpaiiy JeKapCTBEHHOIO Mpernapara B MUpe.

31. POOb mno nexapCTBEHHBIM IpenapaTamM, UCCIeIyeMbIM Ha Tepputopun Poccuiickoit @enepanumy,
npeAcTaBisiorcs B Poc3apaBHaa3o0p B CpokK, HE MpeBbimaomuii 60 KaaeHIapHbIX JHEH OT JaThl OKOHYAHUS
cOopa JiepkaTesieM PerucTpalvoOHHOIO yI0CTOBEPEHUS CBEICHUN O HEXEJaTeNbHbIX PeaKUusixX JUIs IaHHOTO
JIEKapCTBEHHOIO IIperapara.

32. Ilpu BBISBICHUM CBEICHUI, H3MCHSIONUX OTHOIICHUE OXKUIAEMOW IOJIb3bI K BO3MOXKHOMY PHCKY
NPUMEHEHHUS JICKAPCTBEHHOTO TIpenapaTa B KIMHUYECKOM UCClieoBaHuU, Poc3ipaBHaI30p BIIpaBe 3apoCUTh
y IOPUIUYECKOrO JINIA, HA UM KOTOPOTO BBIJAHO pa3pelieHre Ha MPOBEACHUE KIMHUYECKUX HCCIeIOBaHUN
JIEKapCTBEHHOTO cpeCcTBa, BHeouepeaHoit POOB.

33. Bmueouepennoit POOb mnpencraBnsercs B Poc3apaBHana3zop B Cpok, He mpeBbimaronmii 60
KaJICHJAAPHBIX JTHEH OT JIAThI TOJYYEHUS FOPHUIUYCCKUM JIMIIOM, Ha UMS KOTOPOTO BBIJAHO pa3pelicHHe Ha
IpoBeJieHHE KIMHUYECKUX HCCIeAoBaHUN 3amnpoca Poc3npaBHaazopa, ykazaHHOTO B IyHKTe 31 HacTosmiero
[Topsiaka.

34. OcymecTtBieHne paboOThl CYOBEKTOB OOpaIlleHUS JEKapCTBEHHBIX CPEACTB (METUIIUMHCKUX
OpraHM3aIlMii) IO BBISBICHUIO HEXEIATENBHBIX peakiuid W WHOW HHMOpMANUU IO OE30MacHOCTH U
3¢ (HEeKTHBHOCTH TIPH MPUMEHEHUH JICKAPCTBEHHBIX MPETIAPATOB PETIAMEHTUPYETCSI BHYTPEHHUMH TTPHUKA3aMU
MEIMIMHCKON OpraHu3allii.

35. CyObeKkThl 00pallleHus JICKapCTBEHHBIX CPEJCTB (MEIUIIMHCKUE OpraHu3aIii) o0s3aHbl B CPOK HE
6osee 3 pabouux aHel coobmath B Poc3mpaBHaA30p 0 cephe3HBIX HEKENATENbHBIX PEaKIUAX C JIETAIbHBIM
HUCXOJOM WJIM YIPO30M KU3HU, 32 UCKIIFOUEHUEM HEKEJIATEIIbHBIX PEAKIIMM, BBISIBJIEHHBIX B XOJ€ MPOBEICHUS
KJIMHUYECKUX UCCIIEA0BAHUM, IPOBOJMMBIX B JAHHOW MEAUUMHCKON OpraHn3alyi.

36. CyObekTsl oOpallleHusl JIEKApCTBEHHBIX CpEACTB (MEAMIIMHCKHE OpraHu3allud) B CPOK, HE
MpeBbIIAtONUi 15 KalleHmapHBIX JHEH, coolOmiaroT B Poc3apaBHam30p O CIERYIOMUX HEXKEIAaTeITbHBIX
peaknusax M uHOW uHpopManuu 1o 0e30macHOCTH U 3(PPEKTUBHOCTH, BBISBICHHOW TaHHOW MEIUIIMHCKOM
OpraHu3alMel, 32 UCKIIFOUEHUEM HEXENIATeNbHbIX PEaKIUi, BbIIBIEHHBIX B XOJ€ MPOBEACHUS KIMHUYECKHUX
HUCCICIOBAHMI:

1) cepbe3HBIX HEXENATEIbHBIX PEaKLUsAX Ha JIGKAPCTBEHHBIE MPENapaThl, 3a UCKJIIOUEHUEM CEPbE3HBIX
HEXKEJaTeNIbHBIX PEaKIUi, YKa3aHHbIX B MyHKTE 35 HacTosmero [lopsaka;

2) cnyyasix nepenayu HH(EKIMOHHOTo 3a00JIeBaHMsl yepe3 JIeKapCTBEHHBIN Ipernapar;

3) ciydasix OTCYTCTBHS 3asiBJICHHON 3((PEKTUBHOCTH JICKAPCTBEHHBIX MPEMAPaToOB, IPUMEHIEMbIX MPU
3a00JICBAaHUAX, IPEJCTABISIONIMX YTPO3Y ISl XKU3HHM YEIOBEKa, BAKIUH IS TPOPUIAKTUKN HH()EKIIMOHHBIX
3a00JIeBaHUl, JIEKAPCTBEHHBIX TpENapaTtoB [UIsl TPEIOTBpAIleHHs OEpeMEHHOCTH, KOIJa OTCYTCTBUE
KIMHUYEeCcKoro 3 exTa He BRI3BAHO WHIAMBUAYATBHBIMU OCOOCHHOCTSIMU MallieHTa U (WIn) crenuuKoi ero
3a00JI1cBaHHUS;

