[locTanoBneHue IllpaBuTenbcTBa P® or 3 ceHTsbpa 2010 r. N 683
"O6 yTBepxmeHuUM [IpaBuUil akKpeIuTaluy MEeOULIMHCKUX OPpraHM3almuli Ha OpaBo
IPOBEIEeHUs KIMHUUECKMVX MCCJIeOOBAaHMI JIEKAPCTBEHHEIX NpenapaToB IJisg
MEIMUIMHCKOTO IpMMeHeHUa"

B cooreBeTcTBUM CO cTaTbeM 38 demepanbHOTo 3akoHa "00 obpaleHun
JIeKapCTBeHHEIX cpencTs" IlpaBuTenbCcTBO Poccuimickom demepaumyt NOCTAHOBJIAET:

1. YreepouThb npuiaraeMee [IpaBuUia aKKpeIuTauum MeOMLMHCKUX
opraHM3alMly Ha NpaBO NPOBeOEeHMA KIMHUYUECKUX MCCIeIOBaHUM JIEKaPCTBEHHEIX
npenapaToB IOJsa MeIMLUMHCKOTO NPMMEHEeHMHT.

2. YCTaHOBUTH, 4YTO MeIMUMHCKME OpTaHM3aLuM, NPpOBOIAIMe KJIMHUYECKHUE
MCCJIeNOBaHUA JIEKAaPCTBEHHEIX IIpernapaToB Ha HOeHb BCTYIJIEHUA B CUITY
HaCToOAWlero I[OCTAHOBJIEHMS, BIpaBe NOPOBOOUTb 5STU uccyenoepanmusa 6es
aKKpeIMTaluuM Ha NpaBO NPOBEeOEeHMA KIMHUYECKUX MCCIIeIOBaHUM JIeKapPCTBEHHEIX

npenapaTos IOJisg MEeIMLIMHCKOTO NpuMeHeHuda no 1 ceHTsbpa 2011 .

[IpencenaTesis [IpaBuTeIECTBA
Poccunickon denmepaumm B. IyTwuH

[IpaBuia
AKKpeIUTauuM MeIULMHCKMX OpTaHM3alMi Ha [IPaBO MNPOBEIEeHUS KJIMHUUECKUX
MCCJIENOBAHUN JIEKAPCTBEHHHEX MNPEenapaToB OJ8 MEeOULMHCKOTO MIPUMMEHEHUS
(yTB. nocraHoBJieHMeM [IpaBurenbcTBa PO or 3 cenTsabps 2010 . N 683)

1. HacrTosumue HpaBMJ’Ia YCTaHaBJIMBAKT INIOPAOOK akKKpeIMTauuMy MeIMUIVMHCKMX

opraHmsauMﬁ Ha npaBo HpOBeHeHMH KIIMHNYEeCKUX MCCHeHOBaHMﬁ HeKapCTBeHHHX
npenapaTOB oJjiga MeIIMLVMHCKOI'O HpMMeHeHMH (nanee - aKerHMTaHMH) B LeJIdX:

a) yCTaHOBJIeHUS Oe30MNaCHOCTMU JIEKAPCTBEHHEIX I[IpernapaToB IJIsS 3I0POBHX
OOOPOBOJIBLIER U (MJIM) M[NEPEHOCUMOCTM MX SBOOPOBHMM HOOPOBOJILLIAMU;

6) nonbopa ONTMMAJILHHX IOO3MPOBOK JIEKAPCTBEHHOTO IpenaparTta u Kypca
JieueHMd I1OJId I[IaluMeHTOB C OHpe,D;e.HeHHbIM 3a6oneBaHmeM, OIITVMAaJIbHBEIX IIO3 UM CXeM
BaKLUVMHaALIMN MMMyHO@MOHOPquCKMMM HeKapCTBeHHHMM npenapaTaMM BHOpOBHX
IOOPOBOJIBLER;

B) YCTaHOBJIeHUs Oe30NacCHOCTM JIEKapCTBEHHOTO IIpenapara " ero
5bbeKTUBHOCTHM IJiA NALMEHTOB C OIpeneJjIeHHEIM 3afojieBaHMeM, NpoduiIakTUUeCKOM
50PeKTUBHOCTY MMMYyHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX [NpPenapaToB nJjsd 3IOO0POBEIX
IOOPOBOJIBLER;

P) N3YyUYEeHUA BOBMOXHOCTHU pacmmpeHMH HOKaBaHMﬁ 0J1da MeIMIIMHCKOI'O
IIpMMEeHEeHUS n BHIABJIEHUSA paHee HeM3BECTHEIX MOOOUHBEIX NEeMCTBUN

3apPETUCTPUPOBAHHEIX JIEKAPCTBEHHBEIX [IpernapaTos.
2. AKKpeIMTalLMus MOXET OCYWECTBJISATHCS KakK B OTHOINEHUM BCeX YKas3aHHBIX
B NyHKTe 1 HacToammx I[lpaBui LeJjel, TaK M B OTHOUEHUM ONHOM M3 HUX.

