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006 yrBepxaenun Ilopsinka papmakoHaa3opa JeKapcTBEHHbIX PeNapaToB IS

MEJHUILHHCKOIo IpUMEHECHHU A

B coorBercTBHM co crathaMu 64 u 65 DepepanbHOro 3akona or 12 ampens
2010 r. Ne 61-®3 «O6 obpalleHHH JeKapCTBEHHBIX CPeACTB», NoAmyHKToM 5.8(7)
nynkra 5 [Tonoxenus o @efepansHoii ciyx6e 110 Hanz3opy B chepe 30paBOOXpAHEHHS,
yTBepXKAeHHOro mocraHoBieHueM llpaBuresnbcTBa  Poccuiickoit  @emepaiuu
ot 30 urons 2004 r. Ne 323, npu K a3 bl Balo:

1. YrBepautes npunaraeMbiii [lopsgok ¢dapmakoHaa3opa  J1eKapCTBEHHBIX
MpernapaToB ISl MEIULIMHCKOTO IPUMEHEHHS.

2. Tlpu3HaTh yTpaTUBIIMMEU cUITy TipuKka3bl enepanbHoit ciy>kObl 10 HAA30pPY B
ctepe 31paBOOXpaHEHUS:

or 15 deBpans 2017 r. Ne 1071 «O6 ytBepxaenuu I[lopsaka ocyuecTsieHus
dbapmakoHa3opa»  (3apeructpupoBaH MuHucTepcTBOM loctuluu  Poccuiickoi
deneparun 20 maprta 2017 r., peructpauroHssii Ne 46039);

ot 16 uronsg 2020 r. Ne 6252 «O BHeceHnHU n3mMeHeHH! B 1Topsok ocyiiecTBiIeHuUs
(apmMakoHam30pa, yTBepKAEeHHBIH npukazoM PenepanbHOH cilyxObl 0 Hag30py B
chepe 3apaBooxpaHeHust oT 15 ¢espans 2017 r. Ne 1071» (3aperncTpupoBaH
MunuctepctBoM toctuimud  Poccuiickoit ®enmeparuu 10 centsibps 2020 r.,

peructpaunoHHbil Ne 59745).




3. Hacrosmmii nmpuka3 BcTynaeT B cwiy ¢ 1 mapra 2025 r. u JeiictByeT n0
1 mapta 2031 1.

”

» | /4/
j W A.B. Camoiinosa

PyxoBogurens




YTBepxaeH npukazom DenepabHOR CIIyKObI
110 Haa30py B cepe 3ApaBoOOXpaHEeHUs

o1 (£ 06 A0RY Ne 3548

IMopsizok papMakoHaA30pa JIEKAPCTBEHHBIX NPENapaToB A/ MeIHLHHCKOI 0
npuMeHEeHHsI

1. Hacrosumit Ilopsnok ycraHaBnuBaeT TpeOOBaHUSA K OCYIIECTBICHHIO
(bapmakoHa30pa Ha Tepputopuu Poccuiickoit denepaiuu (aanee — Ilopsnok).

2. dapMakoHaA30p — BUJ AEATSIHHOCTH [0 MOHHTOPUHTY 3((EKTUBHOCTH H
0e30macHOCTH JIEKApCTBEHHBIX MpenapaToB, HANPABIECHHbII HA BLISIBIICHUE, OLICHKY H
NpeOTBPAllCHHE HEXKENATeNbHbIX IIOC/HSACTBUN IPHMMEHEHHUS JIEKApCTBEHHBIX
TIpenaparos’.

3. ®enpepanbHas ciiyxba mo Hau3o0py B cdepe 34paBOOXpaHEHHs OCYLIECTBIISIET
dgapmakoHa 30p’ IyTeM aHauM3a MpeAcTaBiseMod CcyObekTaMH oOpaleHus
JIEKApCTBEHHBIX CPeJICTB HHGpOpMauMd O MOOOYHBIX AEHCTBHAX, HEXEJIATENbHBIX
peaKIuaX, Cepbe3HbIX HEXKENaTeNIbHbIX PEaKLUsaX, HEMPEIBUICHHBIX HEXKeNaTeIbHbIX
peakiusx MpH NPUMEHEHHH JIeKAPCTBEHHBIX IIpeNnapaTroB, 00 HHIMBHIYaJbHOH
HEMEPEHOCUMOCTH, OTCYTCTBUM J(PQEKTUBHOCTH JIEKAPCTBEHHBIX IIPENaparoB, a
TakkKe 00 MHBIX (PakTax U OOCTOATENbCTBAX, NMPEACTABIIONUX YIPO3y XU3HH HIIH
3/0POBBIO YeNIOBEKA TPH TPHMEHEHWH JISKAPCTBEHHBIX INIpenaparoB (fanee — UHON
HHPOpMaLUU MO 0e30MacHOCTH U 3(PQEKTUBHOCTH), BBIABICHHON Ha BCEX 3Talax
oOpalieHusl JieKapCTBEHHBIX mnpernaparoB B Poccuiickoit ®enepaiun M IpYrux
rocyapcraax.

4. JIO/OKHOCTHBIMH JIML[AMH, YIIOJTHOMOUYEHHBIMH OCYILECTBIATH (hapMaKoHaI30p,
SIBJISTIOTCSL:

PYKOBOUTENH (3aMecTuTeIN pykooautensa) PoczgpaBHansopa;

! TIynkr 52.1 cratsu 4 denepabyoro 3akoHa ot 12 anpenst 2010 r. Ne 61-®3 «O6 o6paiueHuy JEKAPCTBEHHBIX CPECTBY.
2 Tlomnyskr 5.1.4.3 nyukta 5 [lonoxkenuss o DexepanbHoil ciyxbe mo Hagsopy B cdepe 3/1paBoOXpaHEHHS,
YTBEpPKIEHHOrO iocTaHoBjieHUeM [1paBuTenscTa Poccuiickoit ®enepanuu ot 30 nions 2004 r. Ne 323.
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PYKOBOAMTENH  CTIPYKTYpHBIX moApasfeneHuit  Poc3gpaBHam3opa, uX
3aMeCTHTEINH, JOJDKHOCTHBIMU perjiaMeHTaM1 KOTOPBIX MPEAYCMOTPEHBI ITIOTHOMOYHS
10 OCYIIECTBICHUIO (papMakoHaa30pa,;

UHBIE TOCYJapCTBEHHBIE TIpaXKAaHCckue ciyxamue Poc3npaBHamzopa,
JOJDKHOCTHBIMU ~ perjiaMeHTaMH KOTOPBIX MpPeJyCMOTpPeHbl IMOJHOMOYHS  II0
OCYILIECTBIICHUIO hapMaKoHa 30pa.

5. ®apmakoHaa30p ocyliecTBaseTcs Poc3paBHa 30poM Ha OCHOBaHUH CBEACHHUH,
MOJIy4eHHBIX B BUJE:

cooOuieHnit CyOBeKTOB oOOpamieHus JeKapCTBEHHBIX CpeICTB (Hajiee —
COOOIIeHHUI );

NepUOANYECKUX OOHOBJIIEMBIX OTYETOB 10 0€30MacHOCTH JIeKapCTBEHHBIX
npenaparoB (panee — IIOODb), nHampaBnsiempix B Poc3apaBHam3op AepxkaresisiMu
(BMamenpLaMu) perucTpaioHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX IIperapaToB HIIH
YIIOJIHOMOUEHHBIMU UMY UHBIMH FOpUAHYecKMHE Jintiamu (fanee — JIPY);

MEPUOIUYECKUX OTYETOB 110 6€30MaCHOCTH pa3padaTbiBaeMoro (MCCieIyeMoro)
JeKapCTBeHHOro npenapata (ganee — POOB), HampaBnsembix B PocszmpaBHamsop
JOPUINYECKUMU JIMIIaMU, Ha MMS KOTOPBIX BBIJAHBI pa3pelleHus Ha IpPOBEICHHE
KJIIMHUYeCKUX HuccienoBanuii B  Poccuiickoit ®epepanuu, smbo ApyruMu
YIIOJIHOMOUYEHHBIMHU IOPUANYECKUMU JIMLIAMHU (Jajiee — IOpUAHYECKHE JTUIaMH, Ha UM
KOTOPBIX BbIJJaHbl pa3pelleHusl Ha IPOBEICHNUE KIIMHUYECKUX UCCIIeIOBAaHU );

UHpOpMALlUK, T[IOJy4YeHHOW B XOAE OCYILECTBIEHHUS  (heaepalbHOro
rocyJapCTBEHHOI'0 KOHTPOJIS (Haa3opa) B cdepe oOpallieHUs JIEKapCTBEHHBIX CPEJICTB;

IUIAHOB ynpasieHus puckamu (naiee — ITYP);

CHELMAJIBHBIX YBEIOMJIGHUH, B TOM YHCIE YBEIOMIICHHH 00 JKCTpEHHBIX
npobiemMax 0€30MacHOCTH.

