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YTBEPXX/IEHBI

nocraHoslieHueM I IpaBuTenbcTBa
Poccuiickoit ®enepanun
ot 25 aBrycta 2017 r. Ne 1015

IIPABHUJA

AKKPpECAHTAUHMA MECAHIHHCKHX opraﬂnzaunii
Ha NIpaBo NpoOBE¢ACHUA KITHHHYECKHX HCCJ1eJOBaHNH
6HOMCHHHHHCKHX KJE€TOYHBIX ITIPOAYKTOB

1. Hactossiuue IlpaBmima ycTaHaBIMBAaIOT MOPAJOK  aKKpeAUTallu{
MEIULHUHCKUX OpraHU3alvii Ha paBo NpOBeACHUS KIIMHUYECKUX UCCIeNOBaHUHN
OMOMeIUIIMHCKUX KJIETOYHBIX IIPOJIYKTOB (Jlajiee - aKKpeUTalus) B LeNsaX:

a) yCTaHOBJICHUS 6e3omacHocTU U (nnm) TIEpPEHOCUMOCTH
OMOMEIUIIMHCKUX KJIETOYHBIX MPOJYKTOB, B TOM UYMCJIC BBHISBICHHS MOOOYHBIX
JIEMCTBUM IPU UX [IPUMEHEHUH;

0) ycTaHoBlIeHHsS 0e30macHOCTH W 3G (EeKTUBHOCTH OHOMETUITMHCKIX
KJIETOYHBIX TNPOAYKTOB, B TOM 4HCJE MM0AOOpa ONTUMAIBHBIX JO3WPOBOK
OMOMEAUIIMHCKOr0 KIETOYHOTO POAYKTa U KYpPCOB JIeUeHUs, IS MTAaLlMEHTOB C
oTpeeIeHHBIMU 3a00JI€BaHUSIMU;

B) BBIABJIEHUS]  OCOOEHHOCTEeM  B3aMMOJEHCTBUS  OMOMEIULIMHCKHX
KJIETOYHBIX NPOJIYKTOB C JIEKAPCTBEHHBIMH IIpenapaTaMy, MeETULUMHCKUMHU
U3eUAMH,  IHUILEBBIMH  NPOAYKTamMH, JpPYTUMH  OUOMEIUIIMHCKUMMU
KJIETOYHBIMH IPOOYKTaAMHU;

) U3y4eHHUs] BO3MOXXHOCTM pacCIIMpeHHUs IOKa3aHUN Al NPUMEHEHHUs
3aperMCTPUPOBAHHBIX OMOMEAUIIMHCKUX KJIETOYHBIX TPOIYKTOB.

2. AKKpenuTalusi MOXET OCYLIECTBIATHCS KaK B OTHOLIEHUU BCEX LEJEeH,
yKa3aHHBIX B IyHKTe | HacToswux [IpaBui, Tak U B OTHOLIIEHUH OJHOMN U3 HUX.

3. AkKkpenuTauugd MpOBOAUTCS  MHUHHUCTEPCTBOM  3APaBOOXPAHEHHS
Poccuiickoit ®enepanuu (nanee - opraH Mo akKpeIuTallii) B UENSIX TPH3HAHUS
BO3MOXXHOCTH  MENUUMHCKOM  OpraHu3allii  TMPOBOAUTh  KIHHHUYECKHE
UCCIICAOBaHU OWOMENMUMHCKUX KJIETOYHBIX MPOAYKTOB IO IMPODQUITIO
3a0oneBaHus  (COCTOSHMSA), Uil JIeYEHUS  KOTOPOro  NpedHa3Ha4YeH
OMOMEIUITMHCKUM KIIETOYHBII NPOYKT.
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4. TpeboBaHMAMM K MEIOUIMHCKOM OpraHu3alyy I IIOIy4eHUs
aKKpeOUTaIIM SBJSIOTCS:

a) HaJIU4ye JTMIIeH3UHY Ha OCYIIECTBIIEHNE MEIUIIMHCKOM AeSITeIbHOCTH;

0) Hampume oTheNneHus (aaThl) MHTEHCUBHON TEpanuu ¥ peaHUMaluH -
B CIydae TMpOBENEHHS  KIMHWUYECKUX  HCCIeOBaHMN  OMOMEIUIIMHCKHAX
KJIETOYHBIX NPOLYKTOB B LIEJSX, NPEAYCMOTPEHHBIX NOIIyHKkTam# "a" u "6"
nyHkTta | HacTosmux [IpaBu;

B) HaIW4KMe KOMUH HOPMATHBHBIX MPABOBBIX aKTOB, PErNIAMEHTUPYIOIINX
BOIIPOCHI ~ OpraHuW3alldd U  NPOBeNeHUA  KIMHUYECKUX  HCCIeJOBaHUM
OHOMeTMIIMHCKUX KJIETOYHBIX ITPOIyKTOB;

r) obecrieyeHne  KOHQHACHIMAIGHOCTH  IEpCOHANBHBIX  JaHHBIX
NAllMeHTOB, YYacTBYIOIIMX B TMPOBEACHHM KIUHUYECKUX HCCIEIOBaHUHN
OMOMEeIMITMHCKUX KIETOYHBIX MIPOTyKTOB;

I) coOmofeHre  MpaBU  Hajexalled  KIMHUYECKOW  IpaKTHKU
OMOMEeIUIIMHCKUX KJIETOYHBIX NPOAYKTOB, YTBEPXKAAeMBIX B YCTaHOBJICHHOM
NOpsLIKeE.

