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Poccniickoit ®enepanun

OENEPAJIBHASA CJIY2KBA 1O HAJI3OPY
B C®EPE 3IPABOOXPAHEHMUA
(POC3APABHAJI30P)

IIPUKA3

/fﬂf/w/x 20 Mociwa w /0

Ob YTBEPKJIEHUU ITOPSIIKA
OCYHMECTBJIEHUA ®APMAKOHA/I3OPA

B COOTBETCTBMH cO cTaTbiMu 64, 65 PenepanbHOro 3akoHa OT 12 anpens
2010r. Ne 61-®3 «O6 obpalieHHy JIeKapCTBEHHBIX —CPEACTBY (Cobpanue
3aKkoHomaTeNbeTBa Poccuiickoit ®enepanyy, 2010, N 16, ct. 1815; N 31, cT. 4161;
N 42, ct. 5293; N 49, c1. 6409; 2011, N 50, cT. 7351; 2012, N 26, ct. 3446; N 53,
ct. 7587; 2013, N 27, c1. 3477; N 48, cT. 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, ct. 4359, 4367, 4388;
N 51, ct. 7245;2016,N 1, ct. 9; N 23, cT. 3287; N 27, c1. 4238, 4283), IpuKa3bIBaIo:

1.Y1Bepaure mnpunaraeMeid IIopsmoK OCYINECTBICHHA (dapMaKoHa30pa
COIIACHO IPHIIOKEHHUIO.

2. KOHTpOJIB 3a MCIIONHEHHEM HACTOSIIETO NpKKa3a OCTaBIIAIO 3a coOoH.
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YTBEPXJEH
npukasoM PenepanbHoM CIIy>XOBI IO HAA30PY
B cepe 31paBOOXpaHEHUSA

or /5. .02 /¥ Ne [O¥/

HMOPAJOK OCYIIECTBJIEHUSA ®APMAKOHA/I30PA

1. Hacrosmmii Ilopsanok ycraHaeiuBaeT TpeGOBaHMSA K OCYIIECTBICHHIO
(bapmakoHaa30pa.

2. ®apMaKOHAI30p —BU JEATEIbHOCTH 110 MOHUTOPUHIY 3G QEKTHBHOCTH
0€30I1aCHOCTH JIEKAPCTBEHHBIX IIPENapaToB, HANpaBlICHHBI Ha BBIABICHHE,
OLIEHKY M IPEeAOTBPALlCHHE HEXeNaTeNbHBIX TOCNEACTBHM IpUMEHEHHMS
JNIeKapCTBEHHBIX NPEIIapaTos .

3. ®apmakoHaa30p ocymecTiatercs PenepanbHoit ciryx60i Mo Haa30py B
chepe 3mpaBoOXpaHeHHs (mamee — Poc3gpaBHaA30p) IyTEM — aHauW3a
IIPEICTAaBIIEMON CyOBbeKTaMH OOpallleHUs JIEKapCTBEHHBIX CPEACTB MHGOpMAIUH
0 MOGOYHBIX [AEHCTBHAX JIEKAPCTBEHHBIX CPEICTB, HEXENATENBHBIX PEaKIHUsX,
CEPBE3HBIX HEXKENATeNbHBIX peaKUWAX, HEeNpeOBUACHHBIX HeKENaTeIbHBIX
peakuusx MpH MPUMEHEHWH JIeKapCTBEHHBIX IpenaparoB, 00 HWHIWBHIYaIbHOM
HENEPEHOCHMOCTH, OTCYTCTBHH 3((EKTUBHOCTH JIeKapCTBEHHBIX IMPENapaToB
(manee — HeXxenaTeNIBHBIX PeaKIHif), a TaKkKe 00 HHEIX (haKkTax M 0OCTOATENLCTBAX,
IPEJCTABISAIONINX YIpo3y >XH3HH WIH 3J0POBBIO YelIOBEKa INpPH INPHMEHEHHH
JIEKapCTBEHHBIX IpenapaTroB (Janee — HMHONH MHpOpManMH MO 06e30IaCHOCTH H
3(QGhEeKTHBHOCTH), BBISBIEHHBIX HA BCeX OJTamax OOpalleHHs JEKAPCTBEHHBIX
npenapatoB B Poccuiickodi ®enepauMd U ApPYrHX TOCyAapcTBaX B MENAX
BEISIBIEHUS  BO3MOXHBIX  HETaTUBHBIX  IMOCIEACTBHA WX  NPHMEHEHHS,

WHIUBUAYAIbHON  HEIEePEeHOCHMOCTH, NpeAyNPEeXACHUS  MEAUIIUHCKUX
pabOTHHUKOB, MAllMEHTOB M WX 3alIMTH OT NPHUMEHEHHSA TAKHUX JIEKapCTBEHHBIX
penapaToB.

4. ®apmakoHaI30p OCYIIECTBISETCS C COONIOAEHHEM 3aKOHOJATEIbCTBA
Poccutickoii @enepanuy B 061aCTH 3al0UTH IEPCOHATBHBIX TaHHBIX.

5.  JIOKHOCTHBIMM  JIMIIAMM,  YMOJHOMOYEHHBIMH  OCYIECTBIATH
(dhapMaKoHAA30p, ABJIAIOTCA:

1) pykoBoauTess (3aMeCTUTENH pyKoBoauTens) PocaapaBHam3opa;

Tlynxr 52.1 crareu 4 ®eaepanpHoro 3akona ot 12 anpens 2010r. Ne 61-03 «O6 obpareHun
JexapcTBeHHBIX cpencT» (Cobpanue 3akoHomaTenbcTBa Poccuiickoiit @enepanuu, 2010, Ne 16,
cT. 1815; Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26,
cT. 3446; Ne 53, ct. 7587; 2013, Ne 27, c1. 3477; Ne 48, ct. 6165; 2014, Ne 11, c1. 1098; Ne 43,
cT. 5797; Ne 52, c1. 7540; 2015, Ne 10, cT. 1404; Ne 27, ct. 3951; Ne 29, ct. 4359, 4367, 4388; Ne
51, ct. 7245; 2016, Ne 1, cT. 9; Ne 23, ct. 3287; Ne 27, ct. 4238, 4283),
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2) pyKOBOZWTENH CTPYKTYPHBIX IoApasfeieHuii PociapasHanzopa, HX
3aMECTUTENIH, JODKHOCTHBEIMM  pErjlaMeHTaMH KOTOpPBIX  IIPEeAyCMOTPEHBHI
TIOJIHOMOYHS IT10 OCYILECTBIECHHUIO hapMaKoHaI30pa;

3) HHBEIE TOCyHapCTBeHHBIE TpaKJaHCKue CIyXalue Poc3ipaBHAn3opa,
JOJDKHOCTHBIMH ~ perJlaMEHTaMH KOTOPBIX MpPEeXyCMOTPEHBI IOTHOMOYHS IIO
OCYILIECTBICHHUIO (hapMaKOHaI30pa.

6. ®apMakOHaJ30p OCYIIECTBIAETCS POC3IpaBHAA30POM HAa OCHOBAaHHH
CBEJCHUM, ITOTy4YE€HHEIX B BHJIE:

1) coobmieHuii cyObekTOB OOpallleHHs1 IEKapCTBEHHBIX CPEACTB (mamee —
co001IeH it );

2) mepHOIMYECKHX OTYETOB IO 0E30MaCHOCTH JIEKapCTBEHHEIX MPENapaToB
(manee - IIOB), HampaBnseMblx B Poc3gpaBHamzop JepXaTelsMH WM
BIIafieNIbIAMH PErHCTPALMOHHEBIX YAOCTOBEPEHH I JIEKAPCTBEHHEIX MPENapaToB MK
YIOJIHOMOYEHHBIMA UMH MHBIMHU IOPUIWYECKHUMH JHIaMHu (Hajiee — AepXKaTelaMu
PEruCTPALMOHHBIX YOCTOBEPEHHUH ),

3) mNepUOAMYECKHX OT4ETOB IO 0e30macHOCTH pa3pabaThiBaeMOro
(uccnemyemoro) nekapcTBeHHOro mpemnapara (manee - POOB), HanpaBiseMbIX B
Poc3paBHan30p IOpHINYECKHIMH JIUIIAMH, HAa UM KOTOPBIX BBIIAHBI paspellcHus
Ha IPOBEJEHHE KIMHUYECKHX HccienoBanuil B Poccuiickoii ®enepamum, mmubo
APYTHMH YIIOJTHOMOYEHHBIMU IOpUAMYECKMMH JHLAMH (Hajiee — HOpHIAIECKHE
JUIAMH, Ha MM KOTOPHIX BBIIAHBI pa3pelleHHs Ha NpPOBEACHHE KIMHHUYECKHX
HCCIIEOBaHU );

4) yHpOpMaINH, NOIYYEeHHOH B XOIe OCYIUECTBJIEHHS T'OCYAapCTBEHHOIO
KOHTpoJIs (Hag3opa) B chepe oOpalleHus JIEKapCTBEHHEIX CPEICTB.

