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IocranoBaenne Ipasurenscrea P® ot 03.09.2010 N 683 — O0 yrBep:KkaeHNH
NPaBWJI AKKPeIUTALUN MeIUINHCKUX OPraHU3aluii HAa MPaBo NPOBeIeHUs
KJIMHHYECKUX HCCIIe0BAHMI JTeKAPCTBEHHBIX MPeNapaToB AJs MeIUIHHCKOr0
npuMeHenus — [ocaeanss pexakuus ot 04.09.2012 — Pepaxkumusa N 2 — Havago
peicTeus pexakunu 18.09.2012 — Oxonyanue 1eidCTBUSA JOKYMEHTA H PeJaKIMU
31.12.2020

JoxymenT yrpatui cuity ¢ 1 ssuBaps 2021 rona B cBsizu ¢ uzganueM [locraHoBienus
[IpaBurensctBa PO ot 13.06.2020 N 855

(B mevicts. noci. pex. [locranoBnenus [lpaBurenscrea PO ot 04.09.2012 N 882)

B cootBerctBUM co cratbelr 38 @PepepanbHoro 3akoHa "OO oOpalleHHH JEKapCTBEHHBIX
cpeactB" [IpaButenbcTBO PO mocTaHOBIISIET:

1. YTBepauths npunaraemsle lIpaBmia akkpenuTtanuu MEAUIMHCKUX OPraHU3alUi HA IPaBoO
MIPOBEJICHUS] KJIMHUYECKUX HCCIEAOBaHUM JIEKapCTBEHHBIX MpenaparoB JUisi MEAMIIMHCKOIO
MIPUMEHEHHUSL.

2. YCTaHOBUTh, YTO MEIULMHCKHE OPraHu3allii, MPOBOJAIINE KIMHHUYECKHUE HCCIIEI0BaHUS
JIEKapCTBEHHBIX IMpPEnaparoB Ha JIeHb BCTYIUIEHHUS B cuiy Hactosuiero [loctaHoBneHus, BIpase
IIPOBOJUTh O3TH HCCIENOBaHUS 0e€3 aKKpeOUTAalUuu Ha MpaBO IPOBEACHUS KIMHUYECKHX
WCCIeI0BaHUH JICKAPCTBEHHBIX MPEMapaToB Il MEAUIIMHCKOTO MpuMeHeHus 1o 1 centsaops 2011
T.

YrBepxaens! [locranoBnenuem [IpaBurenscrBa PO ot 03.09.2010 N 683

IIpaBuwia akkpeauTAlIUM MeTUIIUHCKUX OPraHU3alUii HA NPaBo NPOBeIeHUsI
KJIMHUYECKUX UCC/IeI0BAHM JIeKAPCTBEHHBIX NMPenapaToB 1JIs MeIUIIHHCKOT O
NpUMeHeHus1

(B neiictB. nocit. pen. [Tocranosnenus [IpaButensctBa PO ot 04.09.2012 N 882)

1. Hacrosimue [IpaBuia ycTaHaBIMBAIOT MOPSAAOK aKKPEIUTAIIMH MEAULIIMHCKUX OpraHu3auit
Ha TIpaBO TPOBEACHHUS KIMHUYECKUX HCCJICIOBAHMM  JICKAPCTBEHHBIX IIpPENapaTroB IS
MEJIMIIMHCKOTO IPUMEHEHUS (J1ajiee - akKpeIuTaIis) B EJIAX:

a) yCTAaHOBJICHUS OE30MAaCHOCTH JIEKAPCTBEHHBIX MPErapaToB Ui 3JJ0POBBIX JOOPOBOJIBILIEB U
(WIH) TEPEHOCUMOCTH UX 3JI0POBBIMHU JOOPOBOJIBLIAMU;

0) mombopa ONMTUMAJBHBIX JTO3UPOBOK JIEKAPCTBEHHOTO Mperapara W Kypca JIeUeHUs s
MAlMEeHTOB C OMpeJeNeHHbIM 3a00JieBaHUEM, ONTHUMAJbHBIX J03 U CXeM BaKIMHAIUU
MMMYHOOHOJIOTHYECKIMHU JIEKAPCTBEHHBIMU MIPETapaTaMu 3I0POBBIX JOOPOBOJIBIIEB;

B) YCTaHOBJIEHHs O€30MAaCHOCTH JIEKAPCTBEHHOTO IMpemnapara ¥ ero 3(PQPEeKTUBHOCTH I
MMaIeHTOB c OTIpeNIeIecHHbIM  3a00JIeBaHUEM, poUIaKTUIECKOU 3¢ dEKTUBHOCTH
MMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX MPENapaToB Ui 3I0POBBIX J0OPOBOJIBIIEB;

I) W3y4€HUsS BO3MOXXHOCTHU PACHIMPEHUs TMOKa3aHUW JUIsi MEAMIIMHCKOTO NPUMEHEHUs U
BBISIBIICHUSI paHEe HEM3BECTHBIX MOOOYHBIX JEHCTBUN 3aperucTpHUpPOBAHHBIX JIEKAPCTBEHHBIX
npenaparos.

