NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHHME
ot 30 urous 2004 r. N 323

Ob YTBEPXJIEHIMU ITOJIOXKEHMA
O ®EJEPAJIbHOM CJTYKBE 110 HAZI30PY B COEPE 3JIPABOOXPAHEHUS

[TpaBuTenbcTBO Poccuiickoi @enmepaiiyiy IIOCTaHOBJISIET:
1. YrBepauth npuaraemoe IonoxkeHne o @emepanbHoii C1y>k6e 1o Hag30py B cepe 3ApaBOOXpaHEHMS.

2. MuHMCTEPCTBY 34paBOOXpPaHeHMs U COLMANbHOrO pa3Butus Poccuiickon @enepanyy BHeCTH 10 1
okTs6pst 2004 r. B [IpaBuTenbcTBO Poccuiickoii @emepanyyt MpoeKTbl HOPMATUBHBIX ITPABOBBIX aKTOB C
1[eJIbI0 YIIpa3aHeHMs IPU3HAHHbIX M30BITOUHBIMY TTIOJTHOMOYMIA, TIPelyCMOTPEHHBIX OAITYHKTaMMU 6.8 1
6.9 ITonoxkenus: o PenepanbHOI CIYKOe 1Mo Haf30py B chepe 34paBOOXpaHeHMs U COLMATbHOTO Pa3BUTHSI.

ITpencenatesns IIpaBuTEIbCTBA
Poccuiickoit ®enepatynu
M.®PAJTKOB

YTBepKaeHO

ITocranoBneHuem IIpaBuTeIbCTBA
Poccuiickoi ®enpepannmu

ot 30 uions 2004 r. N 323

[TOJIOXKEHUE
O ®EJEPAJIbHON CJIYJKBE 110 HAZI30PY B COEPE 3IPABOOXPAHEHUS

I. O61ye 1oIoKeHUs

1. ®epepasbHas cJIyk6a 1Mo Ham30py B chepe 3apaBooxpaHeHys (Poc3gpaBHaA30p) SIBISIETCS
(denepasbHBIM OPraHOM MCITOJTHUTEIBHON BJACTH, OCYIIECTBISIONMM (QYHKINY TT0 KOHTPOJIIO U HaI30pY B
chepe 31paBOOXpaHEHMS.

2. ®epepanbHas CJIy;k0a 10 HAA30pY B cdepe 3MpaBOOXPaHEHMSI HAXOOUTCS B BeJeHMM MUHMCTEepCTBA
3npaBooxpaHeHus Poccuiickoit @emepanun.

3. ®depepanbHas CJIy;k0a 10 HaA30pY B cdepe 3paBOOXpaHEeHMSI PYKOBOACTBYETCS B CBOEI IesITeIbHOCTY
Koncturyiueii Poccuiickoit ®enepaiiyn, dhefepaibHbIMU KOHCTUTYLIMOHHBIMY 3aKOHaMMU, (pefepanbHbIMU
3aKoHaMu, aktamu IIpesumenTa Poccniickoit @epgepanym u [IpasurtenbctBa Poccniickoi @enepanumn,
MeXIYHapoaHbIMU Aoropopamu Poccuiickoit @enepanyy, akramy MUHMCTEPCTBA 3ApaBOOXpaHeHUS
Poccuiickoit @epepaiiin, a Takke HacTodIIMM [TosokeHeM.

4. ®enmepanbHas caykba 1o Hag30py B cepe 34paBOOXpaHEHMS OCYILECTBSIET CBOIO AesTeTbHOCTD
HEIOoCpeCTBEHHO M Yepe3 CBOU TepPUTOPUA/IbHBIE OPraHbl BO B3aMMOECTBUM C APYTUMU
(dhenepasbHBIMM OpraHaMM UCIIOJHUTEIBHOV BJIaCTH, OPraHaMy MUCIIOTHUTEIbHOJ BJIACTU CYOBEKTOB
Poccuiickoir ®@emeparinim, opraHaMy MECTHOTO CAMOYITPaBIeHMsI, 001eCTBEHHIMM 00beIMHEHUSIMU U
MHBIMM OpTaHU3aIUSIMMU.

II. I[TontHOMOUMS
5. ®enepanbHas cryxk6a Mo HaA30py B cepe 31paBoOXpaHEHNs OCYIIECTBIISIeT CAeAyIoLe TOTHOMOYMS :
5.1. ocymiecTBsier:
5.1.1. yrpatui cuny. - [ToctanoBnenme ITpaBurtensctBa P® ot 19.06.2012 N 614;

5.1.1.1. yrpatun cuny. - [loctanosnenue [IpaButensctsa PO ot 20.08.2010 N 650;



5.1.1.2. uckmoueH. - [Tocranosnenue [IpaBurtensctsa PO ot 02.05.2012 N 413;
5.1.2. rocymapCTBeHHBIV KOHTPOJIb 32 OOpalieHneM MeIUIIMHCKUX U3HeIMi TIOCPeICTBOM :

5.1.2.1. mpoBemeHMsI IPOBEPOK COBIONEHNS CYObeKTaMy 00 paleHys MeIVLIMHCKUX U3Ie/IMi1 IIPaBuUI B
chepe obpaieHnss MeOUIIMHCKUX U3,