7. B mensx oueHKH HHQPOpPMALMKM HAYYHOTO W KIMHHUYECKOTO XapakTepa,
coZiepKalleiics B JOKyMEHTaxX U JaHHBIX, IIE€PEUYHCIEHHBIX B MTyHKTE 6 HACTOAIIETO
Ilopsnka, Poc3apaBHamsop 1npuBnekaer DenepanbHOe TrOCYJapCTBEHHOE
OromKxeTHOE yUpexxJIeHHe, HaxoAsdlleecs B BeleHud PocsgpaBHam3opa (mamee —
SKCIEpTHAs OpraHU3alIus).

8. Onenka wuH(pOpMaMH HAYYHOTO H KIMHHYECKOTO XapakTepa,
coaeprKallencs B JOKYMEHTaX U IaHHBIX, TEPEYUCIIEHHBIX B IYHKTE 6 HACTOSIIErO
ITopsiaka, OCHOBBIBaeTCS Ha MPUHLIMIAX 3aKOHHOCTH, COOMIOAEHHA IIpaB U cBoOOA
yelnoBeKa W IpaxKlaHWHA, MpaB IOPUIUYECKOTO JIMIIA, HE3aBUCUMOCTH HKCIIEpTa,
OOBEKTHBHOCTH, BCECTOPOHHOCTH W TIOJHOTHI HCCJIENOBaHWH, IIPOBOAHMMBIX C
HCIIONB30BaHHEM COBPEMEHHBIX JIOCTH)KEHHUHM HaYKH U TEXHUKHU, OTBETCTBEHHOCTH
SKCHEPTHOM OpraHM3allid IO TNPOBEJEHUIO SKCIIEPTHOW OLEHKHM M KadecTBa
3KCIIEPTHOM OLIEHKH.

9. Coobmenus cyOBbeKTOB oOOpaleHHsi JeKapCTBEHHBIX CpEICTB, 3a
WCKIIIOYeHHEM IOpPUIAYECKHUX JIWI, Ha MM KOTOPBIX BBbIJIaHBI pa3pelIcHUSA Ha
MpoBelieHHe  KIHHHYECKHX HucciaemoBanuii B Poccuiickoir  ®enepaunuy,
HampaBigioTcs B Poc3apaBHang30p 1o pekoMeHayemoMy obpasily «l3BelieHus o
HEXEJIATeIbHOM peakiM¥ MIH OTCYTCTBHH TepamneBTHdeckoro 3¢dekra
JIeKapCTBEHHOTO TIperapaTay, IpuBeIeHHOMY B npuiioxkeHuH Ne 1 K HacTodieMy

TTopsaxky.




10. CoobmeHus I0pUANIECKUX JIHL, Ha UM KOTOPHIX BBIAAHBI pa3pelIeHUs
Ha IIPOBEJCHUE KIMHUYECKHUX HCCIeJOBaHUM, HampaBiAioTCsA B Poc3gpaBHaI30p
no pexkoMmeHayeMoMy oOpasiy «CooOIneHus O cepbe3HOW HenpeaBUIeHHON
HEXENaTeNbHOM peakl[Md Ha JeKapCTBEHHBbIM IIpenapar, H3ydalollMiics B
KJIIMHAYECKOM HCCIIEIOBaHUN», IPUBEICHHOMY B IIPUJIOXKEHHUH Ne 2 K HacTosLIEMY
Iopsizky.

11. B ciyqae, ecnu xapakTep CBelleHUH, YKa3aHHBIX B MOAIYHKTe | MyHKTa
6 Hacrosmero Ilopsgka, He COOTBETCTBYET COAepXKaHWIO mHoneit Qopm,
npuBeJiIecHHBIM B IpmioxeHHsAX Ne 1 u Ne 2 x nHacrosmemy Ilopsaxy, uinu B
Cly4ae, €CIM yKa3aHHble CBeIeHHsS OBLIM BEISBJIECHEHI 3a Tpenaenamu Poccuiickoi
®epepanuy, I0MycKaeTcs UX NpeJcTaBieHue B Poc3paBHa 30p B MPOU3BOJIBHOM

dopme.

12. Coobuienus HaIlpaBJIAIOTCS B  Poc3mpaBHan3op gepes
ABTOMaTH3UPOBaHHYI0 HWHGOPMAIMOHHYIO cucTeMy PocsapaBHan3opa (manee —
ANC Poc3npaBranzopa), mmbo (0] AJIEKTPOHHOH rnoure

pharm@roszdravNeadzor.ru. IIOb, POOB mnpencraenstorcs B Poc3mpaBHamsop
gepe3z AUC Poc3apapHan3zopa 160 Ha SIEKTPOHHBIX HOCHTEISX.

13. Jepxatenu perucTpalldOHHBIX YIOCTOBEpeHHH B Cpok He Oosiee 15
KaJleHIapHbIX AHe# coobmaioT B Poc3zpaBHAN30p CBEIEHUS O HeXelaTelnbHbBIX
peakuuax, yka3zaHHBIX [IpaBuiiax Hayiexalied MpakTUKA (papMaKkoHaA30pa,
yTBepxKIeHHbIX pemieHneM Cometa EBpasmiickoit JxoHommuueckoit Komuccuu ot
3 HostGps 2016 1. Ne 87% (.m. 7.1.7.1., 7.1.7.3.).

14. Cpox pang cooOLieHHs O HeXelaTeIbHBIX peakmHiaX, yKa3aHHBIX B
IlpaBunax Hagnexame# mnpakTukd ¢apmakoHamopa EAIC (m. 7.1.7.1.),
HUCYMCIIAETCs B COOTBeTCTBUHM ¢ IlpaBunamMu  Haanexameidl  NpaKTUKA
dapmakonagzopa EADC (m. 7.1.2.1.).

15. Cpox coobmenus uHONH uHPopMamuud MO OE30MaCHOCTH H
st dexTuBHOCTH, yKazaHHOH [IpaBmiiax HaIexalieid NMpakTHKA (papMakoHaa30pa
EADC (m. 7.1.7.3.), ucuncnsgercs ¢ OaThl, KOTAA JEpKaTelleM PerucTpaioOHHOro
YAOCTOBEPEHHUS JIEKapCTBEHHOTO mpenapara 30151 YCTaHOBJIEHBI
COOTBETCTBYIOLIHE PAKTHI B OOCTOATENHCTBA.

16. JlepxaTtenu perucTpallMOHHBIX YJOCTOBEPEHUN JIeKapCTBEHHBIX
npernaparoB npeacraBisioT B PoczapaBaanzop [10b no dopMme, npuBeseHHOH B
IpaBmiax Hagexamen nmpaktuku ¢papmakoHagzopa EADC (.. 8.4-8.5).

17. Tlopsmok WCYUCIEeHHs Jarbl OKOHYaHMs cbopa JdepxareiieM
PETHCTPAITHOHHOIO YIOCTOBEPEHHS CBEJIeHNI O HeXKeNaTelbHBIX peaKUMaX, MHOH

’[IpaBuna Hagmexaleil IpaKTHKH (apMakoHan3opa. YTBepxieHH pemenueM CoBeTa
EBpazuiickoit Dxonommdeckoit Komuccuu ot 3 HosGps 2016 r. Ne87 (OdunuanbHeni cait
EBpazuiickoro  3KoOHOMHMYeCKoro coro3a  https://docs.eaeuNeioNe.org/docs/ru-ru/01411948
/cNecd 21112016 _87, 21 Hos6ps 2016)
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uHpopMaiuu no Oe3zomacHocTH s ouepeaHoro IIOB W mHepHOAWYHOCTH
npeacraienuss [IOb  and 5ekapcTBEHHBIX — IpemaparoB  pa3lIM4HBIX
MEXIYHapOOHBIX HENAaTCHTOBAaHHBIX HAMMEHOBaHWH WJIM TIpYNIHAPOBOYHBIX
HaMMEHOBaHuM yTBepxaatoTca Poc3ipasHanzopom.