5.ns  noxydeHWs — aKKpeAUTAllMM  MEIMIMHCKAas  OpraHu3alus
NpeicTaBisieT B OpraH IO  aKKpeIWTalWHd CIeAyIomue  TOKyMEHTEI
(Ha 6yMaxHOM HOCHUTENE WIH B POpMeE 3IEKTPOHHOTO JOKYMEHTA):

a) 3asBl€HHE O IPENOCTABICHUH CBUIETENBCTBA OO0 aKKpequTalllM Ha
IIpaBO MPOBEICHUS KIMHUYECKUX HCCIIeIOBaHUN OMOMEIUIMHCKUX KJIETOYHBIX
NpPOAYKTOB (Hanee - CBUAETENbCTBO 00 akkpemuranuu) 1o (Qopwme,
YTBEP)XIaeMOH OpraHoM II0 aKKpeIWTallUH, IOAIHCAHHOE pPYKOBOJIUTEIEM
MEIUUMHCKOX OpraHM3alldd WM €€ YIOJHOMOYEHHBIM IIPENCTaBUTENEM U
3aBEpEeHHOE NeYaThI0 MEIUIIMHCKON opranu3aluy (pyu HaJuduy MevaTu);

6) BrIKCKa U3 ENMHOrO rocyJapcTBEHHOTO peecTpa I0OpUIUIECKUX JIULL,

B) KOITUS JIMIIEH3UX Ha OCYUIECTBICHNE MEIUIIMHCKON NesITETbHOCTH;

I) KOIUK JOKYMEHTOB, IOATBEPXKJAIONMX HaIWU4ME y MEIUIUHCKOU
OpraHu3allMi OTHeJeHUs (MajaThl) MHTEHCHBHOW Tepanuy M peaHuMalluy, -
B ClOy4dae IpOBeICHMsS KIMHUYECKMX HCCIENOBaHUN OHOMEIUIITHCKUAX
KJIETOYHBIX IMPOIYKTOB B IENSAX, IPEeIyCMOTPEHHBIX NOAMyHKTamu "a" u "O"
nyHkTa 1 Hacrosamux IlpaBui;

I) KOTIUSI YTBEPXKAEHHOTO PYKOBOAMUTENIEM METUIMHCKOM OpraHM3aliiy
IOKYMEHTa, yCTaHaBIHUBAIOLIErO NOPAIOK paboTHl ¢ NepCOHANbHBIMU JaHHBIMH
MAIIAEHTOB, YYaCTBYIOIIMX B TIPOBEISHUH KIUHUYECKUX HCCIeJOBaHUN
OMOMEIULIMHCKHIX KJIETOUYHBIX POAYKTOB.

6. Opran mo akkpeAWTallMM He BIpaBe TpeOoBaTh OT METUIMHCKOM
OpraHM3aluu IIpeCTaB/ICHUS JOKyMEHTOB, [IpEe1yCMOTPEHHBIX
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"

moAnyHkTamMu "6" u "B" mnyHkTa 5 Hactosumux IIpaBun. B cioydae ecnum
MeIULIMHCKas OpraHu3allys He IIpe/icTaBuia Takue JOKYMEHTHI 10 COOCTBEHHOM
MHULIMATUBE, OpraH IO aKKpeIUTallMd B IOPSAKE MEXBEIOMCTBEHHOIO
MH()OPMAIIMOHHOTO B3aUMOIEHCTBUS 3alpalliiBaeT:

a) y @enepaibHO HaIOTOBOH CiryXOBI - UHQOpMaMIO O PakTe BHECSHHS
CBeJIeHUH 0 3asgBuTelie B ENUHEIN rocyJapCTBEHHBIN peecTp IOpUANIEeCKUX JIUII,

6)y PenepanpHOil cmyX0Bl IO Haa30py B cdepe 3ApaBOOXpaHEHHUS -
MHQOpPMAIMIO O HAIMYUM Y MEeAUIIMHCKOH OpraHW3alMi JIMIEH3WH Ha
OCYIIECTBIIEHHE MEAMIVHCKON OesTeNpHOCTH (IO JaHHBIM €JHHOIO peecTpa
JIMLEH3UHA Ha OCYLIECTBICHHE MEIULUHCKON NEATEIBHOCTH, BEJEHUE KOTOPOTro
ocymecteisieT PenepaiibHas ciyx0a 0 Haa30py B cdepe 31paBOOXpaHEHHS ).