3. AxkpemuTauus OCYWECTBJISETCS MMHUCTEPCTBOM 30PaBOOXPAaHEHUS U
COoLMaJIbHOTO pasl3BUTUS Poccuyckol denmepaumy (majiee — OpraH IO akKpeIouTaluM)
B LeJigxX [IPMB3HaHMSA KOMIIETEHTHOCTM MEeIMUMHCKOM opTaHM3alumumu Ijig IpOBEeIEeHUSA
KJIMHMYECKMUX MCCJIeNOBaHUM JI€KAPCTBEHHBIX [pelapaToB OJid MEeOULIMHCKOT'O
IPUMEHEHU A 1o onpeneJyieHHOMY npodno MeOMUVHCKOM IesaTeJIbHOCTH,
OCYyLUeCTBJIAEMOMY MeIMLMHCKOM OpITaHM3alLMuen.

4. TpeboBaHMAMM IO akKpeIMTalMM, KOTOPBIM IOJDXKHA COOTBETCTBOBATH
MeOMUMHCKAsA OpraHM3alMsa B LeJaxX akKpeIuTaluuy, SBJIISTCH:

a) HaIuuye JMLEeH3UM Ha OCYUEeCTBJIEHMEe MeIMLUMHCKOM HOesaATeJIbHOCTH, a
TakXxe B CJllydae I[pPOBEeINeHMS KJIMHUUECKUX MCCJIeNOBaHUM JIEKAPCTBEHHBIX
IpenapaTor, CcoIepXallMxX HAPKOTUUECKMEe CpelCTBa M IICUXOTPOIIHEE BelecTBa, -
JIMLEH3UN Ha oCcylleCTBJICHMKE OeATeJIbHOCTH, CBA3aHHOM c of6opoTOoM

HAPKOTUUECKUX CPEOCTB M INCUXOTPOIIHEIX BEUECTB;
©) HaaIuume OoTHeJieHuda ([ajlaThH) MHTEHCMBHOM TepanmMy UM pPeaHuMMaluum B

Cllyuae INpOoBEeIEeHMA KIIMHUYECKUX MCCHe,I[OBaHMIZ JIEKAQPCTBEHHEX IIpernapaToB OJ1da
YCTAaHOBJIEHMA UX 0Oe30IaCHOCTM IJig 3IO0OPOBHIX HTOOPOBOJILLER u (7))
[IEPEHOCUMOCTHU MX 3IOPOBBMM IOOOPOBOJIbLIAMM;

B) HaJMuMe KOIMM HOPMAaTMBHEIX I[IPaBOBHIX aKTOB, perJylaMeHTUPYIIMX
BOIIPOCEI OpTraHM3aluy UM IIPOBEIEeHUMA KIIMHUUECKUX MCCJ‘[e,I[OBaHMﬁ JIEKAQPCTBEHHEX
InIpernapaToB IOJid MEIMIMHCKOI'O ITIPMMEHEHUA;

T) cobjoOeHMe MHpaBUJII KJIMHUYECKOM NPaKTUKY, YTBEpPXIaeMEIX B

YCTAaHOBJIEHHOM IIOPAIIKE;



o) obecrneueHMe 3alMTH KOHOMIOEHLMAJIbHOM MHOOPMaLIUM .

5. g nojsydyeHUd axKKpeonTaumum MeIMLIMHCKad opraHmzanum4a (manee -
3aaABUTEIID) npencrapijdeT B opTraH 10 axKKpeounTaumum HEeIIoCpeOCTBEHHO
(HanpaBnqu IIOYTOBEIM OTIIPaBJIEHMEM C YyBeIOMJIEHUEM o BPYUYEHUN n OIIMNCBIO

BJIOXEHMUS) CJenyolye IOKYMEeHTH :

a) BasBJieHMEe O MNPeIOoCTaBJIEHUM CBUIOETEJIbCTBA 00 aKKpeIuUTaluM Ha OIpaBo
IPOBENEeHUs KJIMHUUECKUX MCCJIEeOOBAaHUNM JIeKapCTBEHHBIX npenapaToB Ijsd
MEeIMIMHCKOTO NpMMEHeHus (majiee — CBUIETeJLCTBO 00 akkpemuTaumum) o dbopwme,
YTBEPXIOaeMOM OPIaHOM [0 aKKpeIMTAaLWN;