2. AxkpemuTanusi MOXKET OCYILECTBIISITHCS KaK B OTHOIIEHUMH BCEX YKa3aHHBIX B IMyHKTE |
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Hacrosmux [IpaBuit nenei, Tak ¥ B OTHOLLIEHUU OJHOM U3 HUX.

3. AxkkpenuTanus ocyuiecTBisiercss MUHUCTEPCTBOM 37paBooxpanenust PO (nanee - opran no
aKKpeAUTALlMK) B LIEJAX PU3HAHUS KOMIIETEHTHOCTH MEAULIMHCKON OpraHU3aly AJ1s IPOBEACHUS
KIIMHUYECKUX HCCIIEOBAaHUI JIEKApCTBEHHBIX IIPENapaToB JjIsl MEAMLIMHCKOIO IMPUMEHEHUsS 110
ONpPEIEIIEHHOMY MPOQUI0 MEIULIUHCKON JESITEeIbHOCTH, OCYIIECTBIIEMOMY MEIULIUHCKON
OpraHu3aIuen.

(B pexn. IlocranoBnenus IlpaBurensctBa PO ot 04.09.2012 N 882)

4. TpeOOBaHUSAMH TIO AaKKPEIUTALWH, KOTOPHIM JOJDKHA COOTBETCTBOBATH MEIUIIMHCKAS
OpraHu3anus B LEIAX aKKpEeIUTaI|H, SIBISIFOTCS:

a) HaJM4Me JIMIIEH3MHM Ha OCYIECTBJIEHUE MEIUILMHCKON JEATENbHOCTH, a TaKXKe B Cllydae
MPOBEJICHUS]  KIMHUYECKUX  HCCIEJOBAaHUN  JIEKAPCTBEHHBIX  IPENapaToB,  COJEpKaIIUX
HapKOTHYECKHWE CpEeACTBAa M IICUXOTPOIIHbIE BEIIeCTBa, - JIMIEH3UM Ha OCYLIECTBICHUE
NEeSITEIbHOCTH, CBSI3aHHON C 000pOTOM HAPKOTHUYECKHUX CPEJCTB U ICUXOTPOIHBIX BEILIECTB;

0) Hanuuue oT/ieNeHus (ManaTbl) MHTEHCUBHOM Tepanuu U peaHuMaliy B cllydae IpOBEICHUS
KIIMHUYECKHUX MCCIIEIOBAaHU JIEKapCTBEHHBIX MPENapaToB AJs YCTAaHOBJICHUS UX 0€30MaCHOCTH AJIs
3JI0pPOBBIX JOOPOBOJIBLIEB U (MJIM) IEPEHOCUMOCTH UX 3I0POBBIMH JI0OPOBOJIbLIAMU;

B) HaJM4YMe KOMHM HOPMATHBHBIX IIPABOBBIX AaKTOB, PETIAMEHTUPYIOUIUX BOMPOCHI
OpraHM3alii W TMPOBEJICHUS KIMHUYECKHX MCCIEIOBAHUN JIEKAPCTBEHHBIX IIPENapaToB s
MEJHUIIMHCKOTO MPUMEHEHUS;

I') cOOJI0ICHNE MPaBUJ KIMHUYECKOW MPAKTUKHU, YTBEPHKIAEMBIX B YCTAHOBJIIEHHOM MOPSIKE;

1) obecrieueHue 3auThl KOHPUIEHITNAIBHON HHpOpMaIH.

5. Jns momydeHWs MEOUIIMHCKOW OpraHu3aiuei (manee - 3asdBUTENb) AaKKpeIUTAIlud
HEOOXOIMMBI CIEAYIOIINE TOKYMEHTHI, MpeCTaBisieMble Ha OyMa)XHOM HOCHUTENe WIH B (Gopme
AIIEKTPOHHOTO JJOKYMEHTA:

(B pen. [locranoBnenus [IpasurensctBa PO o1 05.12.2011 N 1001)

a) 3asdBJIEHUE O NPEJOCTABIIEHUU CBUIETEIHCTBA 00 aKKpEAWUTAIMU Ha IMPaBO IPOBEACHUS
KIIMHUYECKUX MCCIIEI0BAaHUMN JIEKAPCTBEHHBIX MPErnapaToB Uil MEAUIIMHCKOTO MpUMEHEeHus (Janee
- CBUJIETENILCTBO 00 aKKpeAUTaluu) o Gopme, yTBepkKaaeMOoi OpraHoM 10 aKKpeAUTaluu;