4) HeXenaTeNbHBIX PEAKIUAX, BO3HUKIIUX BCJICACTBUE 3JI0YMOTPEOJCHUS TpernaparoM, B CIIydasx
YMBIIIJIEHHON  NEPEeIO3UpPOBKH  JIEKAPCTBEHHOIO  Ipemapara, Ipd  BO3JEHCTBHM, CBSI3AHHOM  C
po(heCCUOHATBFHOM NIeATENbHOCTRIO, WM B CIy4asX MCIIOJIb30BAHMS JIEKAPCTBEHHOTO TMpernapara B IIeNixX
YMBILIUIEHHOTO IPUYUHEHUS BPEIa )KU3HU U 370POBbIO UETIOBEKA.
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37. Cnyyan MHIAMBHYaJIbHON HEIEPEHOCUMOCTH JIEKAPCTBEHHBIX CPEJCTB, SIBUBLIMECS OCHOBAHUEM JUIS
BBIMMCKHU JIEKAPCTBEHHBIX IIPENAapaToB MO TOProOBOMYy HAMMEHOBAaHUIO B paMKaxX IPOrpaMM JIBIOTHOTO
JIEKapCTBEHHOTO OOecreueHus, MOAJeKaT HalpaBlIeHUI0O B Poc3apaBHaA30p BpaueOHBIMH KOMHCCHSIMH, B
TOpSIIKE, YCTAHOBJIIEHHOM IMpukazoM MunzapaBa Poccum ot 5 mas 2012 r. N 5028 "OO yTBepkIeHUH
MOpsAJIKa CO3JaHUSA U JIEATEIBHOCTH BpauyeOHONM KOMHCCHM MEAMIIMHCKOW opranmzanuu’ <4> B CpoK, He
NPEBBIIAIOIINN MSTH PaboYMX JHEH C JaThl BBIIMCKM COOTBETCTBYIOILEIO JIEKAPCTBEHHOI'O Ipernapara Io
TOProBOMY HaMEHOBAaHMIO.

<4> [Ipuka3z MunucrepctBa 3apaBooxpanenuss Poccuiickoit deneparuu ot 5 mast 2012 r. N 5021 "O6
YTBEPKACHUH TIOPSAKA CO3JAHHUS W JCATCIHHOCTH BPAadyeOHONW KOMHCCHU METUITMHCKOW OpraHu3anuy”
(3apeructpupoBan Muntoctom Poccun 9 uronst 2012 r., peructpanmmnonnsiii N 24516, PI" 22 utons 2012 r. N
141) B penakmuu [Ipukaza MunrcTepcTBa 3apaBooxpaneHus Poccuiickoit denepanuu ot 2 nekadbps 2013 r. N
886H "O BHecenuu n3mMeHeHui B [lopsiiok co3maHus U OESTENBHOCTH BpaueOHOW KOMHUCCHUU METUIIMHCKOM
OpraHu3allM, YTBEPXKACHHBIM MpUKa3oM MMHHMCTEpCTBA 3ApPABOOXPAHEHUS U COIMAIBHOTO Pa3BUTHUS
Poccuiickoit @enepanuu ot 5 Masg 2012 r. N 5021, u B [lops/10x Ha3HAUEHUS U BBIIMCHIBAHUS JIEKAPCTBEHHBIX
MpenapaToB, yTBEPKICHHBIM TpukazoM MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit denepanuu ot 20
nekadbpsa 2012 r. N 11751" (3apeructpupoBan Muntoctom Poccun 23.12.2013 N 30714).

38. Cpok i cOOOLIEHHsI O HEXKENaTEeNbHBIX peaklUsX M WHOW MH(OpManuu 1o O0e30MacHOCTH U
3¢ EeKTUBHOCTH, yKa3aHHOW B mnyHKTax 35 - 36 Hacrosimero Ilopsinka, ucumcnsiercss ¢ AaThl, Korna
OTBETCTBEHHOMY 110 (hapMaKOHaI30py JOJDKHOCTHOMY JIMIly CyOBEKTa OOpaIleHUsl JICKapCTBEHHBIX CPEICTB
(MEIUIIMHCKOM OpraHU3alyi) CTAIH NU3BECTHBI CIIEAYIONINE CBEICHUS O HEXKEIaTeIbHON PEaKIiy WIH 0CO00H
CHUTYyalluu:

1) uadopmarus, mo3BoJAONIas UISHTUDUIUPOBATH IOPUINYECKOE WK (PU3MUECKOe JIUIO, BHISIBUBIIECE
HEXKeNaTeNbHYI0 PEaKIHIO WK 0COOYI0 CUTYAIINIO;

2) uHdopmarus, MO3BOJSIOMAS HACHTU(OUIUPOBATh (U3NUECKOE JHIO, Y KOTOPOTro HabIoaaiach
HEeXeJlaTeNlbHasl peakus;

3) uadopmarys, MO3BOIAIONIAS WACHTUPHUIIMPOBATH JIEKAPCTBEHHBIH Ipemnapar;
4) nndopmariys, TO3BOJISAONIAS HACHTU(UIUPOBATH CUMITOMBI HEXKEIATEIbHOU PeaKIuy.

39. Komum cooOmieHuii, HanmpaBieHHBIX B Poc3apaBHaA30p, B COOTBETCTBUHU C IyHKTamu 35 - 36
HacTosuero [lopsaka, coXpaHsSIOTCS B MEAUIIMHCKON JOKYMEHTAIIMH MallMeHTOB.

40. Coobmenus, I10b, POObB, mnocrymatoue B 3iekTpoHHoM Buae B AWC PocsnpaBHanzopa,
PETUCTPUPYIOTCS] aBBTOMATUYECKH.

41. Coobmienus, noctymnawmme B Poc3apaBHam3op mo snexkTpoHHou moure, a takke [10b, POOB,
nocrynatouie B Poc3apaBHan30p Ha SJIEKTPOHHBIX HOCHTENSX, perucTpupyrorcs u BHocaTcs B AMC
Poc3npaBHanzopa B TeueHue 5 paboumnx AHEH C JaThl UX MOCTYIUICHHS.

