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NMPABUTEJIbCTBO POCCUINCKOW ®EIEPALIAI
NMOCTAHOBJIEHME
OT 25 ABI'YCTA 2017 I'. Ne 1015
MOCKBA

YTpaTtuno cuny - NoctaHosneHue MNMpaentenscTBa Poccuinckon ®epepauuy ot 14.10.2023 Ne 1709

06 yTBepxaeHUN MpaBui akkpeanTaLum MeaNLUHCKUX OpraHn3aL il Ha NpaBo NPOBEAEHNS KNIMHUYECKUX
nccnenoBaHuUin BUOMeANLNHCKMX KNETOUYHbIX MPOAYKTOB

B cooTBeTCTBUM C HacTbto 7 cTaTbn 28 PefepanbHOro 3akoHa "O BroMegnUMHCKUX KNETOYHbIX MpogykTax"
MpaBnTenbCcTBO Poccminckon deaepauy NOCTaHOBASET:

YTBepAnTb NpunaraemMble MpaBuna akkpeanTauum MeanLUHCKUX OpraHn3aLmin Ha NpaBo NpoBeAeHNs
KJINHNYECKUX NCCNeaoBaHnii 6MOMeaNLNHCKUX KNETOYHbIX NPOAYKTOB.

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunn [.Mensenes

YTBEP>XEHbI

nocTaHoBieHNeM lMNpaBmTenbCTBa
Poccuinckon ®epepauun

oT 25 aBrycta 2017 r. Ne 1015

MPABUJIA

aKKpeauTaunm MeauLMHCKUX OpraHn3aLmin Ha NpaBo NPOBeAeHNS KIMHUYECKUX UCCef0BaHunn
BroMeaNLMHCKUX KNeTOYHbIX MPOAYKTOB

1. HacToswume MNpaBrna ycTaHaBAUBAKOT NOPSAAOK aKKpeanTaLMm MeANLMHCKUX OpraHn3aLmnin Ha Npaso
NpoBeLEeHNs KIIMHNYECKMNX UCCIef0BaHNn BMOMEANLMHCKUX KNETOYHbIX MPOAYKTOB (fanee -
aKKpeauTaums) B Lensx:

a) ycTaHoBfeHmsa 6e30macHoOCTM U (1IM) NepeHOCMMOCTY BUOMEANLNHCKMNX KNEeTOYHbIX MPOAYKTOB, B TOM
4yuncse BbIIBAEHUS NMOBOYHbLIX ,D,eIZCTBVIVI npun nx NnpuMeHeHnun,

6) ycTaHoBneHUs 6e30nacHOCTM U 3 PEKTUBHOCTU BMOMEANLNHCKMX KNETOYHbIX NPOLYKTOB, B TOM YUC/e
nonbopa oNTUManbHOroO KoAnyecTea (0bbema, Macchl, mowaam) 6oMeaMLNHCKOrO KIeTOYHOro NpoayKTa
1 KYypCOB Nle4eHns, 45 nauneHToB C onpeaeneHHbiMy 3abonesaHnamu;

B) BbISIB/IeHNS 0COBEHHOCTEN B3aMMOAENCTBIA BUOMEAULNHCKNX KIETOYHbIX MPOAYKTOB C
NneKapCTBeHHbIMU NpenapaTaMn, MeAULUNHCKUMI n3aennamMmmn, nneBbIMA NPpoAYyKTaMn, OPYrnuMn
BrioMeANLIMHCKUMMN KNEeTOYHbLIMU NPOAYKTaMu;

) U3y4eHWNs BO3MOXXHOCTMW PacCLUMpPEHNS MOKa3aHUA A1 NPUMEHEHNS 3aperncTpupoBaHHbIX
BroMeANLIMHCKNX KNETO4YHbIX MPOAYKTOB.

2. AKKpeauTauma MOXeT OCYLLeCTBAATLCSA Kak B OTHOLLEHMMN BCeX Lenieil, YKa3aHHbIX B NyHKTe 1
HacToAwwmx MpaBun, Tak 1 B OTHOLUEHUUN OLHOWN U3 HUX.

3. AKKpeauTaumsa NnpoBoanTCs MUHUCTEPCTBOM 34paBooxXpaHeHus Poccuinckon Gegepauun (oanee - opraH
no aKerJJ,I/ITaLI,VII/I) B Les1axX Npu3HaHna BO3MOXXHOCTH MeJJ,I/ILI,VIHCKOI7I opraHm3aunn NpoBoaONTb
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KIMHUYECKNe nccnefoBaHns bnoMeanLMHCKUX KNeTO4YHbIX MPOAYKTOB Mo npoduio 3abonesaHns
(coCTOAHMSA), ANA NeYeHns KOTOpPOoro npeaHasHavyeH GnoMeanUNHCKUA KNETOYHbIN NPOAYKT.