0) KONUM yUYPEeIUTEJILHHX HOOKYMEHTOB;

B) BHIIMCKA M3 EIVHOTO TOCYHOAPCTBEHHOTO pPeecTpa OPUINUEeCKMUX JINIL;

T) KONMSA JMLUEeH3UM Ha OCYUECTBJIEHME MEeIMUMHCKOM IesaTeJIbHOCTN;

o) Komnus JIMLIEH3UM Ha oCcyumeCcTBJIEHUE OesaTeJIbHOCTH, CBABAHHOM
c 0B0OpOTOM HAPKOTMUECKMUX CPENCTB M I[ICUXOTPOIHHX BelecTB (B ciydae
IPOBENEHMUS KIMHUUECKMX MCCIJIeOOBAHMI JIEKAPCTBEHHEIX [IPENapaToB, COOepXalmx
HapKOTUUECKME CPeICTBa UM IICUXOTPOIIHEE BeleCTBa) ;

€) KONMM IOKYMEHTOBR, M[NOATBEPXIAWMX HaJlIMdMe Yy 3BasaBUTeA oOTHOeJyIeHUd
(majlaTel) MHTEHCMBHOM TepalMu UM peaHuMaluu (B crydae IPOBEeIEHUSA
KIMHMYUECKMUX MCCJIeNOBaHUM JI€KAPCTBEHHBIX IIpPelnapaToB oJjis YCTaHOBJIEHUS
ux 6e30MacHOCTM IJig 3IOOPOBEX HOODPOBOJIBLEBR U (7o) [IEPEHOCUMOCTHU MUX
300POBEIMM INOOPOBOJIBLIAMM) ;

X) KONMA YTBEPXIEHHOTO PYKOBOIUTEJIEM MeIVLIVHCKOMN opraHmM3alumun
IOKYyMEHTa, YyCTaHaBJIMBAKLIIET O [IOPAINOK PaboTE c KOHOUIOEeHLMAaJIbHOM
nHdpopMaLmen .

6. 3adByieHME O I[PEeINOCTAaBJIEHUM CBUIETEJILCTBA o6 aKKpeIuTaLum
IOIONMCEBAETCA PYKOBOOMTEJIEM 3aSABUTEJIS MM YIOJIHOMOUEHHEIM UM JIVLIOM U
3aBepsaeTCcsa IedaThblo MeIMLMHCKOM OpIaHM3alMuM.

7. OpraH ©0O axkkKkpeIuUTaluuMM He BIpaee TpeboBaThb oT 3asABUTENA
IpenCTaBJIeHUsS INOKYMEHTOB, He NPelyCMOTPEHHBIX HacTodwyuMM lIpaBuiiaMu.

8. JOKYMEHTEHl, [IpeICTaBJIEHHBE 3asgBUTEJIEM B COOTBETCTBUU C IOIYHKTOM 5
HacTosaumMx [IpaBwuil, HOPMHMMAITCH IO OINMCU U PEeTUCTPUPYTCSH OpPT'aHOM IO

aKKpeIUTaUuuy B HOeHb UX IIOCTYIJIEHUS.
9. OpraH mno akkpemurauum B TeueHue 30 paboumx IJOHEM C OATH

IIOCTYIJIEHMS MNPEeNCTAaBJIEHHHX B COOTBETCTBUM C IIYyHKTOM 5 HaCTOSWMX [TpaBui
IOOKYMEHTOB paccMaTpMBaeT MX, NPOBOIUT IIPOBEPKY IOJHOTH U IOOCTOBEPHOCTHU
COomepXalMxCs B HUX CBEIeHUlM, IPOBEPKY COOTBETCTBUS 3asgBUTeNs TpeOOBaHUAM
IO aKKpeIMTauMM UM NPMHUMAET peueHue 00 akKKpeIuTauuy wuim o0 OTKa3e B
axKKpenuTauum, obopmiieHHOE IpMKa30M PYKOBOAUTEJSA (3amecTuUTENA
PYKOBOIUTEJII) OpraHa [0 akKKpeIuTaluM.

10. OpraH 0O akKpeIMTauMy BIpaBe OPIaHM30BaTb U IPOBECTH IIPU
HeOOXOIOVMMOCTM BHE3IHYK NPOBEPKY 3asaBUTEJIS, NIPEeIMETOM KOTOPOM ABJIAETCSA

OlLleHKa BO3MOXHOCTM BEIIOJIHEHUSA 3asABUTEJIEM TPeOOBaHMM IO aKKpeIUTalMM.