42. Ouenka uH(pOpMAIMM HAYYHOTO W KIMHUYECKOTO XapakTepa, CoJeprKalleicsi B COOOLICHHUSX,
nocrynatoux B AUC Poc3npaBHaa3opa, oCyleCTBIsSETCS HKCIEPTHON OpraHu3anueil B TeueHne 5 pabodymux
JHEH ¢ JaThl NOCTYIICHUS.

www.consultant.ru CrpaHvua 7 u3 17
HafeXHasa npaBoBan noaAepXxkKa


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=157003&date=05.03.2021
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=157003&date=05.03.2021
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=157003&date=05.03.2021
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=157003&date=05.03.2021
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas Poc3gpasHaasopa ot 15.02.2017 N 1071

(pea. ot 16.07.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBepxaeHum Mopsaaka ocyllecTeneHmst hapmakoHaasopa” [lata coxpaHetus: 05.03.2021

(...

Onenka uH(OpMaMK HAy4YHOTO M KIMHMYECKOro Xapakrepa, coxaepxaiueiics B IIOb u POOB,
MIPOBOJIUTCS KCIIEPTHOI opranuzaiueil B reuenue 60 pabouux aHEH ¢ JaThl UX MOCTYIUICHUS B AKCIEPTHYIO
OpraHMU3aLMIoO.

43. Pe3ynmbraThl OIEHKM WH(M)OPMAIMA HAYYHOTO W KIMHHYECKOTO XapakTepa, cojepkaiiencs B
coOOIIeHUsAX, HampaBisioTcs B Poc3apaBHAI30p IKCHEPTHON opraHus3aieil B cocTaBe eXeHeAeIbHBIX
OTYETOB.

PesynbraThl MH(pOpMalMM HAy4HOTO M KIMHUYECKOro XapakTepa, conepxamieiics B IIOb u POOB,
HaIpasJAIOTCA B POC3apaBHAq30p B COCTABE €KEMECSIUHBIX OTYETOB DKCIIEPTHON OpraHU3aluu.

44. Tlpu BBISBIEHUU SKCHEPTHOW OpraHu3anuei HecooTBETCTBUS mpeiactaBieHHoro [IOb myHnkram
EADC 8.4 - 8.5 Ipasun Hamnexamed npaktuku dapmakonanzopa, u POOb nyskTy 4 npunoxenus N 12
[IpaBun Hammexameil xkimHM4Yeckod mnpakthuku EADC, Poc3npaBHan3op B Cpok, He npesslmarommii 10
pabounx OHEH C JaThl MOCTYIUIGHHS JaHHOW HH(OpMAIMH, HAMpaBisieT AEpXKaTelr0 PerucTpanroHHOrO
YAOCTOBEPEHUsI JIEKAPCTBEHHOIO IMpenapara WIM OPUAUYECKOMY JIMIy, Ha HMS KOTOPOTO BBILAAHO
paspelieHre Ha IPOBeICHNE KIMHUYECKUX HCCIIeIOBaHUH, 3arpoc 0 BHecenun u3Mmenenuii B [1Ob niau POOB.

45. JlepaTeiab PEruCTPALIOHHOIO YJOCTOBEPEHHS JIEKApCTBEHHOTO IperapaTa WA IOpUIUYECKOE
JUI0, HA UMS KOTOPOTO BBIJAHO pa3pellieHWe Ha TMPOBEACHUE KIMHUYECKUX HCCIIEIOBAHHM, B CPOK, HE
npeBbimaronuii 30 paboynx AHEH ¢ maThl MoJydeHHUs 3ampoca Poc3apaBHaa30opa, YKa3aHHOTO B IMyHKTe 44
Hacrosmero Ilopsaka, Hanpasnsier B Poc3apaBuanzop I1Ob B coorBerctBuu ¢ mynkramu EADC 8.4 - 8.5
[IpaBun Hagnexameit npakTuku Gapmakonaazopa, 1 POOb B cooTBeTcTBUM ¢ myHKTOM 4 mpunoxkenus N 12
[IpaBun Hamexame kmuHnyecko npaktuku EADC.

46. Ilpu BBISBICHWM OHKCHEPTHOW OpraHM3anueil B XoJe OLEHKM HH(POpMAIMM HAYYHOTO H
KIIMHUYECKOTO XapakTepa, cojepxkammxcs B coobmienusx, [1Ob, POOB cBexeHwnii, OTCYTCTBYIOIIHUX B
WHCTPYKLIMHA MO MEAULHUHCKOMY TNPUMEHEHUI0 WIM JIOKYMEHTAllUH KIWHUYECKOTOo HCCIe0BaHuUs,
U3MEHAIOIUX OTHOUICHHE OKMUIACMOW TMOJb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHS JIEKapCTBEHHOIO
npenapara, SKCIepTHasi OpraHu3alys HalpaBiseT 3aKiroueHue 06 3ToM B Poc3ipaBHa 30p B CPOK HE MO3/1HEE
5 paboumx JHEH ¢ AaThl BBISIBICHUS COOTBETCTBYIOIIMX CBEJICHHMA.