4. TpeboBaHMAMMN K MEAULNHCKON OpraHu3aLny AN Noay4eHns akkpeanTaumm SBasaoTCs:

a) HanM4me NULEH3MM Ha OCYLLECTBIeHNE MeQULNHCKON AeATeNIbHOCTY;

6) Hanu4yme oTaeneHns (Nanatbl) MUHTEHCUBHOM Tepanuu U peaHnMaLuy - B CJiydae npoBeaeHuns
KJMHNYECKNX NCCNef0BaHnA BoMeANLMHCKNX KIETOYHbIX MPOAYKTOB B LiensiX, NpeayCcMOTPEHHbIX
noAnyHkTamu "a" n "6" nyHkTa 1 HacTosAwwmx Mpasun;

B) Ha/MymMe KOMMin HOPMaTUBHbIX MPABOBbIX aKTOB, PerfaMeHTUPYOLWUX BONPOCH OpraHn3aumm n
NpoBeAeHNs KINHNYECKUX NCCNEA0BaHUA BMOMEANLNHCKUX KTETOYHBLIX NMPOAYKTOB;

r) obecrneyeHne KOHPUAEHUMNANBHOCTU NEPCOHANbHbIX AaHHbIX MALMEHTOB, Y4aCTBYOLWMX B NpOBeAeHUN
KMHNYECKNX NCCNef0BaHn BroMeANLMHCKNX KNeTOYHbIX MPOLYKTOB;

4) cobnioaeHre Nnpasun Hagnexallen KAMHNYECKON NPaKTUKN BMOMeANLIMHCKMX KNIETOYHbIX NPOLYKTOB,
yTBEP)XXAaeMblX B yCTaHOBJIEHHOM MOpsKe.

5. Ans nonyyeHnsa akkpegmTaLmm MeguLMHCKas opraHnsauma npeacTasiseT B OpraH no akkpeantaumm
cnefywowne JOKYMeHTbl (Ha ByMaXHOM HocuTene uav B (hopMe 3/1eKTPOHHOI0 JOKYMEHTa):

a) 3asABeHMe 0 NPefoCTaBNEeHNN CBUAETENLCTBA 06 aKKpeanTaLMm Ha NPaBo NPOBEAEHNS KINHUYECKNX
nccnenoBaHnin BMoMeMLIMHCKMX KNETOYHbIX NPOAYKTOB (Aafiee - CBUAETENbCTBO 06 akkpenmTaumm) no
hopme, yTBEpPXKLaeMOoi opraHoM No akkpeauTauuy, nognncaHHoe pykoBoanTeneM MeanuUnHCKON
opraHv3auny nam ee ynoaHOMOYEHHbIM NPeACTaBMTENIEM 1 3aBEPEHHOE NeYaThbio MeANLIMHCKOW
opraHmMsauum (Mpyn HanNYMK nevyaTu);

6) BbiNMCKa 13 EAMHOro rocyapCTBEHHOMO peecTpa IopUANYECKMX nL,;

B) KOMWA JIMLEH3MMN Ha OCYLLECTBNIEHNE MeANLIMHCKON AeAaTeNIbHOCTY;

) KONUW LOKYMEHTOB, NOATBEPXAAOWMNX HalM4me y MeAULIMHCKON OpraHn3auumn otTaeneHms (nanatol)
WHTEHCMBHOW Tepanuu 1 peaHumaLmm, - B Cily4ae NpoBeLeHNs KINHNYECKUX NCCef0BaHnn
BroMeNLIMHCKUX KNeTOYHbIX MPOAYKTOB B LieNsX, MPeayCMOTPEHHbIX NoAnyHKTaMu "a" n "6" nyHkTa 1
HacToAwmx Mpaswu;

[l) KONns yTBEPXXAEHHOI0 PyKOBOAUTENIEM MeAULVHCKOW OpraHn3auny LOKyMeHTa, yCTaHaBAUBatoLLero
nopsfaoK paboTel C NePCOHaNbHLIMW AaHHLIMU NALWEHTOB, Y4aCTBYIOLLMX B MPOBEAEHNN KIIMHNYECKUX
nccnenoBaHnMin BoMeAMLIMHCKMX KIIETO4YHbIX MPOAYKTOB.