6. B nensix oueHkd HHPOpPMAlMHM HAyYHOro W KIMHUYECKOrO XapakTepa,
coJepkalleiics B JOKyMEHTax M JaHHBIX, YKa3aHHBIX B myHkre 5 Ilopsanka,
Poc3npaBHagzop mnpuBnekaeT ¢enepaibHble  TOCYJApPCTBEHHBIE  OIOJKETHBIE
yUpeXIeHus, I0JBeJJOMCTBeHHble Poc3npaBHam3opy (mamee — 9IKcmepTHas
OpraHu3aLys).

7. CooblueHUs HAMpaBIsAIOTCS CyOBeKTaMU OOpallleHUs JIEKAPCTBEHHBIX CPEICTB
B DenepanbHyto ciyx0Oy mo Hagzopy B cdepe 3ApaBOOXpaHEHHs IOCPEICTBOM
aBTOMaTH3MpPOBAaHHON HH(popMalMOHHOR cucteMbl Poc3mpaBHam3opa (nanee — AVIC
PocsnpasHazopa)’.

8. B cnydyae BO3HUKHOBEHHMS TeXHHYECKHMX TmipobieM B pabore AMNC
Poc3npaBHam3opa coOOIIeHUs] HANpPaBJISIOTCA MO aipecy JJIEKTPOHHOW MOYTHI:

3 MNopnynkt 5.8(1) nymkta 5 Tlonoxenus o denepanbHoil cayxGe NO HAam30py B cdepe 3APaBOOXPAaHEHMS,
YTBEpXAEHHOrO nocranosyienreM Ilpasutensctea Poceniickoif @enepaniu ot 30 mons 2004 r. Ne 323,
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pharm@roszdravnadzor.gov.ru. [Ipy BO3HUKHOBEHHH TEXHUYECKUX MPOOIIeM B paboTe
6a3 nansbix JAPY unu ropuaudeckux Jidil, Ha UMs KOTOPBIX BBIAHBI pa3pellieHus Ha
IIPOBEJCHHE KIMHUYECKUX HCCIIEOBaHUM, Takxe COOOUICHHsS HaIpaBIAIOTCA IO
aZipecy D3JEKTpOHHON 1mouThl pharm@roszdravnadzor.gov.ru ¢ yKa3aHHeM
MHGOpMaIlUi O MPEANONOKHUTENbHBIX CPOKaxX BO30OHOBIECHHS (QYHKIHOHUPOBAHHS
yKa3aHHbBIX 0a3 HaHHBIX.

9. Coobmienusi,  HampaBlieHHble [0  aapecy  JJEKTPOHHOM  IMOYTHI
pharm@roszdravnadzor.gov.ru B ciy4asx, yka3aHHbIX B myHKTe 8 [lopsjika, JOKHEI
OopiTe BHeceHsl JIPY B AMC Poc3gpaBHamzopa cpa3zy IOClie BOCCTAHOBJICHHUS
paborocrioco6HOCTH 6a3bl AaHHBIX CyObeKTa OOpallleHHS JIEKapCTBEHHBIX CPEICTB
wi AVC Poc3npaBHanzopa.

10. /Ins MeAMUMHCKMX OpraHus3aliii, CclIelHaJicTOB 3IpaBOOXpaHEeHHMS,
MAIMeHTOB WM WX TPEACTaBUTENCH IPU OTCYTCTBUU TEXHUYECKOH BO3MOXKHOCTH
HampasieHus coodbuienuit uepes AMC Poc3npaBHamazopa cooOIeH s HATIPABISIOTCS
IO aJpecy AJIEKTPOHHOM MouThH npr@roszdravnadzor.gov.ru.

11. Hampasnenue coobuieHuii B coorBeTcTBUM ¢ nyHktamu 8§ u 10 Ilopsaka B
OTHOLIEHUHM 3aperUCTPUPOBaHHBIX B Poccuiickoii ®Denepaniu JIeKapCTBEHHBIX
IIpenaparoB, a TAaKXKe JIEKapCTBEHHBIX NPEnapaToB, o0pallleHne KOTOPBIX TOIMyCKaeTCs
B COOTBETCTBUH C 3aKOHOoJaTenbcTBOM Poccuiickoit @enepaunu B cepe obparieHus
JeKapCTBEHHBIX CpPEACTB, 3a HUCKIIOYEHHEeM JIEKAPCTBEHHBIX  IIPENaparos,
IIpe/lHa3HAYeHHBIX Ul MIPOBEJeHUs] KIMHUYECKUX HCCIICIOBAaHHUH, OCYIIECTBIAETCS
[0 DJIEKTPOHHOM IOYTE W3BEIIEHHEM O HEXEeJNaTeIbHOM PEeakldd HIIH OTCYTCTBHH
TeparneBTHYecKoro 3¢QexTa NekapcTBEHHOro Ipenapara (peKOMeHIyeMblii obpaserr
npusefieH B mnpunoxeHuu Ne 1 k Ilopsaky). B oTHomeHWHM JiekapCTBEHHBIX
[IpernaparoB, NpeJHa3HauYeHHBIX IS MPOBEJAEHUS KIUHUYECKHX HCCIAEAOBAHHMM —
COOOIIIEHHEM O Cephe3HOW HeNpeABHIIEHHON HeXejaTeNbHONM peakiuu Ha
JIEKapCTBEHHBIN1  @pemapar, u3y4aeMbld B  KJIMHHYECKOM  MCCJIEIOBaHHH
(pexoMeHyeMblit 0Opazen npuBeaeH B mpuioxenun Ne 2 k [Topsaxy).

12. Cucrema ¢apmakoHanzopa, opranmsyemas PV, mokHA COOTBETCTBOBATH
[TpaBunamM Haanexallel npakTuku papmMakoHaazopa EBpasuiickoro 3KoOHOMHYECKOr0
coro3a, yrBepkaeHHbIM Pemnennem CoBera EBpasuiickoil 3KOHOMHYECKOH KOMMCCHH
or 3 HosiOps 2016 1. Ne 87* (manee — Hammexamias mpaxktvka (papMaKoHaa30pa).
Ilopsnox mpejcrasnenuss MHGOpPMalMH 10 0€30IaCHOCTH B XOJe KIMHHYECKUX
UCCIIENOBAaHUH JOJDKEH COOTBETCTBOBATh IIpaBuiiaM Hajyiexauied KIMHHYECKOM

4 Oduumansusiil caift EBpasuiickoro 3KOHOMHYECKOTO colo3a http://www.eaeunion.org/, 21 HosGps 2016 T.
C usmenennsamMu, BHeCeHHbIMH PenieHuem Coerta EBpaszmiickoit skoHoMudeckoli koMiccud oT 19 mas 2022 r. Ne 81.
Berynuno s cuny ans Poceniickoit @eaepaiuu 6 mas 2017 r. SBnsetcs obs3arenbHbiM uis Poccuiickoit @epepaiiny B
CoOoTBeTCTBMM ¢ Jlorosopom o EBpasuiickoM 3koHOMHUECkOM coro3e oT 29 mas 2014 r., patuduuupOBaHHBIM
DenepanbHbiM 3aKOHOM OT 3 OKTA0ps 2014 1. Ne 279-D3 «O patuduxaun Jorosopa o EBpasHiiCKOM 5KOHOMHYECKOM
corozen. Berynun B cumy ans Poccuiickoif ®eneparm ¢ 1 suBaps 2015 r.
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MpaKkTUKH EBpa3suilckoro 3KOHOMHYECKOTO COK03a, yTBep kK AeHHbIM Pemenrem CoBeta
EBpasuiicKoil SKOHOMHYECKOH KOMHCCHH OT 3 Hosa6Gps 2016 r. Ne 79° (nanee —
Hannexaias kIMHUYECKas! MPaKTHKA).

13. IPY B Teuenwme 3 pabouumx pAHEH HampaBialoT B Poc3apaBHan3op
HHObOpMaIMIO, TOANAJAIIYI0 TIOA  ONpeAelieHHE DSKCTPEeHHOH  mpobiieMbl
0e30macHOCTH, B COOTBETCTBUU C MyHKTamu 756 m 757 Hapmexamedt npakTuku
dbapMakoHaa30pa, Mo ajapecy anekTponHoM mnoutel ESI@roszdravnadozr.gov.ru, ¢
00s13aTeIbHBIM JOCHLIOM Ha OyMa)XHOM HOCHUTEIE.

14. Jlokymentsl nepuojuueckodt otuerHoctd — [IOOb, POOB, a takxe ITYP,
HanpaBisitoTcs B Poc3gpaBHagzop mnocpenctsom AMC  PocsapaBHamzopa u
PEerucTpUpPyIOTCS aBTOMaTHUECKH.

