06 yTBep>xaeHuu MpaBun akkpepuTaLuum MeauLUHCKUX
OpraHusauui Ha NpPaBo NPOBeAEeHUA KJIMHUYECKUX UccnenoBaHnn
NleKapCTBeHHbIX NpenapaToB AJI1 MeAULMHCKOro NPUMEHEeHuUs

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Genepauum - Ne 683 - oT 03.09.2010 - MpaBuTenbcTBO Poccuiickon
®epepaunu - YTpaTun cuny

MocTaHoBneHwne MpaBuTenscTBa Poccuinckon ®egepaumm ot 03.09.2010 r. Ne 683 (CobpaHue
3aKoHogaTenbcTBa Poccuinckon ®egepaumm ot 2010 r., Ne 37, cT. 4697)

MPABUTENBCTBO POCCUACKOWN ®EAQEPALINN
MOCTAHOBNEHWE

oT 3 ceHTs6ps 2010 r. N 683

MOCKBA

YTpatuno cuny ¢ 1 sHeaps 2021 r. - NMocTtaHoBneHne MpaButenscTea Poccuinckon ®egepauum ot
13.06.2020 Ne 855

06 yTBepxaeHun MpaBui akkpeanTaunum MeANLUNHCKMX OpraHn3aumnin Ha
npaBo NpoBeAeHNs KNINHNYECKUX NCCIeA0BaHNI IeKapCTBEHHbIX NpenapaTos
4N MeANLUNHCKOro NpUMeHeHNS

B cooTBeTCTBMM CO CTaTbel 38 PenepasbHOr0 3aKoHa

"06 obpalleHUn nekapCTBeHHbIX CpeacTB" NpaBUTeNbCTBO Poccuinckonm
depepaumMMnoCcTaHOBAAET:

1. YTBEepanTb Nnpunaraemble MNpaBuna akkpeanTauum MeguLnHCKnX
OpraHu3aunii Ha NpaBo NPOBEAEHUS KINHNYECKNX NCCed0BaHNN
JIeKapCTBEHHbIX NPenapaToB And MeaULNHCKOrO NPUMEHEHMS.

2. YCTaHOBUTb, YTO MEANLMNHCKME OpraHM3aumm, NpoBogsLune

KJINHNYECKNe NCCIef0BaHNS IEKapCTBEHHbIX NpenapaToB Ha AeHb
BCTYMNJIEHWS B CUY HAaCTOSALWEro NOCTaHOB/IEHNSA, BMpaBe NPOBOAUTL 3T
nccnepoBaHua 6e3 akkpeguTaunm Ha NPaBo NPOBEAEHUSA KIANHNYECKNX
nccnenoBaHW IeKapCTBEHHbIX NpenapaToB Aas MeanLMHCKOr0 NPUMEHEeHUS
00 1 ceHTsabpa 2011 r.

Mpencenatens MpaBuTeLCTBA
Poccuiickon ®epepaumm B.MyTuH

YTBEPXXIEHbI

nocTaHoB/IeHNEM lMpaBMTENbCTBA
Poccunckon ®epepaunn

OT 3 ceHTAbpsa 2010 r.

N 683

NMPABUNA

aKKpeanTauum MeANUNHCKMX OpraHn3aLmin Ha NpaBo NpoBeaeHns
KJINMHNYEeCKNX I/ICCﬂe,EI,OBaHI/IVI NeKapCTBEeHHbIX nMpenapaToB Aa14 MeaununHCKOro
npUMeHeHns

1. HacTtoswwme MpaBnsa ycTaHaBAMBAKOT MNOPALOK aKKpeauTaumum
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MeOMLNHCKNX OPraHn3aLunin Ha NpaBo NPOBEAEHNS KIIMHUYECKINX
NCCcnenoBaHW IeKapCTBEHHbIX NPenapaToB Aas MeanLMHCKOro NPUMEHEHUS
(Danee - akkpegmTauma) B Lenax:

a) ycTaHoB/ieHMsa 6e30MacHOCTM NeKaPCTBEHHbIX MPENapaToB As
3[40pOBbIX 006POBOILLEB U (1SIM) NMEPEHOCUMOCTU UX 340POBbLIMU
nobpoBonbLamMy;

6) nogbopa oNTUMasbHbLIX 103MPOBOK NEKAPCTBEHHOMO NpenapaTta u

KypcCa neyvyeHunsa aasa naumeHToB C onpenesieHHbIM 3aboneBaHneM,
ONTUMasbHbIX 03 U CXEM BaKLUHALUN MMMYHOBMONOrM4eCcKnMun
JIeKapCTBEHHbIMY MpenapaTamu 340P0BbIX 40OPOBONbLLIEB;