7.B cnydae ecnmu MeOUIMHCKAs OpraHM3alus He IIpeICTaBHiia WU
IpeAcTaBHWa HE B IIOJHOM 00beMe [OKYMEHTHI, IpeIyCMOTpPEHHBIE
noanmyHkTamMu 't u "a" nmyHkra 5 Hacrosimux IIpaBui, opraH mo akKpeIHTaIlUN
HampaBJIsieT €{ 3ampoc O IPEeACTaBIe€HHH B CpOK, He I[IPEeBBIIIAIONINMA
10 paboumx nHEM cO IHA €ro MOJXydeHUs, HEJOCTAIOIUX JOKYMEHTOB, KOTOPBIN
nIepenaeTcs YIOJIHOMOYEHHOMY IIPEACTABHUTENIO MEIWIMHCKOW OpraHu3alldu
JUYHO TOJ] PacHHCKy, HampaBiseTCs MEOUIWHCKON OpraHM3allMMd II0 IO4Te
3aKa3HBIM NKMCHMOM WM B 3JEKTPOHHOM (OopMe IO TeIeKOMMYHHKAMOHHBIM
KaHajlaM CBS3U. B ciIydyae HampaBiieHHd 3ampoca IO IIOYTe 3aKa3HBIM IMHCHMOM
OH CUMTaeTCs MONTYYEeHHBIM 10 UcTedeHnH 6 pabouux mHel co AHS HanpaBlIeHUS
3aKa3HOTO MMUCHMa.

Bpems co mHsS HampaBieHHs 3ampoca A0 JHS IIOJy4eHHUS OpraHoM II0
aKKpeJWTallMM OTBETa Ha 3allpoC HEe YYHUTHIBAECTCS IIPU HCUYUCIEHMHM CpPOKa,
yka3zaHHoro B ItyHkTe 10 sactosumx [TpaBui.

8. Opran mo axkkKpeIWTalli¥ He BIOpaBe TpeGOBAaTL OT MeIUIHHCKOM
OpraHM3alliy NPEACTaBIECHUS JOKYMEHTOB, HE IPEAYCMOTPEHHBIX HACTOSIIUMHU
IlpaBunamu.

9. JIokyMeHTBI, IpeACTaBlIE€HHblE MEIWIUHCKON oOpraHuzaluell B
COOTBETCTBUM C IyHKTOM 5 Hacrosumwx [IpaBun, mpuHUMalOTCS IO OMUCH U
PETUCTPUPYIOTCS] OPTaHOM I10 aKKpEIUTAIUH B J€Hb WX IIOCTYIUICHUS.

10. Oprar no akkpeautauuu B TeueHHe 30 pabouumx gHEH co aHA
IIOCTYIUIEHUS IPEACTABICHHBIX B COOTBETCTBUHU C IYHKTaMH 5 - 7 HACTOSIIINX
IIpaBunl [OKyMEHTOB pacCMaTpUBAaeT HX, IIPOBOAMUT IPOBEPKY IOTHOTHl H
JNIOCTOBEPHOCTH COJEpXKaIUXCSi B HHUX CBENEHUM, IIPOBEPKY COOTBETCTBHUS
MEIUIMHCKON OpraHu3anuu TpeOoBaHUSAM, IpPeIyCMOTPEHHBIM ITYHKTOM 4
Hactosiuux [IpaBun, u mpuHUMaeT pelieHue 00 aKKpeauTalluu Ik 00 OTKaze B
aKKpeIUTaluy.
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11. OpraH no axkpeguTaly MOXXeT MHUIMUPOBATh BEIE3IHYIO MMPOBEPKY
MEIUAIMHCKOW OpraHM3allii, MPeAMETOM KOTOpPOH SBISETCS OLIEHKA HaIu9Ms
YCIOBUM IS BBHINOJHEHWS MEIUIMHCKOM opragmsaiueli TpeOoBaHHI,
IIpeayCMOTPEHHBIX MyHKTOM 4 HacTosuux [Ipasui.

Cpok TmpoBeleHHs YyKa3aHHONH IIpOBEpPKM HE MOXET IPEBBIIIATH
5 kaneHmapHBIX JOHEH M He yYMUTBIBaeTCs IIPU HCYMCIEHMH CpPOKa,
NpeaIycMOTpeHHOro myHKToM 10 Hactosmux Ipasui.

