Mpuka3s ®enepanbHon cnyx6bl Mo Haa3opy B cdepe 3gpaBooxpaHeHns oT 17 mioHs 2024 r. N 3518 "O6

Mpukas ®epgepanbHOM cnyX6bl N0 HaA30py B chepe 3gpaBooxpaHeHus ot 17 nroHa 2024 r. N
3518 "O6 yTBepxaeHuu MNMopsaaka dapmakoHan3opa fiekapcTBeHHbIX NpenapaTtoB Ans
MeaULMHCKOro npumMmeHeHunsa"

T'APAHT: Cwm. CpaBHuTenbHbIM aHanua Iopsaka GapMakoHaa30pa JeKapcTBEHHBIX mpemapatoB 2017 u
2024 rr.

B cootBercTBUN cO CTaTbsiMU 64 u 65 denepanbhoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O0
oOpalleH|uH JeKapCTBeHHBIX cpeacTB”, NoanyHKTOM 5.8(7) nyHkTa 5 TMonoxenust o enepaibHOil ciryxo6e 1o
Haa3opy B cdepe 3ApaBOOXpaHEHWs, YTBEpXAEeHHOro MOCTaHoBrneHnem IlpaButenscTBa Poccuiickoit
®epnepanuu ot 30 urons 2004 r. N 323, npuka3zbiBalo:

1. VYTBepauts mnpwiaraembii [1opagoK  ¢apmakoHam3opa JIEKapCTBEHHBIX —MPEMapaToB  JUis
MEAUIUHCKOTO TPUMEHEHUSI.

2. llpusHate yTpaTHBIIMMHU cuiny mpuka3sel @DenepanpHoll ciykObl 1O Haa3opy B cdepe
3/IPaBOOXPaHCHHUSL:

oT 15 depans 2017 r. N 1071 "O6 yrBepxnenuu I[lopsiaka ocymiecTieHus apmakoHaazopa'
(3apeructpupoBan MunmCcTepcTBOM toctuninmu Poccuiickoit deneparuu 20 mapta 2017 1., perucTpanmoHHBINH
N 46039);

ot 16 nonsg 2020 r. N 6252 "O aecenun usmeHenwuii B [Topsgok ocyiecTieHus hapMakoHaa30pa,
yTBEp)KIEeHHBIN mpukazom dDemepanbHON Ciy:kObI TI0 Ham30py B cdepe 3apaBooxpaHeHUs oT 15 dempans
2017 r. N 1071" (3apeructpupoBan MunucTepcTBOM focTuruu Poccutickoit ®emeparim 10 centsaops 2020 T.,
peructpannoHnsiii N 59745).

3. Hacrosmuii npukas BcTynaer B cuiy ¢ 1 mapta 2025 r. u geiictByer no 1 maprta 2031 r.

PykoBonutens A.B. Camoiinosa

3apeructpupoBano B MuHtocte Poccuu 5 centsaops 2024 r.
Perucrpanuonnsiiit N 79394

YTBepxaeH

npukasom depepanbHON CRyXObI

no Hap3opy B cepe 3apaBoOOXpPaHEHUA
ot 17.06.2024 N 3518

Hopsinok papmakoHaa3opa JIeKapCcTBEHHbIX MPENAPaTOB 1JIs1 MeIHIIMHCKOT0 MPUMEHEeHHsI

1. Hacrosmmii [lopsimok ycraHaBimBaeT TpeOOBaHWS K OCYIIECTBICHHIO (hapMaKkoHaA30pa Ha
tepputopuu Poccuiickoit deneparun (nanee - [lopsaok).

2. ®apMaKoHaA30p - BHJ JACATCIHLHOCTH MO MOHUTOPUHTY 3(P(PEKTHBHOCTH ¥ OE30MaCHOCTH
JIEKapCTBEHHBIX IIPENapaToB, HANpPaBJICHHBIH Ha BBIABICHHE, OLIGHKY W NPEJOTBpAILCHUE HEXKEIATEIbHBIX

o 1
TOCIICACTBUN ITPUMEHECHHU S JICKAPCTBECHHBIX IIPETIAPaTOB .

3. QenepanbHas cIyx0a M0 Ham30py B chepe 3paBOOXPAHEHHs OCYIIECCTBISCT (hapMaKoHAI30p’
IyTeM aHallu3a MPEACTaBIsIeMOl CyObeKTaMu OOpalleHus IEKapCTBEHHBIX CPEICTB MHPOPMALINN O TIOOOYHBIX
NEHCTBHUAX, HEXKENaTeNPHBIX PEaKIUIX, CEePhe3HBIX HEXENaTeNbHBIX PEaKIUsaX, HelpeIBUICHHBIX
HEXENaTeNbHBIX peakuusX TIpU TNPUMEHEHWH JIEKAPCTBEHHBIX TMPEnaparoB, 00 WHIANBUIYaIbHOW
HETNEPEHOCUMOCTH, OTCYTCTBUH 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NpENapaToB, a Takke 00 MHBIX (akTax H
00CTOSITENbCTBAX, PEACTABISIONINX YTPO3Y KU3HH WM 370POBBIO UeIOBEKa IIPH MPUMEHEHUH JICKapCTBEHHBIX
npenapaToB (Janee - HHOW MHpOpPMALUK 1O O6e30macHOCTH U 3((EKTUBHOCTH), BBIBIECHHON Ha BCEX dTamax
oOpaleHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoii denepannu u Apyrux rocynapcrBax.

4. JIoJKHOCTHBIMH JTUIIAMH, YIIOJIHOMOYEHHBIMU OCYLIECTBIATE (PapMaKoOHaI30p, SBISIOTCS:

pyKOBOAMTENH (3aMeCTUTENH pykoBoauTensi) PoczapaBHaazopa;

PYKOBOAMTENM CTPYKTYPHBIX HonpasiencHuil Pocs3npaBHan3opa, MX 3aMECTHTENH, JOJKHOCTHBIMHU
permamMeHTaMu KOTOPBIX MPeayCMOTPEHBI TIOTHOMOYHS TI0 OCYIIECTBICHUIO (hapMaKOHaA30pa;

WHBIE TOCYNapCTBEHHBIE Tpa)KIaHCKWE ciyXamue Poc3apaBHan3opa, TOIDKHOCTHBIMH peryIaMEeHTaMH
KOTOPBIX MPEAYCMOTPEHBI IIOJTHOMOYHS 110 OCYIIECTBICHUIO (hapMaKoOHaI30pa.

5. ®apmakoHam30p oOcCymecTBIsieTcss Poc3npaBHam30poM Ha OCHOBAaHWH CBEIEHHH, IMONyYEHHBIX B
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BUJIC:
coo0mIeHN CyOBEKTOB 00paIIeHus JIEKAPCTBEHHBIX CPEICTB (Jajiee - COOOIIEeHHH );

MePHONYECKUX OOHOBIAEMBIX OTYETOB IO OE€30MaCHOCTH JIEKapCTBEHHBIX IperapaToB (naiee -
ITIOOB), nampasmsieMsIx B Poc3mpaBHaa3op aepxkaTelsiMH (BIaIeiabIllaMi) PETHCTPAIMOHHBIX yIOCTOBEPECHHM
JIeKapCTBEHHBIX MPENapaToB WM YIIOJTHOMOYSHHBIMI UMW HHBIMH IOPUANYECKUMU JTHIaMH (fnaiee - JIPY);

MEPHONYECKHX OTYETOB IO 0E30IIacCHOCTH pa3padaThiBaeMOro (MCCIEoyeMOro) JEeKapCTBEHHOTO
npenapata (ganee - POOB), nanpasnsembix B Poc3npaBHan30p IOpHOMYECKUMHU JHMLAMH, HA UM KOTOPBIX
BBIJIaHBI pa3pelIeHus Ha MPoBeIeHHE KIMHUYECKNX HccnenoBanuid B Poccuiickolt @epepauun, 1mb0 ApyruMH
YIIOJIHOMOYCHHBIMU IOPUIUYECKUMH JUIaMHU (Janee - IOpUAMYECKHE JHLAMH, HAa WM KOTOPBIX BBIIAHBI
paspelieHus Ha NpOBEJACHUE KIMHIUUYECKUX UCCIIeT0BAHUMN );

UHQOpMAIMH, MOJYYCHHOW B XOJE€ OCYIIECTBICHHUS (eAepaJbHOTO TOCYAapCTBEHHOTO KOHTPOJIS
(Ham3opa) B chepe oOpallleHUs JIeKapCTBEHHBIX CPEICTR;

IJTAHOB yTIpaBiieHus pruckamu (nanee - [1YP);

CHETMATFHBIX YBEAOMIICHNH, B TOM YHUCIIE YBEJOMIICHHH 00 AKCTPEHHBIX MpoOIeMax 0e30MacHOCTH.

6. B mensax omeHKH HHGOPMANUU HAYYHOTO ¥ KIMHUYECKOTO XapaKTepa, COAepKaIleics: B TOKyMEHTax
U JaHHBIX, yKa3aHHBIX B MyHKTe 5 Ilopsaka, Poc3apaBHams3op mpuBiekaer QemepanbHble TOCyIapCTBEHHBIE
OI0/KETHBIC YUpEeXKICHUS, TI0/IBEIOMCTBEHHbIe Poc3ipaBHa30py (Iasee - SKCepTHast OpraHu3alIys).