B) yCTaHOBNeHNs 6e30nacHOCTY IEKapCTBEHHOMO NpenapaTa U ero
3(pHEKTMBHOCTN A5 MNALMEHTOB C oNpefeneHHbIM 3aboieBaHnemM,
npodunnakTUYeckon 3hheKTUBHOCT MMMYHOBNONOMNYECKMX IEKAPCTBEHHbIX
npenapaToB A5 340p0oBbiX 4OOPOBOJILLEB;

) M3y4eHNs BO3MOXXHOCTW PacLUMPEHUs NoKa3aHui 4S8 MegULMHCKOro
NPUMEHEHUS 1 BbISIBJIEHNS paHee HEN3BECTHbIX NOBOYHbIX AENCTBUIA
3apernucTpmMpoBaHHbIX NEKAPCTBEHHbIX MPenapaTos.

2. AKKpeouTaums MOXKET OCYLLECTBAATLCSA Kak B OTHOLLEHUN BCEX
yKa3aHHbIX B MyHKTe 1 HacTosawmx MNpaBun Lenen, Tak u B OTHOLLIEHUN
OJHOW N3 HUX.

3. AKKpeauTaums ocyuectenseTca MMHUCTEPCTBOM 34paBOOXPaHEHNSA
Poccuiickon ®epepalimun (Lanee - opraH no akkpegmTaumm) B Lenax
NPU3HaHNSA KOMMETEHTHOCTU MeAULMHCKON opraHn3aunm ana npoBeneHuns
KJINHNYECKNX NCCNefoBaHN IeKapCTBEHHbIX NPenapaToB Aad MeaNLUNHCKOro
NPUMEHEHUS Mo onpeaesieHHOMY NPodnalD MEAULMHCKON AeATENbHOCTMY,
OCYLLLECTBJIAEMOMY MEOMNLMHCKON OpraHm3aLunen.

4. TpeboBaHMAMN NO aKKpeaUTaLUmn, KOTOPLIM JOKHA

COOTBETCTBOBATb MEAMLIMHCKAs OpraHu3auUns B LLefsx akkpeanTauunm,
ABNAOTCA:

a) HaJIM4Yne JINLEH3MM Ha OCYLLECTBJIEHNE MEANLIMHCKOW

AeATeNbHOCTU, @ TakXXe B C/ly4Yae NPOBeAeHNs KJIMHNYECKUX NCCnenoBaHnii
JIeKapCTBEHHbIX MPenapaToB, COAepXXallMX HapKOTUYECKMe CpeacTBa 1
NMCUXOTPOMHbIE BELLECTBA, - JIMLLEH3UN Ha OCYLLECTBIEHNE AEATENbHOCTH,
CBSi3aHHON C 060POTOM HAapPKOTMYECKUX CPEACTB N MCUXOTPOMHbIX
BELLECTB;

6) Hann4me oTaeneHms (nanatbl) MHTEHCUBHOW Tepanun n

peaHnMaLun B ClyYae NpoBeaeHNs KINHNYECKUX UCCIe0BaHNN
JIEKapCTBEHHbIX NPenapaToB Ans yCTaHOBAeHWA nx 6e30nacHOCTK NS
3[4,0pOBbIX A06POBOSILLEB U (1SIM) NEPEHOCUMOCTY X 340POBbLIMU
nobposonbLamy;

B) HaJIM4ymMe KOMui HOPMaTMBHbIX MPABOBbLIX aKTOB, PErlaMeHTUPYIOLLNX
BOMPOCHI OPraHu3aumm 1 NpoBeAeHNs KIMHNYECKNX NCCe00BaHNI
JIEKapCTBEHHbIX NPenapaToB Aad MeaNLUNHCKOr0 NPUMEHEHMS;

r) cobniogeHne NpaBui KINHNYECKON NPaKTUKN, YTBEPXKAAEMbIX B
YCTaHOBJ/IEHHOM MOPAAKE;

4) obecneyeHne 3aWmnThl KOHPUAEHUNANBHOW NHpOPMaLNN.