18. Jlna nexapCTBEHHBIX IIpenaparoB, CPOKH M IE€PUOAUYHOCTD
npencrasieHuss 1IOb Ha Koropble He yTBepKIeHB Poc3apaBHaI30poM,
NEPHOJUYHOCTh U CpOKHU IpexactaBieHus IIOb OTCUUTHIBAIOTCS OT JaThl MEPBOM
TOCYapCTBEHHOM pPETHUCTpallid JIEKapCTBEHHOI'O IIpenapara B MHpe H
COCTAaBJISIOT:

1) xaxzasie 6 MecsAleB OT JATHl IIEPBOH IrOCYHapCTBEHHOW PErHCTpallid B
MHp€ Ha IPOTKEHUH NEPBBIX 2 JIET;

2) exXxerogHO Ha MPOTHKEHUH MOCTIeAYIOMUX 2 JIeT;

3) manee — kaxasie 3 roaa.

19. TIOb npencraBmstorcs B Poc3ppaBHam3op B CpOK, YKa3aHHBIH B
IIpaBunax Hagnexamiei npakTuku dhapmakoranzopa EADC (m. 8.8.1.).

20. Ilpu BoIBNEHHH HEXeNATENbHBIX peakUWid W WHOM HHQOpPMALMH IO
Oe3omacHocTH H S((EKTUBHOCTH, HE COAEPKAIIUXCS B HHCTPYKIHH IO
MEIHALIMHCKOMY NPUMEHEHHUIO, U3MEHSIOMMUX OTHOIIEHHE OXXHAAeMON IOJb3bI K
BO3MOXHOMY PHUCKY IIpUMEHEHHs JIeKapCTBEHHOro Ipemnapara, Poc3mpaBHamzop
BIIpaB€ 3alpPOCUTh Yy  JiepXaTels  pPEeruCTPalHOHHOTO  YOCTOBEpPEHUs
JIeKapCTBEHHOTO npemnapaTa BHeouepeanoi I10b.

2]1. Baeouepemnoii IIOb mnpencraBinsercs B Poc3gpaBHan3op B CpOK,
ykazaHHeIH B [IlIpaBminax Hajiexameidl mpakTukd ¢apMakoHag3opa EADC
(m. 8.8.2.).

22. IOpupgudeckue nuia, Ha MM KOTOPBIX BBIJAHBl pa3pellicHHUs Ha
IpOBeJIeHHe KIMHHYECKHUX HCCIIEeIOBaHMA, B CPOK He Oojiee 7 KaJleHOapHbBIX AHEH
coobmaroT B Poc3mpaBHam30p O JieTAIBHBIX WK YIPOXKAIOIIUX KU3HU CEPhE3HBIX
HETIPEeIBUICHHEIX HEXeJaTeNbHBIX pPeaKIUusiX Ha HCCIENYEeMBIN JIEKapCTBEHHBIN
Ipemnapar, BBISBIEHHBIX B XOJ€ KIMHMYECKHX HCCIEIOBAaHHUM, pa3pelleHHBIX K
npoBefeHnt0 B Poccuiickoii denepanyu, ecid HHOE He MPELyCMOTPEHO
00OpEHHBIM IMPOTOKOJIOM KIIMHUYECKOTO HCCIIEOBaHus.

23. KOpuguueckue nuia, HA HMMA KOTOPBIX BBIJAHBI pa3pelICHHAs Ha
MpoBeieHNe KIMHWIECKUX UCCIIeIOBaHUH, B CPOK He Oonee 15 kaeHIapHBIX JHEH
cooOmaloT B Poc3apaBHan30p O Cepbe3HBIX HENPEABHUACHHBIX HEXENATEIBHBIX
peaknuax, 3a HCKIIOYEeHHEeM peaKUWii, yKa3aHHBEIX B IIyHKTe€ 22 HaCTOSAIIETO
Ilopsinka.

24. IOpugudeckue JmIla, Ha HMMsS KOTOPHIX BBIJGHBEI paspelllicHHs Ha
[IpOBelieHHe KIMHUIECKUX HCCIIeOBaHUH, B CPOK He bonee 15 xaleHIapHbIX JHEH
coobmaor B Poc3apaBHamzop uHGOpMaUui0 MO 6€30IaCHOCTH HCCIELYyEMOTO
JIEKapCTBEHHOTO IIperapara, ykasanHyro B [IpaBunax Hajjexalledl KIMHHYECKOH
MPaKTHKA EBpasuiickoro »KOHOMHYECKOIO CO03a, YTBEPKACHHBIX peleHHeM
Coseta Espaswiickoit Dxonommueckoii Komuccun ot 3 Hos6psa 2016 r. Ne 79
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(mamee - IlpaBuna HamTexamel KiIuHHYeckoll mpaktHke EADC) (m. 1.5.
ITpunoxenus
Ne 11).

25. Cpokn ans coolOIeHHs O HeXeaTeNIbHBIX peaklMAX, yKa3aHHBIX B
myHKTax 22 u 23 Hacrosmero Ilopsika HCUMCIAIOTCA B COOTBETCTBHM C
IIpaBunamu Hajgnexamel xmuHUYeckoi nmpaktuku EADC (m. 1.3.1. Ipunoxenus
Ne 11).

26. Cpok coobmieHns uHOW WHPOpMAIMU MO GE30IMaCHOCTH HCCIEAYEMOro
JIEKapCTBEHHOI'0 IMpernapara, yKasaHHBIM B INyHKTe 24 Hacrtosmero Ilopsnka,
HCYHMCIIAETCA C JaThl YCTAaHOBJIEHHS IOPUAWYECKUM JIHMIIOM, Ha HMsS KOTOpOTO
BEIJAHO  paspellicHWss Ha  IIPOBEJCHHE  KIMHHYECKHX  MCCIeOBaHUH,
COOTBETCTBYIOIIMX (PaKTOB ¥ OOCTOATEIILCTB.

27. IOpupudeckoe JHIO, HA WMS KOTOPOTO BBIJJAHO pa3pelleHde Ha
IIPOBENECHUE KIIMHUYECKUX UCCIEeIOBaHM, paCKphIBaeT PaHIOMH3AIIMOHHBIH KOJT B
COOOIIEHUX O HEXENATENbHBIX DPEaKIHiIX, YKa3aHHBIX B IMyHKTax 22 ® 23
HACTOSIIEro MOps/iKa, €CIIM UHOE HE NMPETYCMOTPEHO NMPOTOKOJIOM KIIMHUYECKOTO
UCCIIeIOBaHUS.

He momnexaTr cooliieHHIO B MOpsAKe, YKa3aHHOM B NyHKTax 22 # 23
HacTosero Ilopsnka, HexxenarenbHble peakUUH, MPOHU3OHIEANINE Y YIaCTHAKOB
KIMHUYECKUX MCCIIeIOBaHMH, TOTydaBIIUX Iuanedo.

28. CoobuieHust o BBIBICHHBIX Ha TeppuTOopuH Poccuiickoit ®exnepaiuu
HEXeNaTeNnbHBIX peakIusX Ha JIeKapCTBEHHBIE IIpemapaThl CpaBHEHHS,
3aperucTpupoBaHHble B Poccuiickoit ®expepanuu, nNOIyIekKaT COOOIIEHHIO B
HOpsAJIKe, YKa3aHHOM B ITyHKTe 12 Hactosmero ITopsaxa.

29. IOpupudeckue nMIa, Ha WM KOTOPBIX BEIHAHO pa3pelleHHe Ha
[IPOBEJICHUE KIMHUYECKUX MHCCIe0BaHuH, npenctaBisior B Poc3apaBHag3op
POOB B cootBeTcTBHH ¢ MyHKTOM 4 mpunoxenus Nel2 IlpaBun Hamiexamniei
knuaudeckoii npaktuku EADC. K POOB npunaraercs komus Opommopsl
HCClenoBaTeNs KIMHUYECKOTr0 HCCIEIOBAaHUA, Pa3pelleHHOro K NPOBEACHUIO B
Poccuiickoit Deneparuu, aelicTByromas Ha MOMeHT npeacTtaBieraus POOB.

30. POOB npencrasnsiorcs B Poc3gpaBHag3op €XerogHo B CPOK,
OTCUMTBIBAEMBIH OT JaThl Hauyajla MepBOr0 KIWHUYECKOTO HCCleIOBaHHUs
JIEKapCTBEHHOI0 IIpernapara B MHpE HIM OT JaThl IEPBOM TrOCyAapCTBEHHOM
perucTpaliy JIEKapCTBEHHOIO Iipenapara B MUpe.