7. CooOIeHnsT HanpaBISIOTCS CyObeKTaMH OOpaImeHus JIEKapCTBEHHBIX CpeAcTB B DenepaibHyro
ciyk0y mo Hag3opy B cdepe 3IpaBOOXpaHEHHUS MOCPEICTBOM aBTOMATHU3MPOBAHHOM HH(OPMAIIMOHHOM

cucreMsl PocanpaBrHanzopa (nanee - AUC Poc3z[paBHazL30pa)3 .

8. B ciy4ae BO3HHMKHOBeHHUs TexHHYeckux mpoOinem B pabore AMC Poc3apaBHamzopa cooOmieHUs
HaNpaBJSIIOTCS 1O  ajApecy 3JEKTPOHHOM moutel: pharm@roszdravnadzor.gov.ru. IIpy BO3HUKHOBEHHH
TEXHHYECKUX MpobjeM B pabore 06a3 maHHBIX JIPY unu opuauyecKux JML, HAa UMsI KOTOPBIX BBIJAHBI
paspelieHus] Ha MpOBeleHHE KIMHUYECKMX HCCIICAOBAaHMN, TaKKe COOOLICHHs HAMpPaBiSIIOTCA IO aApecy
ANIEKTPOHHOM MouTH pharm@roszdravnadzor.gov.ru ¢ ykazanueM HHQOpMAIHU O TPEANOIOKHUTENBHBIX CPOKAX
BO300HOBJICHUSI (DYHKIIMOHUPOBAHHS YKa3aHHBIX 0a3 TaHHBIX.

9. CooOlieHus, HAIpaBJICHHBIC O aApeCy 3JIEKTPOHHOW mouThl pharm@roszdravnadzor.gov.ru B
cllydasix, ykazaHHbIX B NMyHKTe 8 [opsika, nomkael 0b1Th BHeceHbl [IPY B AMC Poc3npaBHaiz3opa cpa3y nocie
BOCCTaHOBJIEHHUSI pabOTOCIIOCOOHOCTH 0a3bl JaHHBIX CyOBEeKTa oOpalieHus JeKapcTBEHHBIX cpeacTs mim ANC
PoczapaBuanzopa.

10. Jlna MEeIuIMHCKUX OpraHu3aluii, CHelNUaJiCTOB 3/paBOOXPAHECHMS, MallMeHTOB WM HX
MPEeICTAaBUTENEH TMPH OTCYTCTBUH TEXHUYECKOH BO3MOXHOCTH HarpaBiieHus cooOmennii depes ANC
Poc3npaBHaazopa cooOIIeHs HapaBJISIOTCS [0 aApecy IEKTPOHHOH mouThl npr@roszdravnadzor.gov.ru.

11. Hampasnenue cooOuiennii B cootBercTtBuUM ¢ NyHkTamu 8 u 10 Tlopsaka B OTHOIICHUH
3aperucTpupoBaHHbiX B Poccuiickoit denepannu JekapcTBEHHBIX NpeNapaToB, a TakXKe JIeKapCTBEHHBIX
mpenapaToB, OOpallleHHe KOTOPBIX [OMyCKAaeTCsl B COOTBETCTBMM ¢ 3aKOHOOATENbCTBOM Poccuiickoit
Oenepannu B cdepe obOpaleHns: JEKapCTBEHHBIX CPEICTB, 38 HCKIIOYCHUEM JIEKAPCTBEHHBIX MPENaparosB,
NpeIHa3HAuYEeHHBIX IS MPOBEJEHUS KIMHUYECKUX HCCIEIOBAaHUM, OCYIIECTBISETCS MO 3JIEKTPOHHOW IMouTe
U3BEIICHNEM O HEXKeNaTeNbHON peakuu WM OTCYTCTBUH TepareBTUUecKoro 3¢ ¢eKTa IJIeKapCTBEHHOTO
npenaparta (pekoMeHIyeMblii oOpazenr mnpuBeneH B npunoxeHun N 1 k Tlopsaky). B oTHomeHun
JIEKapCTBEHHBIX IPENapaToB, MPEeAHA3HAYSHHBIX IS MPOBEIEHUS KIMHUYECKUX HCCIEOBAHUN - COOOIIEHIEM
O CEpbe3HON HENpeNBUIECHHON HEXeJlaTeIbHOW peakllMM Ha JIEKapCTBEHHBIM IMpemnapar, H3ydaeMblil B
KIIMHUYECKOM HCCIIEIOBAHNH (PEKOMEHIyeMbIi oOpaserr npuseieH B NpunoxeHnn N 2 k Iopsaky).

12. Cucrema dapmakoHanzopa, opranmsyemas JIPY, nomkHa cooTBercTBOBaTh [lpaBunam
HaJUIeKAIeH MpakTHKK (hapMakoHaa30pa EBpa3nuiickoro SKOHOMHYECKOTO CO03a, YTBEPKACHHBIM PelleHem

CoBera EBpasniickoii s5KOHOMIUECKOi KoMucenn ot 3 Hosiops 2016 . N 87" (nanee - Hamnexamas mpakTika

(apmakonamzopa). Ilopsmox mpencTaBieHuss WHGOpPMAIME IO OE30MACHOCTA B XOA€ KIMHUYECKHX
HCCIIEIOBAHNN JTOJDKEH COOTBETCTBOBAThH [1paBuriaMm Haanexamiell KIMHWYECKOH MpakTuku EBpasuiickoro
9KOHOMHYECKOTO COI03a, yTBepxKaeHHbIM PelleHnem Coserta EBpa3uiickoil 9KOHOMHUECKOH KOMHCCHH OT 3

HOs10ps1 2016 T. N 79° (manee - Hajurexamas KTMHAYECKas! IPAKTHKA).

13. IPY B Teuenne 3 paboumx qHEW HampamisitoT B Poc3mpaBHan30p WH(POPMAIWIO, MOAMAIAOIIYIO
IOJl ONpENeJICHUEe SKCTPEHHOH MpolieMbl O€30MacHOCTH, B COOTBETCTBUH ¢ MyHKTamu 756 u 757
Hannexameit npaktuku (apmakoHaa3opa, 1mo aapecy aiekTpoHHou moutel ESI@roszdravnadozr.gov.ru, ¢
00s13aTeIBHBIM JIOCHUIOM Ha OyMa)XHOM HOCHUTEIIE.

14. Moxymentsl mnepuomuyeckoit ordetHoctu - [IOOB, POOB, a taxxe IIYP, nampamasiorcs B
PoczapaBuaazop nocpeactsom ANC Poc3npaBHan3opa v perucTpUpPYIOTCS aBTOMaTHYECKH.

15. JIPY mnpencrasnsior B Poc3apaBHamzop [1IOOB, coorBetcTByronuii Tpebopanusm pasgena VI
"Tlepnoanuaeckuii 0OHOBIISIEMEII OTYET 1Mo Oe3omacHocTH" Hamnexxamel mpaktuku papMakoHaa3opa.
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16. Tlopsgox mpencraienuss [IOOB B coorBercTBHM ¢ MYyHKTOM 698 Hamnexaieit npaxTtuku
(hapMakoHa30pa PacIPOCTPAHSICTCS HA JIEKAPCTBEHHBIC MTPENapaThl, MPOIICIIIHE MPOIICAYPY PETUCTPAINH HITH
MpUBEeIEHHBIE B COOTBETCTBHE C TPEOOBAaHUSMH pETHUCTpalnu EBpasmiickoro SKOHOMHYECKOTO coro3a. B
OCTaJbHBIX CITydasx TpeOOBaHWSA K TEPHOAMYHOCTH H cpokam mpenocrapieHuss [1OOb ompenensrores
nyHKTamun 696 u 697 Hannexaried npakTuku GpapMakoHaa30pa.

17. Ilpu BBISBICHNN HEXKENATEeNbHBIX peaklUi NMpH MPUMEHEHUH JIEKAPCTBEHHOTO Tpernapara U WHOH
nHpopMaru 1o ©Oe3omacHOCTH U 3G (EKTUBHOCTH, HE COJACPKAIIMXCS B OOIIeH XapaKTePUCTHUKE
JICKapCTBEHHOTO MpenapaTa ¥ (MiIi) HHCTPYKIMHU M0 METUITMHCKOMY PUMEHEHHIO JICKAPCTBEHHOTO Iperapara
U U3MEHSIONIMX OTHOUICHHE OXXUJAAEMOM IOJIb3bl K BO3MOXXHOMY PHCKY NPUMEHEHHsS JICKapCTBEHHOIO
mpemnapara, a Takxke Mpy HecoO o ieHnn TpeboBanuii k npeactasiennto [I00B, yctaHoBieHHBIX MYHKTaMu 14
, 15, 16 Tlopsinka, Poc3apaBHam3op B TeueHWe 5 pabouyux AHEH CO JHS BBISIBICHHS YKA3aHHBIX CBEICHUI
paccMaTpuBaeT Bompoc 0 HeobOxomumocTu 3ampoca y JIPY Baeouepemnoro IIOOB, B cooTBeTcTBHH C
nyHkToMm 701 Hamnexarel npaktuku hapMakoHaa3opa.