6. OpraH no akkpenuTauun He Bnpase TpeboBaTb OT MEANLIMHCKON OpraHn3aunm npeacTaBaeHus
LOKYMEHTOB, NpeayCMOTPEHHbIX NoAnyHKTamMu "6" n "B" nyHkTa 5 HacTosawwmx Mpasun. B cnyyae ecau
Me[MLMHCKasa opraHn3auns He npeacTaBuia Takne JOKYMeHTbl Mo COBCTBEHHON UHMLIMATUBE, OpraH no
aKKpeauTauum B NOpsaaKe MeXBeLOMCTBEHHOr0 MH(OPMALIMOHHOMO B3aUMOLeNCTBMA 3anpallnsaeT:

a) y ®enepanbHOM HanoroBon cayx6bul - MHHOPMaLMIO 0 hakTe BHECEHMSA CBEAEHNI 0 3asBUTeNe B ELNHbIN
rocylapCTBEHHbIA PeecTp IopUaNYEeCcKMX nL;

6) y ®enepanbHoi cyxbbl No Haf30py B chepe 34paBOOXPAHEHNS - NHHOPMALIMIO O HAINYUN Y
MeLMLMHCKON OpraHnu3aLmmn JULEH3NN Ha OCYLLeCTBIEHNEe MeANLNHCKON AeaTelbHOCTY (M0 AaHHbIM
eMHOro peecTpa JNLEH3NA Ha OCyLLeCTBAeHe MeJNLIMHCKOW OeaTebHOCTY, BeleHe KOToporo
ocywiecTnseT ®efnepanbHas cnyxba no Hag3opy B chepe 34paBOOXPAHEHUS).

7. B cnyvyae ecnn MeAULMHCKAs opraHm3aumsa He NpeacTaBuia Uan npeacTaBnsia He B NoJIHOM 0bbeme
[OKYMEHTbI, MpefyCMOTPeHHble noAnyHKTaMn “r" n "g" nyHKkTa 5 HacToAwmx MNpasus, opraH no
aKKpeamMTaLWm HanpaBaseT el 3anpoc 0 NpeAcTaBJeHUN B CPOK, He npeBbiwatowmin 10 paboynx gHewn co
[HSA ero nosiydyeHuns, He4oCTaloWmnX JOKYMEHTOB, KOTOPLIN nepefaeTcs YNoJHOMOYEHHOMY NpeACcTaBUTENIo
MeLMLMHCKON OpraHnu3aLmm JnYHo nof pacnucky, HanpasaseTcs MeauLMHCKOW opraHn3aumum no noyte
3aKa3HbIM MMUCbMOM WJIN B 3IEKTPOHHON (hOpMe MO TesIeKOMMYHUKALUMOHHbIM KaHanaM CBsA3u. B cryyae
HanpaB/ieHNs 3anpoca Mo NoYyTe 3aKa3HbIM NUCbMOM OH CHUTAETCA NONYYEHHbIM MO UCTeYeHUn 6 pabo4mnx
[Hel COo AHS HanpaB/ieHUs 3aKa3Horo nNucbMa.

Bpems co OHSA HanpaB/iieHWsa 3anpoca L0 AHA NOJIyYeHUs OpraHoM Mo akkpeamTauum oTBeTa Ha 3anpoc He
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YYUTLIBAETCA NPU NCYUCIIEHNN CPOKa, YKa3aHHOro B NyHKTe 10 HacTosawmx Mpasun.

8. OpraH no akkpeauTauumn He Bnpase TpeboBaTb OT MEAULMHCKON OpraHu3aLuy npeacTaBaeHuns
LOKYMEHTOB, He NpefyCcMOTPEHHbIX HacToawmumMm MNMpasuiamu.

9. [IOKyMeHTbI, NpeAcTaBeHHble MeAULIMHCKOM OpraHm3aumnei B COOTBETCTBUN C MYHKTOM 5 HAaCTOALLMUX
MpaBu, NPUHUMAKOTCA MO ONMUCK N PEFUCTPUPYIOTCA OPraHOM Mo akKpeanTauun B IeHb UX NOCTYNAeHUS.
10. OpraH no akkpeauTauum B TeyeHne 30 paboymx OHER CO AHA NOCTYNAEHUS NpeacTaB/IEHHbIX B
COOTBETCTBUM C NyHKTaMK 5 - 7 HacToAwmx MpaBun JOKYMEHTOB pacCMaTpuBaeT uUx, NPoOBOAUT NPOBEPKY
MOJIHOTbI M LOCTOBEPHOCTMN COAEPXKALLMXCA B HAX CBEAEHU, MPOBEPKY COOTBETCTBMA MEANLNHCKON
opraHm3auny TpeboBaHMAM, NPefyCMOTPEHHBLIM MYHKTOM 4 HacToAwWwMX MpaBua, 1 NPUHUMAET peLleHne ob
akkpeguTauuu nnm ob oTKkase B akkpeamTauuu.