31. POOB no nexapcTBEHHBIM NpenapaTaM, UCCIIeTyeMbIM Ha TEPPHTOPHH
Poccutickoit ®epepanun, npeAcTaBIstOTCS B Poc3gpaBHag3op B CpOK, HeE
npeBbIalomui 60 kKaneHIapHBIX JHEH OT AaThl OKOHYaHHUA cOopa IepKaTeieM
PETUCTPAIIMOHHOTO YAOCTOBEpEHHUS CBEJEHWI O HEeXeNaTeNbHBIX peaKLUMsX I
JIaHHOTO JIEKApCTBEHHOTO ITpenapara.

*[paBma HajIexKammed KIMHAYECKON IPaKTAKA EBpasHiicKoro SKOHOMHYECKOTO COK03a.
YrBepxaensl pemennem Coseta Eppasuiickoit IxoHomMudeckoit Komuccuu ot 3 HosOps 2016 1.
Ne 79 (OdummanbHbLH CalT EBpasmuiickoro 9KOHOMHMYECKOTO cor3a
https://docs.eaeuNeioNe.org/docs/ru-ru/01411924/cNecd 21112016_79, 21 HO6ps 2016)
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32. Ilpn BoISBIIEHHH CBEJEHHH, H3MEHSIONMX OTHOLIECHUE OXUAAEMOM
IIOJIb36I K BO3MOXKHOMY DHCKY INpHMEHEHHS JIeKapCTBEHHOro IIpernapara B
KIMHWYECKOM  MCCleJOoBaHMHM, Poc3paBHag3op  BhopaBe — 3alpOCHTh Y
IOPHAMYECKOrO JIML@, Ha KMMs KOTOpPOrO BBII@HO pa3pellleHHe Ha TPOBEJCHHE
KIHHAYECKHX MCCIIEIOBaHUH JIEKapCTBEHHOTO CpeAcTBa, BHeouepeaHoit POOB.

33. Bueouepennoii POOb mpencrasnsiercs B Poc3paBHanzop B Cpok, He
npeBIAoIMi 60 KaneHTapHbIX AHEH OT JaThl MONyYEHHU OPUIHIECKUM JTHIIOM,
Ha HMs KOTOPOro BBJAaHO pa3pelleHHe Ha TMPOBEJIEHHE KIMHHYECKUX
UCClIeI0OBaHu# 3ampoca Poc3npaBHaa3opa, ykasaHHOrO B IMyHKTe 31 HacToAIIero
IMopsnka.

34. OcymecTtBieHHe paboThl CyOBEKTOB oOOpallleHHs JeKapCTBEHHBIX
CPEACTB (MEIUIIMHCKUX OpPraHW3allyii) 10 BEIABICHUIO HEXEIATEbHBIX PeaKuuil 1
WHOY uHGopMamu Mo Oe30macHOCTH W 3()(EKTHBHOCTH IpH IPUMEHEHHH
JIEKapCTBEHHBIX IpenapaToB perjlaMeHTUpyeTCcs BHYTPEHHHMH IIpHKa3aMH
MEeULIMHCKOMN OpraHu3aIliy.

35. CyObexTsl oOpamieHHs JIeKapCTBEHHBIX CpENCTB (MEIUIMHCKUE
opraHusaluy) o0s3aHBl B CpoK He Oonee 3 pabouumx pgHEH cooOImaTh B
Poc3npaBHan3op 0 cepbe3HBIX HEXEIATEeNbHBIX PEeaKIHAX C JIETATEHBIM HCXOIOM
WM YIpO30# XHW3HH, 33 HCKIIOUEHHUEM HEXEJIaTeIIbHBIX peaKIMid, BHIABICHHBIX B
XOJle TpOBENEHHS KIWHUYECKHX HCCIIeIOBaHM, IIPOBOAMMEIX B JaHHOM
MEJUIIMHCKON OpraHU3allHH.

36. CyObexkTsl oOpallleHHs JIEKAPCTBEHHBEIX CpPEACTB (MEIHUIIMHCKUE
OpraHW3alli¥) B CPOK, He NPEBHIIAIOIAN 15 KaleHTapHBIX OHEH, cOOOINaloT B
Poc3npaBHaa30p 0 ClenylomKX HeXeNaTeNbHBIX peakmuaxX W WHON WHGOpMAIH
no ©Oe30macHOCTH # S((YEKTUBHOCTH, BBIABICHHOW JaHHOH METUITMHCKOH
opraHu3alyel, 3a HCKIIIOYEHNEM HeKeNIaTeNIbHBIX PeaKINid, BBIABICHHBIX B XOHE
MTPOBeIEHHs KIIMHAYECKUX HUCCIIEIOBAHHIA:

1) cepbé€3HBIX HexeNaTeNbHBIX PEeaKIHUIX Ha JIEKapCTBEHHbIE NIpenapaTsl, 3a
HCKITIOUEHUEM CEphEe3HBIX HEeXeNaTeNbHbIX peaklyi, yKa3aHHBIX B IIyHKTe 35
Hactosmero Ilopsaka; _

2) cirydasix mepenadyd MH(GEKIMOHHOTO 3ab0JieBaHus depe3 JIeKapCTBEHHEIN
npemnapar;

3) ciayd4asx OTCYTCTBHS 3asiBIEHHOH 3((EKTUBHOCTH JEKapCTBEHHBIX
IIpenapaToB, NPUMEHAEMBIX TPH 3a00JeBaHMAX, NPEJCTABIAIOMUX Yrpo3y I
KH3HH 4YelIOBeKa, BakKIUH AJA MNPOGWIAKTHKA HHQEKIMOHHBIX 3a00JIeBaHUH,
JIEKapCTBEHHBIX IIperapaToB [Uis MpexoTBpalleHuss OepeMeHHOCTH, Korjua
OTCYTCTBHE KJIHHHYECKOro 3(pdekra He BbI3BaHO HHIWBHIYaJIbHBIMH
0COOEHHOCTSIMH TIAI[HEHTA U (HIIH) crieTudUKoi ero 3a60eBaHuUs;

4) HexeNaTeNbHBIX peaKklUUAX, BOSHUKIINX BCIEACTBHE 3II0YyNOTPEOICHHU
IpernapaToM, B CIydYasX YMBIIUIEHHOW MEPeO3UPOBKH  JIEKAPCTBEHHOIO
npemnapara, MpH BO3ACHCTBHH, CBA3aHHOM C NMPOGeCCHOHAIBHON AEATENLHOCTEIO,
WIA B CiIy4asX WCIOJNB30BaHUA JIEKAPCTBEHHOrO Iipenapara B IEIX
YMBIIIUIEHHOTO TIPUYMHEHHUS Bpea KU3HH U 310POBBIO UEIOBEKA.

37. Cny4an WHOUBUIYaIbHOW HENEPEHOCHMOCTH JIEKApCTBEHHBIX CPEJCTB,




SIBUBIIIMECS OCHOBAHMEM JIJIS BHIITKUCKHU JIEKAPCTBEHHBIX MPENapaToB IO TOPrOBOMY
HAaHMEHOBAHHUIO B pPaMKaxX IpOrpamMM JIBIOTHOTO JIEKAPCTBEHHOI'O OOeCIedYeHHS,
IoJJiexXaT HampaBleHHiI0 B Poc3gpaBHam30p BpadyeOHBIMH KOMHCCHAMH, B
IIOPA/IKE, YCTAaHOBIEHHOM IpHKa3oM Munszapasa Poccun ot 5 mas 2012 Ne502x
«O6 yTBepXICHHH NOPAAKA CO3NAHHA M AEATENBHOCTH BpavyeOHOM KOMHCCHM
MEIMIIMHCKOM OpraHM3allik» B CPOK, He IPeBbIMIAIOMIHA [ISTH pabouux AHEH ¢
JaThl BBIMMCKH COOTBETCTBYIOILEIO JIEKAPCTBEHHOIO Mperapara M0 TOProBOMY
HauMEHOBAHMIO.