18. Hudopmaruss 0 cepbe3HBIX HENPEABUACHHBIX HEXKEIATEIBHBIX PEAKIUAX Ha HCCIEIyEMBIH
JIeKapCTBEHHBIN Tperapar u uHas nH(opMaIus mo 0e30MacHOCTH B paMKaX WHTEPBEHIIMOHHOTO KITMHUYECKOTO
WCCIIeIOBAHNUS JIEKApCTBEHHOTO TIperapara HarmpasisitoTcest B Poc3paBHaA30p B COOTBETCTBUH C TPEOOBAHUSAMHU
nyHKTOB 1 1 2.2 npunoxenns N 11 k Hamnexaniel KIMHAYECKOW MPAKTHKE.

19. KOpunnyeckue nmia, Ha WM KOTOPBIX BBIJAHO pa3pellieHHe Ha IPOBEISHHE KIMHUYECKHIX
HCCIeIOBaHuH, npeactapisioT B Pocaapasuanzop POOB B cooTBeTcTBUM ¢ TpeboBaHusiMu NpurioxerHns N 12
k Hajurexarelt KTMHUYECKON MPaKTHUKH.

20. Opranuzanusi cyObeKTaMu OOpalieHus JIEKAPCTBEHHBIX CPEICTB (MEIUIIMHCKUMU OPTraHU3aI[UsIMH )
paboThl 1O BBISBICHUIO HEKEIATSIBHBIX PEaKIMid IPH NPUMCHCHUU JICKAPCTBEHHBIX MPEnapaToB JyIs
MEIUIIMHCKOTO TPUMEHEHHsI U WHOW HWH(popManuu mo 6e3omacHOCTH W A(PQPEKTUBHOCTH NPH NPUMEHECHUH
JICKQpPCTBEHHBIX IPEMapaToB Ui MEIUIIMHCKOIO TNPUMEHEHHs] PErIaMEHTUPYETCS WX BHYTPECHHHMH
JIOKYMEHTaMH (BKJIIOYast TOKYMEHTBI 110 00ECIICUECHHUIO KaueCTBa IPOIIECCOB, BHYTPEHHHUE MPOLICAYPHI).

21. CyOBexTsl oOpaleHust JeKapCTBEHHBIX CPEICTB (METUIIMHCKIE OpTaHu3alny) 00s13aHbl B CPOK HE
Oomee 3 pabounx mHEH coolmaTh B Poc3mpaBHAA30p 0 CEPhE3HBIX HEXKENATSIBHBIX PEAKITUIX TIPH MPUMEHEHUH
JIEKapCTBEHHOTO TIperapara Uil MEJUIIMHCKOTO MPUMEHEHHs C JIETATbHBIM MCXOJ0M HIIM yTPO30# JKHU3HH, CO
ITHS HACTYIJICHHWS yKa3aHHBIX COOBITHH, 32 HMCKIIOYCHHEM HEKEIaTeNbHBIX PEaKIHH, BBIIBICHHBIX B XOJE
MIPOBEICHHSI KIMHUYECKUX HCCIIeIOBAHMIA, IPOBOIUMBIX B JAHHOW MEIUITMHCKOW OpTaHHU3aIlNY.

22. CyObeKThl OOpalieHHus JeKapCTBEHHBIX CpPEACTB (METUIIMHCKHE OpraHu3alii) B CpPOK, HE
MPEBBIIAINUN 15 KaneHmapHBIX JHEH CO JIHSA HACTYIUICHHUS HIDKCIIEPEYHCICHHBIX COOBITHH, COOONIAIOT B
Poc3apaBHaa30p 0 CHEMYIOIIUX HEXKEIATEIBHBIX PEAKIHUAX MPU MPUMEHEHUH JICKAPCTBEHHOTO Iperapara Jyis
MEJUIMHCKOTO MPUMEHEHUSI 1 WHON MH(popManuu mo 0e30macHOCTH U 3()(PEKTUBHOCTH, BBISIBICHHON NaHHOM
MEJUITMHCKON OpraHu3aifeil, 3a UCKIIOUCHUEM HEXENATeIbHBIX PEaKIUi, BBIIBICHHBIX B XOJIe MPOBEICHUS
KJIIMHUYECKUX UCCIICIOBAHUMN:

CEPBhE3HBIX HEKENATCIBHBIX PEAKIUAX TPH TPUMECHCHHH JICKQPCTBEHHOTO Tperapara i
MEIUIIMHCKOI'O MPUMEHEHHS, 32 MCKIIFOUCHHEM CEPhE3HBIX HEXKENATCbHBIX PEaKIMid, YKa3aHHbIX B MYHKTE 21
Tlopsinka;

CIIyJasx Tepenadyrd HH(PEKIIMOHHOTOo 3a00IeBaHNs Yepe3 JIeKapCTBEHHBIN Mperapar sl MEIUIIMHCKOTO
MIPUMEHEHUS;

CIIy4asix OTCYTCTBHS 3asABJICHHOW 3((EKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHUS], IPUMEHSIEMBIX TIPU 3a00JeBaHUSX, MPEACTABISIONINX YIPO3Y IS )KU3HHU YEIIOBEKa, BAKIMH IS
NpOQUIAKTUKY  MH(EKIIMOHHBIX  3a00JCBaHMN, JICKAPCTBEHHBIX MpENapaToB Ui  MPEAOTBPAILCHHS
OCpEMEHHOCTH, KOTJla OTCYTCTBHE KIMHHYECKOro 3(h(ekTa He BhI3BAHO WHAMBHIYATbHBIMH OCOOCHHOCTSIMU
naiuenTa u (win) cnenudukoii ero 3adosieBaHus;

HEXEJIaTeIBbHBIX PEaKIUAX, BOHUKIINX BCIEIACTBUE 3JIOYMOTPEOICHUS JCKAPCTBEHHBIM IMperapaToM
JUTST METUITMHCKOTO MPHUMEHEHHUS, B CIydasx YMBIIUIICHHOW MEepe03UPOBKH JIEKAPCTBEHHOTO Tpemnapara, mpu
BO3JICHCTBUH, CBSI3aHHOM C POJOM 3aHATHN, WX B CIydasxX HCIIOJB30BAHUS JICKAPCTBEHHOTO Ipemapara s
MEIUITMHCKOTO MTPUMEHEHHS B IIEJISIX YMBIMUICHHOTO TPUYUHEHAS Bpe/ia )KU3HU U 3J0POBBIO UEIIOBEKA.

23. Hampasnenue cooOmienuii B Poc3apaBHan3op B pamkax TpeboBanmii MoAnyHkTa 4.8 nyHkTa 4
MOpSIKA CO3MaHUS W JEeATeNFHOCTH BpadyeOHON KOMHCCHHM METUIIMHCKOW OpTaHW3allid, YTBEPKIECHHOTO
NnprKkasoM MuHucTepcTBa 3IpaBOOXPAHEHUs] U couuanbHOro pasButus Poccuiickoit denepamuu ot 5 mas
2012 r. N 5021 "OO6 yTBepkIeHUU TOPSAKA CO3MaHUS U JIEATENHOCTH BpaueOHOW KOMHUCCHH MEIUIIUHCKOW

opraam3anun"’, OCyIecTBIAETCA B COOTBETCTBHH ¢ MyHKTamy 7 u 10 TTopsiaka, B CPOK, He NpeBBIIAIONIHIT 5
pabounx JHEH CO JHS MPHUHATHSA PEIICHUS O HA3HAYEHWH JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO
MPUMEHCHUS MTPU HATWYUH MEIUIIMHCKUAX TIOKa3aHNi BpaueOHOM KOMUCCHE.

24. Cpok [uis COOOIICHHS O HEKETATENLHBIX PEAKIUAX MPU MPUMEHEHHUHN JIEKApCTBEHHOTO Mpenapara
JUIT METUIIMHCKOTO TPUMEHEHHS U WHOW WH(OpMAanuu mo 06e30MacHOCTH W 3(PPEKTUBHOCTH, YKa3aHHOTO B
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nyHktax 21, 22 Iopsiaka, MCYUCIACTCS CO JHS, KOIJIa OTBETCTBEHHOMY 110 (papMaKOHA30py IOJIKHOCTHOMY
TuIy cyOpekTa oOpalieHus JeKapCTBEHHBIX CPEACTB (MEAWIMHCKOM OpTaHW3allii) CTalld HW3BECTHBI
CIEQyIOIINE CBEINCHWS O HEXEeNaTeIbHONH peakuu WId WHOH uHpopMamuun 1o Oe30MacHOCTH |
3¢ PeKTHUBHOCTH:

rH(pOpMAaIHs, MO3BONISIOMAsS WACHTUDUIIUPOBATh FOPUINYECKOe WU (PU3NIECKOE JIUIO, BBITBUBIICE
HEeXeINaTeNbHYI0 PEaKIUio WK 0COOYIO CHTYAIHIO;

nH(popMaIus, TO3BOJIAIONIAS HISHTHPHUIUPOBATh (PHU3MUECKOE JIMIO, Y KOTOPOro HaOI0Ianach
HeXenaTelbHas peaKius;

rH(pOpMAaIUs, TO3BOJIAIONIAS UICHTU(PHUIIMPOBATH JICKAPCTBEHHBIN Mpenapar;

ruH(pOpMAIHS, TO3BOJIIONIAS UICHTU(PUIIMPOBATH CUMIITOMBI HEXEIaTeIbHON PeaKInu.