15. APY nmpencrasmsitor B Poc3nmpaBuamzop IIOOB, cooTBercTBYyMOIIMit
tpeboBanusaM pazzgena VIII «llepuogudeckuii oGHOBIIIEMbIH OTUET IO 6€30MTacCHOCTH
Haexained npakTHKH (apMaKoHaI30pa.

16. Ilopsnox npencranenus [IOOb B cooTBeTcTBUU ¢ MyHKTOM 698 Hannexaineit
MPaKTUKA (papMaKoHaA30pa pacHpOCTPaHSAETCS Ha JIeKapCTBEHHBIC Ipenaparsl,
MpOLIEAIINe MPOoLUeaypy PperucTpallid WIM TpUBEAEHHBIE B COOTBETCTBHE C
TpeOOBaHUAMH perucTpanuu EBpa3uiickoro 3KOHOMHUYECKOro coro3a. B ocTaibHbBIX
ciy4asx TpeOOBaHHMS K IIEPUOAUYHOCTH M cpokaM mnpenocraBienus [100b
onpezenstores yHktamu 696 u 697 Haanexameit npaktuku GapmakoHaazopa.

17. Tlpu BhIsSBIGHUU HEXeJIaTeNIbHbIX PeakKIMid PH MPUMEHEHUH JIEKAPCTBEHHOTO
mpenapata ¥ HHOM wuHGoOpMalMu Mo Oe3omacHOCTH U 3(h(PEKTUBHOCTH, HE
colepxamuxcs B oOIIel xapaKTepUCTHKE JIEKapCTBEHHOIO IpemnapaTa U (WiM)
WHCTPYKUMH MO0 MEIUIMHCKOMY TIPUMEHEHUIO JIEKApCTBEHHOTO IpenapaTa u
HU3MEHSIONMX OTHOILLIEHUE OXKHJAEMOU MONb3bl K BO3MOXXHOMY PHCKY MpPHUMEHEHUs
JEKapCTBEHHOrO IIpernapara, a Takke TpH HecoOMoIeHuH TpeOoBaHHH K
npeacrapnennto [100b, ycranoBnenusix mnyHktamu 14, 15, 16 Tlopsnka,
PocanpaBHamzop B Tedenue S pabounx fgHe# co AHS BbISBIEHUS YKa3aHHBIX CBEJICHUH
paccMmarpuBaeT Bonpoc o Heobxonumoctu 3ampoca y [IPY Bueouepennoro [100B, B
COOTBETCTBHH ¢ NyHkTOoM 701 Hanmnexkameit mpaktuku hapMakoHan3opa.

18. Mudopmarms 0 cepbe3HbIX HENPeABUIACHHBIX HEXEIATENbHBIX PEeaKIMaX Ha
HCCIIelyeMBIH JIEKAPCTBEHHBINA Tpernapar ¥ WHasg uHdopmalims no 6e30macHOCTH B
pamMKax HMHTEPBEHLIMOHHOIO  KJIMHHWYECKOTrO  HCCIEAOBaHUS  JIEKAPCTBEHHOIO

3 OdumumanbHeiii caiit EBpazniickoro 3xoHoMu4eckoro cotosa http://www.eaeunion.org/, 21 Hoa6ps 2016 r. Bctynuno B
cuny aas Poccuiickoit ®enepaunn 6 Mas 2017 r. SAsasercs obs3arensHeiM A1 Pocculickoil @eaepanuu B COOTBETCTBUN
JlorosopoM o EBpasuiickoM 5KOHOMUYECKOM coto3e OT 29 Mas 2014 r., patuduimposanisiM QeaepasibHBIM 3aKOHOM OT
3 okta0ps 2014 r. Ne 279-03 «O parudukauuu JJoropopa o EBpasuiickoM 3k0HOMHYECKOM CO103€». BeTymun B cumy
s Poccuiickoii @enepaunu ¢ 1 susaps 2015 r.




npernapara HampasisitoTcsi B Poc3npaBHag30p B COOTBETCTBHMH C TpeOOBaHUSIMH
myHKTOB 1 1 2.2 npunoxenus Ne 11 x Hagnexainei KIMHUYeCKOH MpaKTHKe.

19. YOpunuueckue muia, Ha UMs KOTOPBIX BBIJAaHO paspeliecHhe Ha IIPOBEICHUE
KIMHUYECKUX HUCCleloBaHUM, mnpenctaBnsior B Poc3gpaBHagzop POOB B
COOTBETCTBUHM ¢ TpeOoBanusMu mpuioxeHuss Ne 12 x Hamrexamieit kiaHu4ecKoi
MTPAKTUKH.

20. Opranuzanusi  cyObekTaMd  oOpallleHusi  JI€KapCTBEHHBIX  CPEACTB
(MeIMIWHCKMMHU OpPTaHU3alMsIMK) pabOoTHI IO BBISABIICHHIO HEXeNlaTeIbHBIX peaKiuii
Py NPUMEHEHHUH JIEKapCTBEHHBIX MpenapaToB AN MEIULMHCKOTO NPUMEHEHHUS U
uHOM wuH(popmanuu 1o OGe3omacHOCTH W 3PGEKTUBHOCTH TPH NPUMEHEHHH
JIEKapCTBEHHBIX NPenaparoB A MEAULMHCKOTO NMPUMEHEHHUs pernaMeHTHUPYeTC s UX
BHYTPEHHUMH JAOKYMEHTaMH (BKJIIO4as NOKYMEHThI IO OOeCNeuYeHHI0 KadecTBa
IPOLIECCOB, BHYTPEHHHUE MPOIIEAYPHI).

2]1. CybmbexTsl 0OpaiteHus ieKapCTBEHHBIX CPEACTB (MEeIULIMHCKIE OPTraHu3aIliN )
00si3aHbl B cpok He 6oinee 3 pabounx nHel coobmats B Poc3npaBHam3op 0 cepbe3HbIX
HEeXXeJIaTeJIbHbIX peakLUsIX IpU MpPUMEHEHUH JIeKapCTBEHHOro Ipemapara Iist
MEJIULIMHCKOTO MPUMEHEHHUsl C JIETAJIbHBIM HMCXOJIOM HJIM YTPO30# KH3HU, CO JHS
HACTYIUIEHUs. yKa3aHHBIX COOBITHH, 3a HCKIIIOUEHHEM HEXENaTeNbHBIX peaKluid,
BBISIBICHHBIX B XOJ€ MNPOBEJEHUS KJIMHUYECKUX HCCIeAOBaHUM, NMPOBOJUMBIX B
JaHHOW MEIULMHCKON OpraHU3alvH.

22. Cy0ObexTsl oOpalleHus JIeKapCTBEHHBIX CPeICTB (MEJUIIMHCKHE OpraHH3aliH )
B CpOK, He MpeBbllalomuid 15 KajgeHJapHBIX. [HEH CO [AHA HACTYIUICHHSA
HIKeTepeurceHHbIX coObITHil, coobmraror B Poc3npaBHam3op o cliedyrommx
HeXXeJIaTeNbHbIX peaKlLUsaX MpU IPUMEHEHUM JIeKapCTBEHHOro Impernapara i
MEJIMIIMHCKOTO TpPUMEHEeHUs W HWHOM uH(opMaimd 10 O€30macHOCTH H
o3¢ (PeKTUBHOCTH, BBIABICHHOW JaHHOW MeJMLMHCKOW  opraHusanued, 3a
WCKIIIOYCHHEeM HeXeJaTeNIbHBIX peaklMid, BBIIBIEHHBIX B XOA€ HPOBEACHUA
KJIMHAYECKUX MCCIIe/IOBaHUM:

CephE3HbIX HEXeNaTeNbHBIX peakUusiX IpU NPUMEHEHUH JIEKApCTBEHHOTO
nmpernapara AJis  MEIULMHCKOTO TMPUMEHEHHs, 3a MCKIIOYEHUEM CEpPbE3HbIX
HeXeNaTeNIbHBIX peakuuii, ykazaHHbix B myHKkTe 21 [Topsiaka,;

cnydasx mepegadd WH(pEKIMOHHOro 3abosieBaHUs dYepe3 JeKapCTBEHHBIH
mpenapar Jyisi MEIULIMHCKOTO MPUMEHEHMS;

clydasix OTCYTCTBHSA 3asBJIeHHON 3()()eKTHBHOCTH JIEKAPCTBEHHBIX [IPENapaToB

JUIS  MEIOUIMHCKOTO  TPUMEHEHWs, MNpHUMEHsIeMBIX TpH  3aboJieBaHMSIX,
NPEJACTABSIONIMX Yrpo3y JUISL JKH3HM 4YelloBeKa, BaKUMH JUIi NPOQUIAKTHKH
uHGEKIUOHHBIX 3a00NeBaHMM, JeKapCTBEHHBIX IpenapaToB Ul IPEeNOTBPALIEHMS
OepeMEHHOCTH, KOrja OTCYTCTBHE KIMHHYECKOro 3d@eKkra He BBI3BAHO
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MHIUBUIYaJIbHBIMM  OCOOEHHOCTSIMH THauMeHTa W (WinM) crnenudukoit ero
3a00JIeBaHu,

HEXXeNaTeNbHbIX peaKLUsAX, BO3ZHUKIIMX BCICACTBHE 3JI0yNOTpeOIeHUs
JIeKapCTBEHHbIM IIpenapaToM [ MEJULMHCKOr0 NpPHUMEHEHHSA, B Clydasx
YMBILIUIEHHON NEepeJO3UPOBKU JIEKapCTBEHHOI0 IMpernapara, HpH BO3/EHCTBHH,
CBS3aHHOM C pOJIOM 3aHATUN, WIH B CIIy4asX HCIOJNB30BaHUSA JIEKAPCTBEHHOIO
npenapara A MEAULMHCKOTO MPUMEHEHHS B LEJAX YMBILUICHHOTO TPHYHHEHUS
Bpe/a )KM3HHU U 3J0POBBIO UeIOBEKa.