47. B ciydae, eciM COIVIACHO 3aKJIIOYEHHMIO IKCIEPTHON OpraHu3aliy, NPUYMHON HEXeIaTeIbHON
peakuuu WIK Yrpo3bl )KU3HU U 3[0OPOBBIO0 YEJIOBEKAa MOTIJIO SIBJISTHCS HapylleHHe CyObeKTamu oOpalleHus
JICKapCTBEHHBIX CPEJICTB 3aKOHOAATENbHBIX TpeOOBaHMH K (apMakoHaA30py, JUOO HapylIeHHWE MpPaBHII
HaJUIeKalled KJIMHUYECKOM MpakTUkH, Poc3npaBHan30p NPUHMMAET pelIeHHE O IPOBEACHUU IPOBEPKU
coOJIr0/IeHHsI CyOBeKTaMH OOpallleHus JIEKAPCTBEHHBIX CPEICTB YCTaHOBJIEHHBIX denepanbHbIM 3aKOHOM OT
12.04.2010 N 61-®3 "O06 obpalieHUH JEKapCTBEHHBIX CPEACTB" M MPUHATHIMUA B COOTBETCTBUU C HUM WHBIMHU
HOpPMaTHBHBIMU NPaBOBbIMH akTaMu Poccuiickoit @exepannn TpeOOBaHUI K KIMHHYECKUM HCCIIETIOBAHUAM
JIEKapCTBEHHBIX IIPENapaToB, XpPAaHEHMIO, IIEpeBO3Ke, BBO3y B Poccuiickyro ®Penepanuio, OTIYCKY,
peanu3aiuu JIEKApCTBEHHBIX CPEJICTB, IPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB B MOPSAIKE, YCTAHOBICHHOM
®denepanbHbIM 3aKOHOM OT 26 nekabps 2008 1. N 294-®03 "O 3ammre mpaB HOPUAMYECKUX JHI U
UHIMBUAYQIBHBIX TpeAlpUHUMATeNe NpHU OCYIIECTBIEHHUM TOCYJapCTBEHHOTO KOHTpOJsA (Han3opa) M
MYHULHUINAIBHOTO KOHTpoJs" <5>.

<5> @enepanbHblil 3ak0H OT 26 aekadps 2008 r. N 294-®3 "O 3zamute npaB IOPUAMYECKUX JIUL U
WHIWBHIYATBHBIX TPEANPUHUMATENICH TPH OCYIIECTBIEHUH TOCYJAapPCTBEHHOTO KOHTPOJsA (Haa3opa) u
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(...

myHunumnagbHoro koutpois" (Cobpanue 3akoHonatenscTBa Poccuiickoit @eneparmu, 2008, N 52, cr. 6249;
2009, N 18, cT. 2140; N 29, cT. 3601; N 48, c1. 5711; N 52, c1. 6441; 2010, N 17, cT. 1988; N 18, cT. 2142; N
31, cT. 4160, ct. 4193, cT. 4196, N 32, c1. 4298; 2011, N 1, c1. 20; N 17, c1. 2310; N 23, c1. 3263; N 27, cT.
3880; N 30, ct. 4590; N 48, ct. 6728; 2012, N 19, c1. 2281; N 26, ct. 3446; N 31, cT. 4320, cT. 4322).

48. B caydae, eciau COrjacHO 3aKJIFOYEHUIO SKCIEPTHOM OpraHu3aldyd, NPUYMHON HEXKeJaTeIbHOMN
peakIuu MOTJIO SIBISTHCS HECOOTBETCTBUE JIEKAPCTBEHHOTO TMpemapara TpeOOBaHUSM  KadecTsa,
Poc3npaBHam30p NpuHUMAET pElIeHrEe O MPOBEICHUU BHIOOPOYHOTO KOHTPOIIS KaueCTBa COOTBETCTBYIOIIETO
JIEKapCTBEHHOT'O Iperapara B OpsAJKe, yCTAHOBJIEHHOM 3aKOHOAaTelIbeTBOM Poccuiickoit denepannu. <6>

<6> [Ipuka3 @enepanbHON CIYKOBI 110 HAA30PY B cepe 3apaBooxpanenus ot 7 aBrycra 2015 r. N 5539
"O06 yrBepxaenuu Ilopsaka ocyuecTBieHsl BBIOOPOYHOIO KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEACTB JUIS
MenuIuHcKoro npuMeHenus" (3apeructpupoad Muniocrom Poccun 9 asrycra 2015 r., peructpanyioHHbIH
N 39263, "bromnereHb HOPMATHUBHBIX AaKTOB (efepalbHBIX OpraHOB HCHOJHUTENbHOW Biactu", N 48,
30.11.2015).

49. B Tewenne 5 pabouux JHEH € JdaThl MOCTYIUICHHS 3aKJIIOYEHHUS SKCIIEPTHOW OpraHu3alluu,
colepkaniero WHGOPMAIMI0O O BBISBICHUM HOBBIX JAaHHBIX MO 0e30macHOCTH U 3G (EKTUBHOCTH
JICKapCTBEHHBIX MPENaparoB, HE COJEPXKAIIUXCA B HHCTPYKUUU IO MEAMIIMHCKOMY MPUMEHEHUIO WU
JOKYMEHTAIIUN KIMHUYECKOTO MCCIICA0BAHMS, U3MECHSIONINX OTHOIIEHUE OYKUIaeMOM IMOJIb3bI K BO3MOXKHOMY
PUCKY TIpMMEHEHHUS JIEKapCTBEHHBIX NpenapaToB, Poc3apaBHam3op yBemomisieT 00 3TOM JAepiKaTels
PETUCTPAIIIOHHOTO yIOCTOBEPEHHS JIGKAPCTBEHHOTO Tperapara Wik OPUIHIECKOe JUI0, Ha UM KOTOPOTO
BBIJJTAHO pa3pelieHrue Ha TPOBEICHHE KIMHWYECKUX WCCIICIOBAaHWN, B AJEKTpoHHOU (dopme yepes AUC
Poc3npaBHanzopa, wiM MOCPEACTBOM pa3MelleHus HH(GOPMAlMOHHOIO MUChMa Ha OQUIMAIBHOM caiiTe
PocznpaBnanzopa B cetu "MHTepHeT", UM B MUCbMEHHOM Qopme (Ha OyMaKHOM HOCHUTEJE).

(1. 49 B pen. [lpukasza Poc3npaBuaazopa ot 16.07.2020 N 6252)

50. [epxaTeib pErucCTPallMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpernapaTa WM IOpUAMYECKOE
JMIO0, HAa UM KOTOPOTO BBIJAHO Pa3pelIeHHe Ha MPOBEJCHHE KIMHUYECKUX HCClenoBaHMi, B TeueHue 10
pabounx HEH ¢ MOMEHTa MoJiyuyeHus: yBeaomieHus: Poc3gpaBHaazopa, ykazaHHOTO B IMyHKTE 49 HacTOsIIEro
[Topsnka, mpoOBOIUT MPOBEPKY TOCTOBEPHOCTH IMOJYYEHHON MHGOpMALMK U MPEACTaBiIsieT MHPOPMAIUIO O
pe3ynbTaTax nmpoBepku B Poc3apaBHanzop.