11. B ciaydYae NPMHATKMA peleHMs OO0 akkKpeIUTauuM OpraH [NO akKKpeIuTaluMn
B TedeHMe 3 paboumx OHEM C HaThl NPMHATUSA YKa3aHHOTO peleHMUS HamnpaBJIgeT
(BpydaeT) 3aaBUTEJN0 KONMI INpMkaszsa o6 akkpeguTauumM U CBUIETEJILCTBO 00
aKKpeIuTauum no GopMme COIJIACHO NPMIIOXEHMO.

12. B croiyyae HOPMHATHUA pemeHMs o oTkase B akkpemuTauuy OpraH IIo
aKKpeIMTauuy B TedeHMe 3 paboumx OHENM C OaTH [NPUHATUSA YyKABaHHOT'O pelleHUST
HamnpasJsgeT (BpydaeT) 3asaBUTENO KOIMID IIpMKaza 00 OTKas3e B aKKpeIMTaluM c
MOTUBMPOBaHHEIM OOOCHOBAHMUEM.

13. OcHOBaHMeM IJisg OTKa3a B aKKPeIMTaLMM SBJISETCH:

a) HEeCOOTBETCTBME 3asaBUTeJId TpeOOBaHMAM NO aKKpeOuTaluM;

©) mnpencramBJieHME He BCeX IOKYMEHTOB, [IpenyCMOTPEHHBIX IIyHKTOM 5
HacroAmmux IlpaBuii;

B) HaJuuMe B IOKyMeHTax, [PeAOCTaBJIEHHBIX B COOTBETCTBUU C NyHKTOM 5
Hacroammx IIpaBuiy, HEeOOCTOBEPHOM MHOOPMALMUM.

14. CBumeTenbCTBO OO aKKpeIMTaluuM BeOaeTCS Ha 5 jer. Cpok oemcreusa

CBUIOETEJIbCTBAa OO0 akKpeIMTaluMM MOXeT OBTh COKpalleH MO BasABJICHMIO 3aIBUTEJIS.
15. MemmumHCckKas opraHM3auMs yBeIOMJISeT opTraH IO akkpengurauum o6
M3MEHEHUM CBOEM OPTaHM3ALUMOHHOM CTPYKTYPhl M YCJIOBUIM,  BJIMUAOIUX Ha ee
CHOCOOHOCTBb OTBEUYaATh TPeOOBAHMUAM IO aKKpeIuTaluuyu, B TedeHUe 15 pabouux
OHEeM C HaTH COOTBETCTBYKIEIO M3MEHEHMS.
16. Ipm yTpaTe (mnopue) cBUIeTeJbCTBa 00 akKpemuTauuy B II€PUOI ero
meycTeMsa MeIOMUMHCKas OpTraHM3aluus MWMeeT npaBo [IOJIyUUThb nyoJamkaT



CBUIOETEJIbCTBa, KOTOprVI nmpengocTaBlIideTCAd en Ha OCHOBAHUM 3a4dBJIEHUA,

HaIpaBJIZeMOT'O B IMCbBMEHHOM dopMe B OpTraH II0 aKKpeIuTauuum C yKasaHMeM
0BCTOATEJILCTE, [IOBJIEKUMX YyTpaTy (Iopdy) CBUIETEJILCTBA.

IOyObimukaT CBUIETEeJIbCTBa OO0 aKKpeIMTaluuM BHIAETCS Ha CpPOK, He
[IPEBHIIAKIMY CPOKa IOEeMCTBUA YyTPAaUYeHHOTO (MCIIOPUYEHHOT'O) CBUIOETEJILCTBA.

17. IponjeHMe CpoOKa IeNCTBUSA CBUIOETEJIbCTBA 06 aKKpeIgmuTaumnm
OCylWecCTBJII€eTCS OpTaHOM IO akKKpeIuMTauum [0 3agaBJIEHUIO MeOULIMHCKOM
opraHmM3aluuy, NOPpenCTaBJIEHHOMY B OpTaH [0 aKKpeIouTauuu He Io30Hee
30 paboumx mOHEM OO MCTEeUEeHUsS Ccpoka OercTBUA cBumeTesbCcTBa 00
aKKpeIuTalun.