23. Hampasnenue cooOuienuii B Poc3apaBHag3op B paMkax TpeOOBaHMA
noAnyHKTa 4.8 nmyHKTa 4 nopsaka co3JaHus U AeATEIbHOCTH BpadyeOHOW KOMHCCHU
MEIUIMHCKOW  OpraHW3allud, YTBEpPXKIEHHOro  mnpuKazoM  MUHHCTEPCTBA
30paBOOXpaHEHUs] W COLMaJbHOrO  pa3BuTus  Poccmiickoit ~ ®enepauuu
oT 5 mas 2012 r. Ne 5021 «O6 yTBep)xIAeHUU MOPALKA CO3MIaHUS U IEATEIbHOCTH
BpayeOHOM KOMMCCMM  MEIWIMHCKOM  opraHusanumm»’®,  ocymiecTBisiercs B
coorBercTBUM C nyHktamu 7 u 10 Ilopsaka, B cpok, He NpeBBIIAIOIIMA 5 pabounx
IOHEH CO JHS TMpPUHATUS pelleHHs O Ha3HAuYeHUH JIEKapCTBEHHBIX IpenaparoB i
MEIMLMHCKOrO MPHMEHEHUsl NMpH HaNU4YUM MEAWLMHCKUX TIOKa3aHWH BpaveOHOMH
KOMUCCHEM.

24. Cpok pans coollleHHSs O HeXeNaTeNbHbIX peakusX IpH NPUMEHEHHH
JIEKapCTBEHHOT'0 IIpenapara Jjisi MeJUIIMHCKOro IPUMEHEHHUs ¥ HHOU WH(OpPMAIIHH I10
Oe3omacHOCTM U 3¢ ¢EeKTUBHOCTH, YyKazaHHoro B myHkTax 21, 22 Tlopsaka,
VCYMCIIAETCS] CO AHS, KOIZla OTBETCTBEHHOMY IO (papMakoHaA30py HODKHOCTHOMY
auuy cybbexTta oOpallleHus JeKapCTBEHHbIX CPeACTB (MEOULIMHCKOM OpraHu3alluip)
CTalM W3BECTHBI CIIENYIOUIME CBEACHUS O HEXEIAaTeIbHOH peakiuM HIM HHOMU
rHpopMauu o 6e30nacHOCTH U 3G HEKTUBHOCTH:

uHpoOpMalMs, TO3BOJIAIONIAS  HMASHTHQUIMPOBATh  IOPHUAMYECKOE  HIIH
¢u3HUecKoe JUIIO, BhISBUBIICE HEXeEIaTeIbHYI0 PEAKLHUIO HIIH OCO0YIO CUTYAIIHIO;

uHpOpMaLKs, TMO3BOJsIOMIAas HAeHTHPUIUPOBATh (HU3HUYECKOE JIUIO, Y
KOTOpOro HaOJto/1anachk HeXXenaTenbHas peakius;

MH(pOpMaIus, TO3BOJIAIONIAs HACHTHOHUIIMPOBATE JIEKAPCTBEHHBIHN Mpenapar;

uH(popMalys, NMO3BONAOIMIAsS UASHTU(GULHUPOBATH CUMIITOMBI HEXelaTeJIbHOMH
pEeaKIuy.

25. Komuu cooOieHuii, HampaBieHHBIX B Poc3apaBHam30p MeIUIIMHCKORM
opraHmMsalyel B COOTBETCTBMM C myHKkTamu 21-23 Tlopsigka, COXpaHSIOTCS B
MEeULIHUHCKON JOKyMEHTAIlU! NallueHTOB.

6 3aperncrpuposan MunHCTEpCTBOM OCTHIME Poccuiickol ®eaepaunn 9 mons 2012 r., pernctpauuonHsii Ne 24516,
C HU3MEHEHUSAMH, BHECEHHBIMM TMpUKa3oM MunucTepcTBa 3apaBooxpaHeHus Poccuiickoii  @enepauuu
ot 2 nexabpsa 2013 r. Ne 886H (3apernctpmpoBan MunuctepcTBoM foctuiinu Poccuiickoit @enepatin 23 nexabps
2013 r., peructpauronasiii Ne 30714).
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26. CooO1ieHus, NOCTyMawIIke OT MEIAUIUHCKAX OpraHd3alui, CIEIHaIHCTOB
3lpaBOOXpaHEHMs, NAIMEHTOB WIM UX MpeAcTaBUTelled MO JIEKTPOHHOU ITOYTe UM
Ha OyMa)KHOM HOCHUTEJIE PETUCTPUPYIOTCS B COOTBETCTBHH C YCTAHOBJIEHHBIM B
PocanpaBHa30pe NOpsSaKOM AeNONPOU3BOACTBA.

27. OueHka uH(pOpPMAIMK HAYYHOTO U KIMHUYECKOTO XapaKTepa, CojJiepxKalieics
B coobmeHusx, mnocrynatoumx B AWMC Poc3mpaBHagzopa, OCYIIECTBIAETCS
AKCIIEPTHOM OpraHuzanueil B TeueHue 5 pabouux AHed co JHS UX MOCTYIICHHS.

28. OueHka uHGOpMALMK HAyYHOTO M KIMHUYECKOI'O XapakKTepa, coaepKallecs
B IIOOb u POOB, npoBoautcs 3kcnepTHO# opraHuzammeil B TeueHne 60 paboduux
JTHEH CO JIHs MX HOCTYILIEHHS B OKCIIEPTHYIO OPTaHH3aIlHIO.

29. PesynpraThl OLEHKH WH(OPMalLMKA HAYYHOTO W KIWHHUYECKOIO XapakTepa,
cofepxalleiics B COOOIIEHUSIX, HampaBisioTcs B Poc3ipaBHan30p 3KCIEPTHOM
OopraHu3alliel B COCTaBe eXeHeeNbHbIX OTYETOB.

30. PesynbTarhl OLCHKHM MHGOpPMAallMd HAayyHOTrO M KIMHHYECKOTO XapakTepa,
cozepxaueiics B IIOOb, POOB, I1YP, nanpasnstorcs B PoczmpaBHaazop B cocrase
€XXEHEACNIBbHBIX U €XEMECIYHBIX OTUETOB IKCIIEPTHON OpraHU3aIiu.

31. Tlpu BBISIBJIEHUH HKCIIEPTHOM opraHu3alue HECOOTBETCTBUS
npeacraBieHHoro II0OOb Tpe6GoBanusam nyHkToB 587-687, 690 Hapnmexarueit
NpakTUKU (QapMmakoHaazopa unn POObB tpeGoBanusiM npunoxkenus Ne 12 «k
Hamnexameid  kiMHU4YeCKOW  MpakThke, wWHpoOpManus o0  OTKIOHEHHH
npejacrasieHHOro gokymeHra BHocutcs B AMC Poc3ppaBHam3opa B TedeHue 5
pabounx AHe#t co IHS BBIHECEHMS SKCHEPTHOTO 3aKIIOYEHHS C OMHUCAHUEM MPUYMH
oTkinoHeHHus. CoOTBETCTByIOLlee yBeJOMJICHHE 00 OTKIIOHEHHWH JOKYMEHTa
aBTOMaTUYeCKU Hampasisiercs JPY unm ropuauyeckoMy nuily, Ha UM KOTOPOro
BBIZJAHO pa3pelleHUE Ha IIPOBE/IEHNE KIMHUUECKNX HUCCIIeJOBAaHUH, B THYHBIN KaOMHET
AUC PocszapasHaazopa.