51. B nepuon mnpoBeneHHs NpOBEpKH, ykazaHHOW B myHkTe 50 Hacrosmero Ilopsaxa, nepxkarenb
PEruCTPALMOHHOIO YIOCTOBEPEHHMsI JIEKAPCTBEHHOIO Ipenapara Wid OPUIAYECKOE JIUILO, HA UM KOTOPOIo
BBIJIaHO pa3pelleHre Ha MPOBEACHNE KIMHUYECKUX UCCIIEOBAHNN, IPUHUMAET HEOOXO0AUMbIE MEPHI ISl TOTO,
4YTOOBI BpeJl, CBSI3aHHBIN ¢ OOPALIEHUEM COOTBETCTBYIOLIETO JEKAPCTBEHHOTO Npenapara, He yBEeJIUUnIICcs.

52. B teuenue 10 paGounx JAHEH ¢ AaThl MOCTYIUICHHUS PE3YIbTATOB MPOBEPKH, YKA3aHHOW B MyHKTE 50
Hactosuiero [lopsaka, mpoBeleHHOW HepKaTeleM PEeTUCTPAlMOHHOTO yIOCTOBEpeHHs, 1ubo B TeueHue 10
pabouux 1HEH ¢ fgaThl MocTyruieHuss B Poc3ipaBHag30p pe3ysibTaTOB BBIOOPOYHOTO KOHTPOJIS KayecTBa
JIEKapCTBEHHOI'0 IIpernapaTta B COOTBETCTBUM ¢ IIyHKTOM 48 Hactosamero Ilopsinka, Poc3npaBHaazop
yBeaomisier MuHuctepcTBo 3apaBooxpaHeHus Poccuiickoit ®epepanuun (nanee - MuHHCTEpCTBO) O
BBISIBJICHUM HOBBIX JaHHBIX 10 ©Oe3omacHOCTH M 3¢ (EKTUBHOCTH JIEKapCTBEHHBIX IpenaparoB, He
COEepXKalMXCd B MHCTPYKIMU IO MEIULIMHCKOMY IPUMEHEHHI0 WIM JOKYMEHTALMH KIMHUYECKOTO
UCCJIEIOBAHMS, W3MEHSIOIIUX OTHOIIEHHE OXHUAAEMOM TOJIb3bl K BO3MOXKHOMY pHUCKY NPUMEHEHUS
JIEKapCTBEHHBIX IpernapaTroB, B TOM YHCJIE TNPH BBISIBICHUH HEOOXOJUMOCTH BHECEHHS M3MEHEHUH B

www.consultant.ru CrpaHvua 9 u3 17
HafeXHasa npaBoBan noaAepXxkKa


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=187433&date=05.03.2021
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=187433&date=05.03.2021
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=361944&date=05.03.2021&dst=100011&fld=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=361944&date=05.03.2021&dst=100011&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas Poc3gpasHaasopa ot 15.02.2017 N 1071

(pea. ot 16.07.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBepxaeHum Mopsaaka ocyllecTeneHmst hapmakoHaasopa” [lata coxpaHetus: 05.03.2021

(...

WHCTPYKIUIO MO MEAMIMHCKOMY HIPUMEHEHHUIO JIEKapCTBEHHOTO IIpenapara B OTHOIIEHHHM CBEIEHUU O
MOKa3aHUsAX i1 T[PUMEHEHUS M TPOTHUBOMNOKA3AHMAX [UIsi NPUMEHEHUs JIEKapCTBEHHOIO Ipemnapara,
BBISIBJICHHBIX TMOOOYHBIX JICUCTBUSAX, HEKENATCIbHBIX PEAKIMSIX TMPH TPUMEHEHUU JIEKApPCTBEHHOTO
mperapara, ¥ HalpaBisieT COOTBETCTBYIONLYIO MH(POPMAIUIO JUISI PACCMOTPEHHS BOIPOCAa O HEOOXOTUMOCTH
BHECEHHSI U3MEHEHHMII B PETrMCTPAIMOHHOE JIOChE JICKAPCTBEHHOI'O Mpernapara, OTMEHBI T'OCYJIapCTBEHHOMH
perucTpanuu, IpoBEACHUN AOKIMHUYECKUX WM KIMHUYECKUX HCCIEIOBAHUHN JIEKApCTBEHHOrO Iperapara,
a100 WHBIX JOMOJHUTENBHBIX HCCIEAOBAaHUN KauecTBa, dPPEKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO
npemnapata (manee - IOTOJHUTENBHBIX HCCIENIOBAaHUM), a TakKe O HEOOXOIWMOCTH, JIMOO 00 OTCYTCTBUU
HEOOXOMMOCTH TPUOCTAHOBJICHHUS OOpAaIIeHUs] JIEKAPCTBEHHOTO IMpemnapara Ha TMEepUoJl IPOBEICHUS
JOTIOJTHUTEIBHBIX ~ MCCIICIOBAaHUM, JMOO Ha TMEpPUOJl, HEOOXOMWMBIM JJIi BHECEHUS W3MCHCHHUA B
PETUCTPALIMOHHYIO JJOKYMEHTAIUIO JICKAPCTBEHHOTO Tpernapara.