0) KOTIMM YYpETUTEIHHBIX JOKYMEHTOB;

B) BbINKCKa U3 EIMHOTO rocy1apcTBEHHOTO peecTpa I0PUINYECKUX JIHII;

T') KOIUS JIMIIEH3UH Ha OCYILIECTBICHNE METUIIUHCKOM NeSTeIbHOCTH;

) KOMUS JIMIEH3MHW Ha OCYILECTBICHHE JESITeNbHOCTH, CBS3aHHOH ¢ 000poTOM
HAapKOTHYECKUX CPEACTB U IICUXOTPOMHBIX BEIIECTB (B Cly4yae TMPOBEACHUS KIMHUYECKUX
UCCIIEIOBAaHUI  JIEKAaPCTBEHHBIX IpENapaToB, COJAEpXKAIIUX HAPKOTHYECKHE CpelCTBa U
MICUXOTPOITHBIEC BEIIECTBA);

€) KONUU JOKYMEHTOB, MOITBEPKIAIOIIMX HAM4KUe Yy 3asBUTENS OTHENIeHUs (Maaathl)
WHTEHCUBHOW TEpanuu W peaHuMaluu (B CiIyd4ae MpPOBEICHUS KIMHUYECKUX HCCIEeI0BAaHUMN
JIEKapCTBEHHBIX IMPENapaToB JUIsl YCTAHOBIEHHUS UX 0€30MacHOCTH M 3J0POBBIX JOOPOBOJIBLIEB U
(MH) IEPEHOCUMOCTH MX 3I0POBBIMHU JOOPOBOJIBIIAMH );

) KONHUS YTBEPKICHHOIO PYKOBOJUTEIEM MEAMIMHCKOW OpraHu3alud JOKYMEHTa,
yCTaHaBIJIMBAIOIIETO MOPAA0K PabOThl ¢ KOH(UICHIINATBHOW HHpOpMaLUeil.

5(1). Opran mo akkpeauTallMM He BIpaBe TpeOOBaTb OT 3asABUTENS IMPEACTaBICHUS
JOKYMEHTOB, NPENyCMOTPeHHBbIX mnoamyHkramu "B", "r" m "n" myHkra 5 nHacrosmux IIpaBui.
3asBUTENb BIIpaBe MPEJCTaBUTh UX M0 COOCTBEHHON MHUIIMATHBE.

B cnydae ecnm 3asBUTENh HE NPEICTABWII TAKUE JOKYMEHTBI, OpraH IO aKKpEOUTALUU B
MOPSAIKE MEXBEIOMCTBEHHOTO MH(POPMALIMOHHOTO B3aUMO/JICHCTBHS 3allpallIMBAET U MOJIy4aeT OT:

®enepanbHON HAIOTOBOW CIyX OBl - HHPOpMAIHIO 0 (pakTe BHECEHHs CBEACHUH O 3asBUTENE
B EnuHbIi rocyjapCcTBEHHBIN peecTp IOPUANUYECKUX JIHULL;

®enepanbHOM CIyKObI 10 HaA30py B cdepe 3ApaBOOXpaHEHHs - HHPOPMALIUIO O HAIMYUHU T10
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JAHHBIM PEECTpa BBbIJAHHBIX JIMLEH3UN Yy 3asBUTENIS JIMLIEH3UU HAa OCYLLECTBICHUE MEAUIIMHCKO I
NEATeNbHOCTH, a TaKKe JHUICH3MHM Ha OCYIIECTBICHHE IESITEIBHOCTH, CBA3AHHON ¢ 000pOTOM
HAapKOTHYECKUX CPEACTB U IICUXOTPONHBIX BELIECTB (B ClIy4yae IPOBEACHUS KIMHUYECKUX
UCCIIEIOBAaHUI  JIEKAPCTBEHHBIX IpPENaparoB, COJAEpXKAIIUX HAPKOTHYECKUE CpElICTBAa U
IICUXOTPOITHBIE BEILIECTBA).

(B pexn. IlocranoBnenus IlpasurensctBa PO ot 04.09.2012 N 882)

(n. 5(1) BBenen IlocranoBnenuem [IpaBurensctea PO ot 05.12.2011 N 1001)

6. 3asBieHME O IMPENOCTaBICHUU CBUAETEIbCTBA OO0 aKKpEAWTAlUU IOJIUCHIBAETCS
PYKOBOJUTENIEM 3aBUTENS WIIA YIIOJTHOMOYEHHBIM UM JIMLOM U 3aBEPSAETCS N€YaThI0 METUIIUHCKOM
OpraHu3aliy.

7. OpraH 1o akkKpeAWTalluy HE BIPaBe TpeOOBaTh OT 3asiBUTEIIS MPEJCTABICHUS TOKyMEHTOB,
HE IIPeyCMOTPEHHBIX HacToAmmMu [IpaBunamu.