32. JIPY nexapCTBEHHOTO IpernapaTa WiId IPUIMYECKOe JIUIO0, Ha UM KOTOPOro
BBIJAHO paspellleHHe Ha IPOBEICHHE KIMHUYECKMX HCCIIeOBaHMM, B CpPOK, HE
npesblmatonyid 30 pabounx IHeH co AHS MOJXYyYEHHUS DJIEKTPOHHOTO YBEIOMIIEHHS
Poc3npaBHan3opa, ykazanHoro B nyHkTe 31 Ilopsnka, HanpasnseT B Poc3npaBHanzop
IIOOb, mpuBelleHHBII B COOTBETCTBHE C TpeOOBaHWSIMH ITyHKTOB 587-687
Hajmnexamed npakTUkd ¢apmMakoHag3opa, C Y4YETOM 3aMedaHuid 3KCIEPTHOMR
opranmzaumy, wuinu POODB, npuseneHHBId B COOTBETCTBUE ¢ TpeOOBaHUIMHU
npunoxeHuss Ne 12 k Hajgnexxameld KIMHUYECKON MpPaKTHKE, ¢ yYETOM 3aMeYaHMi
9KCIIEPTHOM OpraHu3alluy.

33. B cmyvae TpexkpaTHOrO MOAPSAI BBIABIEHUS SKCIIEPTHON oOpraHHU3aluei
HECOOTBETCTBUS MIpeCTaBIE€HHOIO 300 TpeOOBaHUIM paznena
VII «Ilepnoanueckuii oOOHOBIsSeMbIH oTyeT 1o Oe3omacHocTH» Hamexaiei




OpakTUKA  (apMakoHag30pa WM  TPEXKPATHOTO  TOAPSAL  HECOOTBETCTBHS
npeacraBieHHoro POOB tpeGoBanusim mnpunokenns Ne 12 k  Hapnmexaineit
KJIMHUYECKOM MpaKTUKe Ha OJIMH JIEKapCTBEHHBIM Mpenapar, uHpopManus o0 3ToM
JIOBOJUTCS IKCIIEPTHOM opraHusauuei no Poc3npaBHan3opa B TeueHue S5 pabodux
IHEN CO THS BEIHECEHUS DKCIIEPTHOT'O 3aKIFOUCHHS.

34. Poc3gpaBHag3op Ipu MHOJMyYeHUHW HH(POpPMaLMH, YKa3aHHOH B MyHKTe 33
ITopsinka, ODpUHUMaeT pelleHHe O HeoOXOAMMOCTH TIPOBEACHHUS] BHETUTAHOBOM
MHCIIEKIIHU cucTeMBbl (hapmakoHam3opa JIPY naHHOro jiekapcTBEHHOTO Iperapara B
COOTBETCTBUM ¢ pazgenom IV «MHcnekThpoBaHHe cUCTeMBI (apMaKOHAI30pay
Hagnexarei npaktuku dpapMakoHaa3opa.

35. Ilpy BBIABIEHMM 3KCNEPTHOM OpraHu3alieil B Xole OIeHKH HH(OpMAaIuu
Hay4HOr'0 U KJIMHMYECKOI0 XapakTepa, coaepkamuxcs B coobuienusax, [I00b, POOB
CBEJICHUH, OTCYTCTBYIOLMX B OOIIEH XapaKkTepUCTUKE JIEKapCTBEHHOrO TIpernapara u
(M) MHCTPYKIMH 110 MEIUIIMHCKOMY NIPUMEHEHHIO JIEKapCTBEHHOTO TIperapara Wik
JOKYMEHTAallMM KJIMHUYECKOTO HCCIENOBaHUs, M HW3MEHSIONNX OTHOIIIEHHE
O)KHJAEMOH MOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKApCTBEHHOTO Iperapara,
SKCIIEPTHAs OpraHU3alus HallpaBiisieT 3aKiatoueHne 00 3ToM B Poc3paBHan3op B cpok
He 1o3jHee 5 pabouux HEH CO AHS BEIHECEHHS SKCIEPTHOrO 3aKIIOYEHH.

36. B cinyuae BBIIBICHHS DKCIIEPTHOW OpraHU3aIldeil HecoOoAeH s CyOhEeKTOM
oOpallleHus1 JIeKapCTBEeHHbIX CPEINCTB AEHCTBYIOLIMX Ha TeppUTOpHM Poccuiickoii
Denepauuu o6sa3aTeNbHBIX TpeOoBaHUH B 00nacTu papmakoHazopa PocsapasHanzop
INPUHUMAET pelleHue O HEOOXOOUMOCTH IMPUOCTAHOBICHHS  NPHMEHEHHS
JIEKapCTBEHHOTO Ipenapara Aisi MEeAMLIHMHCKOIO NpPHMEHEHHS H MPOBEJCHHH
BHEIIAHOBOM MHCIIEKLIMU cUcTeMbl ¢apMakoHan3opa [IPY naHHOro jekapCTBEHHOTO
npenapara.

37. B ciiyuae, ecnu cOTacHO 3aK/IIOYEHHIO SKCIIEPTHOMU OpraHU3aIiy, BEPOSTHOM
IIPHYMHON PA3BUTUS HEXKENATeNbHON peaklMu NpU NPUMEHEHUH JIEKapCTBEHHOIO
npenapara Uisi MEAWLMHCKOTO NPHMEHEHHS MOTJO SBJSATHCS HECOOTBETCTBHE
JEKapCTBEHHOrO  Mpenapara TpeOOBaHMSIM K  KauyecTBY, YCTaHOBJIEHHBIM
GdapMakomnelHoi craThel WIM HOPMAaTHBHON NOKyMeHTamnued (HOpMATHBHBIM
JokyMeHToM), Poc3paBHaa3op MpUHUMAET pelleHre O MPOBEICHUH MEpPOTPUATHH,
IIPeJyCMOTPEHHBIX CTaThsiMu 69, 74, 84 denepanbHoro 3akoHa ot 31 urons 2020 r.
Ne 248-®D3 «O rocyiapcTBEeHHOM KOHTpOJIe (Ha30pe) M MyHHIIMIIAILHOM KOHTPOJIE B
Poccuiickon ®@enepauun».

38. Ilpy mocTyIuleHMM 3aKJIFOYEHMs ODKCIIEPTHON OpraHu3alluH, COAEpIKallero
MHPOPMALIMIO O BBISBJIEHHMM HOBBIX NaHHBIX IO Ge3omacHOocTH M 3((eKTHBHOCTH
JNIeKapCTBEHHBIX IIPENapaToB, HE CONCPXKAIIMXCS B OOWEld XapaKTepHCTHKE
JIEKapCTBEHHOTO npenapara ¥ (Wiv) MHCTPYKIUH 10 MEIUIIHHCKOMY MPUMEHEHHIO




UM JOKYMEHTAlUH KIMHUYECKOTO WCCICNOBAHMUS, HW3MEHSIOUMX OTHOIICHUE
OXXUJJaeMOH I0JIb3bl K BO3MOXXHOMY PHUCKY ITPUMEHEHHUS JI€KapCTBEHHBIX MIPernapaToB
(manee — HOBble JaHHbIe MO Ge3omacHOCTH), Poc3apaBHam30p yBeAOMISET 00 3TOM
JPVY nexapcTBEHHOIo Ipenapara Wi I0OpUANIecKoe JIULO, HA UM KOTOPOT'O BBIJaHO
paspeleH’e Ha NpOBeCHNE KIIMHUYECKUX UCCIIeI0BaHMi, B TuuHOM kabunete AVC
Poc3npaBHag3zopa B Teuenue 5 paboumx [HEH cO IOHS BBIHECEHHS 3KCIIEPTHOIO
3aKJIIOYEHUS.