5. lna nonyyYyeHns MeanLMHCKON opraHn3aunen (oanee - 3asaBuUTesb)
aKKpeaunTauum Heobxoaumel cnegytowine LOKyMeHTbI, NpeacTaB/iseMble Ha
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OyMa)kKHOM HOCUTENE NN B hOPME 3/IEKTPOHHOI0 10KYMEHTa:

a) 3asBneHMe 0 NpefoCTaBNeHNN CBUAETENLCTBA 06 akKpeanTaLmm

Ha MPaBO NPOBEAEHMNSA KJIMHNYECKNX NCCNef0BaHNA IeKapCTBEHHbIX
npenapaToB ANS MEAMLMHCKOrO NPUMEHeHUs (fanee - CBMAETENLCTBO 06
aKkpeguTaumum) no opme, yTBEPKAAaeMOW OPraHOM Mo akkpeauTaLuu;

6) Konun y4pennTenbHbiX LJOKYMEHTOB;

B) BbINWCKa U3 EANHOr0 rocy1apCTBEHHOro peecTpa lopuanyeckmnx

nu;

) KONWSA NLLEH3UN Ha OCYLLECTBIEHNE MEANLNHCKON AEeSTENbHOCTY;

[l) KOMWS NIMLLEH3MW Ha OCYLLLeCTBNIeHNe AeATeNbHOCTH, CBA3aHHON

C 060pPOTOM HAPKOTMYECKNX CPEACTB M NMCUXOTPOMHBLIX BELLECTB (B C/lyYae
NpoBeAeHNs KINHNYECKNX NCCNEeA0BaHUIA IeKapCTBEHHbIX MpenapaTos,
copepXxalmx HapKkoTMYeCckue CpeacTBa 1 NCUXOTPOMHbIE BELeCTBa);

€) Konun LOKYMEHTOB, MOATBEPXKAAIOWMX HAalMYMe y 3adaBuTens
oTAeneHns (nanaTbl) UHTEHCUBHOW Tepanum n peaHUMaunn (B ciydvae
NPoBeAEHNA KINHNYECKNX NCCNENOBAHNIA IEKAPCTBEHHbIX MPenapaToB ANs
yCTaHoB/eHMs nx 6e30nacHOCTY Aa5 340POBbLIX 40BPOBOSLLEB U (KMK)
NepeHoCMMOCTMN NX 340POBLIMY L0OPOBObLLAMM);

)K) KOMWa YTBEPXAEHHOO PYKOBOAUTENEM MEANLNHCKOW OpraHn3auum
LOKYMEHTa, yCTaHaBAMBAOLWEro Nopsaok paboThl C KOHDUAEHUNANBbHON
NH(opMaLnen.

5-1. OpraH no akkpeauTauuu He Bnpase TpeboBaTh OT 3a8BUTENS
npeacTaB/eHns LOKYMEHTOB, NPefyCMOTPEHHbIX NognyHkTamm "B", "r" u
"n" nyHkTa 5 HacToAwwmx Mpasun. 3asaBMTenb Bripase NpeacTaBuTb UX MO
CcoOCTBEHHON MHULMATUBE.

B cnyyae ecnv 3aaBuTeNb He NPeACTaBWA Takue LOKYMEHTbI, OpraH

Mo aKKpeauTauumn B NopsaKe MeXBe4oMCTBEHHO0 MHOPMALMOHHOIO
B3aMMOAENCTBNA 3anpallnBaeT 1 Nojay4yaeT oT:

®epiepanbHOM HanoroBomn ciyxbbl - MHPOpPMaLMIO O hakTe BHECEHNA
CBeAEeHUN o 3asBuTene B EANHbLIN roCyaapCTBEHHbIN PEECTP IOpNOANYECKIMX
ny;

depnepanbHom cyxbbl MO Haa30py B chepe 34paBOOXPaAHEHNS -
MHGOPMALNIO O HAIMYNW MO AaHHbIM peecTpa BblAAHHbLIX JINLEH3UA Y
3a8BUTENA IMLEH3MUN Ha OCYLLECTBIEHNEe MeAULMHCKON AesTeNbHOCTHY, a
TakXXe JIMLEH3UN Ha OCYLLECTBIEHNE AeATENbHOCTU, CBA3aHHON C 060pOTOM
HapKOTUYECKMX CPELCTB U NCUXOTPOMHbIX BELLECTB (B C/ly4ae nNpoBeaeHns
KJIMHNYECKNX NCCNefoBaHni IeKapCTBEHHbIX NPenapaToB, CoAepXKallnx
HapKOTUYeCKMe CpeacTBa 1 MCMXOTPOMHbIE BELLECTBA).

(MyHKT gononHeH - MocTtaHoBeHNe MpaBuTenbCTBa PocCunckon
®epepauymm ot 05.12.2011 r. N 1001)

6. 3asiBNeHNe 0 NpefoCTaBNeHnn CBUAeTeNbCTBa 06 akkpeamTauum
NOAMNNCBIBAETCA PYKOBOAMTENIEM 3aABMTENSA WIWN YNOJHOMOYEHHbIM UM JINLLOM
1 3aBepaeTCa nevyaTbio MeANLMHCKON OpraHm3aumm.