8. JlokyMeHThI, mpeicTaBlIE€HHbIE 3asBUTEIEM B COOTBETCTBHUM C IYHKTOM 5 HACTOSIIUX
[IpaBun, MPUHUMAIOTCS TIO OMHMCH W PETUCTPUPYIOTCS OPraHOM MO aKKpeAWTAIlMH B JIEHb HX
MOCTYIUICHUSI.

9. Opran mno akkpeautauuu B TeueHue 30 pabouux JAHEW C JaThl TOCTYIUICHHUS
MIPE/ICTaBICHHBIX B COOTBETCTBUM C MYHKTOM 5 HacTosimux [IpaBui 10KyMeHTOB paccMaTpuBaeT
UX, IPOBOAMUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTU COJEPKALIUXCS B HUX CBEIEHUH, NMPOBEPKY
COOTBETCTBUS 3aABUTENS TPEOOBAHUSIM 110 aKKPEAUTALIUY U IPUHUMAET pelieHne 00 akKpeIuTauu
win o0 OTKa3e B akKKpeAWTaluu, O(QOPMIIEHHOE TMPUKA30M pPYKOBOAUTENS (3aMECTUTENS
PYKOBOJIUTEISI) OpraHa Mo aKKpeIuTaIiu.

10. Opran mo axkKpeauTaIliu BIIpaBE OPraHU30BaTh W TMPOBECTH TPH HEOOXOIUMOCTH
BBIE3THYIO MTPOBEPKY 3asBUTEJIS, IPEAMETOM KOTOPOM SBISETCS OLEHKA BO3MOKHOCTH BBITIOJIHEHUS
3asiBUTENIEM TpeOOBaHMM M0 aKKpeIUTaIUH.

11. B cnydae mpuHSATHS pemieHdus 00 aKKpeIUTAIlMK OpraH Mo aKKpeIUTallid B TEYCHHE 3
pabounx JHEH ¢ AaThl MPUHATHA YKAa3aHHOTO PEIEeHUs HAMpaBisieT (Bpy4aeT) 3asBUTEII0 KOMHUIO
npHKa3a 00 akKKpeAUTALUU U CBUIETEILCTBO 00 aKKpEeIUTAIMU 10 (JOpME COTIIACHO MPUIIOKEHHUIO.

12. B cinyuae mpuHSATHS pelieHUst 00 OTKa3e B aKKpEeOUTAIMH OpraH MO aKKpeIuTaluu B
TedyeHre 3 pabouux JHEH C JaThl NPUHATUS YKA3aHHOTO pEIICHMs HaIpaBisieT (Bpydaer)
3asIBUTEIIIO KOIUIO MpHKa3a 00 0TKa3e B aKKpeAUTALMU C MOTUBUPOBAHHBIM 00OOCHOBAaHUEM.

13. OcHoBaHMEM ISl OTKa3a B aKKPEIUTALIMU SBJISICTCS:

a) HECOOTBETCTBUE 3aBUTENS TPEOOBAHUSIM IO AKKPEIUTALINH;

0) mpecTaBiIeHHE HE BCEX JOKYMEHTOB, MPEAYCMOTPEHHBIX IIYHKTOM 5 HacTosmux [IpaBu;

B) HaJUM4Me B JOKYMEHTAaX, IPEACTaBICHHBIX B COOTBETCTBUU C MYHKTOM 5 HaCTOSIINX
[IpaBui, HeAOCTOBEPHOI HH(DOPMALIHH.

14. CBugerenscTBO 00 akKpeauTaluy BblaeTcsa Ha 5 seT. Cpok JAeHCTBHS CBUAETENLCTBA 00
aKKpeAUTALUU MOXKET OBITh COKpAIIIECH IO 3asBJICHUIO 3aSBUTESL.

15. MenuuuHCKass OpraHu3anus YBEIOMIISIET OpraH MO aKKpeTuTaluu 00 W3MEHEHUU CBOEH
OpPraHU3aI[MOHHON CTPYKTYpPBI M YCIOBHI, BIUSIONINX HA €€ CIOCOOHOCTh OTBEYATh TPEOOBAHUSAM
M0 aKKpeIuTaIiH, B TeueHue 15 pabounx JHEeH ¢ 1aThl COOTBETCTBYIOIIETO U3MEHEHHS.

16. Ilpu yrtpate (mopue) cCBHUIETENbCTBA 00 AaKKpeIUTallUW B TEPHOJA €ro JelcTBus
MEIMLMHCKasi OpraHu3als HUMeeT TMpaBO IMOJYYUTh JyOJIMKAaT CBUJIETENbCTBA, KOTOPBIH
MIPEOCTaBIISIETCS el Ha OCHOBAHUU 3asIBIICHHsI, HAIIPABIsEMOI0 B MMCbMEHHOM (hopMe B OpraH 1o
aKKpeIUTALUU C YKa3aHHEM 00CTOSTENbCTB, MOBJIEKIINX yTPaTy (opuy) CBUAETEIICTBA.