11. OpraH no akKpeauTaLum MOXXET MHULMMPOBATb Bbl€3AHYIO NPOBEPKY MEeAULIMHCKON OpraHu3aumm,
npeaMeToM KOTOPOW ABNSETCS OLEHKa Han4nsa YyCI0BUN ANS BbINOAHEHUS MEAULMHCKON OpraHm3auunen
TpeboBaHWin, NPefyCMOTPEHHbIX MYHKTOM 4 HacToAwwmx Mpasui.

Cpok npoBeaeHns yKa3aHHOW NPOBEPKN He MOXXeT MNpeBbilaTh 5 KaseH4apHbIX OHEWN U He YYUTbIBaeTCA
NpU NCHUCNEHUN CPOKa, NMPeLyCMOTPEHHOro NyHKToM 10 HacTosawmx MNpasun.

12. OcHOBaHMEM ON15 0TKa3a B akkpeauTauum aBaseTcs:

a) HeCOOTBETCTBME MeAULNHCKON opraHu3auny TpeboBaHnaM, NpefyCMOTPEHHBIM NMYHKTOM 4 HaCTOALLKX
Mpasun;

6) HenpencTaBneHNe LOKYMEHTOB, NPEAYCMOTPEHHLIX MOANYHKTaMM "r" n "a" nyHKTa 5 HacToALWMX
Mpasun;

B) HaJin4yne B NpeACTaB/IeHHbIX JOKYMEHTax HeJOCTOBEPHbIX CBEAEHUN.

13. PeweHune 06 akkpemTauum ohopMaseTcs NprkKasoM pyKOBOAMTENSA (3aMecTUTens pykosoauTens)
opraHa no akkpeauTauum, Konmns KoToporo B TeveHne 10 paboynx gHen co AHA ero n3aaHna
HanpaBngeTCa MeAWLIMHCKON opraHu3aLumm nnbo BpyyYaeTcs ee ynoaHOMOYEHHOMY NPeacTaBUTENIo C
Bblayeln CBUAeTeNbCTBa 06 akkpeamTaumm no opme CornacHo NPUIoXKEHMIO.

14, CBnaeTenbCcTBO 06 akkpeaMTaLmm BelfaeTca Ha 5 neT. Cpok akkpenuTaumm MoxeT BbiTb COKpaLLeH no
3a5BJIEHNI0 MEANLNHCKON OpraHn3aumnm.

15. MoTMBMpOBaHHOE peLleHne 06 0TKase B akkpeanTauumm B TedeHne 5 paboymx gHen co aHS ero
NPUHATUS OPraHoOM Mo akKKpeAMUTaL MU HanpaBaseTca MeanLIMHCKON OpraHn3aLmm nam spyyaeTcs ee
YNOJIHOMOYEHHOMY MpeLCcTaBUTesNto.

16. MegunLmMHCKas opraHn3aLms, NpoBoasLlas KInHNYeckne nccneoBaHns bnoMeanUnHCKNX KNeTOYHbIX
NMPOAYKTOB B LIENSIX, NMPeAyCMOTPEHHbIX NoAgnyHKTamu "a" n "6" nyHkTa 1 HacTosiwmx MpaBwn, yeeaomnseT
OpraH no akkpeamTauum 06 n3MeHeHnn CBOEW OPraHN3aLNOHHOM CTPYKTYpPbI B Te4yeHne 15 paboyux gHewn
CO IHA COOTBETCTBYIOLLEro U3MEHEHNS NyTEM HanpasfeHns eMy YKa3aHHON nHdopMaLnm Ha ByMaKHOM
HocuTesne unun B hopMe 3JIEKTPOHHOI 0 AOKYMEHTa.

17. Mpw yTpaTe (Nopye) cBuAeTeNbCTBa 00 akkpeanTaL MM B NepUOS ero AencTBMA MeaULNHCKON
opraHu3auny BolgaeTcsa AybnmkaT cBMAeTENbCTBa 00 akkpeanTauum, Ana noayyYeHns KOToporo e B opraH
no aKKpeauTaLum HanpaBaseTCs 3asaBaeHne B MMCbMEHHON (hopMe C yKa3aHmeM 06CToATenbCTB,
MOBAEKLUMX yTpaTy (nopyy) cBuaeTenbscTBa 06 akkpeanTauuu.

OybnukaT cBupeTensCcTBa 06 akkpeanTaLnn BeIAAETCA Ha CPOK, HE MPEBLILLAOLLNIA CPOKa AEeNCTBUSA
yTpa4yeHHoro (MCNop4eHHOro) CB1AeTeNbCTBa 06 akkpeanTaLmm.