5.1.2.2. BbImaum paspeleHnit Ha BBO3 Ha TeppuTopuio Poccuiickoit ®emepariny MegUIIMHCKUX U3IeINii B
LIeJISIX MX TOCYIapCTBEHHOI perucTpanmmu;

5.1.2.3. mpoBemeHMsI MOHUTOPUHTA 6€30MacCHOCTY MeIUIIMHCKUX U3HeNNi;

5.1.2.4. mpoBeeHMsI KOHTPOJIbHBIX 3aKYIIOK B LIEJISIX IPOBEPKU COOJIIOIEeHNS 3alIpeTa peaansaiun
danbcuUIMPOBAHHBIX MEOUIIMHCKUX U3eINii, HeJ0OpOKaueC TBEHHbIX MeIUIIMHCKUX U3 U
KOHTpadaKTHbIX MEeIUITMHCKUX UL,

5.1.3. rocygapcTBEeHHbI i KOHTPOJIb Ka4ecTBa 1 6€30MaCHOCTY MeAUIIMHCKOI IesITeIbHOCTY ITOCPeICTBOM
ITPOBeJIeHNSI TPOBEPOK:

5.1.3.1. cobmoaeHms OpraHaMy rocyIapCTBeHHOJ BiacTu Poccuiickoit demepaiym, opraHaMy MEeCTHOTO
caMOYTIpaBJIeHMs], FOCYIapCTBEHHbIMM BHEOIOIKeTHRIMM (DOHIaMM, & TAKKE OCYIIeCTBIISIONIMMU
MeIUIIMHCKYIO ¥ hapMalieBTUUEeCKYIO JesiTeTbHOCTh OPTaHM3alUSIMU U UHAMBUIYJTIbHBIMMU
MpepUHUMATEISIMY TIPaB rpakaaH B cepe oxXpaHbl 3I0POBbS TPakAaH, B TOM UMC/Ie JOCTYITHOCTY [IJIs
MHBAJIMIOB 00beKTOB MHMPPACTPYKTYPHI U MPEIOCTABISIEMbIX YCJIYT B YKa3aHHOI cdepe;

5.1.3.2. mpuMeHeHUsI MeIUIIMHCKMMY OpraHu3aUsIMU U MHOUBUIYATIbHBIMY MTPeATIPUHMMATEIIMHA,
OCYIIECTBISTIOIMMU MeIULIMHCKYIO e Te/IbHOCTD, MOPSIAKOB OKa3aHUSI MeAUIIMHCKOV TOMOIII U
CTaHIApPTOB MeOUIIMHCKO ITOMOIIIMN;

5.1.3.3. cobmoaeHs MeAVLIIMHCKMMM OPraHU3alUsIMU Y MHAVBUIYATbHBIMU IIPeIIMPUHMMATEISIMU,
OCYIIECTB/ISTIOI MMM MeIUIIMHCKYIO AesSTeTbHOCTD, ITOPSIIKOB IIPOBEIeHMS] MeIUIIMHCKUX KCIIePTU3,
IMCIIaHCepu3aIuy, MeIUIIMHCKUX OCMOTPOB U MEAULIVMHCKUX OCBUIETeIbCTBOBAHMI;

5.1.3.4. cobmomeHst MeAUIIMHCKMMY OPTaHU3AIMSIMU U UHOUBUAYATbHBIMMU ITPeAIIPUHMMATEIISIMHA,
OCYILeCTB/SIOMMMM MeJUIIMHCKYIO AesTeTbHOCTb, Tpe60oBaHMi1 110 6e30MacHOMY NMPUMEHEeHUIO U
9KCIUTyaTaUUM MeIVLMHCKUX U3TeNNiA U UX YTUAU3aLUK (YHUUTOKEHUIO);

5.1.3.5. cobmogeHNsT MEAUIIMHCKMMM PaOOTHMKAMM, PYKOBOAUTENSIMU MeIUIIMHCKUX OpraHu3a1uii,
dbapmaleBTMYECKMMM pabOTHMKAMM ¥ PYKOBOAUTEISIMM allTE€UHBIX OpraHMU3aluii orpaHMueHmit,
MIPMMEHSIEMBIX K HUM IIPU OCYILLeCTBIeHUM ITPOdeCcCMOHATbHOM AeITeTbHOCTY B COOTBETCTBUM C
3aKOHOmaTe/bCTBOM Poccuiickoit @egepaninn;

5.1.3.6. opraHu3aiuu 1 OCyueCTBAeHMS BeJOMCTBEHHOTO KOHTPOJISI ¥ BHYTPEHHEro KOHTPOJISI KauecTBa U
6e30MacHOCTY MeULIVTHCKO 1esITeTbHOCTY COOTBETCTBEHHO (DeiepaibHbIMU OpraHaMy UCIIOTHUTETbHOM
BJIACTY, OpraHaMM UCITOTHUTETbHON BIaCTy Cy0beKTOB Poccuiickoit @emepaniyy M OpraHaMu,
OpraHMsaluusMy roCygapCTBeHHOM, MyHUIIMIIAJIbHOM U YaCTHOM CUCTEM 3[IpaBOOXPaHeH N,

5.1.3.7. yrpatun cuny. - [loctaHoBnenue [IpaButenbcta PO ot 20.08.2010 N 650;
5.1.3.8 - 5.1.3.11. uckmouensl. - [ToctraHoBienne [IpaBurtenbcrBa PO ot 02.05.2012 N 413;