7. OpraH no akkpeguTaumm He Bnpase TpeboBaTb OT 3a8BUTENA

npencTtaB/ieHNAa OOKYMEHTOB, He NMpeayCMOTPEHHbIX HaCTOALLNMN npaBI/IJ'IaMI/I.

8. [IOKyMeHTbI, MpefiCTaB/IEHHbIE 3a8BUTE/IEM B COOTBETCTBUN C
MYHKTOM 5 HacTosAwwmx MpaBua, NPMHUMAOTCS MO OMCU U PErMCTPUpYLOTCS
OpraHoM Mo akKKpeaUTaLMn B IeHb UX MOCTYMNJIEHNS.
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9. OpraH no akkpeauTauum B TeveHne 30 paboynx aHeN ¢ aaThbl
NOCTYNAEHUS NPeACcTaB/eHHbIX B COOTBETCTBMM C MYHKTOM 5 HacTOALMNX
MpaBnn LOKYMEHTOB paccMaTpuBaeT UX, MPOBOSMUT NPOBEPKY MOSHOThLI U
AOCTOBEPHOCTYU COAEPXKALLUNXCA B HUX CBEAEHWNI, MPOBEPKY COOTBETCTBUS
3a9BUTeNa TpeboBaHUAM MO akKKpeanTaunm 1 NpUHUMAaET peLleHune 06
akkpeauTaumm nam 06 oTKase B akkpeamTauum, 0hopMSIEHHOE MPUKA3OM
pyKoBOAUTENS (3aMeCTUTeNs PYKOBOAUTENSA) OpraHa no akkpeanTaumm.
10. OpraH no akkpeauTauum BrpaBe opraHnM3oBaTb U MPOBECTU NP
HeobXx0aMMOCTLN Bble34HYI0 MPOBEPKY 3asABMTENS, MPEAMETOM KOTOPOM
ABNAETCA OLLeHKA BO3MOXKHOCTM BbINOJIHEHUS 3aaBuUTeNeM TpeboBaHMi Mo
akkKpeauTaumu.

11. B cniyqae npuHATUSA pelleHus 0b akkpegnTaumm opraH no
aKKpeauTaumm B Te4yeHmne 3 paboymx OHEN C AaTbl MPUHATUA YKa3aHHOIO
pelleHnsa HanpaeaseT (BpyYaeT) 3asBUTENO KOMKIO NpuKasa 06
aKKpeaunTauum n CBUAETENbCTBO 006 akkpeamTaumm no hopme CornacHo
NPUNOXKEHNIO.

12. B cniydae npuHATUSA pelleHns ob oTKase B akkpeanTauum opraH

Nno akKpeauTaumm B Te4yeHne 3 paboymx LHEN C AaTbl MPUHATMSA
YKa3aHHOr0 peLleHns HanpaBaseT (BpyYaeT) 3aaBMUTEN0 KONUIO NprKasa 06
0TKa3e B akkpeauTauum ¢ MOTMBUPOBaHHbIM 060CHOBaHMEM.

13. OcHOBaHWeM 15 0TKa3a B akkpeauTauuu aBaseTcs:

a) HecooTBeTCTBME 3a8BUTENS TpeboBaHUAM MO akKKpeanTauuu;

6) npeacTaBneHNEe He BCEX OKYMEHTOB, MPeayCMOTPEHHbIX

NYHKTOM 5 HacToAwmx MNpasun;

B) HaJiIM4ne B OOKYMEHTaX, NpeAcTaB/IEHHbIX B COOTBETCTBUN

C MYHKTOM 5 HacToAwmx Mpasui, HeLOCTOBEPHON MHGOPMaLMN.

14. CeupeTtenbcTBO 06 akkpeamTaumm BolgaeTcs Ha 5 net. Cpok
NeNCcTBUs CBUAEeTENbCTBA 06 akKpeamTaumm MoXXeT BbiTb COKpaLLeH Mo
3a5BNEHUNIO 3a59BUTENS.

15. MeanumHcKas opraHusauns yBegoMJIseT opraH no akkpeantayum

06 N3MeHeHNN CBOEN OpraHn3aLMOHHOW CTPYKTYPbI U YCII0BUIA, BANSIOLLNX
Ha ee cnocobHOCTbL 0TBEYaTh TPeOOBaHMSAM NO aKKPeanTaLUn, B TeYeHne
15 paboymx OHeNn ¢ gaTbl COOTBETCTBYIOLLEr0 M3MEHEHNS.