18. MpoaneHne cpoka akkpeauTaLnm OCyLLEeCTBAAETCA OPraHOM Mo akKpeauTaLuy no 3adBJIeHNI0
MeLMLMHCKON oOpraHu3aLmm, NpeacTaBieHHOMY B OpraH no akkpeauTauum He no3gHee 4em 3a 30 paboymx
AHeW 10 UCTEYEHMS CPOKa AEeNCTBUA CBUAETENbCTBA 006 akkpeanTaumm. Cpok akkpeauTauum
npoasieBaeTcs Ha 5 neT, ec/iv B 3a8BJI€HNM O NPOLAJIEHUN CPOKA aKKpeauTaumm He yKkasaH UHON
COKpALLLEHHbIN CPOK.

19. OpraH no akkpeauTauum No pesysbTaTtaM pacCMOTPEHUS 3as9BNEHMS O MPOOJIEHMN CPOKaA
aKKpeauTaLunm N UMeKoLWMXCa B ero pacnopsXeHnn maTepunanos NpoBepky cobniogeHnsa MeguumnHCKom
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opraHm3aunen npaBua Hagnexxallen KINHNYECKON NPaKTUKN BMOMEANLNHCKMX KNETOYHBIX MPOA4YKTOB,
npeacTaBneHHbIXx PegepanbHON Cyx60n No Haa30py B chepe 34paBOOXPAHEHNS B paMKax
roCyAapCTBEHHOM0 KOHTPOS 3a AeATebHOCTbIO B cdhepe obpaleHns 6uoMe nLUNHCKNX KNeTO4HbIX
NPOAYKTOB, MPUHUMAET PELLEHNE 0 NPOANIEHNN aKKpeanTauum nnm o6 oTkase B MPOAJIEHUN aKKpeanTaLmm
B TeyeHve 30 paboynx gHen co AHA NONYYEHUS YKa3aHHOr 0 3asBeHus.

20. OcHoBaHMEM N9 0TKa3a B MPOAJIEHUN CPOKA aKKpeauTaumumn SBASTCA HecobnogeHne MeanUnHCKON
opraHu3aunen TpeboBaHU, NpeayCMOTPEHHbIX MYHKTOM 4 HacToawmx MNpaBui, a Takxke uMeloLmecs B
pacrnops>KeHnn opraHa No akkpeauTauum CBEAEHNS 0 HapyLEeHUN MeaULMHCKON opraHn3aumen npasunn
Hagnexallen KINHNYECKON NPaKTUKN BMOMeONLNHCKNX KNIETOYHbIX NMPOAYKTOB.

21. OpraH no akkpeguTauuu B TedeHue 10 paboymx fHen o AHA NPUHATUSA COOTBETCTBYIOLLEr0 peLleHuns
Hanpas/seT MeAULNHCKON OpraHmnsaunm nam BpyyYaeT ee yrnoJHOMOYEHHOMY NpeacTaBUTEeN0 KON
nprKasa 0 NPOAJIEHNN aKKpeauTaLmMmM N HOBOE CBMAETENbCTBO 06 akkpeamTauum nmbo HanpasnseT
MeONLNHCKON OpraHu3aumny nav BpyvaeT ee yNoAHOMOYEHHOMY NpeacTaBUTesI0 MOTUBUPOBaHHOE
pelweHne 06 0TKase B NPOAJEHNN aKKpeauTaLum.

22. CBnpeTenbCcTBO 06 aKKpeanTauum NoanexxnT nepeodopmMaeHmnto B NepnoL A0 OKOHYaHMA ero AencTems
B C/ly4ae U3MEHeHMA HauMeHOBaHNA MeANLUUHCKOW OpraHnsauny nam agpeca MeguumMHCKON opraHum3auunm
B Npefesiax MecTa ee HaxoxaeHus (be3 nsmeHeHNs aipecoB MecT OCYLLeCTBAEHMUS €0 MeAULNHCKON
AeATenbHOCTN). B cnyvae n3meHeHns agpecoB MeCcT OCYLLeCTBJIEHUS MeANLIMHCKOW OpraHn3aumnei
MeLMNLMHCKON 0eATEeNbHOCTM MeAULMHCKas opraHn3auus obs3aHa noiyy4nTs HOBOE CBUAETENLCTBO 06
aKKpeauTauun B NOpaaKe, yCTaHOBIEHHOM HacToAwmMuy Mpasunamu.

23. 3aaBneHne 0 nepeodopMaIeHUN CBNAETENbCTBa 00 akKKpeanTaLmMm HanpaBnsaeTcs MeanLMHCKON
opraHu3aunen Ha bymMmaKHoM HocuTene naun B hopMe 3/1eEKTPOHHOI0 IOKYMEHTa B OpraH no akkpeauTauum
B TeyeHune 15 paboynx gHen co AHS BHECEHUS COOTBETCTBYIOLINX M3MEHEHWIA B EANHBIN FrOCY0apCTBEHHBIN
peecTp IpUOANYECKUX L.