25. Komuu cooOleHuid, HampaBlieHHBIX B Poc3japaBHaj30p MEIAMIIMHCKON oOpraHu3anuedl B
cooTBeTCTBHH C MYyHKTaMu 21-23 Tlopsaka, COXpaHSIIOTCS B MEAWIIMHCKOMN TOKYMEHTAIMH TAlHEHTOB.

26. Coo0mieHnsi, TOCTyHAIONINEe OT MEIUIMHCKUX OPTaHU3aIlfii, CICIHAIMCTOB 3IPaBOOXPAHCHIS,
MAIUeHTOB WX WX MPEACTaBUTENEeH 10 AJIEKTPOHHOM MoYTe MM Ha OyMakKHOM HOCHTEJE PETUCTPHUPYIOTCS B
COOTBETCTBHH C YCTAaHOBJICHHBIM B Poc3apaBHaq30pe MOPSIAKOM JETIOPON3BOICTBA.

27. Onenka wHPOpPMAIMM HAYYHOTO M KIMHHYECKOTO XapakTepa, COoAepiamleicss B COOOIIEHUSX,
noctynaromux B AUC Poc3npaBHam30pa, OCymIECTBISETCS SKCIEPTHOW OpraHU3aIeil B Te4eHne 5 pabodmx
JTHEH CO JTHS MX TOCTYTIICHHUSL.

28. OueHka nH(pOpMaLUN HAYYHOTO M KIMHHYECKOTO XapakTepa, coxepxameiics B IIOOb u POOB,
IIPOBOJIUTCS PKCIIEPTHON OpraHm3anueld B TedeHne 60 pabouux IHEH cO JAHS MX TOCTYIUICHHS B 3KCIEPTHYIO
OpraHU3aLHIO.

29. PesynpraThl OLEHKM HMHGOPMALMU HAayYHOTO M KIMHHYECKOTO XapakTepa, cojaepKalleics B
COOOIIEHMX, HaNpaBA0Tca B Poc3apaBHaA30p SKCIIEPTHOM opraHu3alyel B COCTaBe eKeHeAeIbHBIX OTUETOB.

30. Pe3ynbTaThl OIICHKM MH(DOPMALIMK HAYYHOT'O U KIIMHUYECKOI'0 XapakTepa, coaeprxkainetics B [I00B,
POOBb, IIYP, nampaBmsatorcs B Poc3apaBHam30p B COCTaBe CKCHENCTHHBIX U €KEMECSYHBIX OTYCTOB
3KCIEPTHOMN OpraHu3aluu.

31. Ilpm BBIIBICHUW OKCIIEPTHOW OpTraHM3aIledl HecooTBeTCTBHA mpenctaBieHHoro [100b
TpeboBanusaM MyHKTOB 587-687, 690 Hamrexameii npaktuku (apmakonanzopa win POOB tpeboBaHusIM
npunoxeHua N 12 k Haanexarieid KIIMHUYECKON MpakTUKe, HHGOpPMAIUS 00 OTKIOHCHUU MPECTABICHHOTO
nokyMeHTa BHocutcsi B AVIC Poc3npaBHam3opa B TedueHue 5 paboumx JHEH cO JHS BBIHECEHHS IKCIEPTHOTO
3aKJIFOUEHUS C ONMCAaHWEM NPUYHH OTKIOHEeHUs. COOTBETCTBYIOIIEE YBEJOMIICHHE 00 OTKIOHEHHH JOKYMEHTa
aBToMaTH4ecku Hampapisercs [APY unu ropuauyeckoMy JHIly, HA UMS KOTOPOTO BBIAAHO pa3pelieHUE Ha
MIPOBEJICHUE KIIMHUYECKUX UCCIeIoBanui, B Tn4HbIH kabuneT AVC Poc3npaBHan3opa.

32. JIPY nexapcTBEHHOTO Mpernapara Uil IOpUANYECKOE JIMIO, Ha UM KOTOPOTO BBIIAHO pa3pellieHne
Ha TPOBEJICHNE KIMHUYECKUX HCCIIEeOBAaHMA, B CPOK, HEe MpeBbimaromui 30 pabounx AHEH co JHS TMONTydeHUs
JNIEKTPOHHOTO yBenomiieHus Poc3apaBHam3opa, ykasanHoro B MNyHKTe 31 Tlopsimka, HampaBisieT B
PocznpaBaamzop [TOOB, npuBeneHHbI B cOOTBETCTBHE € TpeOoBaHMsMU MYHKTOB 587-687 Hamnexamei
MpakTUKH (PapMaKkoHAI30pa, C yU4eTOM 3aMEYaHHWi IKCIEepTHOW opranm3aruu, win POOb, mpuBeneHHBIA B
COOTBETCTBHE ¢ TpeboBanusamu npunoxeHna N 12 k Hamrexamiell KIMHHYECKON NPAaKTHKE, C YYETOM
3aMEUYaHul SKCIIEPTHON OpraHu3aIuy.

33. B ciy4ae TpeXKpaTHOTO TOJIPSAN BBISBICHUS OJKCIEPTHOW OpraHM3alueldl HEeCOOTBETCTBHUS
npencrasienHoro [1IOOb  TpeGosanusam pasgena VIl "Tlepuoauyeckuii OOHOBISAEMBIA OTYET MO
OesomacHoctn" Hanexameit mnpakTtuku ¢dapMakoHaA30pa HIM  TPEXKPATHOTO MOIPST HECOOTBETCTBUS
npencrasienHoro POOB tpeboanusam npunoxeHns N 12 k Haanexaineil KITHHUYECKON MPAaKTHKE HA OJTUH
JICKapCTBEHHBIN Npernapar, nHpopmanus 00 3TOM TIOBOUTCS SKCIIEPTHOM opranu3anue 10 Poc3npaBHanzopa B
TedeHune 5 pabounx JHEW CO JHS BHIHECEHHs SKCIIEPTHOTO 3aKIIOUEHHUS.

34. Poc3apaBHam30p mpu ToiydyeHUH uH(popmaiuu, ykaszanHod B MyHkTe 33 Ilopsaka, mpHHUMAET
pelieHre 0 HeoOXOIUMOCTH MPOBEICHHS BHEIUIAHOBOW WHCIIEKIIMU CHCTeMbI apmakoHanzopa JIPY nannoro
JICKApCTBEHHOTO Iperapara B cooTBeTcTBUU ¢ pasferniom |V "MHcnekrupoBanue cucteMbl (hapMakoHaazopa'
Hannexame#t npakTuky hapmMakoHaa30pa.

35. Ilpu BEHIIBIICHWW OKCIIEPTHOW OpTraHM3aIleii B Xo0Ie OIEHKH WHQPOPMAIMd HAYIHOTO H
KIMHAYECKOTO XapakTepa, coaepkamnuxces B coodmenusx, [I0Ob, POOb cBeneHuii, OTCYTCTBYIOMINX B OOIICH
XapaKTEepPUCTUKE JIEKapCTBEHHOTO Tipemapara ¥ (WIM) WHCTPYKIUH 10 MEAUIUHCKOMY TNPHUMEHEHHUIO
JIEKapCTBEHHOTO TpernapaTa Wid AOKYMEHTAWH KIMHHYECKOTO HCCIEeNOBaHUs, W M3MEHSIOIUX OTHOIICHHE
OKUaeMO¥ TI0JIb3bI K BO3MOXKHOMY PHCKY ITPHMEHEHUS JICKAPCTBEHHOT'O TIperapara, SIKCIepTHas OpraHu3aius
HampaBIIsIeT 3aKkiodeHue 00 3ToM B Poc3apaBHaa3op B cpok He mo3znHee 5 pabouux AHEH co IHS BHIHECEHHS
3KCIIEPTHOTO 3aKIIOUEHUSI.

36. B ciydae BBISIBJICHUS OJKCICPTHOW OpraHu3anuedl HECOONIOJCHHUsS CyOBEKTOM OOpalieHus
JICKApCTBEHHBIX CPEJICTB JACUCTBYIOIIUX Ha Tepputopun Poccuiickoii Denepannu 00s3aTeIbHBIX TPEOOBaHUH B
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obOmactn (apmakonagzopa Poc3apaBHan3op MpUHHMAaET pEIMICHHE O HEOOXOJUMOCTH MPHUOCTAHOBICHUS
MIPUMEHEHUS] JIeKApCTBEHHOI'O TMpemapaTa s MEAWIHWHCKOTO TPHMEHEHHs W TPOBEACHWH BHEIUIAHOBOW
HMHCITEKITNHN CHCTeMBI hapMakoHam3opa JIPY maHHOTO JIeKapCTBEHHOTO IIpemnapara.