12. OcHOBaHueM IS OTKa3a B aKKpEIUTallUU SIBISETCS:

a) HECOOTBETCTBHUE MeJIULITHCKOU OpraHu3alivu TpeboBaHUSIM,
IIpeIyCMOTPEHHBIM ITYHKTOM 4 HacTosmux [Ipasuir;

0) HelpeCTaBlIeHHe JOKYMEHTOB, NpeJyCMOTPEHHBIX MONIYHKTaM# 'T"
u "n" mynkTa 5 Hacrosmux 1 IpaBui;

B) HAJIMYMeE B IIPEICTABICHHBIX JOKYMEHTaX HEJOCTOBEPHBIX CBEIECHUIA.

13. Pemnenne 00 axkpeauTanuu oGOpMIISEeTCs IPUKA30M DPYyKOBOIMTEIS
(3amecTHTeNs PYKOBOAUTENS) OpraHa I10 aKKpeOUTallMM, KOIHUS KOTOPOIo B
tegerre 10 paboumx HHEH CO THS ero M3JaHUs HaIpaBsSeTcd MeIUIUHCKOH
opraHmM3anuyd JMOO BpydaeTcs €€ YIOIHOMOYEHHOMY IIPENCTAaBUTENIO C
BhIZlauel CBUETEIBCTBA 00 aKKpeAUTALMH 10 (OpME COIIaCHO IIPHIIOKEHHMIO.

14. CBuneTenscTBO 00 aKKpeauTaluu BBIIaeTCs Ha 5 ner.
Cpok aKKpeIWUTallMd MOXET OBITh COKpallleH II0 3asBJICHMIO MEIULMHCKON
OpraHU3aLHU. _

15. MoTuBHpoBaHHOE pellieHHe 00 OTKa3e B aKKpPEIWTallud B TEUECHHE
5 pabounx [pgHeH coO [HA e€ro IpPHUHATAS OPraHOM IO aKKpeIUTaluH
HamnpaBiseTcss  MEIULIIMHCKON OpraHu3aluu WIM  Bpydaercd ee
VIIOJITHOMOUYEHHOMY MPEACTaBUTEINIO.

16. MenuuuHcKas opraHu3zalys, POBOSAIIAS KJIMHUYECKHE
HcClaeoBaHUsS  OMOMEOUIIMHCKUX  KJIETOYHBIX  IPOAYKTOB B LEJAX,
IIpeyCMOTPEHHBIX MoamyHKTamy "a" u "6" myHkTa | Hactoammx Ilpasm,
YBEIOMIIET OpraH IO aKKpeIuTalud o0 M3MEHEHHMU CBOEH OpraHM3alldOHHOH
CTPYKTYpPHI B TedeHHe 15 pabodmx IHEN co JHS COOTBETCTBYIOIIETO M3MEHEHHS
IIyTEM HampaBleHHs eMy YKa3aHHOH MHpopManuy Ha OyMaXHOM HOCHUTEIE HIIH
B hopMe 3NeKTPOHHOTO JOKYMEHTA.

17. Tlpu ytpate (mop4e) cBUAETENbCTBA 00 aKKpeIUTAaLMH B IIEPHOJ €TO0
JNEHCTBUS MENUIMHCKOW OpraHW3alliy BblIaeTcs OyOaMKaT CBHJIETEIBCTBA 00
aKKpeIUTaIlu, IS IIOJydYeHHs KOTOpPOro €0 B OpraH IO aKKpeIuTallux
HanpaBiseTcs 3asBlIeHHe B IMHCHMEHHOH (opMe ¢ ykazaHHEM OOCTOSTENBCTB,
MTOBJIEKIINX yTpaTy (IMopdy) CBUAETENbCTBA 00 aKKpEeAUTALUH.
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Jybnukar cBuaeTenscTBa 00 aKKpeOUTAIlMM BBIIAETCS Ha CPOK, HE
IIPEBBIIAIONIMN CPOKa AeHCTBHS YTPAa4eHHOTO (MCIIOPYEHHOI0) CBUIAETEILCTBA
00 aKKpeauTalHH.

18. IlpoaneHre cpoka axKKpeOuTaldd OCYLIECTBIIETCS OpPraHoM II0
aKKpeOUTAlMH 1O 3asBJIECHUI0 MEIUIIMHCKON OpraHU3alliy, IPEICTaBICHHOMY B
OpraH IO aKKpequTaluu He mo3xHee deM 3a 30 pabouux IHEH N0 MCTEYEHHUS
Cpoka JeHcTBUs cBuUAeTenbcTBa 00 akkpemuralvu. CpoK aKKpeaUTaluu
IIPOJJIEBAETCS Ha S5 JIeT, eCli B 3asBIICHUU O IPOJJICHUM CpPOKa aKKpeTUTaIlUH
He yKa3aH MHOM COKpallleHHBI CPOK.