16. Npwu yTpaTe (Nopye) cBUAETENLCTBaA 006 akKpeamTaumuy B Nepmog

ero AenCTBUS MefNLUMHCKasA OpraHn3aLns uMeeT NpaBo Noay4nTb oybnmkaT
CBWOETENbCTBA, KOTOPbLIN NPeaoCTaBASETCS el Ha OCHOBAHMWMN 3asBJIEHUS,
HanpaB/iIseMoro B MMCbMEHHON (hopMe B OpraH no akkpeguTaumm ¢
yKa3aHunem 0b6CToATeNbCTB, MOBAEKLILMX YyTpaTy (Nopyy) CBMAETENLCTBA.
OybnnkaTt cemaeTenscTBa 06 akkpeanTaLnm BbILAETCA Ha CPOK, He
NPEBbILLAIOLLINA CPOKa AENCTBUSA YTPAYEHHOI 0 (MCNOPYEHHOTO)
CBUOETeNbCTBA.

17. NponneHne cpoka AencTBMA CBUAETENbCTBA 00 akkpeanTaumnm
OCYLLLeCTB/IAETCS OPraHOM MO akKKpeanTaLun No 3asBJIEHNI0 MeANLINHCKOWN
opraHusauun, npeacTaBleHHOMY B OpraH Mo akkpeauTaumm He nosgHee
30 pabounx oHEN 00 UCTEYEHUs CPOKa AENCTBNS CBUOETENLCTBA 00
akkKpegouTaumm.

18. OpraH no akkpeauTauum no pesysbTtaTtaM pacCMOTPEHUS

3a5BJIEHNS 0 NPOAJIEHNM CPOKa AENCTBUA CBMAETENbCTBA 06 akkpeanTaunm
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N NMEIOLLNXCA B pacrnopsXKeHnn opraHa no akkpeanTauny MaTepunanos
NpoBepKy cobN0AEHNS MEAULNHCKON OpraHn3aumnen NpaBu KJIMHNYECKON
NPaKTUKN NPMHMMAET peLleHne 0 NPOAJIEHNN CPOKa LENCTBUSA
cBMOeTeNnbCTBa 06 akkpeouTauum unm ob oTkase B NPOAJIEHUN CPOKA €ro
AEeNCTBUA B TeveHne 15 paboyux aHen ¢ 4aTbl NOJYHEHNS YKa3aHHOMO
3a5BEHUS.

CBuaeTensCTBO 00 akKpeamTaumMm MeguuUMHCKOM opraHm3anum
npoaneBaeTcs Ha 5 net.

OcHoBaHMeM A/ 0TKa3sa B NPOLJEHUN CPOKa AEeNCTBUS

cBnaeTenscTea 06 akkpeanTauum seaseTca HecobngeHme MeanUnHCKON
opraHusauuen TpeboBaHWIN N0 akKpegnTaLmm.

19. B c/iyvae M3MeHeHns HavMeHOBaHNS MeAULMHCKON OpraHn3aunm

NN ee MecTa HaxoXXAEeHUS CBMAETENbCTBO 06 aKKpeanTaLum NOANEXNT
nepeoopMJIEHNIO.

20. 3adBneHne o NnepeodopmaeHnmn cenaeTenbLcTBa 06 akkpeanTauum
NnpefcTaBAsSETCA B OpPraH Nno akkpeanTaumm B TedeHne 15 pabounx gHen ¢
AaTbl BHECEHMSA COOTBETCTBYIOWMX N3MEHEHN B EQUHbLIN rOCYyAapCTBEHHbIN
peecTp PUANYECKNX NN,

K 3asBn1eHmnI0 0 nepeodopMIeHNN CBMAETENLCTBA 06 akkpeanTaumnm
npuaaratTCcs KONMn LOKYMEHTOB, MOATBEPXKAAOWMNX DAKT BHECEHUS
COOTBETCTBYOLWMX U3MEHEHUIN B EQUHBIN FOCYAapCTBEHHLIN peecTp
IOPUANYECKNX L.

21. MepeodopmneHne cBUAETENLCTBa 00 akKpeamTaLmm

ocyulecTaseTcs B TedeHne 10 paboynx gHeN C gaTbl MOAYYEHNS OPraHoM
Nno akKpeauTauum 3asaBneHns o nepeotopMIeHnn CBUAETENbCTBA 06
aKKpeanTauum c HeobxooUMbIMN LOKYMEHTAMMU.