JlyOGnmukaT CBHJIETENbCTBA 00 aKKpEAWTAIMM BBIAAETCS HAa CPOK, HE MPEBBIIIAIOIIUI CpoKa
JeWCTBUS YTPAUEHHOTO (MCIIOPYEHHOTO) CBU/IETENILCTBA.

17. Ilpoauienne cpoka JeWCTBUS CBUICTEILCTBA 00 aKKpPEeIUTAIIMU OCYLIECTBISETCS OPraHOM
M0 aKKpPEeJUTALUU MO 3asBICHUIO MEIUIIMHCKON OpraHu3aliy, MpeACTaBICHHOMY B OpraH IO
akkpenuTauuu He nosaHee 30 pabouux JHEH A0 MCTEUSHHs CPOKa JEWCTBUS CBHJETEILCTBA 00
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AKKpEIUTallUHU.

18. Opran no akkpeauTalyy MO pe3yabTaTaM PacCMOTPEHHUS 3asBICHUS O MPOJICHUH CPOKa
JNEUCTBUSL CBUJIETENBCTBA 00 aKKpeIUTAallMM M HUMEIOIIMXCA B PACHOPSHDKEHUM OpraHa 1o
AaKKpeIUTallUd MAaTEepUajoB TPOBEPKH COONIOACHHUS MEIUIIMHCKOM OpraHu3anuedl IpaBuil
KIIMHUYECKOW TMPAKTUKUA MPUHUMACT PEIICHUE O TPOJJICHUHM CpOKa JCHCTBHS CBHJICTEIHCTBA 00
aKKpeAUTaluu Wik 00 OTKa3e B MPOJJIEHUM CpOKa €ro JACHCTBUS B TeueHue 15 pabouux gHel c
JIAThI TIOJTYYEHUST YKA3aHHOTO 3asBJICHHUSL.

CBuieTeNbcTBO 00 aKKpEAUTANYA MEUIIMHCKOW OpTaHU3aI|H IIPOIJICBACTCS HA 5 JIET.

OcHoBaHueM Uil OTKa3a B MPOJJICHUHM CPOKa JIEHCTBUS CBUICTEIHCTBA 00 aKKpEIUTALUU
SIBJISIETCST HECOOII0/IEHNEe METUIIMHCKON Opranu3aiueit TpeOoBaHUi 10 aKKPEIUTAIUH.

19. B cnydyae HW3MEHEHHS HAaMMEHOBAaHWS MEIUIIMHCKOW OpraHu3alid WM €€ MecTa
HaxO0XJIEHUS CBUCTEIILCTBO 00 aKKpEAUTAIIUHU TIOIJICKHUT TIEPe0HOPMIICHHUIO.

20. 3asBnenue o mepeoPOpMICHUU CBHUACTEIHLCTBA 00 aKKpPEAWTAIIMU TPEICTaBISETCS B
OpraH TO aKKpeIWTallMu B TeueHue 15 paboumx AHEW ¢ JaThl BHECEHUS COOTBETCTBYIOIIMX
W3MEHEHNH B EMUHBIN rocy1apCTBEHHBIN peecTp IOPUANYECKUX JIULL.

K 3asBnenuto o mepeodopmMiIeHHH CBHAETEIHCTBA 00 aKKpPEAWTAIIMU TPUIIATAIOTCS KOMUW
JOKYMEHTOB, TOJTBEPKAAONINX (DaKT BHECEHHS COOTBETCTBYIONIMX W3MEHEHMH B EauHbIi
rOCYJIapCTBEHHBIN peecTp IOPUANICCKUX JTHUII.

21. TlepeodopmiieHne CBHAETEILCTBA 00 AaKKpEAUTAIIMU OCYIIECTBIsETCS B TeueHue 10
pabouux JHEW ¢ JaThl MOJYYEHUS OPraHOM IO AKKPEIUTAIMU 3asBICHUS O TepeodOpMIICHUH
CBUJIETEIHCTBA 00 aKKpEAUTAIINU C HEOOXOIUMBIMU JOKYMEHTAMH.

22. MenuimHcKas OpraHu3alysi, UMEIOIasi aKKpeIUTalMIo0 U IPETEHIYyIoNas Ha TPOBEACHUE
KJIIMHUYECKUX HCCIECNOBAaHNUN JIEKAPCTBEHHBIX IIPENAaparoB s MEIULIHUHCKOTO NPUMEHEHUS B
LENAX, HE 3asiBJICHHBIX NPU [E€PBOHAYAIBHOM AaKKpPEAWTAIMH, [OJDKHA IOJYyYUTh HOBOE
CBUJETEIBCTBO 00 aKKpeIUTaIIH.