5.1.4. dpemepanbHbIN rocygapcTBeHHbIV Ha30p B chepe obpaleHs TeKapCTBEHHbBIX CPeCTB (B
OTHOIIIEHUM JIEKAPCTBEHHbBIX CPEICTB I/ MeAUIIMHCKOTO MPUMeHEeHMSsT) TTIOCPeICTBOM:

5.1.4.1. opraHusanuu 1 IpoBefeHus MPOBEPOK COOJII0IeHNs CyObeKTaMy 06palieHMsI 1eKapCTBEHHbIX
CpPeJICTB yCTaHOBIeHHbIX DefepasbHbIM 3aKOHOM "O6 06paleHUY JeKapCTBEHHbIX CPeJICTB" U ITPUHSATHIMU
B COOTBETCTBUM C HUM MHBIMU HOPMATMBHBIMU MTPAaBOBbIMU akTamu Poccuiickoit @epepariun TpeboBaHMiA
K JOKJIMHUYECKUM UCCIeJOBAaHUSIM JIeKapCTBEHHBIX CPeCTB, KIMHUUYECKUM UCC/IeOBAaHUSIM
JIeKapCTBEHHBIX [IperapaToB, XpaHeHUIo, [lepeBo3Ke, OTIYCKY, pealn3aluy IeKapCTBeHHbIX CPe/CTB,



IMPMMEHEHUIO JIEKAPCTBEHHDbIX ITPEIIaPATOB, YHUUTOXEHNIO JIEKAPCTBEHHBIX CPEACTB,

5.1.4.2. opraHmu3sanyu u IpoBeieH s MPOBEPOK COOTBETCTBYS JIEKAPCTBEHHBIX CPEICTB, HAXOASIIVXCS B
rpaskgaHCKOM 0060pOTe, YCTAaHOBJIEHHBIM 00513aTe/IbHBIM TPe60BaHUSIM K X KaueCTBY;

5.1.4.3. opra"Husanum u poBegeHus: GapMaKkoHaI30pa;

5.1.4.4. npuMeHeHMs B ITOPSIAKE, yCTAHOBJIEHHOM 3aKOHOAATEeIbCTBOM Poccuiickoit denmepatiyin, Mmep 1o
TpecevyeHNI0 BbISIBJIEHHBIX HaPYIIeHUI 00s13aTe/IbHbIX TPeOOBaHMIA U (MJIX) YCTPAaHEHUIO TTOC/Ie I CTBIIA
TaKMX HapylIeHUii, B TOM YMC/ie TIPUHSTUIO pellleHUsT O HaXOXIeHUY JIeKapCTBEHHBIX CPeNICTB 11
MeIUIIMHCKOTO MPUMeHEeHMs B 00pallleHMM, BbIIauy MpeAIMCcaHuii 00 yCTpaHEeHUM BbISIBIEHHBIX
HapyIIeHMIi 00s13aTe/IbHBIX TPEOOBAHMI U IIPUBJIEUEHMS K OTBETCTBEHHOCTM JIMII, COBEPIIMBIINX TaKMe
HapylIeHUs;

5.1.4.5. mpoBeieHMsI KOHTPOJIbHBIX 3aKYIIOK B IEJISIX IIPOBEPKU COOJII0IeHMS CyObeKTaMu 00paIleHnst
JIeKapCTBEHHBIX CPEeICTB, OCYILECTBSIOMMMM PO3HUUHYIO TOPTOBJIIO JIeKapCTBEHHBIMU TIpernapaTtamu OJ1si
MeOUIIMHCKOTO MpUMeHeHMsI, TIpaBu/I OTITYCKa JJeKapCTBEHHbIX MTpenapaToB s MeAUIIMHCKOTO
NpMMeHeHus ¥ (MIK) 3aripeTa mpogasku hanbcubUIIMPOBAHHbBIX JeKAPCTBEHHBIX CPEICTB,
HeJI00pPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB ¥ KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

5.1.4(1). BBIOOPOYHBIN KOHTPOJIb KAUECTBA JIEKAPCTBEHHDBIX CPEICTB JJIs1 MEAUIIMHCKOTO ITPUMeHEeH s
MOCPeJICTBOM:

5.1.4(1).1. 06paboTKM CBeieHM1, B 00sI13aTEIbHOM TTOPSIIKE MPeIoCTaB/IsIeMbIX CyObeKTaMM 00paleHnst
JIeKapCTBEHHBIX CPeICTB AJISI MeAUIIMHCKOTO MTPUMEHEHMS, O CePUSIX, TAPTUSIX JTeKapCTBEHHBIX CPEJICTB,
MOCTYMNAIOIIMX B TPaXKIaHCKMIT 060poT B Poccuiickoit Pemepannu;

5.1.4(1).2. or6opa 06pa3IoB JeKaPCTBEHHbIX CPEACTB IJISI MEIUIIMHCKOTO MIPUMEHEHUS Y CYObeKTOB
obpalleHus JeKapCTBEHHbIX CPEACTB AJIS1 MEIUIIMHCKOTO MIPUMEHEHMS B 1eJISIX ITPOBeIeHMS UCITbITaHUIA
Ha MX COOTBETCTBME TPeOOBAHMSIM HOPMATUBHOM TOKYMEHTAIMM MM HOPMATUBHBIX TOKYMEHTOB;