38. Cpok 1151 cCOOOIIEHHUS O HeXeNaTeNbHBIX PeakUuiaX U HHON HHGOpMALUH
no 6e30nacHOCTH M 3¢ ¢EeKTUBHOCTH, YKa3aHHOM B MyHKTax 35-36 HACTOSIIEIO
Ilopsinka, mcuucnsercs C OaThl, KOrAa OTBETCTBEHHOMY IO (hapMaKOHAA30py
JOJDKHOCTHOMY JHMIy CcyObekra oOpamieHHs JIeKapCTBEHHBIX  CPEJCTB
(MEeOMIIMHCKOM OpraHM3ald) CTajld HW3BECTHBI CIEAYIONIME CBEIEHHd O
HeXeNaTelbHON peakyy Wik 0co00# CHTyallHu:

1) uHdoOpManusi, mo3BONIOMAS HACHTH()HUIMPOBATH IOPHANYECKOE HIIH
(H3HYECKOe U0, BEISIBUBIIIEE HEXENATENBHYIO PEAKIHIO HIIH 0COBYIO CHTYAIHIO,

2) uHOOpMaIys, MO3BOJSIONIAS HICHTU(GUIIUPOBATE (HU3UYECKOE JIHIO, Y
KOTOporo Habiofanach HexesaTeJabHas peaKIus;

3) wuHbopMamysi, NO3BOJSIONIAS HWASHTH(PHUIMPOBATh JIEKAPCTBEHHEIM
npenapar;

4) uHbopMamms, TO3BOJAONIAs  HMACHTH(HUIHAPOBATH  CHMIITOMEI
HeXeNNaTebHOU peaKiu.

39. Konnu coobrienuii, HanpaBieHHBIX B Poc3apaBHA30p, B COOTBETCTBUH
¢ mnyHKkramH 35-36 Hacrosmero Ilopsnka, COXpaHSIOTCS B MEIUIMHCKOM
NOKYMEHTAallUH TTaIlHeHTOB.

40. Coobmenus, [10b, POOB, noctynatornue B 3nekTpoHHoM Buie B AUC
Poc3npaBHaazopa, perucTpupyrOTCs aBTOMATHYECKH.

41. Coobenus, mocrynawoomue B Poc3apaBHaa3op no 31eKTpOHHO# moure,
a takxe IIOb, POOB, mnocrynaromme B Poc3mpaBHam3op Ha 3JIEKTPOHHBIX
HOCHUTEIAX, peructpupyrorcs u BHocsaTcs B AMC Poc3npaBHan3opa B TeueHue 5
pabouux AHe# ¢ AaTHI MX MOCTYILICHHUS.

* Ipuxkas MunucrepcrBa 3apaBooxpaHenns Poccuiickoit @eneparuu ot 5 Mas 2012 Ne 502n
«O0 yTBepXKIeHHH NOpSAAKAa CO3NaHWS W IEATEIHHOCTH BpadeOHOM KOMHCCHH MEIHUIMHCKOM
opranuszamun» (3aperucrpupoBad MunioctoM Poccuu 9 mions 2012 r., perucTpaniMOHHBIH
Ne 24516, PI" 22 utons 2012 r. Nel141) B penakimu [Ipuxaza MuHHCTEpCTBa 3ApaBOOXpaHEHHS
Poccuiickoit ®enepanuu ot 02 mekabps 2013 Ne 886 «O BHecenunm usmeneHuit B Ilopsmox
CO3JIaHUA U OESTeIbHOCTH BpadyeOHOH KOMHCCHM MEOWIIMHCKON OpraHW3alli, yTBEPXKICHHBIH
IpHKa30M MUHHCTEPCTBA 3ApaBOOXpaHEHNs B COMHAITLHOTrO pa3BuTHs Poccuiickoit ®enepanuu
ot 5 mas 2012 r. Ne 502m, u B Illopanox Ha3Ha4YeHHS W BBIMUCHIBAHUS JIEKAPCTBEHHBIX
IIpenapaToB, YTBEpXKICHHBIH mpuKazoM MuHucTepcTBa 37paBoOXpaHeHHs Poccriickoit
®enepanuu ot 20 xexabps 2012 . Ne 11750» (3apeructpupoBan Muntocrom Poccun 23.12.2013
Ne 30714)




42. Onenka wuHQOpMAIMM HAYIYHOTO M KIMHUYECKOTO XapakrTepa,
cogepxamieiics B coobmeHusx, mocrynaromux B AKWMC Poc3apaBHagsopa,
OCYILECTBIIIETCA IKCIEPTHOW opraHM3almel B TedeHHe 5 pabouux JHEH ¢ JaThl
MOCTYIUICHUS.

Onenka uHQOpManMH  HAYYHOT0O ¥  KIMHAYECKOIO  XapaKTepa,
comepxaietics B I[IOb u POODB, mpoBoauTcs 5KCIEpTHOW OpraHu3aluedl B
tedeHre 60 paGounx AHelH ¢ AaThl UX MOCTYIUIEHHS B SKCIIEPTHYIO OpraHU3aIIHIo.

43. Pe3ynprarThl OIEHKHM HHQOpMAIMM HAYYHOTO M KIMHHYECKOTO
XapakTepa, cojiepxalleiics B COOOLIEHHAX, HampaBisioTcs B Poc3apaBHam30p
SKCIIEPTHOM OpraHu3alliel B COCTaBe eXEeHEeNENbHBIX OTYETOB.

Pesynbrarel WHGOpPMAaLMH HAydHOTO M KIMHHUYECKOTO Xapakrepa,
copepxameiics B IIOb u POOB, nanpasnstorcs B Poc3npaBHam3op B cocTaBe
€XXEMECIYHBIX OTYETOB IKCIIEPTHOM OpraHU3aiHH.

44. TIlpu BBIABIEHHMM OKCIEPTHOH OpraHm3annell HECOOTBETCTBHUSA
npencrapieHHoro 110b mynkrtam EADC 8.4-8.5 IlpaBun Hajnexamed NpakTUKA
dapmakonanzopa, ¥ POOB nyHkty 4 mpunoxenus Nel2 IlpaBun Hamiexaiei
xuHuYeckoil mpaktuku EADC, PocsapaBHaa30p B Cpok, He mpeBblmarommi 10
pabounx pgHe#H ¢ JgaThl NOCTYIUIEHHS MOaHHOH HWHGOpPMAalldH, HanpaBjseT
JIEPXKATENI0 PETUCTPALIOHHOTO yJIOCTOBEPEHHs JIEKapCTBEHHOIO Ipenapara WA
IOpHIMYECKOMY JIMIly, Ha MMsS KOTOPOTO BBHIIaHO pa3pelleHHe Ha NpOBEICHHE
KIIMHUYECKUX HCCIeNOBaHMi, 3anmpoc o BHeceHnH u3meHeHu# B I10Ob unu POOB.

45. Jlepxatenb pETUCTPAllMOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOI'O
Ipernapara Wik IOpHUAWYECKOe JHUI0, HA UM KOTOPOTO BBIJAHO pa3pellieHHe Ha
TIpOBe/ieHNe KIMHMYECKUX MCCIIeIOBaHMi, B CPOK, He mpeBblmaromuii 30 pabounx
IHell ¢ JaTel HoONydeHHs 3ampoca Poc3gpaBHan3opa, yka3aHHOTO B IyHKTe 44
HacToswmero Ilopsnka, HampaBnser B Poc3mpaBramzop IIOB B cooTBeTcTBHH C
nyaktaMd EADC 8.4-8.5 IlpaBun Hajanexamied MpakTHKA ¢apMaKoHan3opa, U
POOB B cootBercTBHHM ¢ IMyHKTOM 4 mnpunoxeHus Nel2 TlpaBun Hagnexaient
KinuHu4eckoi npaktuku EADC,

46. Ilpu BbIABNEHMH DSKCIIEPTHONH oOpraHu3alMeit B XOA€ OLECHKHU
“HpOpMallMM HAYYHOTO0 M KIMHHYECKOTO XapakTepa, COJEpKalluXcsi B
coobmenmnsx, IIOB, POOB cBenenuii, OTCYTCTBYIOIIMX B MHCTPYKLHUHM IO
MEIUIIMHCKOMY IPUMEHEHHUIO WIH AOKyMEHTAMH KIMHUYECKOIO MCCIEeIOBaHHS,
HU3MEHSIOMMX OTHOIIEHHE O’KUOAeMOH MOJIB3bl K BO3MOXKHOMY PHCKY IIPHMEHEHHUS
JIEKApCTBEHHOT'O Tperapara, SKCIEpTHAas OpraHW3alys HalpaBlseT 3aKII0YeHHE
06 sTroM B Poc3mpaBHam30p B CpOK, He MHo3qHee 5 pabodyuMx IOHEH ¢ JaThl
BBIABJICHHUS COOTBETCTBYIOIIMX CBEICHUM.