19. Opran no akkpeIWTallMH IO pe3ybTaTaM PacCMOTPEHHS 3asBIICHHA
O IMPOMAJICHHU CpOKa aKKpeAWTallMd M HMEKIOIMXCS B €ro paclopsKEeHUH
MaTepUajoB HPOBEPKU COONMIOAEHUS  MEIWLMHCKOM OpraHu3alueil IpaBuil
HaJJIeXallel  KIMHMYECKOM  NIpakTUKU  OMOMEIUMUIMHCKUX  KIETOYHBIX
NpOAYKTOB, NpeAcTapleHHbIx PenepanpHoil cmyx6oii mo Hamsopy B chepe
3IpaBOOXpaHeHMs B paMKaX roCyJapCTBEHHOIO KOHTPOJA 3a AEATEILHOCTBIO B
chepe oOpamesus OWOMENMIMHCKAX KIETOYHBIX IPOAYKTOB, IPUHHUMAET
pelieHe O IMPOJJIEHHWM aKKpeAUTalMd WM o0 OTKase B IIPOJJIEHHH
akkpeautauuyd B TeueHue 30 pabodyux aHeW co OHSA IONy4YEHHS YKA3aHHOIO
3asBIICHU.

20. OcHoBaHmeM U1 OTKa3a B DPOJUICHMH CpOKa aKKpeAUTaluH
SBIIIOTCS ~ HecoOJIoZeHWe  MEIUIMHCKOM — opraHmianuedl  TpeboBaHui,
IIpENYCMOTPEHHBIX IMYHKTOM 4 Hactosmmx llpaBui, a Taxke HMEIOLIHECS B
PacloOpsDKEHHHM oOpraHa IO aKKpeOuTallM CBEACHWs O HapyIleHHH
MEJIMLIMHCKOX OpraHM3aledl npaBuil HaaiueXalledl XIWHAYECKOH IIPAKTHKH
OMOMEIUIMHCKUX KJIETOYHBIX IPOIYKTOB.

21.Opran mo akkpemutauuu B TedeHue 10 paboumx OHEHA CO OHA
OPUHATHS  COOTBETCTBYIOINETO  pellleHUs  HalpaBisgeT  MEIUIUHCKOH
OpraHu3allud WM BpYyYaeT ee YIIONHOMOYEHHOMY MpEeNCTAaBUTEIIO KOIMIO
IpHKa3a O MPOJIeHUH aKKPEeIUTAIlMH ¥ HOBOE CBUAETENHCTBO 00 aKKpeAUTaLuK
nub0  HampaBigeT ~ MEOUIIMHCKONM  OpraHM3aldyd WIM  BpydaeTr  ee
YIIOJTHOMOYEHHOMY IMPEeACTAaBUTENI0 MOTHBHPOBaHHOE pelleHHEe 00 OTKase B
IIPOJUICHUH aKKpeOUTAIIHH.

22. CBUIETENLCTBO 00 aKKpeOUTaUWH IOMJIEKUT MepeodOpMIICHHIO B
IIEpUOA 10 OKOHYAHMUS €ro JIeWCTBUS B clydyae H3MEHEHHUsS HaMMeHOBaHHS
MEIUIUHCKOM OpraHM3alliil MWIM ajJpeca MeJMIMHCKOW OpraHu3aluyd B
[IpeiesiaXx MecTa ee Hax0XAeHus (0e3 U3MEHEHUs aJIpeCOB MECT OCYIIEeCTBICHHS
€10 MEIMIMHCKON JnesTenbHOCTH). B ciydae UH3MeHEHHS aIpecoB MECT
OCYLIECTBJICHUS] MEIUUMHCKOX OprasHmsallieil MEeTULIMHCKOH JIeATEeIbHOCTH
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MeIOUIMHCKAs oOpraHusanus oO0s3aHa TOJNY4YUTh HOBOE CBUIETENBCTBO 00
aKKpeIUTalliy B MOPSAKe, yCTaHOBIEHHOM HacTosiuMu [Ipasunamu.

23. 3agBnenne o IepeoGOPMIICHHHM CBUIETENbCTBA 00 aKKpeAMTaLUU
HanpaBJIseTcs METUIMHCKOM opraHm3andeil Ha GyMaKHOM HOCHTENE WM B
¢dbopMe D3IEeKTPOHHOrO [OOKYMEHTa B OpraH MO aKKpeIUTalu¥ B TEYEHHE
15 pabouux nmHe# cO IHS BHECEHHS COOTBETCTBYIOIIMX HM3MEHEHMH B EnuHBIN
rocyJapCTBEHHBIM pEeCTp IOPUAUIECKUX JIHII.