5.1.4(1).3. mpuHSTHUS TI0 pe3y/bTaTaM IPOBeIeHHbIX UCITBITAHUI pellleHNsI O JaJIbHeiIIeM Ipask]aHCKOM
000pOTe COOTBETCTBYIOIErO JIeKapCTBEHHOTO CpeJICTBA [k MeAUILIMHCKOTO IIPMMeHEeHUS ;

5.1.4(1).4. npuHATHS pellieHNs O TlepeBo/ie TeKapCTBEHHOT0 CpeACTBa JJ1s1 MeAULIMHCKOTO IPUMeHeHUs Ha
TIOCEePUITHBIN BBIOOPOUYHBIN KOHTPOJIb KAUeCTBa JIEKAPCTBEHHBIX CPEACTB /IS MeIUIIMHCKOTO IMPUMEHEHUS
B CJIy4yae [IOBTOPHOTO BBISIBJIEHVSI HECOOTBETCTBMS KaueCTBa JIeKapCTBEHHOI'O CPeliCTBA [J11 MeIULMHCKOTO
MpMMeHeHMs YCTaHOBJIEHHBIM TPeO0oBaHMSIM U (IIPU HE06XOAMMOCTH) O MPOBepKe CyObeKTa 00palieHus
JIeKapCTBEHHBIX CPENCTB I MeIULMHCKOIO IpUMeHeHUsl;

5.1.4(2). opranusainuio u (Win) IpoBeieH e MHCIIEKTUPOBAHMS CYObeKTOB 00pallle HsI IeKapCTBEHHbBIX
CPeACTB AJISI MeIUIIMHCKOTO IIPMMEeHEeHMsI Ha COOTBETCTBME ITpaBMjIaM Hajiexkalei 1abopaTopHOit
MPaKTUKMA, TIPaBUIaM HaJjIexkalleil KIMHNYeCKOi MpaKTUKM, IpaBuIaM HaJjekalei MpakTUKM XpaHeH s
" TIepeBO3KM JIeKapCTBEHHbIX MTperapaTos, MpaBuaM HaJjexalei 1ucTpuObI0TOPCKOI ITPaKTUKMY,
TpaBMIaM HaJjiexkallleil arTeuHo MPaKTUKM;

5.1.5. yrpatui cuny. - [ToctanoBnenme ITpaBurtensctBa PO ot 06.09.2014 N 913;
5.1.6. KOHTpOJIb 3a:
5.1.6.1 - 5.1.6.2. yrpaTunau cuny. - [TocranoBnenue IIpaButenbctBa PO ot 19.06.2012 N 614;

5.1.6.3. peanusaiyeil permMoHaJbHBIX IIPOTPaMM MOAEPHM3AINM 30PpaBOOXpaHeHUS CyObeKTOB Poccuitckoit
depepaliiy U MEPOIIPUSITHUIA IO MOJEPHU3ALIUM TOCYAAPCTBEHHBIX YUPEXKIEHUI, OKa3bIBAIOIIUX
MeJIUIIMHCKYIO0 TOMOIIb, TOCYJapCTBEHHBIX YUpPEeXAEeHMI, peaM3yIoIX MePOIIPUSITUS 10 BHEIPEHUIO
MHGOPMAIMOHHBIX CUCTEM B 3[JpaBOOXpaHeHMe;

5.1.6.4. 1OCTOBEPHOCTbHIO MEPBUYHBIX CTATUCTUUECKUX JaHHbBIX, TPeOCTaBISI€MbIX MeIUIIMHCKUMU



OpraHmsauyvsiMmm MU MTHONUBUAYAJIbHBIMU IIPEAIIPDMHUMATECJIAMMA, OCYIIECTBIAIOIMMMU MEeANMITMHCKYIO
OedATe/IbHOCTD,

5.1.7. KOHTPOb ¥ HAA30p 3a MTOJTHOTOM ¥ KaUueCTBOM BbITIOJTHEHMSI OpraHaMy TOCYAapCTBEHHO BJIacTU
cyobekToB Poccuiickoit demepaiium nepegaHHoro UM rmosHoMounst Poccuiickoit demeparium mo
OCYIIECTBIEHUIO €XXeroHOM AeHEXHOM BbIMJIAThI JIUIAM, HAarPpaKA€HHBIM HAarpyaHbIM 3HaKOM "[Io4eTHBIN
noHop Poccun”, ¢ mpaBoM HampaBaeHMs MPeAICaHnii 06 yCTpaHeHMM BBISIBJIEHHBIX HAPYIIEHM, a TAaKKe
O MPUBJI€YEHUN K OTBETCTBEHHOCTH JOIKHOCTHBIX JIUII, VCIIOTHSIOMMUX 00SI3aHHOCTH 110 OCYIIeCTBAEHUIO
repegaHHOTrO ITOJTHOMOYMS;

5.1.8. KOHTpOJb 3a AeSITebHOCTbIO MeAUIIMHCKMUX OpraHM3alMii, OKa3bIBAIOIINX IICUXMATPUUECKYIO
MOMOIIIb, CTAIMOHAPHBIX YUPEKAEHNI COLMATbHOTO 00CTYKMBAHMS IJIS JIUII, CTPAJAOIIMX IICUXNUECKUMU
paccTpoicTBaMM (B UaCTU OKAa3aHUS ICUXUATPUYECKOI TTIOMOIIN);