22. MepMUMHCKas opraHunsaLns, nMerLwas akkpeanTaumo
npeTeHAyoLas Ha NPoBeAEHNE KINHNYECKNX UCCIEA0BaHNA NEKAPCTBEHHbIX
npenapaToB A4J19 MeOULUHCKOrO MPUMEHEHMNA B LIeNISX, He 3a8BJIEHHBIX MPU
nepBOHaYaNbHON akKpeamTaunum, LOJXKHA NOJly4YMTb HOBOE CBUAETENbCTBO
06 akkpeguTaumu.

23. Mpu nepeodopMNeHnn CBUAETENbCTBA 006 akKpeanTauum nan
MoJIyYeHUN HOBOIro CBMAETENbLCTBA 006 akKpeanTauum MeanLUnHCKOM
opraHusaunen B Ciy4asx, NpeayCcMOTPEHHbIX MyHKTaMn 19 n 22 HacToAWwmx
MpaBun, npoBefeHne KINHUYECKNX NCCef0BaHNIN NeKapCTBEHHbIX
npenapaToB A4J19 MeAULNHCKOrO MPUMEHEHNS He NpepbIBaeTCS.

24. OpraH no akkpeguTaLumn B TEYEHNE CPOKa AENCTBUS

CBMAOETENbCTBA 00 aKKpeanTaLumM OCyLLLECTBASET MPOBEPKY BbIMOJHEHNSA
MeONLUHCKON opraHu3aunen TpeboBaHnin No akkpeamTaLmm B MOPsSOKe,
yCTaHoBieHHOM ®efiepasibHbIM 3aKOHOM "O 3aLiuTe Npas PULNYECKUX nL 1
WUHAMBUAYANbHbIX NpeanpuHUMaTEeNeln Npu oCyLLECTBAEHUN FOCYAaPCTBEHHOO
KOHTPONS (Hag3opa) U MyHULMNAJIbHOrO KOHTpona",

25. B cnyyae BbISIBJIEHUS MPU NPOBEAEHUN MPOBEPKN MEOQULMHCKON
opraHmM3auumn HapyweHus TpeboBaHM N0 akKpeanTaumn OencTeune
CcBMAOeTeNbCTBa 06 aKKpeanTauum NpuoCcTaHaBIMBAETCS BblAaBLUUM €ro
OpraHoM Mo akkpeguTaumm 40 MOMEHTa YCTPaHeHNs YKa3aHHOro
HapyLLeHns.

[lencteue cenaeTenscTBa 06 akkpeamTaLmMm Bo30OHOBASETCS OPraHOM
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Nno akKKpeauTauum nocse ycTpaHeHUs MeguUnHCKON opraHu3aumen
HapyLleHns TpeboBaHMIN N0 akKpeguTaumm.

26. PelueHune o NpnocTaHOBIEHUN (BO306HOBAEHNI) OENCTBMA
CBMOETENbCTBA 06 aKKpeauTaumm NPUHNMAETCS OpraHoM Nno akKkpeamTaumm
B TeyeHme 10 paboynx gHen c gaTbl perncTpaumy JOKYMEHTOB,
NOATBEPXKAAOLWNX HAPYLLUEHNE MeaNLIMHCKOW opraHu3aumen TpeboBaHUn No
aKKpeanTauum nam yCcTpaHeHne 3TUX HapyLleHWi.

Konus yka3aHHOro pewweHus B TeveHne 3 paboymx gHewn BpydaeTcs
(HanpaBNseTCs) OpraHOM Mo akKKpeauTaunum COOTBETCTBYOLWEN MEANLNHCKON
opraHusauuu.

27. OelhicTBMe CBMAETENLCTBA 06 akKpeaAnTaLUmM NpekpaLlaeTca B
cnenyLwmnx cayyasx:

a) UCTeYeHMe CpoKa OeNCTBNA CBUAETENLCTBA 00 akKpeauTaumm;

6) LOCPOYHOE MpeKpaLLeHME KITMHNYECKNX NCCNeaoBaHNiA

JIeKapCTBEHHbIX NPenapaToB Aad MeaULNHCKOrO NPUMEHEHMNSA MO 3a58BIEHHbIM
Lensm no 3asBiaeHN0 MeQULMHCKON OpraHn3aLng;

B) INKBMAALNS NN peopraHM3aLnsg MeguumMHCKON opraHm3auunn.

28. PelleHMe 0 NpekpaLleHnn OeiCTBMA CBMAETENbCTBA 00

aKKpeanTauum NpMHMMaeTCs OPraHoM Mo akkpeanTauum B TeyeHme 10
paboynx OHeN C AaTbl MOJYYEHNS JOKYMEHTOB, MOATBEPXKAAIOLLNX CBEAEHUS,
yKa3aHHble B NyHKTe 27 HacTosawmx MNpasu.