24. TlepeodopmiieHre CBHAETENRCTBA 00 aKKpEeIUTAlUM OCYLIECTBISETCS
B TedueHHe 15 paGouux OHEH cO AHS IOIY4YEeHMs OpraHOM IO aKKpeIuTallMH
3agBIIEHUS O MEPeOPOPMIIEHUH CBHUIETENHCTBA 00 aKKpeAWTallMU C yKa3aHHEM
uHpopMali 00 W3MEHEHUSIX, IPedyCMOTPEHHBIX ITyHKTOM 22 HaCTOSIIUX
ITpaBun. [Ipy n3MeHeHNUH agpeca MEIULMHCKON OpraHu3alMy B [pefiefiax MecTa
ee HaxoxJeHUs (0e3 H3MEHEHHs MecTa OCYIIECTBIEHUS €10 MEIUIMHCKOH
NEeSITEIIBHOCTH) TPEeJICTABISIeTCS TaKKe KOIMS NOKYMEHTA, NPELYCMOTPEHHOIO
moAryHkToM "1 myHkTa 5 HacTosuwmx [Ipasuin.

IlpoBepka IIpeACTaBICHHOW B YKa3aHHOM 3asdBI€HMM WHGOPMAIUH
OCYIIECTBISETCA IIyTeM 3aIipoca OpraHoM I10 aKKpeIWTallud B IIOPSAIKE
MEXXBEJOMCTBEHHOIO HMH(OPMAIIMOHHOIO B3auMOJEUCTBU y DenepanbHOi
HAJOroBOH CIYXOBI CBeeHHIl O BHECEHHUM COOTBETCTBYIOIIMX H3MEHEHHM B
EnuHbIi rocyiapcTBEHHBIN peecTp IopUANYECKUX JIULL.

25. MeauuuHCKass ~ OpraHM3allys, HKMeEllas  akKpeIUTalul U
NpeTeHAyIoIIas Ha IPOBeIeHNe KIMHUYECKIX UCCIeOBaHUA OMOMeIULIIMHCKUX
KJIETOYHEIX IIPOAYKTOB B LIENSIX, HE 3asBICHHBIX IIPU ee aKKpeIuTalliy, obs3aHa
IIOJIYYMTh HOBOE CBHAETEIHCTBO 00 aKKpeIUTallMH B IIOPSAKE, YCTAHOBIECHHOM
HacTosmMu [ IpaBunamu.

26.IIpn nepeodOpMIEHUH CBHUAETENHCTBA 00 aKKpeAWTallud WM
MONy4YeHWH HOBOTO  CBUIETENbCTBA 00  aKKpeAWTaluu  MEJMLUHCKOM
OpraHu3aliedl B cirydasx, MpeIyCMOTPEHHBIX IIyHKTaMH 22 ¥ 25 HaCTOSIIUX
[lpaBuy, mpoBeleHHWE KIMHMYECKUX  HCCIENOBaHMHA  OMOMEIMIMHCKHX
KJIETOYHBIX INPOLYKTOB B COOTBETCTBHM C HMMEIOIIVMCS CBHAETEIHCTBOM 00
aKKpeaIUTalluy He IIPEephIBAeTCA.

27. OpralH no akkKpeIWTalli¥ B TEYEHHE CPOKa JIEHMCTBHS CBHIETEILCTBA
06 aKKpeIUTallMd OCYIIECTBISEeT NPOBEPKY BBIIIOJHEHHA MEIMIUHCKON
opranuzaimeit TpeboBaHui, IPeayCMOTPEHHBIX ITyHKTOM 4 HacTosmux Ipasui,
B mopsnke, ycraHoBneHHoM ®enepanpHpIM 3akoHOM 'O 3amqure mpas
IOPUAMYECKMX  JIML W HHIUMBUAYANBHBIX  NPEAIPHUHUMATENEH  IpH
OCYIIECTBIEHNH T'OCYAapCTBEHHOIO KOHTpOJS (Haa30opa) M MyHMIHUIAIBHOTO
KOHTpoJsA".
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28. JleiicTBrE CBUAETENbCTBAa 00 aKKpeAUTAIlUH MPHOCTaHABIMUBAETCS II0
pEILeHNI0 OpraHa II0 aKKpeOWTallu¥ B Clydae, €ClIM IpH IPOBEICHUH B
COOTBETCTBMH C NYHKTOM 27 HacTosmux IIpaBun NpOBEpKH MEIMIMHCKON
OpraHM3allid  BBHISBIEHBl  HapylleHWs TpeOoBaHMM, MpeXyCMOTPEHHBIX
nyskToM 4 Hactosiuux [IpaBmn. [leficTBHe cBHAETENbCTBA 00 aKKpeIWTALNH
BO300HOBJIAETCS OPTraHOM IO aKKpeAWTAIMU II0CIe yCTpaHEHHUs MEIUIMHCKON
opraHu3aIyell BeIIBIEHHBIX HapyIIECHUH.

29. Pemese 0  NpHOCTaHOBIeHWH  (BO30OHOBIEHHM)  JEHCTBHA
CBHIETENLCTBA 00 aKKpeIUTAaIlMy NPHHMMAETCA OPraHOM II0 aKKpeIUTaIliH
B Teuenue 10 paboumx [pHe cO [AHA PpEruUCTpalldd = JTOKYMEHTOB,
TOATBEPKAAIONINX HAPYIIEHUS WM YCTpaHEHHE HapyIUEHHMH METULHHCKON
oprauusanyeii TpeboBanuit, IpeyCMOTPEHHBIX MyHKTOM 4 HacTosamwmx IIpasur.