(m. 52 B pen. [Ipukaza Poc3apaBraazopa ot 16.07.2020 N 6252)

53. Ilo uToram paccMOTpEHHs Pe3yJbTaTOB MPOBEPKU, YKazaHHOU B nmyHKTe 50 HacTosmero Ilopsinka,
MPEJICTABICHHBIX  JEPKATEIEM  PETUCTPALMOHHOTO  YJIOCTOBEPEHMS  JIEKAPCTBEHHOTO  Ipemnapara,
PocznpaBranzop B Teduenue 30 pabounx IHEH ¢ AAaTHI MOJYYCHHUS PE3yJIbTaTOB MPOBEPKH, BIPABE HAMPABUTH
JepKaTeNl0 PETUCTPALIMOHHOTO YAOCTOBEPEHUs 3ampoc o0 HeoOxoaumoctu paspabotku [lnana ympasieHus
puckamu (mamee - IIYP) B coorBercTtBum ¢ myHktamu 6.2.4 - 6.2.5 IlpaBun Hammexariedl NpakTUKHA
(dhapmakonamzopa EADC.

54. IIYP nomnexut HanpasieHuto B Poc3apaBHanazop B TeueHue 60 pabouux AHEW ¢ AAaThl MOTYYEHUS
3anpoca Poc3npaBHan3opa, ykazaHHOTO B IyHKTe 52 Hactosero [lopsaxka.

55. Ilpu BBISABICHUHU JEpKATEIEM PETrUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara, B
X0JIe POBEIEHUs MPOBEPKH, YKazaHHOU B myHKTe 50 HacTosmero [lopsiaka, nHpopmManum 0 HECOOTBETCTBUM
JIEKapCTBEHHOTO TIpenapara TpeOoBaHWSAM KadecTBa, J(P(EKTUBHOCTH H OE€30MAaCHOCTH, JepiKaTellb
PErUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara BIIpaBe caMoCTOsTeNbHO pa3padborats [IYP u
npeacTaBuTh ero B Poc3npaBHanzop.

56. IIYP Bkmovaer noapoOHOE OMHMCAaHUE MEPONPUATHH MO (papMakOHAA30py, HAIMPABICHHBIX Ha
BBISIBJICHHE, OLIEHKY M IPEIOTBPALLEHUE WJIM MHMHUMU3ALMIO PHUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMU
mpernapaTamu, BKII04ast OEeHKY 3()()EeKTHBHOCTH TaHHBIX MEPOTIPUSTHIA.

57. Poc3apaBHam30p B CpOK, HE MpeBBIMIAIOMUNA S5 paboumx gHEW ¢ marel moctyruieHus I[IYP,
HaNpaBIsET €ro B SKCIEPTHYIO OPraHU3alMI0 JUIS HPOBEACHHS] HAYYHO-KIMHUYECKOW OLEHKU C IENbIO
oTpeeNieHus] IOCTATOYHOCTH TpearaéMbIX MEpONPUATUI 71l IPEAOTBPAILIEHUS BpeIa KU3HU U 310POBBIO
rpakJiaH MpU NPUMEHEHUH JIEKapCTBEHHOTO Mpernapara.

58. 3axiroueHue SKCIEPTHOM OpraHU3alUu O JIOCTAaTOYHOCTH IpeiokeHHbIX [IYP meponpustuii mis
NpEAOTBPAILCHUs Bpela JKU3HU M 3J0pPOBBIO, TI'PaXJaH NPH IPUMEHEHUN JIEKapCTBEHHOIO IIpernapara
Hamnpasisgercs B PoczapaBHanzop B Teuenue 20 pabGouux nHei ¢ gatel noctymieHus [IYP B skcnepTHyro
OpraHMU3aLMIo.

59. PoczopaBHam3op B TedeHHWe S5 pabouyux AHEW C JaThl TOMYYEHUS 3aKIIOYEHHUS HKCIEPTHOM
OpraHM3alliy, YKa3aHHOro B MyHKTe 57 Hacrosuero llopsiaka, HampaBisieT OepakKaTear0 PErucTPalroOHHOIO
YAOCTOBEPEHUsI JIEKApCTBEHHOTO IMpernapara yBeaomiieHne o corjacoBanuu [IYP, nubo yBegomiieHue o
Heo0X0aINMOCTH BHeCeHUs n3MeHenunii B [IYP.

60. B ciyyae mosydeHusl yBeAOMJICHHS O HEOOXOIMMOCTH BHeceHus m3MeHeHuil B [IYP nmepikarens
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PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKApCTBEHHOTO Mpemnapara B CpoK, He mpeblinaromuii 20 pabounx aHen
CO JIHS MOJIy4eHUs JAHHOTO YBEAOMIIEHMs, npeactasiisieT B Poc3apaBHamzop IIYP ¢ ydyeroM BHECEHHBIX
U3MEHEHUH.

61. Ilo uToram paccMoTpeHHs pe3ybTaTOB MPOBEPKH, YKa3zaHHbIX B myHKTe 50 HacTosmero Ilopsaxa,
MPEACTABICHHBIX FOPUINYECKHAM JIMIIOM, HA UMSI KOTOPOTO BBIJIAHO Pa3pelIeHe Ha MPOBEICHNE KIMHUYECKUX
uccienoBanuid, Poc3npaBHanzop B TeueHue 30 paboumx IHEH ¢ AaThl MOJyyeHHs pe3yJbTaTOB MPOBEPKHU,
paccMaTpUBaEeT BOIPOC O HAINPABICHUHM MHHHCTEPCTBY M HOPUANYECKOMY JIMIY, HA UMS KOTOPOTO BBIIAHO
paspelieHre Ha TpOBEACHHE KIMHUYECKUX HCCIICOBAaHHUM, COOTBETCTBYIOUICH HWHpOpMALUM JUis
paccMOTpeHHsT BOIPOCa O HEOOXOJUMOCTH TMPHOCTAHOBJICHUS KIMHUYECKOTO HCCIEIOBAHUA, JOCPOYHOTO
3aBepIIEHUs] KIMHUYECKOTO WCCIEeNOBaHUsA, JMOO BHECEHHS W3MEHEHHUH B TIPOTOKON KIMHUYECKOTO
HCCIIEOBAHUS.