5.1.9. KOHTPOJIb 3a MCIIOJIb30BaHMEM HAPKOTUUECKMUX CPEICTB U IICUXOTPOITHBIX BEIIECTB, XPAHSIIMXCS B
arTevyKkax MepBOoii IMOMOIIY Ha MOPCKMX Y BO3IYIIHBIX CyIaX MeKIYHAPOJHOTO COOOIIEeHMS 1 B IT0e31ax
MeXKIyHapOAHbIX JIMHUINA;

5.1.10. rocymapCcTBEHHBI KOHTPOJIb 32 IeSITeJIbHOCTBIO B cepe obpaiieHus 6MOMeAUIINHCKUX KTeTOUHbBIX
IMPOAYKTOB ITOCPEICTBOM:

5.1.10.1. opranmsaiuu 1 MpoBeAeHMs IIPOBEPOK COOMI0IeHMS CyObeKTaMM 0OpalleHMs] 6MOMeIUIIMHCKUX
KJIETOUHBIX ITPOIYKTOB YCTAaHOBJIEHHBIX DelepaibHbIM 3aKOHOM "O 6MOMeIUIIMHCKMUX KIeTOUHbIX
MMPOAYKTaX" U IIPUHITBIMM B COOTBETCTBUM C HUM MHBIMM HOPMATUBHBIMM MIPAaBOBbIMM aKTaMU
Poccuiickoir @emepaniyu TpeboOBaHMIA K JOKIMHUUECKUM UCCI€IOBAHMUIM, KIMHUUECKUM MCC/IeIOBAHMSIM,
MMPOU3BOACTRY, peaan3alm, XpaHeHUto, TPaHCITIOPTUPOBKe, BBO3Y B Poccuiickyro denepaiinio, BbIBO3Y U3
Poccuiickoit ®epepauyy, IpMMEHEHUIO, YHUUTOXKEHMIO OMOMEeIUIIMHCKUX KJI€TOYHbIX ITPOIYKTOB;

5.1.10.2. opranmsaium 1 MpoBeAeHMsI IPOBEPOK COOTBETCTBUS OMOMEIUIIMHCKMUX KJI€TOYHBIX ITPOTYKTOB,
HaXOISIIMXCS B 0OpaleHuu, IToKa3aTesIsIM KaueCcTBa, YCTAHOBJIEHHBIM HOPMATUBHO TOKYMeHTaIei Ha
6MOMeqUIIMHCKIMIA KIeTOUHbBIN MTPOAYKT;

5.1.10.3. npuMeHeHMs B MOpPsiIKe, YCTAHOBJIEHHOM 3aKOHOIaTe/IbCTBOM Poccuiickoit ®enepatium, Mep 1mo
TpecevyeHNIO BhISIBJIEHHBIX HapyIIeHnii TpeboBaumit @emgepanbHoro 3akoHa "O 6MoMeIUIIMHCKIAX
KJIETOUYHBIX IPOAYKTAX" U (M) MO YCTPAHEHUIO MTOC/IeACTBUI TaKUX HapYLIEeHU I, B TOM YMCIe TIPUHATUS
peleHust 0 IPMOCTAHOBJIEHUY OOpaIeHys 0MOMeIUIIMHCKUX KIeTOUYHbIX MPOAYKTOB U BbIIAuM
Mpeacanuit 06 ycTpaHeHMM BbISIBIEHHBIX HAPYIIEHM A, a TAKKe IMPUBJI€UEHMST K OTBETCTBEHHOCTM JINII,
COBEPUIMBIINX TaKye HapyLIeHUs;

5.1.11. BBIGOPOYHBIN KOHTPOJIb KaUeCTBa OMOMEAMUIIMHCKUX KIIETOUHBIX ITPOTYKTOB IOCPEICTBOM:

5.1.11.1. o6paboTKM CBeMleHMI1, B 005I3aTeIbHOM ITOPSIIKE TIPeICTaB/ISIEMbIX CYObeKTaMy 00paIieHust
OMOMEeIUITMHCKMUX KJIeTOYHBIX IIPOAYKTOB, O CEPUSIX, MAPTUIX OMOMEIUIIMHCKUX KJIETOUHBIX ITPOIYKTOB,
MIOCTYIIAIONIMX B oOpaiieHue B Poccuiickoit ®epepanyn;

5.1.11.2. or6opa 06pa31ioB 6MOMEIUIIMHCKIUX KJI€TOUHBIX IIPOIYKTOB Y CYObEKTOB 00 paIieHust
OMOMEeIUIIMHCKMUX KJIeTOYHbIX IIPOAYKTOB B 11€JISIX ITPOBEIEHMS MCIIBITAHNIT Ha X COOTBETCTBIE
TpeOOBaHMSIM HOPMAaTUBHO JOKYMEHTAIUY Ha OMOMEeIUIIMHCKUI KIeTOUHBI IPOIYKT;

5.1.11.3. npuHSTKS IO pe3yJbTaTaM MPOBeJeHHbIX UCTIbITAHUIA pellleHNs O JaabHelillieM oopalleHun
COOTBETCTBYIOIETO 6MOMeIUIIVTHCKOTO KII€TOUHOTO ITPOYKTa;