Komnus yka3aHHOTO pellleHHs B TedeHUe 3 paboumx OHEH CO JHA €ro
IPUHATHS  HANpPaBIIeTCS OpraHOM 10  aKKPEAMTAalUH  MEIUIMHCKOH
OpraHU3alUy UK BpyJaeTcs ee yIOJHOMOYEHHOMY IIPEICTaBUTENIO.

30. JleficTBie CBHAETENbCTBA 00 aKKpeIWTallMd IIpeKpamaercs [o
UCTeUYeHHs YKAa3aHHOTO B HEM CpOKa IO PELICHHIO OpraHa II0 aKKpeIWTAal[HH B

CICAYIOIHUX ClIy4dasX:

a) AOCPOYHOE IIPEKpaIneHue KIMHHY9CCKHUX HCCIIEJOBaHUM
6I/IOM6,III/IIII/IHCKI/IX KJICTOYHBIX MIPOAYKTOB IIO 3adBJIEHHIO MeTUITTHCKOMN
OpraHU3alyvu,

0) npekpaiiene ASHCTBHS JULUEH3HH Ha OCYILECTBIECHHE MEIUIHHCKON
NeATENBHOCTH;

B) JIMKBUJIAITUS WU peopraHu3alys MeIUIHMHCKON OpraHi3aluH.

31. PeleHue o NpeKpalie iy 1efCTBAS CBUIETEbCTBA 00 aKKpeIUTalluu
TIPUHMMAETCS OPTaHOM II0 aKKpemuTanuu B TedeHue 10 paboumx nHed co mHA
IOJyd4eHHUS UM [OKYMEHTOB, IOATBEP)KIAIOIIUX CBEJCHUS, YyKa3aHHbIE
B rmyHkTe 30 HacTtosmux IIpaBu.

32. CBHUIETEIHLCTBO 00 aKKpeOuTalUu aHHYJIHPYeTCd II0 PEIICHUIO
opraHa 1o akKKpeIWTalll{ B CIEIYIOLIHX CIIyJasX:

a) HEUCNIOJTHEHHEe MEIUIIMHCKOM OpraHu3aldeil pellleHHs OpraHa IIo
aKKpeJUTalld¥d OO0 YCTpaHEHMH BBIABICHHOTO HapylIeHHs TpeOOBaHWH,
IpeIyCMOTPEHHEIX yHKTOM 4 Hactosumx IIpasui, B TeueHue 10 mHeit co oHSA
MIPUHATHSA YKa3aHHOTO PELLEHMS;

6) HapyleHHe Me TUITHHCKON opraHu3anuei TpeOOBaHHUI,
IpeIyCMOTPEHHBIX NyHKTOM 4 Hacrosmux IIpaBmi, 3a KoTopoe [eWcTBHE
CBHETEIbCTBA 00 aKKpeIuTallud OBUIO NPUOCTAHOBIEHO HE MeHee 2 pas B
TEeUeHHE CPOKa ero JeNMCTBUS.

33.Konus pemenws o6  aHHYJIUPOBAHHM  CBHOETENbCTBA 00
aKKpeIUTAllMK B TeueHHe 3 pabouux JHEH co JHS ero IMPHUHSATHS HalpaBiieTCs
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OpraHoOM IO aKKpeAMTAlMM MEAWLIMHCKOM OpraHu3allid WIM BpydaeTcs ee
YIIOJTHOMOYEHHOMY IPeICTaBUTEIO.

34. B cny4ae TIpeKkpallleHHs NeHCTBHUSA CBHUIETENHCTBA 00 aKKpeOWTALUU
WIN €ro aHHYJIUPOBaHUS KIMHUYECKHE HCCIENOBaHUS OHOMEIUIIMHCKIX
KJIETOYHBIX TPOAYKTOB B MEIHULIHMHCKON OpraHM3allMd JOJDKHBI  OBIThH
MpeKpaIleHbl.

35. IlepeueHs aKKpEIUTOBAaHHBIX MEIUITMHCKUX OpraHHu3aIui
pa3MelllaeTcsi OpraHOM TIIO0 aKKpeOWTallMi Ha ero oQuIHMaIbHOM caiiTe B
MHQOPMaIMOHHO-TENEKOMMYHUKAIMOHHOM ceTH "VHTepHeT".