(B pen. [Ipukasa Poc3apaBuanzopa ot 16.07.2020 N 6252)

62. ITo pe3ynbratam (papmakoHan3opa Poc3npaBHan3op pa3MmeliaeT Ha CBOeM O(QHIMAIBHOM caiiTe B
cetu "MuTepHeT" nHPOpMAIUIO O:

1) BBISAABJICHUW HOBBIX MOATBCPIKACHHBIX JAHHBIX O MOOOYHBIX HGﬁCTBHHX, HCKCJIATCIIbHBIX PCAaKIHUAX,
CCPBC3HBIX HEKCIATCIBbHBIX PCAKIUAX, HCHPCABUACHHBIX HEKCIATCIBbHBIX PCAKIUAX IMpPU MPUMCHCHHUU
JICKAPCTBCHHOI'O IIpfriapara, B TOM YHUCJIC BJIIMAIONIMX HAa OTHOUICHUEC O)KH}I&CMOIZ IIOJIB3BI K BO3MOXHOMY
PUCKY NPUMEHCHUSA JAaHHOI'O JICKAPCTBCHHOI'O IIpC€Iiapara,

2) npuHATBIX MUHHCTEPCTBOM PELICHUSAX O BHECEHHMM H3MEHEHHUH B MHCTPYKLHUIO 10 HMPUMEHEHHIO
JIEKapCTBEHHOTO MpernapaTta, O MPHUOCTAHOBJICHUH NMPUMEHEHUs JIEKapCTBEHHOI'O Ipernapara, 00 U3bATUU U3
oOpalieHus: JIEKapCTBEHHOTO IMpernapara Wik O BO30OHOBIEHUM NPUMEHEHHUs JIEKapCTBEHHOIO Iperapara,
CBEICHMSI O KOTOPBIX MPEACTABIAIOTCS MUHUCTEPCTBOM B (hOpME IIEKTPOHHOTO JOKYMEHTA, MMOANHUCAHHOTO
YCUJIEHHOM 3JIEKTPOHHOM KBaTU(UIIMPOBAHHON NMOANNCHIO, B Poc3ipaBHaa30p B TeueHHe Tpex pabouux aHen
CO JHS IPUHATHUSA COOTBETCTBYIOILEIO PEILICHUS.

(m. 62 B pen. [Ipukaza Poc3npaBuaazopa ot 16.07.2020 N 6252)

[Ipunoxenue N 1

K [lopsiaky ocyIiecTBieHuUs
(dbapmMakoHaI30pa, yTBEPKIACHHOMY
npuka3zom denepanbHON CITyKObI

10 HaJ30py B cepe 31paBoOXpaHEHUS
or 15.02.2017 N 1071

Pexomenyemslii o0paser

. N3BEUIEHUE
O HEXEJIATEJIbBHOU PEAKIIMU NI OTCYTCTBUU TEPAIIEBTUYECKOI'O
OODEKTA JIEKAPCTBEHHOI'O ITPEITAPATA

www.consultant.ru Crpanvua 11 wms 17
HafeXHasa npaBoBan noaAepXxkKa


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=361944&date=05.03.2021&dst=100015&fld=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=361944&date=05.03.2021&dst=100015&fld=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=361944&date=05.03.2021&dst=100016&fld=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=361944&date=05.03.2021&dst=100016&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas Poc3gpasHaasopa ot 15.02.2017 N 1071

(pea. ot 16.07.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBepxaeHum Mopsaaka ocyllecTeneHmst hapmakoHaasopa” [laTa coxpaHerus: 05.03.2021
(..
D [TepBuunoe D JononaurensHas nHGOpMAIIHS K COOOIICHUIO
N OT

JlaHHble marueHTa

*
WMunnmane! nanueHTa (Ko MamuenTa) <*> o D M D K Bec KT

Bospact bepemenHnoctsb D , CPOK HEJeb

Anneprus D Her D Ects, Ha

Jleuenune D amOynaTopHOe D CTalMOHApHOE D camoJIeueHue

.HeKapCTBeHHLIG CpcacTBa, NpCAIOJIOKUTCIBHO BEI3bIBAOIINC HP

Haumenos | IIpousso | Homep Jo3a, JlaTa Hayama JlaTa IToxazanue
anue JIC | nurens | cepum yTh Tepanuu OKOHYaHHUS
TOProBoOE) BBE/ICHUS Tepanuu
<F>
1
2
3
HexenarenbHas peakuus Jara nagama HP
Onucanne peaknuu <*> (YKaKHTE BCE JIeTau, BKIIOYas Kpurepuu cepreznoctu
JAaHHBIC JTA0OPATOPHBIX MCCIICTOBAHUN) HP:

D CmepTh

D VYrpo3a xxu3Hu

D INocnuranuzamnusa uin

€C MPOJICHUC

D NuBanuaHoCcTh

D BpoxneHusie

aHOMAaJINu
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(...

D Kimmanuecku

3HAYUMOE COOBITUE

[Hara paspewenus HP D He npumennmo

[IpennpuHsaTHIE MEPHI

] be3 neuenus D OtMmena nogo3peaemoro JIC D CHmxenne no3sl JIC

] HemenukameHTo3Has Tepanus (B T.4. XUPYPrUUECKOe BMEIIATEIbCTBO)

] JlexapcTBeHHAs Tepanus

HUcxon

D Br1znoponenue 6e3 mociencTuit D VYaydieHue cOCTOSIHUS D Cocrostaue 0e3

U3MEHEHUN

D Brzpoposnenue ¢ nocieacTBusMU (yKazarth)

D CmepTh D HewnssectHo D He npumennmo

ConpoBosxkanack 11 otMeHa JIC D Her D Tl D JIC He OTMEHSIOCH D
ncuezHopenuem HP?