39. Ha ocHOBaHUM 3aKIIOUEHHUS IKCIIEPTHOM OpraHU3aIiH, COIEPXKAILEero BhIBO
O TOM, YTO JIEKapCTBEHHBIN Ipenapat sBISeTCS OMACHBIM (HAHOCHUT CEPhe3HBIA WIIH
HEIONPaBUMBbIM BpeX 3I0pOBBIO UeNOBeKa, JUOO [JoKa3zaHO HebJaronpusaTHoOe
COOTHOLIEHHE «IONb3a — PUCK» WM BbLIBIEHA JOKYMEHTAJIBHO IOIATBEPXKACHHAS
HeJlocTaTouHas TepaneBThdeckas 3(QeKTUBHOCTD JTeKapCTBEHHOTO Mpemnapara IpH
cOOMIONCHUN YCIOBUM €ro MNpPUMEHEHHs, OIMCAHHBIX B YTBEPXICHHOH OOIIei
XapaKTepUCTUKE JIEKAPCTBEHHOTO IpenapaTta, 100 He BHIIIOTHEHBI 00513aTeIbCTBa O
¢dapmakoHanzopy [PV, nmu6o He BhimomHeHb! JPY TpeboBaHHS YIOJIHOMOYEHHOTO
opraHa B COOTBETCTBUU C NyHKTamu 116 u 118 IlpaBun perucrpanuu v 3xkcnepTUssl
JIEKapCTBEHHBIX CPEIICTB AJi1 MEAULIMHCKOI O MPUMEHEHHUS, YTBEPKICHHBIX PerieHnem
Coseta EBpasuiickoif 5KOHOMUYECKOM KoMHCCHH OT 3 HogOps 2016 r. Ne 787, ecnm
TaKoBble TpeOoBaHWs ObUIM YCTaHOBJIEHBI NPHM peructpauud, Pocs3apaBHajizop B
Te4eHue 5 pabounx JHEH co THS MOCTYIUICHH 3aKIIFOYeHUS SKCIIEPTHOM OpraHn3aIiuu
HampasiseT B MUHHCTEPCTBO  37paBooxpaHeHHus Poccuiickoit ®@enpepauun
MH(OPMaLMIO JJIsi TPUOCTAHOBNIEHHS AEUCTBUS PETHCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpernapara Wi OrpaHWYeHUs TNPUMEHEHHs JIeKapCTBEHHOTO
npenapara C MPWIOKEHHEM KOIMMH 3aKIIOYEHHs OHKCIEePTHOM OpraHu3alldd, B
COOTBETCTBHH C ITyHKTOM 76 Hajuexaluei mpakTuku GapMakoHaa3opa.

40. IPY nexapcTBEHHOrO IpenapaTa MM I0pUIUYECKoe JIHI0, HAa UM KOTOPOIro
BBIJIJAHO pAa3pelCHHE Ha MPOBEIEHUE KIMHUYECKUX HCCleloBaHWU, B TeueHue 10
pabounx AHeH co AHs NONY4YeHUs yBeJOMIICHHs Poc3apaBHaj30pa, yKa3aHHOTO B
nyHkTe 38 Ilopszka, NpoOBOAUT aHAJIN3 JOCTOBEPHOCTH MOJYYCHHOM HH(POPMAIIHH O
HOBbIX JlaHHBIX IO ©Oe3omacHOCTH (aHanW3 JOCTOBEPHOCTH HMH(OPMAIHK) M
pe3yibTaThl peAcTaBisaeT B Poc3apaBHanzop. Ilpu Heodxoaumoctu npoenenus J[PY
WM IOPUAMYECKUM JIMIIOM, Ha MMsI KOTOPOr'O BBIIAHO pa3pellcHue Ha IPOBEICHHE

7 O¢uupanshbiii caiit Espasuiickoro 3koHOMHuecKoro cotwsa http://www.eaeunion.org/, 21 Hosbpa 2016 r.
C usMeHeHmAMH, BHeCeHHBIMU Pemiennem CoBeta EBpasuiickoit 3xoHOMUYeckoi koMuccud ot 14 utons 2018 1. Ne 55,
ot 30 suBaps 2020 r. Ne 9, or 23 npexabps 2020 r. Ne 128, ot 5 maprta 2021 r. Ne 14, ot 23 anpens 2021 r. Ne 34,
ot 17 mapta 2022 r. Ne 36, ot 23 centsabps 2022 r. Ne 141, ot 22 mas 2023 r. Ne 60, ot 20 oxts6ps 2023 r. Ne 114,
or 29 mas 2024 Ne 43. Berynuio B cuity juisi Poccuiickoit ®enepannu 6 mast 2017 1. SBnsercs obs3atenbHbIM 1S
Poccuiickoii ®eaepauun B cooTBeTcTBHM JloroBopoM o EBpa3zuiickoM 3koHOMMUeckoM coro3e oT 29 wmas 2014 r.,
patudunuposanHeiM DejiepanbHBIM 3ak0HOM OT 3 okTaAOpa 2014 r. Ne 279-®3 «O paradukauun Iorosopa
o EspasuiickoM 3k0HOMHYECKOM coro3e». Betynun B cuity ans Poccuiickoii @enepauuu ¢ 1 saBaps 2015 r.
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KIIMHAYECKHUX MCClIeIoBaHMid, OoJiee eTanbHOM MPOBEPKU KauecTBa, 3 (HeKTUBHOCTH
1 0e30macHOCTH JIeKapCTBEHHOro mpenapara, B TeueHue 10 paboumx aHed co AHA
nony4deHus yBeaomiieHus PocsnpaBHanzopa [APY winu ropuaudeckoe auio, HA UMS
KOTOPOTO BBIJAHO pa3pelieHHe Ha IPOBEJECHHUE KIMHHUYECKHUX HCCleJOBaHUH,
npencraBisier B Poc3apaBHan30p MpeaBapUTENbHBI OTBET O HEOOXOIUMOCTH HITH
OTCYTCTBHU HEOOXOJMMOCTH MPUHATHUS CPOUHBIX Mep IO JajbHeHIIeMy oOpalleHHIo
JIEKapCTBEHHOTIO Mpernapara.

41. B nepuoj npoBeieHUs aHaJIu3a JOCTOBEPHOCTH UH(OPMALIUH, YKa3aHHOTO B
nyHkte 40 Ilopsanka, IPY nekapcTBeHHOro mnpenapara Wik IOPUIAYECKOE JIUI0, Ha
MMs KOTOPOTO BBIJAHO pa3pelIeHHe Ha IPOBEECHHUE KIMHUYECKUX HCCIIEeOBaHHM,
NpUHUMAaeT Mepel [ OMNpedelieHHMs pucKa, CBA3aHHOTO C  oOpailleHueM
COOTBETCTBYIOILET0 JEKAPCTBEHHOIO IIpernapara, a TakKe KOMILIEKC MEPOIpPHUSTHH,
HalpaBJIeHHbIX Ha MPEeAOTBpAallleHHE UM YMEHbIIEHUE BEPOSITHOCTH BOSHUKHOBEHUS
HEe)KeJIaTelNbHbIX PEaKLHil, CBI3aHHBIX C BO3JECHCTBUEM JIEKAPCTBEHHOTO Mpelapara,
au00 Ha yMeHbIIEHUE CTEMEHU TSHKECTH WM BIUSHUS HeXeNlaTelbHbIX peakluid Ha
MaleHTa B CIy4ae UX pa3BUTHS.

42. B Teuenue 10 pabouux mHed co AHS NOCTYIUIEHUS pPe3yJIbTaTOB aHAIN3a
nocToBepHOCTH HH(popMalinu, ykazanHoi B myHKTe 40 [Topsaka, mposenennoro [PV,
WJIU CO JHSI UCTEYEHUS CPOKa, OTBeAeHHOro /IPY Ha mpoBefeHue yka3zaHHOr0O aHajin3a
JOCTOBEpHOCTH MH(pOopMaliny, 1160 B TeueHre 10 paGounx aHeH co THS MOCTYTUICHHS
B Poc3gpaBHanzop pe3yiabTaTOB KOHTPOJIBHOTO (HAaO30pHOTO) MEPOIPUSTHS,
ykazaHHoro B myHKTe 37 Ilopsinka, Poc3npaBHamzop yBemomisier MHHHCTEPCTBO
3apaBooxpaHeHuss Pocculickoii ®epepaliii O BBISIBJIEHHH HOBBIX JIaHHBIX IIO
0e30macHOCTH U 3¢ (PEeKTUBHOCTH JIEKQPCTBEHHBIX TPENapaToB, HE COAEPKALIUXCS B
oOlieil xapakTepUCTHKe JIEKQpCTBEHHOTO Tmpemnapata W (WIH) WHCTPYKIHH IIO
MEIWLUHCKOMY NPUMEHEHUIO HJIH JOKYMEHTAlUM KJIMHUYECKOro HCClieIoBaHus,
MU3MEHSIOIUX OTHOILICHHUE OXXHaeMOM IMOJb3bl K BO3MOXXHOMY PUCKY MPHUMEHEHHS
JIEKapCTBEHHBIX MIPENapaToB, B TOM YUCJIE MTPH BbISBICHHH HEOOXOMUMOCTH BHECEHHS
U3MEHEHUH B HUHCTPYKLHIO II0 MEAMLMHCKOMY IPUMEHEHHUIO JIeKapCTBEHHOTO
mpenapara B OTHOLIEHHMM CBEIAEHMH O TIOKa3aHUSAX M T[pPUMEHEHHS W
IMIPOTUBOINOKA3AHUAX [JI1 INPUMEHEHUs JIEKapCTBEHHOIO IIpemnapara, BbISBICHHBIX
MOOOYHBIX AEHCTBUAX, HEXENATEIbHbIX peaKUsIX MPU NPUMEHEHHUH JICKAPCTBEHHOTO
npenapara AJii MEOULUHCKOrO IPUMEHEHUS, U HaIpaBlseT COOTBETCTBYIOIIYIO
“HGOPMAITUIO JUIS PACCMOTPEHHS BOIIPOCca O HEOOXOIUMOCTH BHECEHHS N3MEHEHHH B
PEruCTpalluOHHOE JOChE JIEKapCTBEHHOro Ipernapara, OTMEHbI TOCYyIapCTBEHHOMH
pPerucTpaliy, IPOBEACHUM JOKIMHUYECKUX WIM KIMHUYECKHX HCCIIeI0BaHUuN
JIEKapCTBEHHOI'O Ipenapara, JM00 MHBIX JOMOJIHUTENbHBIX UCCIeIOBaHMI KavyecTBa,