24. MepeodopmneHne cBUAETENbCTBA 00 akKpeanTaLMn OCYLLECTBNSAETCS B TeYeHne 15 paboyuunx aHen co
LHA MOSy4eHNS OpraHoM Mo akkpeamTauumn 3a8BAeHNS 0 NepeodopMNeHnmn CBMAETENLCTBa 06
aKKpeaunTauun C ykasaHnem nHhopmaumm o6 n3meHeHmax, NnpeayCMOTPEHHbIX MYHKTOM 22 HaCTOALWMX
Mpasun. Mpu n3MeHeHUN agpeca MEAMLIMHCKON OpraHn3aLmmn B Npeaenax MecTa ee HaxoxxaeHus (6es
N3MEHEeHUs MecTa OCYLLEeCTBJIEHNS el0 MeAMLMHCKON AeAaTeNbHOCTU) NpeAcTaBAseTCa Takxe Konums
[OKYMeHTa, NpefyCMOTPEHHOr0 NoAMNYHKTOM "A" NyHKTa 5 HacTosAwmx MNpaswn.

MpoBepKa NpefCTaBNEHHON B yKa3aHHOM 3asBAEHUW UHOPMaL MM OCYLLECTBASETCS NyTEM 3anpoca
OpraHoOM Mo akKpeauTauuy B NopsagKe MexXBeLOMCTBEHHOI0 MHOPMaLIMOHHOMO B3aUMOAENCTBNA Y
depnepancHON HaNOroBow CNy»XObl CBEAEHUI 0 BHECEHUMN COOTBETCTBYIOLLNX U3MEHEHUI B EANHbIN
roCyZapCTBEHHbIA peecTp IopUANYECKMX UL,

25. MeAnUMHCKas opraHM3auns, nMeLas akkpeanTauuio 1 npeTeHayWwas Ha NpoBeaeHne KINHNYECKNX
nccnenoBaHMin BMoMeaMLIMHCKMX KNETOYHbIX MPOAYKTOB B LIE/SX, HE 3asBJIEHHbIX NPY ee akKkpeauTaLlumy,
o6s3aHa NoJly4nTb HOBOE CBUAETENLCTBO 00 akKpeauTaLMn B MOPSAKE, YCTAaHOBJIEHHOM HaCTOSLLNMM
Mpasunamu.

26. Mpwn nepeodopMNeHNn CBUAETENbCTBaA 006 akKpeanTauny Uam noay4eHnmn HOBOro CBMaeTeIbcTBa 06
aKKpeanTauum MeAULNHCKON opraHunsaumen B ciyyasx, NpeayCcMOTPEHHbIX MyHKTaMK 22 1 25 HacToALWMX
Mpasun, npoBefieHNe KAMHUYECKMX NCCNefoBaHN BUOMEeANLMHCKAX KNeTOYHbIX MPOAYKTOB B
COOTBETCTBUM C MMEIOLLMMCS CBUIETENLCTBOM 00 akKpeanTauum He NpepuiBaeTCs.

27. OpraH no akkpeauTauuy B Te4eHUe Cpoka AeNCTBMSA CBUAETENbCTBA 00 akKpeanTaLmm ocyLecTBnseT
NMPOBEPKY BbIMOJHEHUSA MEOULIMHCKON OpraHn3aunen TpeboBaHun, npeaycMOTPEHHbIX MYHKTOM 4
HacToawwmx MNpasui, B Nnopsagke, ycTtaHoBIeHHOM PefepasibHbiM 3aKOoHOM "0 3alumTe npas lopuanYecKmx
VL U MHAMBUAYANbHBIX NPeAnpuHUMaTeNen Npu ocyLwecTBAeHUN FoCyLapCTBEHHOr0 KOHTPoAs (Haa3opa)
N MyHULMMANBHOr0 KOHTpoNs".

28. [leicTBue cBNAETENbCTBA 06 aKKpeanTaLMm NpUoCTaHaBAMBAETCA MO PELIEHUO opraHa no
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aKKpeauTauum B cnyyae, ecaiv npu npoBedeHnn B COOTBETCTBUM C MYHKTOM 27 HacToawmx MNpasun
NPOBEPKN MeANLMHCKOWN OpraHn3aLmmn BblsiBAeHbl HapyLleHns TpeboBaHUA, NPefyCMOTPEHHbIX MYHKTOM 4
HacToawwmx MNpasun. [lencTeue cBUAETENLCTBa 006 akkpeamTaLumm Bo30O6HOBAETCA OpraHoM Mo
aKKpeanTauum nocsie yCTpaHeHUs MegnLMHCKOM OpraHm3aLUneit BbiABAEHHbIX HapyLLUEHWNA,

29. PelueHune 0 NpMoCTaHOBIEHUN (BO306HOBNEHNI) OENCTBMSA CBMAETENLCTBA 06 akkpeauTaunm
NPVHMMAETCS OPraHoM Mo akkpeauTaumm B TevyeHne 10 paboymnx gHen Co OHS perncTpaumm 4OKYMEHTOB,
NOATBEPXKAAOLWNX HAPYLLUEHUS NN YCTPaHEHNE HapyLeHU MeANLIMHCKOW opraHn3aumnein TpeboBaHui,
npeayCMOTPEHHbIX MYHKTOM 4 HacToawmx Mpasu.