37. B ciayuae, eClM COIVIACHO 3aKJIIOYEHUIO SKCIEPTHON OpraHU3alluy, BEPOATHON NIPUUMHON pa3BUTHA
HEeXeNaTeNbHOW peaknuy TPH MPUMEHEHUH JIEKapCTBEHHOTO Ipemnapara il METUIIMHCKOTO MPUMEHEHHS
MOTJIO SIBJISITBCS HECOOTBETCTBHE JIEKAPCTBEHHOTO TMperapara TpeOOBaHMSAM K KayecTBY, YCTAHOBJIEHHBIM
(apmakomneiiHoll cTaThbell WM HOPMATUBHON JOKyMEHTauueil (HOpMaTUBHBIM JAOKyMEHTOM), Poc3npaBHamz3op
NPUHUMAET PELICHUE O MPOBEACHHH MEPONPHATHH, MPEAYCMOTPEHHBIX CTaTbamun 69, 74, 84 denepanbHOro
3akoHa oT 31 mtomst 2020 1. N 248-®3 "O rocymapcTBEHHOM KOHTpOJIEe (HaA30pe) U MyHULUIIAIHLHOM KOHTPOJIE
B Poccuiickoit ®eneparun’.

38. Ilpum mocTymieHWW 3aKIIOYEHHs SKCHEPTHOW OpraHu3aliH, CcoJep)Kallero WHQOPMAaIHUI0 O
BBISIBIICHHM HOBBIX JIAHHBIX TI0 0€30mMacHOCTH U A(PQEKTUBHOCTH JICKAPCTBEHHBIX TIPENapaToB, He
coJiepKammuxcs B o0IIei XxapakTepuCTHKE JIEKAPCTBEHHOTO Tpernapara U (M) HHCTPYKIUU 110 MEAULUTHCKOMY
MIPUMEHEHUIO WIM AOKYMEHTAllMH KIMHUYECKOTO WCCIEAOBAaHUS, HM3MEHSIOIMNX OTHOIICHHWE OXHIaeMOH
IOJIB3BI K BO3MOXKHOMY PHCKY TIPHMEHEHHUS JIeKapCTBEHHBIX IIPErapaTtoB (Jajiee - HOBbIE JaHHBIE IIO
6e3omacHoctn), Poc3apaBHam3op yeemomisier 00 3tom JIPY mekapcTBeHHOTO Tpemnapara WM IOPHUIANYECKOE
JUII0, Ha UM KOTOPOTO BBIJIAHO pa3pellieHne Ha MPOBeIeHNe KIIMHUIECKIX UCCIe0BAaHU, B TUYHOM KaOWHETEe
AUC Poc3apaBHaazopa B TedeHne 5 pabounx THEH CO THS BBIHECEHHSI SKCIIEPTHOTO 3aKITFOUSHUS.

39. Ha ocHOBaHMH 3aKJIIOUEHMSI OSKCIIEPTHOM OpraHU3allid, COAEPIKALIETO BBIBOA O TOM, 4YTO
JICKapCTBEHHBIN Tpenapar sIBISCTCS OMACHBIM (HAHOCHUT CEphE3HBI WIIM HETONpPaBHUMBIM BpeA 3A0POBBIO
4enoBeka, 100 J0Ka3aHO HEOJarompHATHOE COOTHOIICHHE "TOJNb3a - PUCK" WIIM BBISBICHA JOKYMEHTAJIbHO
MOATBEP)KJCHHAS HEAOCTATOYHAs TepameBTHYecKas dS()(EKTUBHOCTh JIEKAPCTBEHHOrO Tpernapara IpH
COOJIIOZICHUU  YCIIOBHHM €ro TNpPUMEHEHHs, OIMCAHHBIX B YTBEp)KICHHOW 0OIIel XapaKTEepHUCTHKE
JICKApCTBEHHOTO Tpernapara, Ju00 HE BBINOJIHEHBI 00s3arenbcTBa 10 (papmakonanzopy APV, nmbo He
BhINONTHEHB! J[PY TpeGoBaHUs yIIOTHOMOYEHHOTO OpraHa B cooTBeTcTBHH ¢ NyHKTaMu 116 u 118 IlpaBun
pEeruCTpalii W JKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB JUISI MEIWUIIMHCKOTO TPUMEHEHHS, YTBEPIKIEHHBIX

PelwieHviem Coera EBpasmiickoii 9KOHOMHMYECKOH KOMHCCHH OT 3 HosOpst 2016 . N 78’ ecm TakoBble
TpeOoBaHMS OBLIM YCTaHOBJIEHBI NPHU perucrpanuu, Poc3npaBHam3op B TedeHne 5 paboumx nHEH co AHA
MIOCTYIUIEHUS! 3aKIIOYEHHUS OJKCIEPTHOW OpraHW3ald HampaBiseT B MMHHCTEPCTBO 3/paBOOXpaHEHHS
Poccutiickoit @eneparnnun MHOOPMAIAIO IS PUOCTAHOBJICHHUS JEHCTBUS PETHCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 MpernapaTra Wi OrPaHWYEHUs NPUMEHEHHs JIEKapCTBEHHOrO Ipenapara ¢ HpUII0KEHHEM
KOINWH 3aKJTIOYCHUST SKCIEPTHON OpraHu3alMy, B COOTBETCTBUU ¢ MYHKTOM 76 Hamnexamieid mNpakTHKH
(hapmakoHam30pa.

40. IPY nexapCTBEHHOTO Mpemnapara Wik IPUIXYECKOE U0, HA UMsI KOTOPOI'O BBIIAHO pa3pelIcHUe
Ha NPOBEICHHUE KIMHUYECKUX HCCIeOBaHHUU, B TedeHne 10 pabouux gHel co IHS MOJTYyYeHHUs YBEAOMIICHHS
PocsnpaBnanzopa, ykazanHoro B MyHKTe 38 Ilopsaka, NpOBOIUT aHAKM3 JOCTOBEPHOCTH MOJTYYCHHOU
WHPOPMALMK O HOBBIX JaHHBIX MO O€30MacHOCTH (aHATU3 JOCTOBEPHOCTH HMH(POPMALUHN) M PE3yJbTaThl
npeacTasiseT B Poc3npaBaanzop. [Ipu HeoOxoaumoctu nipoBeaeHus JIPY wnu 1opuandecKuM JIUIOM, Ha UMS
KOTOPOTO BBHIJJAHO pa3pellieHHue Ha MPOBEACHUE KIMHHYECKHX HCCIIEJOBaHUMN, Oojee JeTalbHOW MPOBEPKH
KadecTBa, 9Q(PEKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOTO Tpenapara, B TeueHue 10 paboumx JHeH co THs
nojaydyeHus: yBejomuieHusi PocsnpaBHamzopa JAPY wiu ropuanudeckoe JHIO, HA WM KOTOPOTO BBIJAHO
paspelieHre Ha IPOBEICHUE KIMHUYECKUX HCCIEI0BAHNM, MpeAcTaBisieT B Poc3qpaBHaa30p npeaBapuTeabHbIA
OTBET O HEOOXOMUMOCTH WM OTCYTCTBUHM HEOOXOJUMOCTH MPHHATHS CPOYHBIX Mep MO JNalbHEUIIeMy
oOpaIleHHIo JIEKapCTBEHHOTO Mpemnapara.

41. B mepuon mpoBeAeHUs aHaIK3a JOCTOBEpHOCTH MH(popManuu, ykazanHoro B NyHKTe 40 Tlopsika,
[APY nexapCTBEHHOTo IMpemapara WU IOPUIUYECKOE JIMLO, HA UM KOTOPOrO BBIIAHO pa3pellieHHe Ha
MIPOBEJICHNE KIMHUYECKUX HCCIEAOBAaHUM, NPUHUMAEeT MEpbl Ui OIpPEJENEeHUs] PUCKA, CBA3aHHOTO C
oOpalieHHeM COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Ipemapara, a TakKe KOMIUIEKC MEpOIPHUATHH,
HaIpaBJeHHBIX Ha MPEAOTBPAILEHIE WM YMEHbIIEHHE BEPOATHOCTH BO3SHUKHOBEHHUS HEXKEIATEIbHBIX PEAKIIHA,
CBSI3aHHBIX C BO3/IEHCTBUEM JIEKAPCTBEHHOTO NpenapaTa, 1100 Ha yMEHbIIEHHE CTENEHH TSXKECTH UIIH BIUSHUSL
HEe)KeJaTeTbHBIX PeaKIfii Ha MalleHTa B cIy4yae X pa3BUTHS.