3¢p¢exTMBHOCTH ¥ 0€30MacHOCTH  JIGKAPCTBEHHOTO IMpenapara (xajiee —
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JOTIOJIHUTEIbHBIE UCCIIEAOBaHM), a TaKXKe O HEOOXOAUMOCTH, MO0 00 OTCYTCTBHH
HEOOXOAMMOCTH ITPUOCTAHOBJIEHUS TNPHMEHEHHs JIEKQpCTBEHHOIO Iiperapara Ha
NEPHOJl TIPOBENCHHS [OMOJIHUTEIbHBIX WCCIeNOBaHMM, MO0 Ha Tepuof,
HEOOXONUMBIH JUisi BHECEHUS HW3MEHEHHUH B PErMCTPallMOHHYIO JAOKYMEHTaLUIO
JIEKapCTBEHHOI'O IIpenapara.

43. [lo wuToraM pacCMOTpEeHMsI pe3yJlbTaTOB aHaliu3a JOCTOBEPHOCTH
uHpopMaiuy, ykazanHoro B TmyHkTe 40 [Ilopsiaka, mnpencraBnenseix [JIPY
JleKapCTBeHHOTO mpernapara, Poc3apaBHanzop B TeueHue 30 pabouux aHelt co THS
MIOJTy4EHHs Pe3yJIbTATOB aHATKN3a IOCTOBEPHOCTH HHGOPMALIH WU CO IHS UCTEUECHHUS
cpoka, orBegeHHoro [IPY Ha mpoBeleHHe aHalnW3a JTOCTOBEPHOCTH HHGpOpMaLuy,
IpUHUMAeET peleHue o HampasieHud IPY 3ampoca o HeoOXoAMMOCTH pa3paboTKH
ITYP B cooTBeTCTBUH ¢ IMyHKTOM 352 Haanexxaineit npaktuku papmaxoHagzopa.

44, TTYP moimkeH COOTBETCTBOBATH TpeOoBaHMAM nozpazaeiioB 5 «O63op popmara
U colep)kaHus IUlaHa ymnpasieHus puckamu» U 6 «IlogpoOHoe onucanue Kaxaon
yacTH IlIaHa yrpaBjieHus: puckamu» pazfena VI «Cucrema ynpaBiieHHUs pUCKaMu»
Hamtexaield npakTHKY apMaKoHaI30pa.

45. TIYP noanexuTt HanpaiaeHuio B PoczpaBHanazop B TeueHue 60 pabounx nHer
co JaHs mosydeHus 3amnpoca Poc3apaBHams3opa, ykazanHoro B myHKTe 43 Ilopsinka.

46. Ilpu BesBneHnn JPY B xoze mnpoBeneHHs aHaIW3a JOCTOBEPHOCTH
nHpopManuy, ykasanHoi B myHkre 40 Ilopsaka, #HGOpMAIMH O HECOOTBETCTBHH
JIeKapCTBEHHOTO Mperapara TpeboBaHMsIM 3¢ ¢peKTUBHOCTH U Oe3omacHocTtH, [PY
JIEKapCTBEHHOro IIpemapaTa BIpaBe CaMOCTOSITENbHO paszpaborate IIYP n
mpeAcTaBUThH ero B Poc3apaBHaa30p B COOTBETCTBUHU C NOJAIYHKTOM «0» myHkTa 233
Hagnexamieidr npaktukyd QapmakoHangsopa. Bo3moxso npenocrapineHne I[IYP B
Poc3npaBHa30p Ha OCHOBaHWM JAHHBIX, BBISIBIEHHBIX camMuM JIPVY.

47. TIYP BkmodaeT mnoapoOHOE ONMUCAaHHWE BAXHBIX PHUCKOB JIEKAPCTBEHHOTO
npenapara U OTCYyTCTBYHOIIEH nHpopMaIuu 0 ero 6€30MacHOCTH, a TaKkXke MogpoOHoe
OIMKMCaHHEe MEPOIPHUATHH 1o papMaKkoHaA30pYy, HAPABICHHBIX HAa BBIIBICHUE HOBBIX
1 OIEHKY HMMEIOIIUXCs MpobsieM Mo 0e30MacHOCTH, W HOJApOOHOEe OmucaHhe Mep
MHHHUMU3AIIH PUCKOB, BKJIOYas OLEHKY 5GOQeKTUBHOCTH [AaHHBIX Mep, B
COOTBETCTBHH ¢ MyHKTamu 237-344 Hagnexxaiieit npakTuku (papMakoHaa3opa.

48. 3akmoueHHe JKCIIEPTHON OpraHu3allii O JAOCTAaTOYHOCTH HHGOpMalyu O
mpeacraBiieHHbIX B IIYP  koMmmekce  MeponpusiTUii, HalpaBIECHHBIX Ha
IIpeIOoTBpalicHUe WM YMEHbLIEHHE BEpOSTHOCTH BO3HUKHOBEHHS HEXENATENbHbIX
peakuui, CBA3aHHBIX C BO3JEHCTBHEM JIEKApCTBEHHOTo Ipemapara, Jubo Ha
YMEHbIIICHUE CTETIeHU TSHKECTH WM BIUSHUS HEeXKEJIaTebHBIX PEaKlUil Ha MallieHTa
B ClTydae UX pa3BUTHA (Aajiee — Mepbl MUHUMU3ALUHU PUCKOB) pa3MeEINAeTCs B JINYHOM
kabunere AVIC Poc3npaBHanzopa B Teuenue 30 pabouyux AHEH co IHS MONyYEHHs
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ITYP skcneptHO#t opraHuzanyed. Mepbsl MUHUMH3ALAA PUCKOB OCYIIECTBISIOTCS B
cooTBeTcTBHHM ¢ NyHKTamu 307-324 Hapnexaweld npaktuku QapmakoHaazopa.
Poc3apaBHam3op B ciiydae HEOOXOAMMOCTH MyOMKyeT Ha CBOeM O(QUIIMAIEHOM caiiTe
nH(OpMaI[HOHHbIE TUChMa B LIEJISIX YBEAOMJICHUS CIELUANHNCTOB 3[PaBOOXPAHEHUS U
npyrux JIPY o BHeIpEeHUH HOBBIX MEP MUHAMU3ALUU PUCKOB.

49. B cnyuae momydeHHs yBEIOMIICHHS O HEOOXOIUMOCTH BHECEHUS N3MEHEHHI B
ITYP JIPY nexapcTBeHHOroO IpernapaTa B Cpok, He npeBbimatonuii 30 pabouux aHeit
CO IHS MOJIy4eHHUsl JaHHOTO yBeIOoMIIeHUs, npeacrasisieT B Poc3apasaanzop IIYP ¢
Y4E€TOM BHECEHHBIX U3MEHECHUM.

50. B cimyuae TpexXKpaTHOTO TMOJpPS/ BBISBICHUS 3KCIEPTHON OpraHusaluei
HECOOTBETCTBUS pejicTaBlieHHbIX [IPY MaTtepuanoB B paMKax JOMOJHUTEIBHBIX MEP
MHUHHMH3AIUA  PUCKOB JIEKAPCTBEHHBIX IIpemapaToB, HHGpopManusi o0 3ToM
9KCIEPTHO#M opraHmusanuei qoBoautcs 1o Poc3apaBHam3opa B TeueHue S5 pabouux
JHE! CO THS BBIHECEHUS DKCIIEPTHOI'O 3aK/IIOUEHHS.

51. PoczgpaBHanm3op mpu moigydeHMHM HUH(OpMalMM, yKa3aHHOU B myHKTe 50
[Topsinka, IpUHUMAET pellleHHe O HeOOXOAMMOCTH NPHOCTAHOBICHHUH NMPHUMEHEHHS
JIEKapCTBEHHOrO Mpenapara W NPOBEACHUS BHEIIAHOBOM MHCIEKLHH CHUCTEMBI
dapmakoHaazopa JIPY naHHOro mnexkapCcTBEHHOrO IpenapaTra B COOTBETCTBUU C
pazmenom IV «UHcnekTupoBanue cuctemsl (apmakoHaazopa» Haanexaieit

NPaKTHKH (apMaKoHaI30pa.