23. Ilpu mnepeodopMIIeHMH CBHUAETEIbCTBA 00 aKKPEIUTAMH WA TOJTYYEHUH HOBOTO
CBUJETENhCTBA 00 aKKpeAUTAUWHW MEIUIMHCKOM OpraHu3alnueil B Ciydasx, MpelyCMOTPEHHBIX
nyHktamu 19 u 22 nacrosimux IIpaBuii, npoBeeHrne KIMHUYECKUX UCCICTOBAHUN JIEKAPCTBEHHBIX
IpenaparoB sl MEIULIUHCKOTO IPUMEHEHHS HE TIPEPHIBACTCSI.

24. OpraH 1Mo akKpeIuTalMy B TEYEHHE CpPOKa JEHCTBHS CBHETENHCTBA 00 aKKpeAUTalUU
OCYILIECTBIISIET IPOBEPKY BBITIOJHEHUS MEIUIIMHCKON OpraHu3aueil TpedoBaHui o akKKpeIuTaluu
B Mmopsake, ycraHoBieHHOM PDenepaibHbIM 3akoHOM 'O 3amuTe NpaB IOPUAUYECKHUX JIMI U
VHJUBHUIYAIbHBIX NpPEANPUHUAMATENICH IIPU OCYIIECTBICHHH TOCYJAapCTBEHHOIO KOHTPOJIA
(Haz3opa) U MYHUIIUTIATBHOTO KOHTpOJIA".

25. B ciiydae BbISIBJICHUS IPU POBEJECHUN TPOBEPKU MEAUIIMHCKOM OpraHu3alyi HapyLIeHHs
TpeOOBaHUN O AKKpEAUTALUU JEHCTBHE CBHUJIETENHLCTBA 00 aKKpEeOUTAIMH MPHOCTAHABIMBACTCS
BBIJIABIIMM €r0 OPraHOM IO AKKpPEAUTAIIMU JO MOMEHTA YCTPAHEHUSI YKA3aHHOTO HapyILIECHHUS.

JleiicTBue cBUAETENHCTBA 00 aKKpEeOUTAIIMH BO30OHOBISIETCS OPraHOM MO aKKpEeAUTAIuu
MOCJIe YCTPAHEHUS METUIIMHCKOM OpraHu3anueil HapymeHus: TpeOoBaHMii 0 aKKPEAUTALIUH.

26. Pemenue o mnpuocTaHOBIEHUH (BO30OHOBICHHMM) JIEHCTBUS CBUIECTENHCTBA 00
aKKpeUTallud TPUHUMAETCS OPraHoOM MO akkpeauTanuu B TedyeHue 10 paboumx qHEH ¢ HaThl
perucTpalv  AOKYMEHTOB, MOATBEPXKJAIOIIMX HApyUIeHWE MEIULMHCKON  oOpraHu3anuen
TpeOOBaHUM MO aKKPEIUTAIIMU WU YCTPAaHEHHE STUX HAPYIICHHA.

Komnus ykazanHoro penieHus B TeueHue 3 pabouux aHed BpydaeTcs (HampaBIseTCsl) OpraHoM
10 aKKPEIUTAllUA COOTBETCTBYIOIIEH MEAUIIMHCKON OpraHu3aliy.

27. JlelicTBUEe CBUIETENHCTBA 00 aKKPEAUTAIIMU MTPEKPAIIAETCS B CIASAYIOIIMNX CAyJasiX:

a) UCTEYCHHE CPOKa JICHCTBUS CBUACTEIHCTBA 00 aKKPEIUTAINH;

0) AOCpoYHOE TpEeKpalleHne KIMHUYECKUX HCCIeAOBAHUN JIEKAPCTBEHHBIX MPENaparoB s
MEJMIUHCKOTO NPUMEHEHUS IO 3asIBJIEHHBIM IIEJISIM 10 3asiBJICHUI0 MEIULIMHCKOW OpraHu3aluu;
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B) JIMKBUJALMS UM PEOPraHU3aLUs MEAUIIMHCKON OpraHU3alHH.

28. Pemienue o mpeKpalieHUH ACHCTBHS CBHUICTEIHCTBA 00 aKKpEAUTAI[MH MPUHHUMACTCS
OpraHoM IO akKpeauTauuu B TedyeHue 10 paboumx naHeHl C JaThl MOJIy4EHHS JOKYMEHTOB,
MOATBEPKIAIOLIUX CBEJCHUS, YKa3aHHbIE B MyHKTe 27 HacTtosuumx [IpaBui.

29. B cnydae aHHYJIMpPOBAaHUS CBUJIECTENLCTBA 00 aKKpEAUTALMU PELIEHUE O MPEKpalleHUu
€ro JICHCTBHS NMPUHUMAETCS OJHOBPEMEHHO C pEUICHHEM 00 aHHYIMPOBAHWU CBUACTEIHCTBA 00
aKKpeAUTaLUU.