29. B cnyyae aHHYAMpPOBaHMA CBUAETENbCTBa 00 akKpeamTaLmm

pelleHne 0 NpekpaLLleHnmn ero 4encTBns NPUHUMAETCA OAHOBPEMEHHO C
peweHnem 06 aHHyNMpoBaHMK CBUAETENbCTBA 06 akkpeauTaumm.

Konusa yka3aHHOro pelueHns B TeveHne 3 pabounx gHeln BpyYaeTcs
(HanpaBnseTCA) OPraHOM Mo aKKpPeaUTaLuun MeQULUHCKON OpraHu3aunm,
LEeNCTBUE CBUAETENbCTBA 00 akKpeamTaLmm KOTopoi Bbi1o NpekpaLleHo.
30. CBuaeTenbLCTBO 00 aKKpeanTaLumn aHHYMPYETCS BblAaBLUUM €ro
OpraHoOM Mo aKKpeauTauunM B CAedyoWwmx cayyasnx:

a) HencnoJsiHeHNe MeaANLMHCKON opraHn3aunen peweHns opraHa no
aKKpeanTauum o6 yCTpaHeHUN BbIIBIEHHOr0 HapyLweHns TpeboBaHMi No
aKKpeaunTauum B Ted4eHue 10 gHeN ¢ faTbl BbIHECEHWSA YKa3aHHOro
pelleHuns;

6) HapyLweHns MeaNLNHCKON opraHm3aunen TpebosaHuin No

aKKpeauTaumm, 3a COBEPLUEHNE KOTOPbIX AENCTBUE CBUAETENLCTBA 06
aKKpeanTauumy NpnocTaHaBANBaANOCh He MeHee 2 pa3 B TeYEHNEe CPOKa ero
NencTBuns.

31. B cnyyae npekpaleHns oencTeus cengeTensctea 0b

aKKpeanTauum Nan aHHyJIMpoBaHNS cBUAeTeNbCTBa 06 akkpeanTauum
KJINHNYECKNE NCCNIeA0BaHUS IEKAaPCTBEHHbIX NPENapaToB B A@aHHOW
MeONLNHCKON OpraHn3aumm SOHKHbI ObiTb MpeKpaLLeHsbl.

32. OpraH no akkpeguTauum sefeT peecTp MegnUnHCKNX

OpraHu3auni, akkpeauTOBaHHbIX Ha NPaBO NPOBEAEHUS KINHNYECKNX
nccaenoBaHW IEKapCTBEHHbIX NpenapaToB Aas MeanLUMHCKOro NPUMEHEHUS
(Danee - peecTp), No yTBEPXXAAEMOWN UM HOPMe 1 pa3MeLLaeT ero Ha

cBOEM o(hMLMaNbHOM CalTe B ceTu MHTepHeT.

33. OpraH no akkpeguTauum BHOCUT faHHbIE B peecTp B Te4yeHue

5 paboyux oHen ¢ faTbl BblAayy CBUAETENLCTBaA 00 akkpeamTaumu,
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NPOANEeHNS CPOKa €ro AencTBmMs, NnepeodopMaeHmns CBULETENbCTBA 06
aKKpeanTauum, NpUoCTaHOBIEHNS, BO30OHOBNEHNS, NPEKPaLLEHNS AENCTBUS
CBMAETEeNbCTBa 006 aKKpeanUTaLMmM 1 ero aHHYIMPOBaHUS.

34. CBefeHus, copepxKalLmecs B peecTpe, ABASITCA OTKPbITbIMUA,
0bwenoCcTyNHbIMY 1 NPEAOCTaBAAOTCA MO 3aABAEHNAM PUINYECKNX

N IPUANYECKUX NNLL B BUAE BLIMNCOK M3 peecTpa B TeveHne 10 paboynx
AHEN C AaTbl NONYYeHNS COOTBETCTBYIOLLIEr0 3a8BAEHNS.

35. 3a npegocTaBieHne CBMAeTENbCTBa 06 akKkpeanTauum

ynaaynBaeTCs rocyfapCcTBeHHas NOLWJIMHA B pa3Mepax U nopsake, KoTopble
YyCTaHOBJ/IEHbI 3aKOHOA4ATENbCTBOM Poccuinickon degepaunm 0 Hanorax u
cbopax.