42. B Teuenme 10 paboumx mHEH CO MHSA TOCTYIUICHHSI PE3YJIHTATOB aHAIHW3a JTOCTOBEPHOCTH
nHpopmaruy, ykazanHod B MyHKTe 40 Tlopsaka, mpoemeHHoro [APY, wmu co JHS HUCTEYEHUS CPOKa,
otBeaeHHoro JIPY Ha mpoBemeHne yKa3aHHOTO aHAM3a JOCTOBEPHOCTH WH(poOpmaruu, ymbo B TeueHue 10
paboumx pmHEH co JAHA TOCTyIuleHuss B Poc3mpaBHam30p pe3yiabTaToB KOHTPOJIBHOTO (HAA30PHOTO)
MeponpHsThs, YykazaHHoro B NyHkTe 37 Tlopsaka, Poc3npaBHamzop yBemomisieT MUHHCTEPCTBO
3npaBooxpaHenus Poccuiickoit @enepanny o BBISIBICHHH HOBBIX JaHHBIX 10 Oe30macHOCTH U 3(h(eKTUBHOCTH
JIEKapCTBEHHBIX TPENapaToB, HE COAEPIKAIINXCS B 00IIeH XapaKTepUCTHUKE JIEKAPCTBEHHOTO Tpenapara 1 (HUiIH)
WHCTPYKIUH 110 MEAULUHCKOMY TIPUMEHEHHIO UITH TOKYMEHTAIMH KIMHUYECKOTO UCCIIET0BAaHM, N3MEHAIOMUX
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OTHOIIIEHUE OXKUIAEMOM MONIB3BI K BO3SMOXXHOMY PUCKY TIPUMEHEHHS JIEKAPCTBEHHBIX MPETapaToB, B TOM YHUCIIE
IIpH BBISIBJIGHWH HEOOXOJMMOCTH BHECEHHS W3MEHEHWH B HMHCTPYKIHMIO MO MEAWUIMHCKOMY TNPHUMEHEHHUIO
JIEKapCTBEHHOI'0 IIperapaTa B OTHOIUICHUU CBEICHUI O IOKa3aHUAX Ul NMPUMEHEHHS M IPOTHUBOIIOKA3aHUAX
IUIsl IPUMEHEHHUS JIEKAPCTBEHHOTO Iperapara, BbISIBICHHBIX TOOOYHBIX ACHCTBUAX, HEXKEIATEIbHBIX PEAKIUIX
IpY T[PUMEHEHUH JIEKapCTBEHHOTO Ipemapara s MEIULHUHCKOrO INPHUMEHEHHS, U  HampasiseT
COOTBETCTBYIOIIYIO HMH(GOPMALUIO IJIsI PACCMOTPEHHs] BONpPOCa O HEOOXOAMMOCTH BHECCHMS H3MEHEHUH B
pPErUCTpalMOHHOE J0ChE JIEKAPCTBEHHOI'O Mpernapara, OTMEHBI IOCYJapCTBEHHON pPErucTpalyy, NPOBEICHUU
JOKJIMHUYECKUX WM KIMHWYECKUX MCCIICAOBAaHMH JIEKAaPCTBEHHOTO IMpenapaTa, JM00 WHBIX JOMOJHHUTEIBLHBIX
HcclenoBaHud  KadecTBa, H(PQEKTUBHOCTH U 0OE30MacCHOCTH JIEKAPCTBEHHOTro IMpemapaTta (nmamee -
JIOTIOJIHUTENILHBIC HMCCIICJOBAHUA), a TaKKe O HEoO0XoauMocTH, Ju00 00 OTCYTCTBHM HEOOXOAMMOCTH
IIPUOCTAHOBJICHUSI TIPUMEHEHMs JIeKapCTBEHHOTO TIpenapaTa Ha TEepHOJ TPOBEIEHUS TOMOJHUTEIbHBIX
ucclefloBaHuM, 1100 Ha TepuoJ, HEOOXOAUMBIH [UIsI BHECEHHS W3MEHEHHH B PETUCTPALMOHHYIO
JIOKYMEHTAIIHIO JIEKapCTBEHHOTO Tpernapara.

43. Ilo mToraM paccMOTpEHHs pe3yJIbTaTOB aHalM3a JOCTOBEPHOCTH HWH(OPMAINHM, YKa3aHHOTO B
nyHkte 40 Ilopsaxa, npencraBiaeHHbX [IPY nexapcTBeHHOro mpemnaparta, PocsapaBHanzop B Teuenue 30
pabouux aHel co JHS MOJYYEHUS Pe3yJbTaTOB aHAIM3a JOCTOBEPHOCTH MH(OPMALUU WM CO IHS UCTEUCHUS
cpoka, oTrBeaeHHoro JI[PY Ha mpoBeaeHue aHanu3a IOCTOBEPHOCTH HMH(OpMalMHM, NMPUHUMAET pEIICHHE O
Hanpasienun J[PY 3amnpoca o Heodxoaumoctu paspadbotku [TYP B cootBeTcTBHU ¢ MYHKTOM 352 Hammexaei
MIPAaKTUKU (papMaKoHaI30pa.

44. TIVP pomxeH cOOTBETCTBOBAaTh TpeOOBaHMIM Moapasaernos 5 "O63op ¢opmaTa u comepikaHUs
uiaHa ynpasieHus puckamu" u 6 "TlogpoOHOe onucaHne KaXKI0W 4acTy IUIaHa YIpaBJIeHUs] pUckaMu'" paszena
VI "Cucrema ynpasnenust puckamu" Hajmexariei npaktuku papmMakoHaa3opa.

45. ITYP nonnexut HampasieHuio B Poc3apaBHanzop B Teuenue 60 pabouux gHEH co AHS MOITYYCHUS
3anpoca Poc3npaBHanzopa, ykazanHoro B NyHKTe 43 [lopska.

46. Ipu BoisBienun JIPY B Xolie mpoBelneHHs aHaIHM3a JOCTOBEPHOCTH MH(GOPMAIINH, YKa3aHHOU B
nyHkte 40 Tlopsaka, wHQOpMANMM O HECOOTBETCTBUHM JICKAPCTBEHHOT'O TIpernapara TpeOOBaHUSIM
s dexTuBHOCTH U Oe30macHOCTH, JIPY JekapcTBEHHOTO Mpemnapara BIpaBe cCaMOCTOSATENBHO pa3padborats [TYP
H TPENCTaBUTH €ro B Poc3apaBHAag30p B COOTBETCTBHH ¢ MOAMNYyHKTOM "6" nyHkTta 233 Hamiexamreit
npakTuku (papmakonagzopa. Bo3moxxkno npemocrasienue IIYP B Poc3apaBHag3zop Ha OCHOBaHHMHM JaHHBIX,
BBISIBJICHHBIX caMuM JIPY.

47. IIYP Bkimrouaer mmoapoOHOE ONUCAaHWE BAXKHBIX PHCKOB JIEKAPCTBEHHOTO Ipernapara Hu
OTCYTCTBYIOIIEH HMH(pOpPMAaLMU O €ro Oe30MacHOCTH, a TakXKe MOAPOOHOE OMHCaHUEe MEPONPHATHI MO
(hapMakoHaa30py, HAPaABICHHBIX HA BBIIBICHUE HOBBIX M OLIEHKY MMEIOLIMXCS MpobieM Mo 0e30macHOCTH, ’
noapoOHOE ONMMCaHWE MEp MUHHMHU3ALUM PHCKOB, BKJIIOYAas OLEHKY JS(QEKTHBHOCTH JAaHHBIX Mep, B
COOTBETCTBHH ¢ NyHKTaMu 237-344 Haanexarueil mpakTHKu papMaKkoHa30pa.

48. 3akioueHue dKCIEPTHONW OpraHU3alK O JOCTATOYHOCTH MH(OpMaluu o npeacTaBieHHbIX B [TYP
KOMIUIEKCE MEpOTpPHSTHA, HampaBlIE€HHBIX Ha TNPEAOTBpAIICHHE WM yMEHBIICHHE BEPOSTHOCTH
BO3HUKHOBEHHSI HEKEIIATENbHBIX PEaKINi, CBSI3aHHBIX C BO3JEHCTBHEM JIEKapPCTBEHHOTO Mpemnapara, JInoo Ha
YMEHBIIIEHHE CTENECHU TSHKECTH WIIM BIMSHMS HEXeNaTelIbHbIX PEaklUil Ha MalMeHTa B CIy4ae UX Pa3BUTHS
(mamee - MepsI MHHIMH3AITN PUCKOB) pazMeriaeTcs B muaHoM kadumHeTe AVIC Poc3apaBramzopa B Teuenue 30
pabounx gHe co gaHA mnonyderus IIYP okcmeptHO# oprammzammed. Mepbl MHHMMH3AIMA PHCKOB
OCYIIECTBISIFOTCA B cooTBeTcTBUM ¢ MNyHKTamy 307-324 Hapnexaimeit npakTuku (apMakoHaazopa.
PoczapaBHanz3op B ciiydae HEOOXOAMMOCTH IyONMKYyeT Ha cBoeM O(ULMansHOM canTe mH(popMauuoHHbIC
MMChbMa B LEJSAX YBEIOMJIEHHS CIELUAINCTOB 37paBooxpaHeHus W Apyrux JAPY o BHeapeHHMH HOBBIX Mep
MUHUMH3AIUN PUCKOB.

49. B cnyyae mMONy4eHHUs YBEAOMIICHUS O HEOOXOIUMOCTH BHeceHus wusMmenenuit B I[IYP JIPY
JICKapCTBEHHOTO IIperapaTa B CPOK, He MpeBblmaromuii 30 paboynx JHEH co AHS TONyYeHHs NAaHHOTO
yBeIOMJIEHUs, nipeacTaBiisieT B Poc3apaBHaazop IIYP ¢ yueToM BHECEHHBIX U3BMEHEHUN.