18. OpraH O akkKpeIouTaluuM 10 pe3yjibTaTaM PaCcCMOTPeHMUs 3asBJIEHUS e}
NPONJIEHUM CPOKa HOEeMCTBMSA CBUIETEJLCTBa OO0 akKKpeIMTauuM U VIMERIXCHA B
PacCHopsaXeHuM opTraHa IO akKKpeIuTaluMM MaTepuasioB IIPOBEPKU cobJioneHnsa
MEIMLUMHCKOM OpTaHM3alMel NpaBUJl KIMHMUECKOM NPaKTUKM IPMHMMAaET pelleHMe O
IPOOJIEHUM CPpOKa HOeMCTBMSA CBUIETEeJIbCTBa 00 akkpeIMTauum uiam ob oTkase B
IPOIJIEHUM CPOKa eI'0 IOeMCTBUSA B TeueHMe 15 paboumx IOHEV C OaTH [IOJIy4YeHMU I
YKa3aHHOT'O 3asdaBJIEHUS.

CBuOmeTesbCTBO OO0 aKKpeouTauuM MeOMIMHCKOM OpIraHM3aluMu nponjiepaeTcs
Ha 5 Jer.

OcHOBaHMEM IJi1 OTKa3a B NPOIJIEHUM Cpoka IOEeMCTBMUSA CBUIETEJIbLCTBA o0
aKKpeIMTaluuy SABJISeTCS HeCOOJIoOeHMe MeIMLUMHCKOM opTaHMu3aumuey Tpe®oBaHMUM 10
aKKpeIMTalum .

19. B ciyuyae MBMEHEHMS HaMMEHOBAHMS MENUUMHCKOM OpTaHM3aluM MU ee
MeCTa HaXOXIEeHMS CBUIETEJNLCTBO OO0 aKKpeOMTaLUM NOIJIEXUT NepeodOopMIIEHMD.

20. BagBjeHMe O InepeodopMIIeHMM CBUIETEeJIbECTBa 00 aKKpeIuTaLum
IpencTaBjgeTCsa B OpTaH IO aKKpeIMTauuM B TedeHMe 15 paboumx IOHEM C IOaTEL

BHECEHUHA COOTBETCTBYOUMX WM3MEeHeHU B EOUHHEM TIOCyIapCTBEHHEBI peecTp
OPUOMYEeCKUX JIMILI.

K 3asaBjgeHMO O »NepeodopMIIeHMM CBUIOETEJILCTBA (o]} aKKpeIuTauum
npuaaranTcs KONUMU IOOKYMEHTOB, NOOTBEPXIA0MMUX baxT BHECEHUSA
COOTBETCTBYKRIMX M3MEeHEeHUN B EIOMHBIN TIOCYOAapCTBEHHEM peecTp OpUINYe CKMUX
JIMLL .

21. IlepeodbopmMmiieHMe CBUIOETeJLCTBa 00 aKKpeIMTalUMM OCYIEeCTBJISETCSH B
TedeHre 10 paboumx QOHeM C OaTE [NOJIydeHMs OpTaHOM IO aKKpeIuTauumu
3aABJIEHMA O NepeoPOpMIIEeHMM CBUIOETEJIBCTBa OO0 aKKpeIMTaluuM C He 0O XOOVMEIMIU
OOKYMEHTAaMU .

22. MemyumHCKas opraHmM3aluusa, uMellas akKKpeIMTalMio M [NpeTeHOyolas Ha
INpOBeIEeHMe KIMHMYUECKMX MCCIeOOBaHMNM JI€KapCTBEHHBIX npenapaToB IJd
MeIUUMHCKOI'O IPUMEHEeHMA B LeJdxX, He 3adABJIeHHHX [IpK IIepBOHAYAJILHOM
aKKpeIuTaumyM, OOJDKHA IOJIyUMTh HOBOE CBMIETEJILCTBO OO0 aKKpeIMTaluu.

23. Illpu nepeodopMileHMM CBUIOETEJIECTBa 00 akKKpeIMTaLUM WJIIN IOJIydeHUM
HOBOTO CBMIETEJIBCTBA OO0 aKKpeOMTalUM MeIMLMHCKOM OpTaHmu3aluMer B Cciydasax,
IPenyCMOTPEHHHX NyHKTaMu 19 m 22 HacToammx [lpaBmuil, NpPOBeIeHMe KIMHUUECKUX
MCCJIeNOBaHUM JIEKapPCTBEHHHX MpenapaToB oA MEeOUUMHCKOTO MPMMEHEHMS He
IpepeEBaeTCH.