Komnus ykazanHoro pemieHust B TeueHue 3 pabounx JHEH Bpydaercs (HampaBisieTcs1) OpraHomM
[0 AaKKpeIUTAllMM MEIWLUHCKON OpraHu3aliM, JICHCTBUE CBUIETENbCTBA 00 aKKpeaAuTaluu
KOTOPOM OBLIIO TTPEKPAIICHO.

30. CaupuerenbctBO 00 aKKpEeOUTAlMM AHHYJIMPYETCS BBLAABIIMM €ro OPraHoM IO
aKKpeAUTALlUU B CIEAYIOIINX CIydasx:

a) HEHUCIOJHEHHE MEIULMHCKON oOpraHM3alyeil perieHHs opraHa IO akKpeauTanuu o0
YCTpaHEHUH BBISBICHHOTO HapylleHus TpeOoBaHMI Mo akkpeauTauuu B TedeHue 10 gHEl ¢ naTel
BBIHECEHMSI YKA3aHHOTO PELICHUS;

0) HapyIICHUS METUITMHCKOW OpraHu3aiuell TpeOOBaHUM 10 aKKPEAUTAINH, 32 COBEPIICHUE
KOTOPBIX JEMCTBHE CBUJIETENICTBA 00 aKKpeIWTallMu IPHUOCTAaHABIMBAJIOCH HE MeHee 2 pa3 B
TEUYECHHUE CPOKa €ro JCHCTBHS.

31. B ciydae npekpaiiieHust 1eHCTBUS CBUIETENCTBA 00 aKKpEeIUTALIMK WIH aHHYJINPOBAHUS
CBUJETENHCTBA 00 aKKpeAUTAlUU KIMHUYECKHE HCCIEIOBAaHMS JIEKAPCTBEHHBIX IPENapaToB B
JAHHOW MEAUIIMHCKOW OpraHU3aIiH JIOJDKHBI OBITh IPEKPAICHBI.

32. Oprad no akKpeIuTalu BeIEeT PeeCTp MEAUIIMHCKUX OpraHu3aliil, akKpeIUTOBAaHHBIX Ha
MpaBoO MPOBEACHUS KIMHUYECKUX HMCCIIEIOBAHUN JIEKAPCTBEHHBIX MpENnapaToB Uil MEIULIUHCKOTO
NMpUMEHEHHs (Janmee - peecTp), MO yTBEepKIaeMol UM ¢GopMe M pa3MemaeT ero Ha CBOEM
obuUaIEHOM caiiTe B ceTu MIHTepHeT.

33. OpraH Mo akKpeIuTallud BHOCHUT JAHHBIE B PEECTp B TeueHHUE 5 pabo4MX JHEH C IaThl
BBIJJAYU CBUJETENBCTBA 00 aKKpeIUTAllMH, MPOJUICHUS CpOKa €ro JecTBus, mnepeodopmiieHus
CBUJETENHCTBA 00 aKKpeIUTAllMH, MPUOCTAHOBJICHHUS, BO30OHOBJICHUS, NMPEKpAIllleHUs IeHCTBUS
CBUJIETENHCTBA 00 aKKPEAUTALMU U €T0 aHHYJIUPOBAHHUSL.

34. Csenenusi, colepKalllecs B PEECTpe, SBISAIOTCA OTKPBITHIMHU, OOILIEIOCTYIHBIMH U
MIPEIOCTABIISIFOTCS IO 3asBJICHUSIM (GU3NYECKUX U IOPUIMUYECKUX JIUI] B BUJIE BBIITUCOK U3 pPeecTpa B
teyenue 10 pabounx AHEN ¢ 1aThl MOTYYEHUsI COOTBETCTBYIOIIETO 3asBICHHUS.

35. 3a mpenocraBieHHe CBUAETEILCTBA 00 aKKpEOUTAIMM YIUIAYUBAETCS TOCYAapCTBEHHAs
MOIIJIMHA B pa3Mepax M MOPsIKe, KOTOpble YCTaHOBIIEHBI 3aKOHOJAaTenbcTBOM P® o Hamorax u
coopax.

36. MenuiuHcKas opraHu3aius BIpaBe B YCTAHOBIEHHOM 3aKOHOJaTeNnbcTBOM P®D mopsake
00anoBaTh pelleHUue OpraHa Mo akKpeAuTauuu o0 OTKa3ze B aKKPEAWUTAIUH, O MPOJUICHUH CPOKa
NEHCTBUS  CBUICTENHCTBA 00 aKKpeauTaluu, ero mnepeodopMICHUH, MPUOCTAHOBICHUH,
BO30OHOBIICHUH, MPEKpalleHHUH JACUCTBUSA CBHUAETENbCTBA 00 aKKpeIuTallMh, a TaKke O ero
aHHYJIHPOBAHUHU.