36.Opran 1[0  aKKpeOWUTalMd BHOCHT JaHHBIE B  I€peUeHb
aKKpeIWTOBAaHHBIX MEIMIMHCKUX OpraHusaluil B TedeHHe S5 paboumx gHeH
CO MOHI TPHHATHS COOTBEICTBYyIomero pemenus (00 axkpenuTali,
O TMpOIJIeHHH CpOKa [OEeHCTBUS CBHAETENBCTBA 00 aKKpeOuTaluH, ero
nepeopopMieHN, O IPHOCTAaHOBICHHM, BO30OHOBIEHHH, IIpEKpaIleHUH
JNEeHCTBUS CBUIETENHCTBA 00 aKKpeaUTAIlH U er0 aHHYJIMPOBaHMH).

37. CBenenmsi, comepxamdecs B IepedyHe  aKKPeOUTOBAHHBIX
MEIUIIMHCKUX OpTaHU3aI¥i, SBISIOTCS OTKPHITEIMU U O0IIEIOCTYTHBIMH.

38. 3a BEIga4y CBHAETENILCTBA 00 aKKpeIUTallMy U 3a BblAady xyOnukara
CBUAETENHCTBA 00 aKKpeAWTalW{ YIUTaYdBaeTCs IOCyJapCTBEHHAs MOLLUIMHA B
pa3Mepe W TOpsAKe, KOTOphle YCTaHOBIEHBI 3aKOHOJATeNbCTBOM Poccuiickoit
®denepanuu o Haorax u coopax.

39. Pemenus opraHa 1o akKpeJIWUTallud, IPUHSATHIE B COOTBETCTBUM C
HacTosnmwmu  [lpaBuimamm, Moryr OBITE OOXajoBaHBI B  IOpSAKe,
YCTaHOBIIEHHOM 3aKOHOJATeNhCTBOM Poccuitckoit Peneparuu.

27080778.doc



ITPUJIOXEHUE
K [IpaBunam akkpeauranuu
MEIUIMHCKUX OpraHu3alui
Ha [IpaBO IIPOBEICHUS KIIMHUYIECKUX
HCCJIeJOBaHME OMOMeTUIIMHCKUX
KJIETOYHBIX IIPOAYKTOB

(popma)

CBUAETEJABCTBO

00 aKKpeAUTALMH HA NPAaBO NPOBEACHHUS
KJIUHHYECKHUX HCCJIeJoOBaHRH
OHOMEIHIMHCKHX KJIETOYHBIX IPOAYKTOB

"o 20 T Ne

(mara) e

1. HacTosiee cBUIETEILCTBO BRIIAHO

(MOJTHOE M COKpAIEHHOE HAUMEHOBaHMUS, OPraHU3aLOHHO-TIpaBoBas (opMa MeIUIMHCKOH OpraHU3alliit)

2. OCHOBHOH TOCYHapCTBEHHBI pETrUCTpPallMOHHBIA HOMEp 3alliCHh O
roCyAapCTBEHHON perucTpani MeIULUHCKON OpraHu3alyy

(OT'PH 4 pexBU3MUTHl TOKYMEHTa, IOATBEPKAAOIIEr0 BHECEHHE CBEACHUH 0 MEIMIIMHCKOM OpraHu3almu
B EfuHBIH rocy 1apcTBEHHBIHN peecTp IoOpHAMYECKHX JIAIL)

3. Aapec MEeIUIIMHCKOH OpraHM3allly B IpefiellaX MeCTa €€ HaXOXIeHH
1 MECTO OCYIIECTBICHHS AESITEIBHOCTU

(ampeca,

tenedoHsl, Teaedakxcel,

aJpeca 3J1eKTPOHHOM OYTH MeJMIMHCKOH OpraHU3alim)

4. nenTGUKallMOHHBIM HOMEP HAJIOTOILIATE IbIIHKA

(MHH u pekBU3NTHI JOKYMEHTa O [IOCTAHOBKE Ha YUeT B HAJIOTOBOM OpIaHe)

5. IlpoBenexue KIMHIYECKUX HCCJIeJOBaHuit OHOMEIUILIMHCKHIX

KJII€TOYHBIX ITPOAYKTOB B HEJIAX:
(Yka3BIBarOTCA LEIH IPOBEACHUA KIMHHUECKUX MCCIIEIOBaHUIA

OMOMETHIMHCKHUX KJIETOYHBIX IIPOAYKTOB, B OTHOLICHUH KOTOPBIX BBIIAHO HACTOALIECE csnnerem,cmo)
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6. Hactosee CBHUIETEIBCTBO BBIJIAaHO Ha CPOK hi(o)
"o 20 1. Ha OCHOBaHUHU npukasa  MwuHHCTEpCTBa
" " 2 0 r

3apaBooxpaHeHus Pocculickoi ®Penepauuu OT
Ne

(IOMKHOCTL YIOJHOMOYEHHOTO JiMua)  (MOAMKCH YIONHOMOYEHHOTO IMNa)  (¢.H.0. YNOJIHOMOYEHHOrO JIHIIa)

M.IL
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