24. OpraH o akkpemuTaluuy B TedeHME CpoKa IeMCTBMUS CBUIETeJIbCTBa 00

aKKpeIMTaluM OCYWEeCTBJISeT NPOBEPKY BHIIOJHEHUS MeIMLUMHCKON opraHm3aumemn
TpebOBaHMM IO aKKpeIMTaluM B HOPAOKe, YCTaHOBJIeHHOM OdenepaiibHBIM 3aKOHOM
"O BaumMTe Npap OPUIMUYECKMUX JIML UM MHIMBUIYAJIbHEIX [OpellpuHUMaTeJel npu
OCYIECTBJIEHUM TOCYyIapCTBEHHOTO KOHTpOJa (Hanzopa) U MYyHULMIIAJIBEHOTO
KOHTpoJna".

25. B cJyyuyae BHABJIEHUS I[IPU [IPOBEIEHUU IIPOBEPKU MeOUUVHCKOM
opraHM3alMM HapylleHMs TpeOOoBaHMM IO aKKpeouTauuu IeNCTBUE CBUIOETEJIbECTBA
06 akkKpeIMTaluuMM OPUOCTAaHaBJIMBAETCS BHIOABUMM €I'0 OPI'aHOM IO aKKpeIMTaluum
OO MOMEHTAa YCTPaHEeHMA YyKa3aHHOT'O HAapyleHUA.

IeyicTBME CBUIETEJIbCTBa OO0 akkpeIuTaluuM BO30OHOBJIAETCS OPITAaHOM o
aKKpeImuTaluuy I[OCJie YCTPaHeHMS MeOUUMHCKOM opraHm3aumemn HapylueHus

TpebOoBaHMM IO aKKpeIMTaluM.
26. PemeHMe O NPUOCTAHOBJIEHUM (BO3BODOHOBJIEHUM) HOeMCTBMS CBUIETEJILCTBA
00 akKpeIMTalUM IPMHUMAETCS OPI'aHOM II0 akKpemuTauuy B TedeHue 10 paboumx
IOHEeV C IaTH perucTpalMy INOKYMEHTOB, [NOATBEPXIAUMX HapylleHMe MeIULUMHCKOM
opraHm3aumey TpebOOBaHMUM N0 aAKKPEeOUTALUUM UM YyCTPaHEHMEe BTUX HAPYUEeHUM.
Kommsa ykKaszsaHHOTO PEemeHus B TeueHue 3  paboumx OHEMU Bpy4dyaeTcs
(HanmpaBJjigeTcs) OpraHoM I[IO akKKpeIuTaluuM COOTBETCTBYyUEN MeIULMHCKON



OpTraHM3alNn.

27. JericTBMe cBUIeTeNbCTBa 00 aKKpemuTaluy NpeKpallaeTCs B CJeOyRIMX
cray4yasax:

a) ucTeueHMe CpOKa OelMCTBMUS CBUIETEJLCTBA 00 aKKpeIMTaluu;

0) HOOCPOUHOE I[peKpalleHre KIMHUUECKUX MCCIeNOBaHUM JIEKAPCTBEHHBIX
npenapaToB I0Jig MEIMUMHCKOI'O NPMMEHEHMS [0 3asBJIEHHEM LEJIAM 10 3agBJIEHUIO
MEeIOMUMHCKOMY OpPTaHM3aLMnN;

B) JIMKBMIAUMUS WJIM PeOopraHM3auyMs MeIMUMHCKON OpTaHM3aluu.

28. PemeHye O IpeKpalleHMM OEeUCTBUSA CBUIETeJbCTBA 00 AKKpeIUTaAUUN
IPMHMMaeTCsa OPIT'aHOM IO akKKpenmuTauuu B TedeHue 10 paboumx IHEM C IaTh
IOJIydeHMsS IOKYMEHTOB, I[IOITBEPXIAWNIMUX CBEeIeHMs, YyKasaHHBE B nyHkTe 27
HacTosmmx IIpaBuil.

29. B ciydYae aHHYJIMPOBaHMUA CBUIETEJILCTBA 00 aKKpeIMTallMM pelleHUe o
IpeKpaleHuy ero IOeVCTBMS [IPMHMMAeTCsS OINHOBPEMEHHO C pemeHreM 00
AHHYJIMPOBAHUM CBUIETEJILCTBA 00 aKKpeOuTalluu.

Konmsa ykasaHHOT'O pPelleHMsa B TedeHMe 3 paboumx OHEMU BpydYaeTcs

(HampapeJyigeTCcsa) OPTaHOM IO aKKpeIMTaluuy MeOULUMHCKOM OopraHM3alumu, IOeNCTBUe
CBUIOETeJIbCTBa OO0 akKKpeIUTalLUM KOTOPOM OBUIO INPeKpalleHO.