5.1.11.4. mpuHATHUS pellleHus O TlepeBoje 6MOMeINIIMHCKOTO KJIETOYHOTO MPOAYKTA Ha MOCePUITHbIN
BBIOOPOYHBII KOHTPOJIb KaUecTBa B C/iyuae MTIOBTOPHOTO BbISIBJIEHNSI HECOOTBETCTBMSI KauecTBa
610MeIVIIMHCKOTO KJIETOYHOTO MPOAYKTa TPeOOBaHMSIM HOPMATMBHO JOKyMeHTalMu Ha
61oMeIVIIMHCKMIA KIeTOYHBIN MPOAYKT U (MPU HEOOXOAMMOCTH) O TTPOBeeHUM MPOBEPKU CyObeKTa
obpaleHus 6MOMeANIIMHCKUX KJIETOUHbIX IPOIYKTOB;



5.1.12. npuHATKE pelIeHNs:
5.1.12.1. o mpMOCTaHOBIEHUM ITIPUMEHEHNS 6MOMeIUIIMHCKOIO KJIETOYHOTO MTPOIYKTa;

5.1.12.2. 06 u3bsaTuM 13 obpameHus bhaabCuOUIIMPOBAHHBIX OMOMEIUIMHCKMUX KIETOYHBIX TPOYKTOB WA
HeJloOpoKaueCTBeHHBIX OMOMEeIUITMHCKUX KIE€TOUHBIX TPOIYKTOB;

5.1.12.3. 06 yHuuTORKeHMM DabCUGUIIMPOBAHHBIX 6MOMEIUIIMHCKUX KIETOUHBIX TPOIYKTOB WJIN
HeJloOpoKaueCTBeHHBIX OMOMEeOUIIMHCKUX KIE€TOUHBIX TPOIYKTOB;

5.2. mpoBOaUT:

5.2.1. MOHUTOPUHT aCCOPTUMEHTA U LieH Ha XM3HEeHHO HeoOXOoAMMble U BaskHel e ieKapCTBeHHbIe
rpernaparsl;

5.2.2. MOHUTOPUHT 6€30TIaCHOCTM MEAULIMHCKUX U3MeNNit, PeTUCTPAIMIO TOOOUHBIX IeCTBUI,
HesKeJIaTe/IbHBIX peaKIyii Mpy MpUMeHeHUM MeOULIVTHCKUX U3 Ie/ni1, pakToB ¥ 06CTOSITENIbCTB,
CO3MIAI0IINX YTPO3Yy MPUUYMHEHNS Bpeaa XKM3HY U 300POBbIO JII0Ieli TPy o0pallleHuM 3aperucTPUPOBAHHbBIX
MeaVIMHCKUX U3IeJTNiA;

5.2.3. MOHUTOPUHT 6€30TaCHOCTY OGMOMEeIUIIMHCKUX KIETOUHbIX ITPOTyKTOB;
5.3. ocyiecTBiser:
5.3.1 - 5.3.1.7. yrpatwiu cuiy. - [loctaHoBnenue [IpaButenbctBa PO ot 14.12.2006 N 767;

5.3.1.8. B COOTBETCTBUMU C 3aKOHOAATEILCTBOM Poccuiickoit demepanyy auileH3MPOBAHME OTIETbHbBIX
BUJIOB JIeSITeJIbHOCTY, OTHECEHHBIX K KoMIeTeHI[ 1M CTyKObI;

5.3.1.9. yrpaTtun cuny. - Ilocranosnenne IIpaButenbcra PO ot 19.06.2012 N 614;

5.3.2 - 5.3.2.1. yrpatwiu cumy. - [locranosnenne IIpaButenbctsa P® ot 02.05.2012 N 413;
5.3.2.2 - 5.3.2.5. yrpatunu cuiy. - [Toctranosnenne ITpaBurtenbcta PO ot 20.08.2010 N 650;
5.3.2.6. yrpatun cuiy. - [ToctanoBnenue [IpaButenbcta PO ot 02.05.2012 N 413;

5.4. yrpaTtun cuny. - IloctanosneHue [IpaButensctsa PO ot 20.08.2010 N 650;

5.4(1). Bbigaer:

5.4(1).1. paspelmieHue aJis OJyuYeHUS JTULIEH3UM Ha TTpaBo BBo3a B Poccuiickyio demepalinio 1 BbIBO3a U3
Poccuiickoit @enepaiiuu CUIbHOOEMCTBYIOIIUX BEIIECTB, He SIBJISIOMINXCS TTPEKYPCOPAMM HAPKOTUYECKUX
CpenCTB U NICUXOTPOIHBIX BEIeCTB;

5.4(1).2. paspelieHne Ha BBO3 B Poccuiickyio @emepaliiio MeIUITMHCKUX U3eNii B LIeISIX UX
rOCyLapCTBEHHOM perucTpauum;

5.4(1).3. ceprudukat Ha mpaBo BBO3a (BbIBO3a) HAPKOTUUECKUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB U UX
IIPeKypCoOpOB;

5.4(1).4. ceprudukar crienuaaucTa Juiiam, MOJyYUMBIIUM MeIUIIMHCKOe Uau papmMalieBTUUeckoe
obpasoBaHMe B MHOCTPAHHBIX rOCYAApPCTBAX;