47. B cnydae, eciii COTJIACHO 3aK/IFOYEHHUIO SKCIIEPTHOM OpraHM3alHH,
MPUYUHON HEXeNaTeNbHON peaklUMy WM YIpO3bl JKHU3HH M 3I0POBBIO YeJIOBEKa
MOTJIO SBJIATECA HapylleHHe CyObeKTaMH OOpallleHHs JIEKapCTBEHHBIX CPEACTB
3aKOHOJATENBHBIX TpeOOBaHHMH K (papMaKoHaa30py, NTHOO HapyleHHWE IPaBHII
HaJJIeXallel KIMHNIeCKOH MpakTHKH, Poc3paBHan30p NPHHUMAET DEIICHHE O
MIPOBEIeHNHM TPOBEPKU COOMIONeHHs CcyObeKTaMu OOpallleHHs JIEKapCTBEHHBIX
CPEeICTB yCTaHOBIEHHbIX DemepansHbIM 3akoHOM oT 12.04.2010 Ne 61-D3 «O6
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oOpallleHuH JIeKapCTBEHHBIX CPEACTB» W IPHHATHIMA B COOTBETCTBHH C HHM
WHBIMH HOPMaTHBHEIMH IPaBOBEIMH akTaMiu Poccuiickoi ®enepauuu tpeGoBaHmiA
K KIMHAYECKMM HCCIEJOBaHUAM JIEKAPCTBEHHBIX IMIPEMapaTroB, XPaHEHHIO,
nmepeBo3ke, BBO3y B Poccuiickyro ®Denepanuio, OTIOYCKY, pealu3alyH
JIEKapCTBEHHBIX CPEACTB, IPUMEHEHHUIO JIEKAPCTBEHHBIX IpENnapaToB B IOPSIKE,
yctaHoBiieHHOM DenepansHbeiM 3akoHOM OT 26 gekabps 2008 r. Ne 294-@3 «O
3alMTEe NpaB IOPUAMYECKUX ULl U MHAWBUAYAIBHBIX NpEANPUHHUMATENEH IpH
OCYIIECTBIICHUH TOCYJapCTBEHHOIO KOHTpOJIS (Haa30pa) M MYyHHUIUIIAIBHOTO
KOHTpOJI;I»5 .

48. B cimydae, eclid COIJIACHO 3aK/IIOYEHHMIO 3KCIIEPTHOM OpraHM3alui,
MPUYMHOM  HEXeJIaTeIbHOW  peaKlMHd MOIJI0  SBIATHCI  HECOOTBETCTBHE
JIEKapCTBEHHOTO Mpemnapara TpeOoBaHMIM KauecTBa, Poc3ipaBHaI30p IIPUHUMACT
peleHrue O NPOBEIEHUH BBIOOPOYHOTO KOHTPOJIS KadyecTBa COOTBETCTBYIOLLETO
JIeKapCTBEHHOI'0 Mpernapara B MOpPSAKE, YCTaHOBIEHHOM 3aKOHOJATEIbCTBOM
Poccutickoit ®enepanymn.

49. B Teuenue 5 pabouux AHEH C JaThl TMOCTYIUIEHHS 3aKIIOYEHHUS
9KCIIEpTHOW OpraHW3alldd, CojJep)Kamero MHQOpPMALMIO O BBIABICHUH HOBBIX
JaHHBIX MO 0e30macHOCTH U 3()(EeKTUBHOCTH JIeKapCTBEHHBIX IIpenapaToB, HE
coIepXaIlluXxCsi B HMHCTPYKIMH 1O MEOWUIIMHCKOMY [PUMEHEHUIO WIH
JOKYMEHTAaLMH KIMHHYECKOTO  HCCIENOBaHHS, W3MEHSIOMMUX OTHOIICHHE
OXHIAeMOH TOJB3Bl K BO3MOXXHOMY PHCKYy TNPUMEHEHUS JIEKapCTBEHHEIX
npenapatoB, Poc3apaBHaA30p yBeAOMIISET 00 3TOM JepKaTens periCTPaliOHHOIO
YAOCTOBEPEHUS JIEKapCTBEHHOIO Iipenapara WiIH IOpUANYECKOe JIUI0, Ha HMs
KOTOPOTO BBIIAHO pa3pellieHre Ha NPOBeJeHHEe KITMHUYECKIX UCCIIEOBaHHM.

50. Jlepxarenp perucTpalliOHHOTO YIAOCTOBEPEHUS JIEKApCTBEHHOIO
npenapaTra Wik IOpHAWYECKOe JHUI0, Ha UM KOTOPOro BBIJAHO paspellieHHe Ha
IIpoBeicHHe KIMHUIECKHX HCCliefoBaHui, B TeueHue 10 pabounx AHEH ¢ MOMeHTa
HONy4YeHHs YBeAoMIleHus Poc3paBHa3opa, yka3aHHOTO B ITyHKTe 49 HacCTOSALIETO
TNopsiaka, HPOBOMMT IPOBEPKY MOCTOBEPHOCTH TMONY4YeHHOH HH(OpMaluu H
peacTaBisfeT HHGOPMAIHMIO O pe3ylbTaTax MpoBepkH B PocaapaBHaa3op.

> MenepabHbIA 3aK0oH OT 26 gexabps 2008 r. Ne 294-®3 «O 3amuTe Opas IOPHAXIECKHX JHAI U
HHAABUAYAIbHEIX INpeJNpHHUMATeIeii NpH OCYINECTBICHHH TOCYAapCTBEHHOTO KOHTPOIA
(Ham3opa) W MyHHIMIAIBEHOTO KOHTpois» (CoOpanme 3akoHOnaTelbcTBA POCCHHCKOH
@enepanun, 2008, Ne 52, c1. 6249; 2009, Ne 18, ct. 2140; Ne 29, c1. 3601; Ne 48, ct. 5711; Ne
52, cT. 6441; 2010, N 17, c1. 1988; Ne 18, c1. 2142; Ne 31, ct. 4160, ct. 4193, cT. 4196, Ne 32,
cT. 4298; 2011, Ne 1, c1. 20; Ne 17, c1. 2310; Ne 23, ct. 3263; Ne 27, ct. 3880; Ne 30, ct. 4590; Ne
48, cT. 6728; 2012, Ne 19, c1. 2281; Ne 26, ct. 3446; Ne 31, ct. 4320, cT1. 4322)

6 INpuka3s ®enepansHoi iy )OEI 0 HAA30py B chepe 3apaBooxpaHerus oT 07 aprycra 2015 Ne
5539 «O6 yrBepxxaennn [lopsiaka ocymecTBIeHHS BEIOOPOYHOrO KOHTPOJIA Ka4eCTBa
JIEKApCTBEHHEBIX CPEACTB I MEIUIIMHCKOTO IPUMEHEHHUs» (3aperucTpupoBaH MUHIOCTOM
Poccun 9 aBrycra 2015 r., peructparuonssni Ne 39263, "bronneTreHh HOPMAaTUBHBIX aKTOB
¢enepalbHBIX OpraHOB HCIIOJIHUTENBHOM BiacTh", Ne48, 30.11.2015)
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51. B nepuon npoBeneHUs IPOBEPKH, YKa3aHHOU B IMyHKTe 50 HacTosIero
Ilopsinka, nepXaTelb PpErHCTPAllMOHHOTO YAOCTOBEPEHHSA JIEKApPCTBEHHOTO
IIpenapara WIM IOPUAMYECKOE JIMIO0, Ha UM KOTOPOTO BBIJAHO pa3pelieHHe Ha
[IPOBEJICHUE KIIMHUYECKHX WCCIENOBaHMM, MPUHUMAEeT HEOOXOIUMBIE MEpBI LIS
TOro, 4YTOOBI Bpell, CBA3aHHBIA ¢  oOpallleHHeM COOTBETCTBYIOLIETO
JIEKapCTBEHHOIO NIpenapara, He yBeIMIHIICS.