30. CeumeTesnbCTBO OO aKKpeIMTaLMM AHHYJIMPYEeTCS BBIOABIMM €TI0 OPIaHOM
IO axKKpeIMTaluMM B CJIeOyRIMX Clydasax:

a) HEeUCIOJIHEeHMEe MeIMUMHCKOM OopTraHu3auuemn peueHnsa opraHa Io
akkpeIuTauuu o060 YCTPAaHEHUM BBISABJIEHHOTO HapylleHnda TpeOOBaHUM 110
akKkpemurauum B TedeHue 10 OHeM C OaTe BEHIHECEHUS YKa3aHHOTO peleHUS;

0) HapylleHMS MeOMUMHCKOM opraHMs3aluuey Tpe®oBaHMM 10 aKKpeauMTauuy, 3a
COBEepIEeHNEe KOTOPEIX meycrTeue CBUIETEeJILCTBA 0B aKKpeIMTauum
IPMOCTaHaBJIMBAJIOCH He MeHee 2 pas3 B TedeHMEe CpoKa eTro IeMCTBUS.

31. B ciyuae npekpalleHUs IOeNCTBUS CBUIESTENHBCTBa 00 aKKpeOIuTaluuu WJIU

QHHYJIMPOBaAHMUA CBUIETEeJIbCTBa 00 aKKpeOuTauuM KIMHUYUECKHUEe MCCJIeNOBaHUA
JIEKAPCTBEHHEIX [IpelNapaToB B INAaHHOM MEOMUMHCKOM OpraHM3alUMy  IOJDKHEL OBITH
IIpeKpalleHEl .

32. OpraH O akKpeIuTaluuM BeIeT pPeecTPp MeIMLMHCKUX opraHm3aumui,
AKKPeIMTOBAaHHBIX Ha Ipaeo IPpOBEeIEeHUSA KJIMHNYE CKUX MCCJIenOBaHUM
JIEKAPCTBEHHEIX [IpelapaToB OJS MeOMIMHCKOT'O IIPMMEHeHMA (Iajiee - peecTp), IO
yTBepXIOaeMoM MM dopMe M pas3MellaeT er'o Ha CcBoeM oduMuUMaJIbHOM calTe B ceTu
HTepHeT.

33. OpralH o akkKpeIuTauuM BHOCUT IaHHHE B peecTp B TeueHMe 5 padouux
IOHEeV C IaTH BHIOAUM CBUIETEJIbCTBa OO0 akKkKpeIMTaluuy, [NOPOIJIEHMHA CpoKa ero
OeCTBUA, Nepeod®OpMIIeHMS CBUIOETEeJIbCTBa OO0 aKkKpeOMTaluuy, IPUOCTAHOBJIEHMS,
BOBOOHOBJIEHUS, IIpekpalleHMsa IOeMCTBUSA CBUIETENbCTBa 00 aKKpeIMTalUM U ero
QHHYJIMPOBaHUA .

34. CeBemeHus, CcoIepxamyecs B peecTpe, ABJIAITCSH OTKPLITEIMH,

OOWEeNOCTYNHEMM M NPedOCTAaBJIAKNTCS IO 3asBJIEHMAM QUBMUECKUX UM OPUIMYECKUX
JVI B BMUIE BHIMCOK M3 peecTpa B TeueHme 10 paboumx IOHENM C IOaTH [NOJIyUYeHUS
COOTBETCTBYNIETO 3aABJIEHUS.

35. Ba npemocTaBJIeHME CBUIETEJLCTBaA 00 akKKpeOIuUTaluu yIjlauMBaeTCsa
TOCyHapCTBEHHAasa I[oIJMHa B pasMepax M [OOpsaIOKe, KOTOPEHE YCTaHOBJIEHE
3aKOHOIATEeNbCTBOM Poccumickor demepauum O Hajorax u cbOopax.

36. MemmumHCKas opraHM3alMs BIpaBe B YyCTAHOBJIEHHOM 3aKOHONATEJIECTBOM
Poccurickoy demepalmm HNOPpAOKE OOXajyloBaTh PeEHIeHMe OpTaHa IO akkpeauTauum o0

OTKas3e B aKKpeIMTalumMM, O NPOOJIEHMM CpPpOKa »OeMCTBUA cBUOeTeJbCTBa 00
akkpeIuTauuu, ero nepeodopMIIeHUN, IPMOCTaHOBJIEHUN, BO3OOHOBJIEHUHN,
IpeKpalleHny IOEeMCTBUA CBMUIETENbCTBa OO0 aKKpeIuMTaumy, a TakKxe o ero
QHHYJIMPOBAHUN .