5.4(1).5. 3axiroueHue (pa3peuInTeNbHbI JOKYMEHT) Ha BBO3 B Poccuiickyio ®enepaiiio 1 BbIBO3 U3
Poccuiickoit ®epepanty 06pas3ioB 6M0IOTMUECKMX MaTepUaIOB UyeI0BeKa (3a UCKIIUYeHeM
610JI0rMYecKOro MaTepuasa 4ejoBeka, oJydueHHOro Mpy MpoBeleH UM KIMHUYECKOro UCCief0BaHus
JIeKapCTBEHHOTO Ipernapara Jijisi MeJULIMHCKOTO TpUMeHeHMs, ¥ 6M0/I0TMUeCKoro Matepuasia yeioBeka,
MOJIyYeHHOTO TP ITPOBeAeHMM KIMHUYECKOTO UCCIeloBaHMS 6MOMeJUIIMHCKOTO KJI€TOUHOTO ITPOJYKTa,
LIS er0 U3y4eHMs B LeIIX JAaHHOTO KIMHMYEeCKOT0 UCCIef0BaHys), TeMOIIO3TUUYECKMX CTBOJIOBBIX KIeTOK,



KOCTHOI'O MO3ra, nOHOPCKMX J'II/IM(I)OIJ,I/ITOB B II€JIAIX IIPpOBEeJeHMSA HepO,HCTBEHHOﬁ TPpaHCIIAaHTalIluN,
ITOJIOBBIX KJIETOK U 3M6pI/IOHOB;

5.4(1).6. 3axioueHue (pa3penmTe/NbHbIi JOKYMEHT) /IS TOyYeH s IUIleH3MM Ha TPaBo BBO3a B
Poccuiickyro @enepanuio 1 BbiBo3a U3 Poccuiickoin @enepaiium OpraHoB U TKaHEN yeji0BeKa, KPOBU U ee
KOMITOHEHTOB (3a UCK/TIOUeHMeM 006pa3IioB OMOJOTUUECKMX MATEPUAIOB UeI0OBEKa, TeMOMTOI TUYECKUX
CTBOJIOBBIX KJI€TOK, KOCTHOTO M0O3Ta, JOHOPCKMX JTUM@OIIMTOB B 1ie/ISIX TPOBeieHMs] HepOICTBEHHO
TpPaHCIUIAHTALIVIA, TIOJIOBBIX KJI€TOK 1 SMOPUOHOB);

5.4(1).7. paspelieHue Ha BBOJ, B I'pakIaHCKMi 060poT B Poccuiickoit demepauiyy cepum Uau mapTumn
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO Tperapara;

5.4(1).8. paspelieHne Ha OCYIIeCTBA€HME PO3HUYHOI TOPTOBJIM JIeKapCTBEHHBIMM IIperapaTaMu AJist
MeIUIIMHCKOTO MPUMeHeHUSs AU CTaHI[MOHHBIM CIT0COO0M;

5.5. ocyliecTBsieT roCy[apCTBEHHYIO PETUCTPALMI0 MeAULIMHCKUX U3 emnii;
5.5.1-5.5.2. yrpatunu cuny. - [ToctaHoBnenue IIpasurenbcta P® ot 20.08.2010 N 650;

5.5(1). BemeT rocyaapCTBEHHbIN peecTp MeAUIIMHCKUX U3IeJINii M OpraHu3aiinii (MHOMBUAYaTbHbIX
TIpeIpUHUMATeIei), OCYIIeCTBISIOMMX ITPOM3BOICTBO U U3TOTOBJIEHME MeIUIIMHCKUX U3OENIA, U
pasMelnaeT ero Ha opuiaabHOM caiiTe CiIy>kObI B ceT VIHTepHerT;

5.5(2). ocyliecTBiisIeT peruCcTpayio MegUIMHCKOTO U3 0e/Nnsl, BHeCeHe M3MeHeH Ui B perucTpalioHHOe
0Cbe MeIUIIMHCKOIO U3Ie/Nsl, BbIAauy AyOIMKATOB PErMCTPAIMOHHBIX YIOCTOBEPEHMI MeIUIINHCKIUX
U3JIeJINiA, MPUOCTAHOBIEHME U OTMEHY JelCTBUS (QaHHY/IMPOBaHMe) PeTUCTPALMOHHOTO YIOCTOBEpEHUS
MeIUIIMHCKOTO U3/Ie/Nsl, COTJIacOBaHMe SKCIIePTHOTO 3aKIoueHus: peepeHTHOTO ToCyAapCTBa,
OpraHM3aluIo TPOBeIeHMS SKCIIePTU3bl 6€30TaCHOCTM, KauecTBa 1 3(PGEKTUBHOCTY MeIUIIMHCKUX
uU3nenuii, orpeneneHe SKCIepTHOM opraHM3aly B COOTBeTCTBUM C [IpaBmiaMu peructpauum u
9KCIEepTH3bl 6€30MaCHOCTH, KauecTBa M 3PHEKTUBHOCTY MEAULIMHCKUX U3EINIA, YTBEPKIEHHBIMM
pemenuem CoBeTa EBpa3uiickoit 5KoHOMMYECKo¥ Komuccuu ot 12 dpeBpansg 2016 1. N 46;