50. B ciydae TpexKpaTHOTO TOAPSA BBIABICHHUS OSKCIIEPTHOM OpraHM3alMeil HECOOTBETCTBUS
npenctaBieHHbIX JIPY marepmanoB B paMKax JOTOTHHUTEIHHBIX MEP MUHHMH3AIMHA PHCKOB JIEKAPCTBEHHBIX
npenaparoB, HHGoOpMaIUs 00 3TOM SKCIEPTHON opraHu3anueld moBoautTcs a0 PocsmpaBHana3opa B TedeHHE S5
pabouux aHEH co JHS BEIHECEHUS 3KCIIEPTHOTO 3aKJIIOYEHUS.

51. Poc3nmpaBHaa30p Mpu MONy4YeHHW WHPOpManuu, ykazanHoud B NyHKTe 50 Tlopsaka, mpuHUMAET
pemieHre 0 HEOOXOAMMOCTH NPHOCTAHOBICHUM HPUMEHEHHs JIEKapCTBEHHOrO Ipernapara M NPOBEACHUS
BHEIUIAHOBOW MHCHIEKUMM CcHUcTeMbl (apmakoHan3opa JIPY amaHHOro JjekapcTBEHHOro mpenapara B
cootBercTBUM ¢ pasfenom |V "HHcnekTupoBaHue cucTeMbl (apmakoHamzopa" Hamiexariedt npakTHKu
(dhapmakoHaazopa.
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Mpuka3s ®enepanbHon cnyx6bl Mo Haa3opy B cdepe 3gpaBooxpaHeHns oT 17 mioHs 2024 r. N 3518 "O6

" MyHkt 52.1 craTtbn 4 denepanbHoro 3akona ot 12 ampens 2010 r. N 61-d3 "O6 obpamenun
JIEKapCTBEHHBIX CpesicTB".

2 MoanyHkT 5.1.4.3 nyHkta 5 Tonoxenus o DemepanpHoil ciyxbe Mo Hamsopy B chepe

3/paBOOXpaHEHUs, YTBEPKIECHHOTO NMOCTaHoBleHneM IlpaButensctBa Poccuiickoit @eaepanuu ot 30 uioHs

2004 r. N 323.

3 MoanyHkt 5.8(1) nyHkta 5 Tlomoxenns o ®enepampHoll cayxOe Mo Hamsopy B chepe

3/IpaBOOXpaHEHUS, YTBEPKIECHHOTO NMOCTaHoBleHneM IlpaButensctBa Poccuiickoit @eaepanuu ot 30 uioHs
2004 r. N 323.

* OduumansHblii caiit EBpasuiickoro skoHoMEYeckoro coosa http://www.eaeunion.org/, 21 HosOpst
2016 r. C nameHeHnsimu, BaecennbiMu PelleHvem Coera EBpa3suiickoli 5KOHOMHUYECKOH KOMHCCHH OT 19
mast 2022 r. N 81. Berynwio B cuny juist Poccutickoit ®@eneparnuu 6 mast 2017 r. SIBnsieTcst 00A3aTeNbHBIM 15
Poccuiickoii denepanuu B cooTBETCTBHM ¢ [JOroBOPOM o EBpasuiickoM 3KOHOMHYECKOM COI03e OT 29 Mmas
2014 r., parudunupoBanusiM PefepanbHbiM 3akoHOM ot 3 okTsaops 2014 r. N 279-®3 "O parudukanun

JoroBopa o EBpasuniickom s3koHOMHYeckoM coro3e". Berymun B cuty s Poccuiickoit @enepannu ¢ 1 sHBaps
2015 .

> OduumansHeli caiit EBpasuiickoro sKoHOMHYECKOro corosa http://www.eaeunion.org/, 21 Hos6ps
2016 r. Berymuno B cumy st Poccwmiickoit @enepammm 6 mast 2017 1. SIBmsercs o0Os3aTENbHBIM IS
Poccuiickoii Deneparuy B cOOTBeTCTBUU [JOroBOPOM o EBpa3suiickoM 3KOHOMHYECKOM COr03¢ OT 29 Mmas
2014 r., parudpumupoBandsiM PefeparibHbIM 3akoHOM ot 3 oktsaops 2014 r. N 279-®3 "O patudukaiyu

Horosopa o EBpa3zuiickoM s3xoHOMHYECKOM coro3e". Berynun B cuny nnst Poccuniickoit ®@enepanuu ¢ 1 sHBaps
2015 .

3apeructpupoBad MunucTepcTBOM focTHIMH Poccmiickoit Pemeparuun 9 wmrons 2012 .,
peructpauroHHelid N 24516, ¢ U3MEHEHUAMMW, BHECEHHBIMHU MPUKa3O0M MUHHCTEPCTBA 31PaBOOXPAHECHUS
Poccwuiickoit ®enepanmu ot 2 nexadbps 2013 r. N 886H (3apeructpupoBaH MUHHCTEPCTBOM IOCTHIIHH
Poccuiickoit denepaunn 23 nexadps 2013 r., peructpaunonssiii N 30714).

7 OcpummansHblii caift EBpasuiickoro skoHoMHueckoro coosa http://www.eaeunion.org/, 21 HosGps
2016 r. C u3meHeHussMH, BHeceHHbIMU Pemiennem CoBeta EBpasuiickoil dKOHOMHUYECKOW kKomuccuu OT 14
nioHs 2018 r. N 55, ot 30 aHBapst 2020 r. N 9, ot 23 gekabpst 2020 r. N 128, ot 5 mapta 2021 r. N 14,
ot 23 anpensa 2021 r. N 34, ot 17 mapta 2022 r. N 36, ot 23 ceHTabpsa 2022 r. N 141, oT 22 mas
2023 r. N 60, ot 20 oktabpsa 2023 r. N 114, ot 29 mas 2024 N 43. Berynuio B cuiny st Poccuiickoit
Ddeneparmu 6 mast 2017 1. SIBnstercst obs3atenbHBIM 1 Poccuiickoit depepannu B cOoTBETCTBUH [JOrOBOPOM
o EBpasuiickoM sxoHOMIYECKOM coto3e oT 29 mas 2014 r., parudunupoBanaeiM PeieparbHbiM 3aKOHOM OT
3 okts6pst 2014 1. N 279-@3 "O parudukauuu JJoroeopa o EBpazuiickom sxoHOMHYECKOM coro3e. Berymu B
cuy st Poccmiickoit @enepannu ¢ 1 staBaps 2015 T
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Mpuka3 ®enepanbHOM cryx0bl N0 HaA30py B cchepe 3apaBooxpaHeHus oT 17 uoHa 2024 r. N 3518 "O6 ytBepxxaeHun MNopsagka dpapmakoHagsopa nekapCTBEHHbIX

MpunoxeHne N 1

Kk Mopsiaky papmakoHag3opa nekapcTBeHHbIX
npenaparToB AN MeAULMHCKOro NPUMEHEHUS,
yTBepXAeHHOMY rnpukazom PeneparnbHON CIyXObl
no Haasopy B cchepe 34paBoOOXpPaHeHUA

o1 17.06.2024 r. N 3518

PekomeHgyembi ob6pasel

N3Belenne 0 HeskeNaTEJIbHOM peakIMU UM OTCYTCTBHHU TepaneBTHYecKoro 3¢ dekra jJekapcTBeHHOro npenapara

[] [lepBUUHOE [} HONOJIHUTEeJIbHaA MHOopMaLuMsa K COOOUEHMIO
N oT

IaHHBIEe [alLuMeHTa

VMHMuMaael naumeHTa (Ko nalMeHTa) Mo [:] M [:] X Bec KT

BospactT BepeMeHHOCTB |:|, CPOK HeIneJb

Arngieprusa |:| Her |:| EcTe, Ha

JleueHnue |:| aM6YJ'[aTOpHOG |:| CTallMMOHapHOe |:| caMoJIieueHre

JlekapCTRBEHHEIE IIpellapaTe, NPellOoJIOXMUTEJIEHO BE3BAaBIME HeXeJlaTeJlbHyl peakumio (HP)

HammMmeHnoraHue |Ilpomseo-|Homep oza, ITaTa ITaTa [lokazaHue
JIEKAPCTBEHHO— | IOUTEJNIb |Cepun nIyThb HadaJa |OKOHYAHUS
To IpernaparTa BBEeIIEHUA | Tepalumn Tepanumn
(Toproroe
HaMMeHOBaHMe)

05.03.2026 Cuctema FTAPAHT




Mpuka3 ®enepanbHOM cryx0bl N0 HaA30py B cchepe 3apaBooxpaHeHus oT 17 uoHa 2024 r. N 3518 "O6 ytBepxxaeHun MNopsagka dpapmakoHagsopa nekapCTBEHHbIX

1
2
3
HexemaTenpHaa peaxumsa HaTa Hauaja HP
OnmcaHme peakuumu (yKaxmuTe BCe OeTajM, BKJIOYAsA OaHHEE Kpurepmun cepbesHoctu HP:

J1aOO0PAaTOPHEIX MCCJIeOOBAaHMN)