HpI/IJ'IO)KeHI/Ie K HpaBI/IHaM AKKpeAUuTaAllu MEAUITUHCKUX Opl"aHI/I3aI_II/II71 Ha ITpaBO MMPOBCACHUA
KJIMHAYECKUX UCCIEI0OBAHUM JICKAPCTBCHHLIX NPCapaToOB I MEAUIHUHCKOI'O IPUMCHCHUS

(B meiictB. mocn. pen. [locranoBnenus [IpaButensctBa PO ot 04.09.2012 N 882)

(bopma)
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CBugerenscTBO 06 aAKKpegnTanMmM Ha I[IPaBO IMNPOBeAeHUsI KIMHUYEeCKHUX

lzccnenosaﬁmﬁ&.nexapcmseuuﬂux npernapaToR OJjid MeOUIMHCKOI'O IIPMMEeHEeHWUS

"o 20 r. N

(mara)

1. HacTosdmee CBUIETENBECTRBO npenocTaBJIEHO

(moJiHOEe M COKpalleHHOE HaMMEHOBAaHME, OpIlaHM3alMOHHO-IIpaBoBas dopMa
MEIMIUMHCKOM OpT'aHM3alum)

2. OCHOBHOM T'OCYINApCTBEHHHM PETUCTPALMOHHEIM HOMEP 3alucCU O I'OCYyIapCTBEHHOM
permcTpauumM MeOMUIMHCKOM oOpIlaHM3aluu

(OT'PH m pexBUBUTH OOKYMeHTa, NONTBepXIawlel'0 BHECEHMNEe CBeIeHUM
O MEeIMUMHCKOM oOpTaHM3auuMy B EOVHHM T'OCYIapCTBEHHEI peecTp
OPUINUECKUX JIMLL)

3. MecTo HaxoXIeHUS
M MeCTa OCYUEeCTBJIEHUS IeATeJIbHOCTU

(HOLITOBBIe agpeca MecCTa HaxXOXIOeHMA M MeCT OCyHWeCTBJIEHUMA IeATeJIBHOCTH,
TesieboHEl, TeJsedaKCH, alpeca BJIEKTPOHHOM [NOUTH MENMUMHCKOM OpIraHM3alLMM)

4. VneHTUOMKALMOHHEM HOMEP HaJIOTOJlaTeJibIMKa

(MHH m pekBM3UTHE OOKYMEHTa O IIOCTaHOBKE Ha ydyeT B HAJIOTOBOM OpIaHe)

5. KiImHMUecKMe MCCJIeNOBaHMUsa JIEKApPCTBEHHEIX [IPenapaToB OJig MeOULMHCKOIO
IpMMEeHeHMs, B TOM UYMCJIe MeXOyHapOoIHble MHOI'OLIEHTPOBEE, MHOTOLEHTPOBHE,
IOCTPEIMUCTPALUMOHHEE, [IPOBOIOMMEE IJiS TI'OCYHapCTBEHHOM PeTrMCTPaluMM M MHOIT'O
npenHa3HadyeHMss B COOTBETCTBMM C MpaBUJIaMM KIJIMHMUECKOM [MPaKTUKM B LEJIAX:

(yxa3BBalTCsA LeJM NPOBEeIeHMS KIMHUUECKMX MCCIIENOBAHUM JIeKAPCTBEHHBIX
npenapaTor IJig MEeIMUMHCKOTO IPYMEHEeHMS, B OTHOUEHMM KOTOPHIX BEIIAHO
HacTodlee CBUIOETEJIECTBO)

6. Hacrosmee CBUIETEJILCTBO IIPemOCTaBJIEHO Ha Cpok mo " " 20 T.
Ha OCHOBaHMM IpuKaza MmHMCTepCTBa 3IPaBOOXpaHeHMs Poccumckom dermepalum
or " " 20 r. N

(DOJIXHOCTB (moOnmce YIIOJIHOMOUEHHOT'O (b.m.o.
YIIOJITHOMOUEHHOT'O Jmia) YIIOJIHOMOUEHHOT'O
Jmia) Jmia)

M.II.

JelicTBME HacCTOAWErO CBUIOSTEJIbCTBA MNPOAJIEHO Ha Cpok mo " " 20 .

Ha OCHOBaHMM NpMKasa MMHMCTEepCTBa 3OPaBOOXpaHeHUsa PoccumckoM dermepalumnn
or " " 20 r. N

(DOJIXHOCTB (moOnmce YIIOJIHOMOUEHHOT'O (b.m.o0.
YIIOJITHOMOYEHHOT'O Jamia) YIIOJITHOMOYEHHOT'O
Jamia) Jamia)

M.II.
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