ITpunoxenue Ne 1 x Topsaky dhapmakoHam3opa
JIEKapCTBEHHAIX IPENapaToB A MEAUIIMHCKOTO IPUMECHEHHS,
YTBEpKACHHOMY IpuKazoM DenepanbHoit ciyxOb1

110 HaJ30py B cdepe 31paBOOXPAHEHUS

ot /4 D& AAY Ne 35715

Pexomennyemslit oOpasen

W3BEUIEHUE O HEXKEJATEJBHOU PEAKLIIU
WJIM OTCYTCTBUHU TEPANMEBTUUYECKOT'O S®®EKTA
JIEKAPCTBEHHOT' O IIPEMIAPATA

Dﬂepawmoe DI[OI’IOJ‘IHI/ITCJ‘[BHaSI UHGOPMALIUA K COODIEHHIO
Ne oT

launsie naumen

Hunuunanei nauneTa (Ko nauueHTa) ITon oM oX Bec Kr

Bospact BepemennocTs O, cpok HeJenb

Amneprus o0 Her o Ects, Ha

Jleuenue 0O aMGyJIaTOpHOG 0O CTAallHOHApHOC O CaMOJICYCHHE

[TpousBoauTens Howmep Jo3za, nyte | laTa Hayana JHara ITokazanue

HaumenoBanue

JIEKAPCTBEHHOT'O cepu BBEAEHHS Tepaniu OKOHYaHHUA
npenapara (Toprosoe Tepanun

HauMeHOBaHNE)

'Hexenate/ibHas peak 13 - Jlata nayana HP

Oncanue peakuny (yKakure Bce €T, BKIIOYas JaHHbIE Tab0paTOpHbIX UCCIIENOBAHUI) Kpurepuu cepresnocrn HP:

o CwmepThb

O VYrposa KU3HU

0 Tocnuranu3anus Wik ee
MPOAJICHHE

o HuBanuaHOCTH

0 BpO)KIIeHHLIe aHOMaJIHH

o KnuHuuecku 3Ha4UMOE COOBITHE

Jara pa3peumenust HP

o He npumennmo

o bes neyeHusa o OtMeHa NOAO3PEBACMOrO JICKAPCTBEHHOI'O NIpenapata O CHimkeHue 103561 JIEKAPCTBCHHOTO IperapaTta

o HemeamkameHTO3Has Tepanua (B TOM YHUCJIE XUPYPTrHIECKOC BMCIII&TCJ'IBCTBO)

m} HeKapCTBeHHaﬂ TCpanusa

O Bei3goposnenue 6e3 mocnenctBuit 0O VYiyumenue coctosHue 0O CocrosHue 6e3 n3MeHEHRI

O Bei3poposienne ¢ nocneacTBAAMM (YKa3aThb)

o Cwmeptb 0 HeussectHo 0O He nprMeHUMO

ComnpoBoxaanach i OTMEHA JEKapCTBEHHOTO Npenapara o0 Her o [la 0 nexapcTBEeHHbIi penapaT He OTMEHSICS




MCUE3HOBEHUEM HEXKENATENbHOM peaKLII/II/I?

o He npumeHumo

HaumenoBanue
JIEKapCTBEHHOTO
npenapara (Toprosoe)

IpomsBonuTens

Pe3ynprar

Howmep
cepun

Jo3za, nyTh
BBEJIEHUS

Jara Hauana
Tepanuu

Jata
OKOHYaHUS

Tepanuu

0 He npuMeHnMo

Hoxkazanue

R | W N =

 Hanusie coobuwasoer

KonTakTHbIi HomMep TesedoHa (aapec JIEKTPOHHOI MOYTHI):

o Bpau 0 [lpyroii cmenuanuct cucteMsl 3apaBooxpanenus 0 [laument o HHoii
Cybwvext Poceniickoii @egepannn (1M HHOCTPAHHOE TOCYAAPCTBO)

Damunns, UM, 0T4eCTBO (TIPU HAJTHYHH)

JlOMKHOCTb U MecTO paloThl

Hara cooluienus

Coo01ueHne MoXKeT ObiTh OTIPABACHO:
e e-mail: npr@roszdravnadzor.gov.ru,

e  OH-naiiH Ha caiiTe: external.roszdravnadzor.ru

e moyToBkli aapec: 109074, r. Mocksa, CnaBsiHckasi IUIOIIaIb, 1. 4, crpoenne 1.




[Tpunoxenue Ne 2 k Topsaky ¢papmakoHaazopa
JIEKapCTBEHHBIX MPenapaToB Ui MEAUIMHCKOTO IPUMEHEHHS,
yTBEp)KACHHOMY npukazoM DenepanbHol CiryXObI

0 HAA30pY B cdepe 3ApaBOOXpaHEHUS

OTZ% 06" 2N 7575

PexomeHnayemslit o6pazen

COOBUEHUE O CEPBE3HO# HENPEABUAEHHOM HEXEJIATEJBHOM PEAKIIAH
HA J!‘EKAPCTBEHHBIP'I TMPENAPAT,
U3YYAEMbI B KIMHUYECKOM MCCJIEJOBAHUM

Ne NPOTOKOJIa KINHUYECKOTO HCCICAOBAaHNA

Haumenosanue nexapcmeennozo npenapama

Haumenosanue npomorona

Ne paspeuienust Ha nposedenue KNuHUYecKko20 UCCied08aHUA 8

Poccutickoti @edepayuu

HaumeHoBaH#e eyefHOro yupexIeHuns, B KOTOPOM BbIABIEHA
HEXXenaTepHas peakuus (eciy peakiys NpousoLLia B

Poccuiickoii @exepaunu)

L HndopmManus o HexenaTenbHOH peakLiH
1. Mauuyanst la. Ctpana 2. llata 2a. 3. 4-6. [lara nayana | 8-12. OT™MeThTe BCE, UTO
naLeHTa poKIEHUA Bospact Mon HeXeNaTesibHOM COOTBETCTBYET HEXKeJaTeIbHOM
peakuuu peakuuu
(nens /Meca/ron) [ICMepTs
Olocnutanu3anus Uil ee
o npo/yieHre

7-13. Onucanue HexenateabHOM peakuuy (BKJIFOYas AanHbie 1a00paTOpHBIX H Dp CI;J(I)ﬂKaa ara

HHCTPYMEHTAJIbHBIX UCCIIEOBaHMUIT) YIP
TPYROCHOCOOHOCTH

WX UHBAJIMOHOCTH

UVYrposa xu3Hu

II. Hudopmauus o nono3pesaeMom JiekapcTBEHHOM Tpernapare (Npenaparax)

14. TMoxo3peBacMbiii JIEKapCTBEHHbII Nperapat (BK/I04as MeXLyHapoHoe HenareHToBanHoe | 20. Mcuesna v peaxuus nocie
HaWMEHOBAHHUE MJIM IPYNIIHPOBOYHOES HAUMEHOBAHUE) OTMEHBI JIEKAPCTBEHHOTO

npenapara?
OHa OHet

OHenpumeHumo

15. Cytounas no3a (103bl)

16. ITyTs (yTH) BBEAEHUS 21. Bo3nuka a4 peakLys BHOBb

17. Ilokasanue (IOKa3aHMs1) K HA3HAYSHHIO:

rocJte IOBTOPHOTO IPHMEHEHUS
JIeKapCTBEHHOTO Npemnapara?

(da OHer

OHenpumeHumMo

18. JlaThl jie4eHus € JI0

19. IIpoaoMmKHUTENBHOCTE TEPATIUHT




III. ComyTcTBYIOLIAs JCKAPCTBEHHAS TEpanus 1 aHaMHE3

22. ConyTcTBYOLINI IEKapCTBEHHDbII npenapar (Mpenapatbl) 1 AaThl BBEJCHUA (32 UCKIIOUYEHHEM TeX, KOTOPBIE MPUMEHSITH IS
JieYeHHs HeXKeNnaTelibHO! peakLuu)

23. [Ipyrue pesieBaHTHblE JaHHBIC aHaMHe3a (HapUMep, AMArHO3bl, AIEPTHH, 6EPEMEHHOCTh € yKa3aHUeM BPEMEHH HMoCieIHel
MEHCTpYyalH)

III. Hnudopmanms o npoussoautene
24. Haumenoeanue u adpec npouzsooumens
24a. UnenTudrkaluOHHbIH HOMEp Ciyyas 246. Jlata nony4yenuns nHGOpMaNUA O HEXKENATENLHOMN peakuu
NPOU3BOAUTENEM

24B. UcTounnk vH(OpPMALIAN O HEXKENATENBHON peakuuu
{JUccnenosanme [1Jluteparypa [JCrnienuanuct 3apaBooxpaHenus [ PerynstopHsie opransl [ Jlpyroit

25. Jlata cooOLeHHA

26. Tun coobuieHus
OIlepsuunoe (IlosTOpHOE