[IpunoxeHne

k [IlpaBuiiaM aKKpeOuTalUuuM MeOUUIMHCKMUX OpITaHM3aluMi
Ha IIpaBO INPOBEIEHUS KIMHUUECKUX MCCIIeIOBaHUM
JIEKAPCTBEHHEIX [PenapaToB OJS MEeOUIMHCKOTO INPMMEHEHUS

(¢opma)

CBUIETEJIECTBO
00 aKKpeIMTaluMM Ha [PpaBO NPOBENeHMA KIMHUYECKUX MCCIIeIOBaHUM
JIEKAPCTBEHHEIX IPEeNnapaToB IJid MEeIUMUMHCKOI'O IMNPUMMEHEHUS
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1. Hacrosmee CBMIOETEJLCTBO NPEIOCTABJIEHO

(mojslHOe M COKpalleHHOe HaMMeHOBaHMe, OpraHM3alMOHHO-IpaBoBas dopMa
MEOMIMHCKOM OpTraHM3al M)

2. OCHOBHOM TOCYHOAPCTBEHHHM PEeTUCTPAalMOHHEIN HOMEP 3anmcu o
TOCYHOAPCTBEHHOM PerucTpaluuy MeIULMHCKOM OopITaHM3aluln

(OT'PH M pekBUBUTH IOOKYMEHTa, NOATBEPXIAKIEI'O BHECEHME CBEeHNeHUM O
MEOMIMHCKOM OpTraHM3aluuM B EOMHBM I'OCYOAapPCTBEHHBM pPeecTp DPUIOMUYECKUX JIULL)

3. MecTo HaAXOXIEeHUS
¥ MeCTa OCYUEeCTBJIEHUS IOedTeJIbHOCTU

(mouTOBEIE aIpeca MecTa HAXOXIEeHUS UM MEeCT OCYIEeCTBJIEHUS NedTeJIbHOCTH,
TesieboHE, TejedaKCH, alpeca BJEKTPOHHOM IOYTH MEeIOULUMHCKOM OopTaHM3aLMu)

4. VneHTUOUKALMOHHEIN HOMEP HAJIOTOIJIaTeJIbIMKa

(IHH u peKBU3UTH IOOKYMEHTAa O INOCTAaHOBKE Ha ydYeT B HaJIOTOBOM OpTaHe)

5. KimHUYeCKkMe MCCJIeqOBaHUSI JIEKAPCTBEHHEIX npenapaTos InJjs
MEeIOMUMHCKOTO IPMMEHEHMS, B TOM UMCJIE MeXIyHapOIHHE MHOTOLIEHTPOBEIE,
MHOTOLIEHTPOBEIE, I[OCTPEI'MCTPALMOHHEE, [IPOBOIMMEIE  LJIS TOCYyIapCTBEHHOM

perucrpalumn M MHOTO IIPelHa3Ha4YeHMA B COOTBETCTBMM C IIpaBMJIaMMU KJIMHUYECKOM
IIPaKTUKM B LEeJAX:

(yKaBHBaDTCH meJji INNpoBeeHMA KIIMHUYECKUX UCCJIenOBaHUM JIEKAPCTBEHHBIX
InperapaToB IOJid MEeIMUIMHCKOI'O IIPMMEHEHMA, B OTHOIEHMM KOTOPEIX BBEIIAHO
HacTodlee CBMHeTeHbCTBO)

6. Hacrosmee CBUIETEJLCTBO I[IPEeOOCTaBJIEHO Ha CPOK o " "
20 I'. Ha OCHOBAHMM IpMKasza MuMHMCTepCcTBa 3IOPAaBOOXPAHEHMA U
couMaJIbHOTO pas3BuTusa Poccuyckonm denmepaumm or " " 20 r. N
(DOJIXHOCTH (momnmmchk YIOJIHOMOYEHHOTO (d.m.0.
YIIOJIHOMOYEHHOTO aunua) YIIOJIHOMOYEHHOTO
aunua) aunua)
M.II.

IelCTBME HAaCTOAWleT0 CBUIETeJbCTBa [IPOIOJIEHO Ha CpPOK IO " "

20 r©. Ha OCHOBaHMM MNpUKa3a MMHMCTEPCTBa 3IAPaBOOXPAHEHMA U
CoLMaJIbHOTO pas3BuTusa Poccuyckonm demepaumm or " " 20 .
N
(moJIXHOCTB (momonmmce YIIOJIHOMOUEHHOT'O (b.m.o.
YIIOJIHOMOYEHHOTO auia) YIIOJIHOMOYEHHOTO
auia) auia)