Konus yKa3aHHOro pelleHuns B TeveHne 3 paboymx OHEN CO AHA ero NpUHATUA HanpaB/iSeTCs OpraHoM Mo
aKKpeanTauum MeanUMHCKON opraHmn3aLmm namn Bpy4aeTcs ee ynoJIHOMOYeHHOMY NpeacTaBnTento.

30. [leicTBMe cBMAETENLCTBA 00 aKKpeanTaLmMm NpekpaLllaeTcs 40 NCTEYEHNS YKa3aHHOro B HEM CpoKa Mo
PeLleHNIO OpraHa No akkpeanTauny B Cedyowmx ciayyasx:

a) AOCPOYHOE NpeKpaLleHne KINHNYECKUX NCCIeA0BaHNI BMOMEANLIMHCKMX KNETOYHbIX MPOAYKTOB MO
3a5BJIEHNI0 MEANLMHCKON OpraHn3aumnm;

6) npekpalLeHne OencTBMA ANLEH3MM Ha OCYLLECTBAEHNE MeQULMHCKON OeATeNbHOCTY;

B) INKBMOALNS NN peopraHM3aLns MeguumMHCKON opraHm3anun.

31. PeleHne o0 NpekpaLleHnn OeNCTBMA CBMAETENLCTBA 06 akkpeanTauny NPMHUMAEeTCS OPraHoM Mo
aKkpeauTaumm B TedyeHne 10 paboyunx gHen Co AHSA NOJTyYeHMS UM OOKYMEHTOB, MOATBEPXKAAOLLNX
CBefleHus, yKa3aHHble B NyHKTe 30 HacTosAwwmx Mpasun.

32. CBnaeTenbCcTBO 06 aKKpeanTaLumM aHHYINPYeTCS MO PEeLLEHMIO OpraHa Mno akkpeauTauny B CieyoLwmx
cnyyasx:

a) HeMCNoJIHEHNE MeANLIMHCKOWN oOpraHn3aumen peweHmsa opraHa no akkpegutaumm ob ycTpaHeHum
BbISIBJIEHHOIO HapyLLeHns TpeboBaHWi, NpeayCMOTPEHHbIX MYHKTOM 4 HacToawwmx MNpasui, B TeveHne 10
AHEN CO OHSA MPUHATUSA YKA3aHHOIO peLLeHns;

6) HapyLueHMe MeaNLUHCKON opraHunsaumnen TpeboBaHuin, NpeaycMoTPEHHbIX MYHKTOM 4 HaCTOALLMX
MpaBnn, 3a KOTOPOE AeNcTBME CBUAETENLCTBA 00 akkpeamnTauum 6610 NPUOCTaHOBIEHO HE MeHee 2 pa3 B
TeyeHne CpoKa ero AencTBms.

33. Konus pelwleHns o6 aHHYIMpoBaHUM CBUAETENbCTBA 00 akkpeamTaumm B TedeHne 3 paboumnx aHen co
AHA ero NPUHATUA HaNpaB/IAeTCA OPraHOM MO aKKpeaUTaLUM MeANLNHCKON OpraHn3aumm nan BpyyYaeTcs
ee YyrnoJIHOMOYEeHHOMY MpeacTaBuTenio.

34. B cnyyae npekpalleHns 4encTBns CBNAeTeNnbCTBa 06 akkpeanTaumMm Uam ero aHHyMpoBaHUs
KJIMHNYEeCKNe NCccnenoBaHns buoMeonLUNHCKMX KNeTOYHbIX MPOAYKTOB B MEAULMHCKON OpraHm3auum
JO/KHbI 6bITh NPEKPALLEHBI.

35. MepeyeHb akKpeanTOBaHHbIX MEAULIMHCKNX OpraHn3aLni pa3MeLlaeTcs opraHoM Mo akkpeauTaumm Ha
ero opmumnanbHOM cante B MHAOOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "IHTepHeT".