36. MeanUMHCKasA opraHm3auuns BnpaBe B yCTaHOBAEHHOM
3aKoHoAaTenbCTBOM Poccuiickon ®enepaumm nopsake o6>xanoBaTb peLleHne
opraHa No akkpeauTauum ob 0TKase B akKpeamTaLumm, 0 NMPOANIEHUN CPOKaA
NencTBMSA CBUAETENbCTBA 00 akKpeanTaLmnm, ero nepeoopMaeHum,
NPMOCTaHOBEHNN, BO30OHOBNEHWI, NPEKPALLEHUN OENCTBUS CBMAETENLCTBA
06 aKKpeauTauumn, a TakXe 0 ero aHHyJIMpoOBaHNN.

MpunoxxeHne

K MNpaBnnam akkpeanmTaLuy MeauLNHCKUX OpraHm3aLni

Ha NpaBo NPOBEAEHNS KJIMHUYECKUX UCCNenoBaHnii
JleKapCTBEHHbIX NpernapaTos AN MeAUUNHCKOr0 NPUMeEHeHUS
(popma)

CBUOETENLCTBO
006 akkpeauTauumn Ha NpaBo NPOBEeAEHNS KJIMHNYECKNX UCCIeN0BaHNA
NIEKapCTBEHHbIX NPenapaToB A/ MEANLIMHCKOrO NPpUMEHeHNs

o 20 r.N

(naTa)
1. HacTosuee cBmaeTenbCTBO NpeoCcTaB/ieHo

(MoNHOEe 1 CoKpalLeHHOe HanMeHOBaHMe, OpraHM3aLnoOHHO-NPaBoBas popmMa
MeaMLUNHCKOM OpraHmn3aummn)

2. OCHOBHOW roCyapCTBEHHbIN PErUCTPALIMOHHbIA HOMEP 3anucu o
roCyapCTBEHHON perncTpauuy MeauLMHCKOR opraHu3auum

(OT'PH n pekBU3nNTbI LOKYMEHTa, MOATBEPXKAAIOLLEr0 BHECEHNE CBEAEHUI O
MegMLUNHCKOM opraHu3aumnm B EgMHBIA rocy4apCTBEHHbIN peecTp
IOPUANYECKNX L)

3. MecTo HaxoXaeHus
N MeCTa ocywecCTBNeHnA 0eaTesIbHOCTHU

(moyToBbIE afipeca MecTa HaXx0XAEeHUS 1 MECT OCYLLECTBJIEHUS
AeATenbHOCTU, TenedoHsbl, Tenedakcbl, aapeca 3JIEKTPOHHON NOYThI
MeOMLIMHCKOW OpraHmn3aummn)

4. NOeHTUPMKaLNOHHBI HOMEpP HanoronaaTeNbLNKa
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(MHH 1 pekBM3UTbI LOKYMEHTa 0 MOCTAHOBKE Ha yYeT B HaJIOrOBOM OpraHe)

5. KnuHn4yeckune nccrenoBaHus nekapCTBeHHbIX NpenapaTos 414

MeONLUMNHCKOro npnMMmeHeHns, B TOM 4nciae MmexxayHapoHble MHOTroueHTPOBbIE,

MHOIoLUEeHTpPOBLIE, MOCTPENrMCTPALIMOHHbIE, NPOBOANMbIE ONA

roCyIapCTBEHHON PerncTpauun u MHOro NpeaHa3Ha4YeHns B COOTBETCTBIM

C npaBuJiaMun KJIMHNYECKOW NPaKTUKN B LENAX:

(yKa3bIBa|OTCH uenn nposegeHna KNMHN4YeCkKnx nccnenoBaHun

NEKaAPCTBEHHbIX NMpenapaToB Ai4 MeEANLUNHCKOIo NpUMeEHEHNA, B OTHOLLEHUN

KOTOPbIX BblAAHO HACTOSLLIEE CBUAETENLCTBO)

6. HacTosLwee cBMAETENbCTBO NPefOoCTaB/IEHO Ha CPOK A0

! " 20 r. Ha ocHOBaHWUW nprkasa MuHuCcTepcTBa
3[paBooxpaHeHns Poccunckon ®egepauum ot

o 20 r.N

(BO/MHKHOCTL (NOAMMUCh YNOHOMOYEHHOro (. u. o.
YNOJIHOMOYEHHOT 0 JMLa) YNOJHOMOYEHHOr 0
nnua) nnua)

M. .

JeicTBre HacTosLWero CBUAeTeIbCTBa NPOAJIEHO Ha CPOK A0
o 20__ r. Ha OCHOBaHUW npukasa MmnHuctepcTea
34paBooxpaHeHuns Poccminckon depepauun ot

S 20 r.N

(BOJHKHOCTB (MOAMMCH YMOJHOMOYEHHOIO (¢h. 1. O.
YMOJIHOMOYEHHOIO ML) YNOJIHOMOYEHHOMO
Jmua) nuua)

M. .
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