He nmpumennmo

HasHauanoch JM JIEKapCTBO MOBTOPHO? D Pesynprar D

Her D Ta He nmpumennmo

Jpyrue nekapCTBEHHBIE CpPEICTBA, NPUHUMAEMbIE B TEUYEHHUE IIOCIEAHMX 3 MECSALEB,
Bktoyas JIC, mpuHuMaeMble MAalMeHTOM CaMOCTOATENBHO (110 COOCTBEHHOMY KEJIaHUIO)

Hanmenos | ITponsso | Howmep Ho3a, | /lara Hayama Hara IToka3anue
anue JIC | nmurens | cepum yTh Tepanuu OKOHYAHHMS
(ToproBoe) BBEJICHUS Tepanuu
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2

3

4

5

JlaHHBIE COOOMIAIOIIETO JINIa

D Bpau D Jpyroi cienuaInCT CUCTEMBI 3PaBOOXPAHEHUS D [TanpeHT D Nuon

KonTakTHbiii Tenedon/e-mail: <*>

®.N.0.

I[OJ'I)KHOCTB Hn MECTO pa6OTBI

JlaTa cooOmieHus

<*> [Tosne 00s3aTENBHO K 3aNIOJHEHUIO.
Coo01eHne MOXeT OBITh OTIPABIICHO:

- e-mail: pharm@roszdravnadzor.ru,

- (paxc: +7(495)698-15-73,

- OH-JIaliH Ha caiiTe www.npr.roszdravnadzor.ru

- mouToBsIi afpec: 109074, r. MockBa, CnaBstHCKas IJ10mab, 1. 4, ctpoeHue 1.

[Tpunoxenue N 2

K [lopsinky ocymecTBieHus
(bapmakoHa 30pa, yTBEPKICHHOMY
npuka3zom denepanbHON CITyKObI

10 HA/130py B chepe 31paBooXpaHEHHS
or 15.02.2017 N 1071

PexomMenyemslii oOpasenn

CooOmenne
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(...

0 CepbEe3HOM HenpeABUICHHON HeXellaTeIbHOU peakuu
Ha JIEKapCTBEHHBIH Mpenapar, u3yJyaromunics
B KJIIMHUYECKOM HCCIIEJOBaHUU

N MMPOTOKOJIa KIIMHUYIECKOT'O
HNCCIICAOBAaHUA

Haumenosanue JIC

HanmenoBanme IMPOTOKOJIa

N paszpemenus Ha npoeaenue KU B
P®

HaumenoBanue eue6HOTO
YUpEKICHUS, B KOTOPOM BBISIBJICHA
HEe)KenaTellbHasl peakius (eciu
peakuus npousonuia B Poccuiickon
Oepepanun)

. Uudopmanust o HexxenaTensHOM peaKuu

l. Manmmaner | la. Crpana | 2. [lata | 2a. |3.1lox | 4 - 6. [Jata |8 - 12. OT™meThTE BCe

3

HarueHTa poxnaeH |Bo3pa Havaja YTO COOTBETCTBYET
us CT Hexxenaren | HIIP
bHOU

peakuuu D CmepTs

(menn/Mecst D lNocnuranu3anus
1/TO1)
WIN €€ MPOJICHHE

7 - 13. Onucanue HexxenaTeIbHON peakiuy (BKII0Yast JaHHbIE D Croiikas yTpaTta
71a00pPaTOPHBIX U HHCTPYMEHTAIBHBIX UCCIICIOBAHUN )
TPYIOCIIOCOOHOCTH
VTN MHBAJIUTHOCTh

D VYrpo3za xu3Hu

II. Uudopmarus o nogo3peBaeMoM JIEKapCTBEHHOM
npenapare (rpenaparax)

14. Ilono3peBaeMblil JIeKapCTBEHHBIN IIpenapar (BKJItouyas 20. Ucuesna nu

MEXAyHapOoJHOE HEMaTeHTOBAHHOE HAUMEHOBAHUE WU peaxuus nociue

IrpyNIHUPOBOYHOE HAUMEHOBAHHE) OTMEHBI ITpenapara’?
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 05.03.2021

D Ha D Her

D Henpumenumo

15. Cyrounas no3a(bl) 16. Ilyts(-u) BBenenus: | 21. Bo3nukmna mu

peakxiys BHOBB 11OCIIE
17. Tlokazanue(s1) K HA3HAYCHHIO: IOBTOPHOTO
IPUMEHECHHUS
JIEKapCTBEHHOT O
npemnapara?

D Ha D Her

D Henpumennmo

18. JlaTel nedenus ¢ 10 19. IIpo0KUTENBHOCTD TEPATUU

III. ComyTcTBYy1O1Ias JIEKAPCTBEHHAS TEPANNS U aHAMHE3

22. ComyTCTBYIOIIMK JIEKAPCTBEHHBIN Tpenapar(-bl) U JaThl BBEICHUS (32 MCKIIOYECHUEM
TeX, KOTOpPBIE MPUMEHSITN AJIs1 JICUCHUS He)KeIaTeIbHOW PeaKiium)

23. Jlpyrue peneBaHTHbIE JaHHBIE aHaMHe3a (HampuMep, [WarHo3bl, aJlJIePTUH,
OepeMeHHOCTh C YKa3aHUEM BPEMEHHU MOCIeAHEeH MEHCTPYaIlH U T.J1)

Koncynprantlntoc: npumedanue.
Hywmepanus pa3zenoB 1aHa B COOTBETCTBUHU C O(HUIMATIBHBIM TEKCTOM JOKYMEHTA.

1. nast unpopmanus

24. HauMeHOBaHHUE U aIpeC MPOU3BOIUTENS

24a. UnentudukaniMoHHBIA HOMEp Cllydast 246. lata mosryueHust ”HHOPMAIHA O
HE)KeJIaTeJIbHON peakluy MPOU3BOIUTENIEM

24B. NcTtounuk nHGOPMAIIUU O HEXKEIATSIIBHON peakinu
D UccnenoBanue D Jlutepatypa D Crnenuanuct 31paBoOOXpaHEHUS D Perynsropusie

OpraHbl D Hpyroi

25. Jlata maHHOTO COOOIIECHUS
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26. Tum cooOLeHus

D [TepBuunoe D [ToBTOpHOE
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