52. B Teuenne 10 paboumx JHed C MAaThl IOCTYILUIEHHS pPe3yJIbTaTOB
IIPOBEPKH, YyKa3aHHOW B IyHkTe 50 HacTtosmero Ilopsaka, NpoBeneHHOM
JepiKaTeleM PpEerucTpalMoOHHOTO YAOCTOBepeHHs, Poc3apaBHan30p yBeZOMIISET
MunuctepctBo 3apaBooxpanenus Poccuiickoit ®enepaiiiyi 0 BHIABIEHHH HOBBIX
JAaHHBIX 10 6e3omacHOcTH ¥ 3()(EeKTHBHOCTH JIEKAPCTBEHHBIX IIPENaparoB, HE
COEPXKAINMXC B HHCTPYKUUHM MO MEJULMHCKOMY TPHUMEHEHHIO WIH
JOKyMEHTAallM¥ KIMHUYECKOTO HCCIENOBAHMS, W3MEHSIOIINX  OTHOIICHHE
OXHAAEMOM IMONb3bl K BO3MOXHOMY pHCKY NpPHMEHEHHS JIEKapCTBEHHBIX
IIPENapaToB, U HAIpPaBIsAeT COOTBETCTBYIOUIYIO HH(MOPMAIUIO IS PaCCMOTPEHHS
BOIpoCca O HEOOXOOMMOCTH BHECEHHS H3MEHEHHH B PErHCTPallHOHHOE IOCHE
JEKapCTBEHHOIO  Mperapara, OTMEHBI TOCYJapCTBEHHON  perucTpalu,
[IPOBEIECHUU MNOKIMHUYECKUX WM KIMHUYECKHUX HCCIEeOBAaHHUH JIEKapCTBEHHOTO
mpenapara, JU00  HHBIX  JOIOJNHHUTENBHBIX  HCCIEHOBaHWHA  KadecTBa,
3QQEeKTHBHOCTH ¥ O€30MacHOCTH JIEKapCTBEHHOrO TIpemapara (maiee —
IOOTIONHHUTENBHBIX HCCIEJOBaHM), a Takke O HeobxoauMocTH, JU6O 00
OTCYTCTBMM HEOGXOOMMOCTH NPHOCTAHOBIEHHS OOpalleHHs JEKAPCTBEHHOTO
mpenapaTta Ha IMEpUOJ NPOBEACHHS IOMOJHHUTENBHBIX HCCIeNOBaHHH, U060 Ha
epuoJi, HEOOXOAMMBIN Jyii BHECEHHS W3MEHEHHH B PETHCTPAIllHOHHYIO
JOKYyMEHTALIUIO JIEKApCTBEHHOTO Mpernapara.

53. Ilo uroraM paccMOTpeHHS Pe3yIbTaTOB MPOBEPKH, YKa3aHHON B ITyHKTE
50 mHacrosmero Ilopsigmka, IpeAncTaBIEHHBIX [epXkaTeleM PErHCTPalHOHHOIO
YOOCTOBEpEHHS JIEKapCTBEHHOro nmpenapara, Poc3gpaBHag3op B TeueHue 30
pabouux AHeH ¢ AaThl MOMYYeHHs pe3yIbTaTOB MPOBEPKH, BIIpaBE HAIpPaBUTh
IepXKaTeil0 PEerdCTPAalMOHHOIO YAOCTOBEPEHHS 3alpoc O HeoOXOoIUMOCTH
paspaborku Ilnana ynpaBnenus puckamu (ganee — IIYP) B cooTBeTCTBHH C
nyHkTamu 6.2.4-6.2.5 IIpaBun Hagexaiuei mpaktuku papmaxonanzopa EADC.

54. ITYP noanexwut HanpasiieHuro B Poc3ipaBHaa3op B TeueHue 60 pabounx
oHE# ¢ maTel NoOydeHHs 3amnpoca Poc3apaBHan3opa, yKa3aHHOTO B ITyHKTE 52
Hactosmero [lopsaka.

55. Tlpm BBIABIEHWH Jep)KaTelieM pPEeTrUCTPalliOHHOIO YAOCTOBEPEHHS
JIEKapCTBEeHHOT'O IperapaTa, B X0Jle POBEACHUS MPOBEPKHU, YKa3aHHOM B IIYHKTE
50 Hacrosmero Ilopsmka, wHpOpMAamMH O HECOOTBETCTBUM JIEKAPCTBEHHOIO
mpemnapara TpeboBaHUAM KadecTBa, 3PPEeKTUBHOCTH U O€30MacHOCTH, AepiKaTeib
PETHCTPALIMOHHOTO  YIOCTOBEPEHHS  JIEKapCTBEHHOIO  Ipelapara  BIpaBe
camocTosATensHO pa3paborats ITYP u npencraButs ero B PocsnpaBHanzop.

56. IIYP BxmouaeT moapoOHOe ONHCaHWE  MEpPONpUATHUH IO
(dbapMaKkoOHaA30py, HANPaBIEHHBIX Ha BBIABIEHUE, OLEHKY U IPeAOTBpallleHHE WK
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MHHHUMH3ALIMIO PUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMH IperapaTaMH, BKIIOYasd
o1eHKY 3()()EeKTHBHOCTH JAHHBIX MEPOIPHITHH.

57. Poc3apaBHaa30p B CpPOK, HE IpEBHIIAIOMUN 5 pabouynx AHEH C OaThl
noctyivienus [IYP, HamipaBiseT ero B 3KCIIEPTHYIO OPraHU3ALMIO ISl IPOBEACHUS
Hay4YHO-KIVMHAYECKOM OLEHKM C ILENbI0. ONpeleNeHus  JOCTaTOYHOCTH
IpeaaraéMblX MEpOIPHATHH AJis MpeJOTBpAIlleHUs Bpela JKU3HU H 300POBBIO
rpakJaH Mpy IPUMEHEHUH JIEKapCTBEHHOIO Mpenapara.

58. 3akimoyeHWe  OKCIEPTHONM  OpraHu3allid O  JOCTATOYHOCTH
npemioxxeHHbx ITYP Meponpusituif ans mpenoTBpallleHUs Bpela JKU3HH H
3I0POBBIO, IPaXKJaH MPH NIPUMEHEHUH JIEKAPCTBEHHOIO IIpernapara HarpaBlisieTcs
B PocanpaBHamzop B TeueHune 20 pabouux aHedt ¢ jgarel nocrymuieHus ITYP B
3KCHEPTHYIO OpPraHU3AIHIO.

59. PocappaBHam3op B TeueHHe 5 pabouumx AHEH € JaThl IMONTy4YeHHS
3aKJIIOYEHHS SKCIIEPTHOM OpraHM3aliy, YKa3aHHOTO B IyHKTE 57 HaCTOSIIEro
Ilopsinka, HampaBisieT JAepXaTell0  PerucCTPallMOHHOIO  yAOCTOBEPEHMS
JeKapCTBEHHOTO TIpermapara yBeJoMyieHMe o coracoBaHun IIYP, mmubo
yBeOMIIEHHE O HEOOXOAMMOCTH BHECeHHs 3MeHeHuH B [TYP.

60. B cnydae mnomydueHus yBeZOMIIEHHS O HEOOXOIMMOCTH BHECEHHS
m3MeHeHnit B IIYP  gepxarenp — permcTpaliiOHHOIO  yIOCTOBEPEHHMS
JIeKapCTBEHHOIro Mpemnapara B CpoK, He npeBsmaronuii 20 pabounx aHel co JHA
IOJIyYeHHsI [aHHOIO YBeJOMIIeHHWs, npexacrasinsieT B Poc3gpaBHamsop IIVP ¢
Y4E€TOM BHECEHHBIX U3MEHEHUIA.

61. Ilo utoram paccMoTpeHHs pe3yJIbTaTOB IIPOBEPKH, YKA3aHHBIX B IIYHKTE
50 nactosmero Ilopsaka, mHpeacTaBlE€HHBIX IOPHAMYECKMM JIMLOM, Ha HMs
KOTOPOTO BBIJAHO pa3pellleHHe Ha NPOBEACHHWE KIWHUYECKHX HCCIEIOBaHMMA,
Poc3npaBuanzop B TeueHue 30 paboumx OgHe#l ¢ AaThl NOJMY4YEHHUS Pe3yJILTATOB
IIpOBEpKH,  paccMaTpuBaeT BONpPOC O  HampaBieHMH  MHUHHCTEPCTBY
3apaBooxpaHeHUs Poccuiickoii ®epepallil ¥ IOPHAMYECKOMY IIHIy, Ha MM
KOTOPOTrO BBIJAHO paspellieHHe Ha IpPOBEACHUE KIMHUYECKHX HMCCIIEIOBaHuH,
COOTBETCTBYIOIIEH MH(OPMALIMU Ui paCCMOTPEHHUS BOIpoca O HEOOXOAMMOCTH
MIPUOCTAHOBIICHUS KJIMHWUYECKOTO HCCIENOBaHMs, JOCPOYHOIO 3aBEpIICHHS
KJIMHAYECKOr0 HMCCIENOBaHUA, JHOO BHECEHHS M3MEHEHHH B IPOTOKOI
KJIIMHUYECKOr'0 UCCIIEOBAHUSI.