CmMepThb

Yrposa XM3HU

Tlocnouranmsaumsa MUian ee nponJjieHme

VIHBAJIMOHOCTB

Bp OXIEeHHBEIE aHOMaJIuM

KnuHmMuyeckm B3HaAuMMoOe COOBITHUE

He npmMeHMMO

IaTa paspewenma HP —

[lpeOnprHATEE MEPHL

[J Bes JjieueHund [:] OTMeHa MNOIO3PEeBaeMOT0 JIEKAPCTBEHHOTO Ipelnapara

CHMXeHMEe O3Bl JIEKAPCTBEHHOIT'O IIpenapara

05.03.2026 Cuctema FTAPAHT



Mpuka3 ®enepanbHOM cryx0bl N0 HaA30py B cchepe 3apaBooxpaHeHus oT 17 uoHa 2024 r. N 3518 "O6 ytBepxxaeHun MNopsagka dpapmakoHagsopa nekapCTBEHHbIX

L1

|:| HemenmxkamMeHTO3HAA Tepalnmsa (B TOM umcIie Xypyprmdyeckoe BMEIIaTeJIbCTBO)

[} JlekapcTBeHHaa Tepanma

Vcxon

BrI3mopoBJieHME 0Oe3 MIOCJenCTBUM [:] YydleHre COCTOSHUE [:] CocrosaHMe 0Oe3 M3MeHEeHUN

BEI3IOPOBJIEHME C MOCJHEICTBUAMU (yKa3aTh)

CMepThb [:] HemseecTHO [:] He npmuMeHMMO

ConpoBoOXxIajnach JiM OTMEHa JIeKapCTBEHHOTO npenapaTa[:]HeT[:]ﬂa[:]neKapCTBeHHHﬁ npenapaT He OTMEHAJICI

MCUE3HOBEHMEM HEeXeJlaTeJbHOM peakLum? [] He npuMeHUMO

HasHauasyioch JM JIEKAPCTBO IOBTOPHO? [] Hem [J Ia PesysbTar [] He npumMeHMMO

Ipyrue JIeKapCTBEHHBEIE [pPEelapaTH, IPMHMMAEMEIE B TeuUeHME I[OCJIEIHMX 3 MeCsleB, BKJWoUYas JIEKAPCTBEHHLHE
pernapaTs NPUHMMAaEMHEe IalMEeHTOM CaMOCTOSTEJIBHO (10 COOCTBEHHOMY XEJIAHMIO)

HammvmenoraHue |Ilpouseo-|Howmep Ioza, ITaTa ITaTa [TokazaHme
JIEKAPCTBEHHO— | OUTEJNIb |Cepun Iy Th HadaJjla |OKOHYaHMA
o BBEIEHMA | Tepanmm Tepanmum
npenaparta (To-
prosoe)

05.03.2026 Cuctema FTAPAHT
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IDaHHBIE CcooOOwamnmero Jamia

|:| Bpau |:| JpyToi chneuranaucT CUCTEMH 3IPaBOOXPaHEHUS |:| [laumeHT

CyowekT Poccumckom demepaumu (MIM MHOCTPaHHOE TOCYyIapCTBO)

|:| Nuom

KonTakTHEM HOMep TejiebOHa (ampec BJIEKTPOHHOM IIOYTHI) @

daMmyms, MMsS, OTUECTBO (OpPM HAIWUUM)

IJOJIXHOCTBb U MeCTO pabOTHL

IaTa coobmeHusa

Coo011eHre MOXeT OBITh OTITPABIICHO:

- e-mail: npr@roszdravnadzor.gov.ru

- OH-JIalH Ha caiTe: external.roszdravnadzor.ru

- nouyTtoBbli aapec: 109074, r. Mocksa, CiaBsiHCKasl mIo1aap, a. 4, crpoenue 1.

05.03.2026 Cuctema FTAPAHT

MpunoxeHue N 2

K [Mopsaky chapmakoHag3opa nekapcTBEeHHbIX
npenaparoB ANA MeAULMUHCKOro NPUMEHEHUA,
yTBepXXAeHHOMY rnprkasom deaeparnbHON CryXObl
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Mpuka3 ®enepanbHOM cryx0bl N0 HaA30py B cchepe 3apaBooxpaHeHus oT 17 uoHa 2024 r. N 3518 "O6 ytBepxxaeHun MNopsagka dpapmakoHagsopa nekapCTBEHHbIX

no Haasopy B cihepe 3apaBoOOXpaHEHUsA
o1 17.06.2024 r. N 3518

PekomeHpyembin ob6pasel

Coo0uienue o cepbemoﬁ Hel'lpeIlBHZIeHHOi/i HesKeJIaTeJIbHOM peakuum Ha JIeKapCTBeH]—[bIﬁ npemapar, H3y‘laeMbII7[ B KIMHUY€CKOM HCCJICI0BAHUU

N OpoTokKoOJila KIMHMUECKOI'O MCCJIeODOBaHUA

HamvMmeHOBaHME JIEKAPCTBEHHOTO IpenapaTa

HamMeHOBaHMe NOPOTOKOJIA

N pazspemeHMrs Ha IpOBeleHME KIIMHUUIECKOTO
uccienoraHmusa B Poccurickom denepalumm

HamMeHOBaHME JIeUeOHOT'O YyUPEeXIOEeHMS, B KOTOPOM
BEIABJIEHA HEeXeJlaTeJIbHad peakKlumMA (ech pearuma
npomsoumyia B Poccumckonm demepaunm)

I. VubopMauMsa O HexXeJlaTeJIbHOM peakLuu

1. la. 2. Jara 2a. 3. Tlom 4-6. JarTa 8-12. OTmMeTnLTEe BCE, UTO
VHMLIMAJIEL CrpaHna poxmeHusa |BospactT HauaJja COOTBETCTBYET HeXeJaTeJbHOM peaKluu
naumMeHTa HexeJlaTeslb— | —
HOM CMepThb
peaxkumm —
(meHb —
/MecsAl/romn) TocnuranmM3aumus WM ee OPOoNJIeHUue

7-13. OnmucaHue HexXeJlaTeJIbHOM peakuuy (BKJOUas IaHHBE —
J1aboOpPaTOPHEIX UM MHCTPYMEHTAJIbHBEIX MCCJIeIOBaHUM) CTolMkasa yTpaTa TPyIdOoCIHOCOOHOCTHU

il MHBAJIMIHOCTDBb

YIpo3a XU3HU

IT. VMudQopMaLMsa O IOIO3PEeBaceMOM JIEKAaPCTBEHHOM IIpelapaTe (IpelapaTax)

05.03.2026 Cuctema FAPAHT 12
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14. Tlomo3peBaeMHlM JIEKAPCTBEHHBIM IIpelapaT (BKJw4Yasa 20. Ncuesya Ju peakUuus I[IOCJI€ OTMEHH
MeXIOYyHAapOOHOE HeNaTEeHTOBAHHOE HaMMEHOBAHME WM I'PYIIMPOBOUYHOE |JIEKAPCTBEHHOI'O Ipelapatra?

HaMeHOBAaHUE) |:|
Ia |:| HeT

[} HenprmMeHMMO

(mo3mwl) 16. IlyTs (myTwu) BBeIEeHUS 21. BOBHMKIIA JIM pPeakKlus BHOBBL IIOCJE
IIOBTOPHOTO IMNPUMEHEHUS JIEKAPCTBEHHOTO

15. CyTouHasd nmos3a

17. TlokazaHMe (IIOKa3aHMuA) K Has3HAUEHMIO: npenapara?

|:| HenpuMeHMMO

18. HaTel JiedyeHUs C oo 19. IpomoOIXUTEJIbHOCTL Tepanumu

ITT. ConyTcTByKllasd JIeKAPCTBEHHAd Tepanusa M aHaMHes

22. ConmyTCTBylUMUM JIEKAPCTBEHHBIM IpelapaT (IpenapaTe) M IaTH BBeleHUSa (3a MCKIIOYeHMEeM TexX, KOTOPHE
NPVMEHANIM OJIS JIeYeHMS HeXeJIaTeJIbHOM peaKLun)

23. Jpyrue peJieBaHTHBIe HOaHHBEE aHaMHesa (HalpuMep, OMaTHO3H, aJujlepI'ul, OepeMeHHOCTb C YyKa3aHUeM

BPEMEHM IIOCJIENHEN MEHCTpyaluM)

I'APAHT: Hywmepanus pa3nenoB npuBOJUTCS B COOTBETCTBUU C HCTOUYHUKOM

ITI. VMuHbopMauMsa O NPOM3BOIOUTEJIE

24 . HauMmeHOBaHME UM ampecC NPOU3BOIUTEJIS

24a. VneHTUOUKALMOHHEIY HOMEp cJydas 246. JaTa mnojyudyeHus MHOOpPMALMM O HexXeJlaTeJIbHOM

05.03.2026 Cuctema FTAPAHT
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Peaxkumy MIpoOmM3BOIOUTEIIEM

24B. McTouHuK uHOOpPMALMM O HeXeJlaTeJIbHOM peaKLUMU

|:| WccrnenosaHue |:| JInteparypa |:| CreumanmcT 30PaBOOXPAaHEHMSA |:| PerynaropHEle OpTaHE |:| Ipyroun

25. IDaTa coobumeHus

26. Tun coofueHmsa

|:| [lepBUUHOE |:| [IoBTOpPHOE

05.03.2026 Cuctema FTAPAHT
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