36. OpraH no akkpeguTaumm BHOCMT AaHHble B MepeyeHb akKpeanTOBaHHbIX MeANLMHCKUX OpraHM3aLni B
TeyeHue 5 paboymx fHEN CO AHA NMPUHATMSA COOTBETCTBYIOLLErO peweHuns (06 akkpeamuTaumm, o NpoaIEHNM
CpOKa OencTBMA CBMAETENbCTBA 00 akkpeanTauum, ero nepeodopmsieHnn, 0 NPUOCTaHOBIIEHMN,
B0O306HOBNEHWW, MPEKpPALLEHNN AENCTBNS CBUAETENbCTBA 00 aKKpeanTauum n ero aHHyanpoBaHun).

37. CBeneHus, cogepxallmecs B NepevyHe akkpeanToBaHHbIX MeQULIMHCKUX OPraHn3aLni, aBasTCs
OTKPbITbIMK 1 06LLEAOCTYMHbLIMN.

38. 3a Bblgavy CBMAETENbCTBA 06 akkpeamTauum 1 3a Bolaady aybnnkata cBnaeTensCcTBa 06
aKKpeaunTauum yniavnmBaeTcsa rocyAapCTBEHHas NOoWAMHa B pa3Mepe 1 NopsaKe, KOTOpble YCTaHOBEHbI
3aK0HOaTeNbCTBOM Poccuinckon denepaunn o Hanorax un cbopax.

39. PelueHUs opraHa no akkpeanTauum, NPUHATbIE B COOTBETCTBMM C HacToAWMUMN MpaBuiamMn, MoryT BbiTb
06>kafioBaHbl B MOPSAKe, yCTaHOBAEHHOM 3aKoHOAaTebCTBOM Poccuinckon ®epepaumm.
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MPUNOXEHWNE
K MpaBufiaM akKKpeamTaLnm MeaULMHCKNX OpraHn3aLnii Ha NPaBo NPOBEAEHNS KIVHUYECKUX
nccnenoBaHnii GOMe ANLMHCKUX KNIETOYHBIX NPOAYKTOB

(thopma)

CBWOETENBLCTBO
06 aKKpeauTaLMmM Ha NPaBo NPOBEAEHUS KIIMHNYECKUX NCCNeN0BaHUA BUOMEANLMHCKIX KJIETOYHbIX
NPOAYKTOB

o 20_ .

1. HacToswee cBnaeTenbCTBO BbIAAHO

(nonHoe 1 cokpalleHHOe HauMeHOBaHWS, OpraHM3aLUMOHHO-NPaBoBas GopMa MeANLIMHCKON OpraHu3auum)
2. OCHOBHOW roCcyapCTBEHHbI PErncTPaLVOHHbIA HOMEP 3amnncK 0 roCyAapCTBEHHOW perncTpaumm
MeAVNLMHCKOM OpraHm3aumm

(OF'PH 1 pekBM3UTbl AOKYMEHTa, NOATBEPXKAAOLWEr0 BHECEHNE CBEAEHUN 0 MEOULIMHCKON OpraHn3auumn B
EAQVHBIN rocydapCTBEHHLIN PpeecTp PULNYECKNX JInLL)

3. Agpec MeanUNHCKON OpraHu3aunm B Npegenax MecTa ee HaxoXXAeHNsS U MeCcTo OCYLLEeCTBAEHUS
n0edaTesibHOCTU

(appeca,

TenedoHbl, Tenedakchl,

afpeca 3N1eKTPOHHOW NOYThl MEANLIMHCKOM OpraHm3aummn)
4. NoeHTUUKaLNOHHBIN HOMep HanoromnaaTeNbLmKa

(MHH v pekBU3NTLI JOKYMEHTA 0 MOCTAHOBKE Ha y4eT B Ha/IorOBOM OpraHe)
5. MNpoBefeHne KINHNYECKUX NCCNef0BaHNA BUOMeANLIMHCKIX KNIETOYHbIX NMPOAYKTOB B LENsX:

(YKa3bIBalOTCA Liesn NPOBeAeHNs KIMHUYECKMX NCCe0BaHNIA

BroMeANLIMHCKNX KNeTOYHbIX NPOAYKTOB, B OTHOLLIEHWNN KOTOPbIX BbIAAHO HAaCcTosLLee CBUAETENLCTBO)
6. HacTosLlee cBMOETEeNbCTBO BbIAAHO Ha Cpok Ao " " 20__r. Ha OCHOBaHuKW Npukasa
MuHuCTepcTBa 34paBooxpaHeHuns Poccuinckon ®epepaumm ot " " 20 . Ne

(BOJIKHOCTb YNOJIHOMOYEHHOI O nmua)

(moanncb ynosHOMOYEHHOr 0 AnLa)
(¢.1n.0. yNOSHOMOYEHHOI 0 SiMLa)

M.IT.
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