62. ITo pesynpraram ¢apMakoHag3opa PocsapaBHazm3op pa3sMelllaeT Ha
cBoeM o¢uIHATEHOM caiite B ceTd «VHTepHET» CBelleHHS O pEIICHHAX
MunucrepctBa 3apaBooxpaHeHHs Pocculickoii ®epepaiy, NPHHATEIX IIO
pe3yJbTaraM paccMoTpeHus nHpopMaiuu Poc3apaBHaa30pa, yKa3aHHOM B IyHKTE
52 nacrosmero Ilopsaka.




IMpunoxenue Ne 1 k Ilopsaxy ocyniecTBieHus
(apMaKoHa30pa, YTBEPKACHHOMY IIPHKAa30M
®enepanbHOl ciayxO6HI 110 HAI30pY B chepe
3IpaBOOXPAaHECHHUS

or 75. 0. /% Ne éOJ’/

Pexomenayemsiit o6pazen

W3BEIIEHME O HEXEJATEJILHOW PEAKIIHHA
MM OTCYTCTBHUH TEPAIIEBTUYECKOI'O J®PEKTA
JIEKAPCTBEHHOT'O IIPEITAPATA

D IMepBuanOE HononauTensHas AHGOpMaLEA K COOGINEHHNIO
Ne oT

HHuuHanbI NauneHTa (Ko namieHra)* Ilon oM oX Bec KT

Bospact BbepeMennocTh O, Cpok HeJenb

Amneprua 0 Her 0 Ects, Ha

Jledenne O aM6yJIaT0pH06 0O CTaOMOHAPHOC [ CaMOJICYCHHE

HanmenoBanue JIC IIpomspoauTens Howmep Hoza, myts | /lara Hagana Jlata ITokazaHue
(ToproBoe)* cepunt BBEIECHUA Tepanuu OKOHYaHHSA
Tepamin

JlaTta navana HP

Onuncanue peakHu* (yKakuTe BCe JETANH, BKIOUas JaHHbIE TaGopaTopHbix Hecnenosanui) | Kpurepnn cepsesnocru HP:

o CmepTs

0 Yrpo3a xXu3HH

o Tocnuramm3anya HiIH €€
NpoAJICHHE

o HWueamupHoCcTh

O BpoxIeHHbIE aHOMATHU

o KivHWYecKH 3HaYMMOE COORITHE

Jara paspemienus HP

o He mpumenuMo

o besnegenuss 0O OtMeHa nomospeBaeMoro JIC 0O CHmkerue no3sl JIC

o HeMmennxaMeHTO3HAA Teparnus (B T.9. XHPyprudeckoe BMEIMAaTeIbCTBO)

0 JlexapcTBeHHas Tepanus

Brizaoposienue Ge3s mocaeacTsuit 0O Yiryumenwe coctognde 0 CocTosHMe 6e3 H3IMEHEHMH

a

Bai3nopoBieHKe ¢ HOCIEACTBUAMHE (yKa3aTh)

m]

m]

Cmepts 0  HemssectHo 0O He mpumenumo




s

ConpoBoxanack 4 otMeHa JIC ucyesHoBeuunem HP?

o Her o la o JIC He ormeHsnock o He npuMennMo

Hasnauanoce a1 nekapcTBo motropHO? 0O Her 0 [la

PesynsraT

0 He npumenumo

Hawnmenopanue JIC IpowsBoauTeis
(Toprosoe)

Howmep
cepun

Hosa, myTs
BBCOCHHUA

Harta Bauana
Tepanuu

Hata
OKOHYAHHA
Tepanuu

IToxazanue

W W N

KonTakTHblii Tesiedon/e-mail:*

0 Bpaa o Jlpyroif cneHMaNACT CHCTEMEI 3IpaBoOXpaHenus O IlauMeHT

o Hnoit

.10

JLODKHOCTE H MeCTO paGoTsl

Iara cooOmenms

* moJsie 00A3aTEIBHO K 3aMOJHEHHIO

CoobmeHne MOXXET GBITh OTIIPABIEHO:
e e-mail: pharm@roszdravnadzor.ru,
¢axc: +7(495)698-15-73,

[ ]
e  OH-JAlfH Ha caifte www.npr.roszdravnadzor.ru
e mo4ToBHI agpec: 109074, r. Mocksa, CnaBsHcKkas Womans, A. 4, crpoexue 1.




ITpunoxenue Ne 2 x Ilopsaky ocymecTBneHUs
(apMakoHaa30pa, YTBEPKACHHOMY IPHAKA30M
DenepanbHOii CIIyXOHI 110 HaA30py B chepe
3/]paBOOXpaHCHUSA

or 75 .04 . [F Ne /OH

PexomennyeMrlit o6pazen

CoobGmeHne 0 cepbe3HOi HenpeABHACHHOH HeXKeJIaTeIbHOM peakuuy Ha
JIEKapCTBEHHbIH Npenapar, H3y4alomuica B KIHHHYeCKOM HCCJIeJOBAHHH

Ne NPOTOKOJIa KIIMHHICCKOI0 HCCIICIOBAaHUA

Haumenosanue JIC

Haumenosanue npomokona

M paspewenun na nposedenue Kt ¢ PO

HauMmeHoBaHMe 1€9e6HOTO yUpemKACHNUA, B
KOTOPOM BBISBJICHA HEXENATeNbHAs PeaKIHs
(eciu peakius IpoM30ILIa B Poccuiickoi

®enepaimn)
L HndopManus o HexenaTeIbHOM peakiy
1. Urumass la. Ctpana 2. Nara 2a. 3. TTon 4-6. Jlata 8-12. OtmertsTe Bee,
NanneHTa pOoXIeHus Bosp Hagaya 9TO COOTBETCTBYET
acT HexkenatensHo | HITP
# peakiun OCwmepts
/ (I;:;/H’ OT ocruranu3auys Wiy
MecA1y/rox) €€ TIPOJICHHAE

O Croiixas yrpara
TPYAOCIIOCOOHOCTH
HTH HHBATUTHOCTE

7-13. Ormcanue HexeJaTenbHON peakiiy (BKITI09as JaHHbIE JabopaTOpPHBIX H
HHCTPYMEHTAIbHBIX HCCIIEJOBaHMIA)

OVrpo3a Ku3sHH

IL. HHpopmaLms 0 noa03peBacMOoM JIeKapCTBEHHOM Npemnaparte (mpenapaTax)

14. ITomo3peBaeMblif JiekapCTBEHHBIH Hpenapar (BII0Yas MexIyHapOJHOe 20. Ucaezna m
HETATEHTOBAaHHOEC HAUMEHOBAHHUE WIH IPYIIIHPOBOYHOE HAMMEHOBAHHE) peaxis Mocie OTMEHBL
npemnapara?

(OJTa OHet

(JHenpuMeHEAMO

15. Cyrounas no3a(s1) 16. I1yTr(-u) BBeAEHHA 21. Bo3uukia 1u

peakis BHOBb IIOCIIC
17. Ioxa3anue(s1) kK Ha3HA9EHUIO: TIOBTOPHOTO
TIpUMEHEHHS
JIEKapCTBEHHOI'0
npenaparta?

OJMla OHet

OHenpuMeHEHMO

18. Matsl negenus ¢ b1 (4] 19. IIpoaoIDKUTENEHOCTE TEPAUA




III. ConyTcTBYIOMIAs JIEKapCTBEHHAA TePAIHA ¥ aHAMHE3

22. ConyTCTBYIOIMMUIA JTeKapCTBEHHBIH Npenapat(-bl) ¥ AaThl BBEJCHHS (33 ACKITIOYEHHEM TEX, KOTOPHIE IPHMEHIIHA
ZUIA JIedeHNsA HeXKeIaTeNbHOM peaKin)

23. JIpyrue peneBaHTHEIC JaHHBIC aHAMHe3a (HallpHMep, AHArHO3LI, aJIePruM, GepeMEHHOCTD C yKa3aHHEM BPEeMEHH
MOCAEeAHEH MEHCTPYayH, U T.1.)

III. HWnas uadopmarms

24. Haumenosarue u adpec npouzgooumens

24a. UnentudUKanHOHHEIN HOMED CITydast 246. [lata noxydeHds HHGOPMaLH O HeXKeJaTeJIbHON
peaxuy MPOH3BOANTENIEM

248. WcTo4HHK HHGOpMALUY O HEXENATEIBHOM peaKy
OHccaenosarue [1JIureparypa JCnenuamict 3apaBooxpaHenusa [1PerynaropHsle oprausl [ JIpyroii

25. lata gaHHOTO COOGMmIEeHNs

26. Tan coobmenus
OIlepBuanoe (1IToBTopHOE