5.5(3). pa3MmelaeT B eIMHOM peecTpe MeIUIIMHCKUX U3Ae/INiA, 3aperucTpUPOBAaHHBIX B paMKax
EBpasuiickoro 3KOHOMMYECKOT'0 CO03a, CBeeHMS O MeAUILMHCKOM U3aeIuUu, PyKOBOACTBO I0JIb30BaTe s
(MHCTPYKIIMIO TT0 MeIUIIMHCKOMY ITPMMEHEHUI0) U M300paskeH1e YTBEPKIEeHHO MapKUPOBKA
MeIUIIMHCKOTO U3eNns;

5.5(4). onpenenseT repeyeHb OpraHu3alnii, MUMEIIIMX IPaBo MPOBOAUTH UCIIBITAHMS (MCC/IeJOBAHMS)
MeIUIIMHCKUX U3TENUI B 1IeJISIX OCYIIEeCTBIEHUS UX PerucTpanum B pamkax EBpasuiickoro
SKOHOMMYECKOTO COK3a, pacCMaTpuBaeT 3asiBKM OpraHm3alnii O BKIIOUYEH B YKa3aHHbBIN IIepedyeHb U
COOOIIAET MM O IPUHSITOM pPellleHNN;

5.5(5). ocyiiecTBiisieT BblIauy pa3pelieHnit Ha MpoBeieHe KIMHUIYECKUX UCTIBITaHM (MCCliefoBaHMiT)
MeIVUMHCKUX U3LENI1 B COOTBeTCTBUM C [IpaBuiamu npoBefeHs KIMHUYECKUX U KIMHUKO-
7ab0paTOPHBIX UCTIBITAHUI (MCCIeOBaHMIT) MeAULIMHCKUX U3 1€/, yTBepskAeHHbIMMU pelnieHreM CoBeTa
EBpa3uiickoit 9KoHOMMYeckoi Komuccuu ot 12 dpepansg 2016 r. N 29;

5.5(6). ocy1iecTBJIsIeT OpraHU3aI M0 MHCIIEKTUPOBaHUS TPOU3BOJICTBA MeOULIMHCKUX U3T eIt U TTPOBOIUT
MIPOBEPKU MHCIIEKTUPYIOIMX OPTaHU3a1Mii B COOTBeTCTBUM ¢ TpeboBaHUSIMM K BHEAPEHUIO,
MOJLeP>KaHMIO U OLleHKe CUCTeMbI MeHeI)KMeHTa KaueCTBa MeAULIMHCKUX U3e/INii B 3aBUCUMOCTU OT
MOTEHIMAJIbHOTO PUCKA UX [IPpUMeEHeHMs, YTBepXAeHHbIMU Pemiennem Coseta EBpasniickoin
9KOHOMMYeCKOo¥ Komuccuu ot 10 Hoss6ps 2017 r. N 106;

5.6. pasmeniaer 1o pe3yjabTaTaM MOHUTOPUHTA 6€30MaCHOCTY JIEKAPCTBEHHBIX MTPEIapaToB, HAXOSIIMXCS
B oOpalieHuu Ha TeppuTopum Poccuiickoit ®enepatinm, Ha cBoeM ouiiMaabHOM caiiTe B ceTu IHTepHeT
MHGOPMAIIMIO O IIPUHSITHIX PeIIeHMSIX O BHECEHUM MU3MEHEeHMI B MHCTPYKIIUIO IO TIPUMEHEHUIO
JIeKapCTBEHHOTO ITperapara, O IpUMOCTaHOBIeHUY IIPUMEHEHMS JIeKapCTBEHHOTO ITperapaTa, 00 U3bsITUN



13 00palleHNs JIEKAPCTBEHHOIO IIperiapara Uiy 0 BO30OHOBIeHM M ITPYMEeHeHNs JIEKapCTBEHHOTO
mpernapara;

5.6.1 - 5.7. yrpatunu cuiy. - [locranoBnenue IIpaBurtenbcrsa PO ot 20.08.2010 N 650;

5.7(1). pa3melaeT 1Mo pe3yabTaTaM MOHUTOPUHTA 6€30IacHOCTY OMOMEIANIIMHCKMX KJI€TOUHBIX ITPOTYKTOB
Ha cBoeM o(uIiIMaabHOM caiiTe B ceTu MHTepHeT MH(POpMaLNIo O IPUHSTOM pellleHMM O TTPMOCTAaHOBIeHUN
MpUMeHeHNs] 6MOMEeIUITMHCKOTO KJIeTOYHOTO ITPOAYKTA U (MJTM) CBSI3aHHOM C HMM pellleHMM O BO3MOKHOM
BO30OHOBJIEHUM TIPMMEHEHMs 611 OMeAUIIMHCKOTO KJI€TOYHOTO IIPOIYKTa;

5.8. ocyuiecTBasIeT B yCTAHOBJIEHHOM IOPSIAKE MPOBEPKY AeSITeTbHOCTY MeUIIMHCKUX U alITeYHbIX
OpraHmusaluif, Opraiu3anuii OIITOBOI TOProBJIN JIEKAPCTBEHHBIMMU CpeCTBAMMY, NPYTUX OpraHn3aLuii u
VMHIMBUAYaIbHBIX IPEAIIPMHMMAaTeel, OCyLIeCTBISIOIMX AesiTeIbHOCTD B cepe 3qpaBoOOXpaHeHMs;

5.8(1). mpuHMMaeT yJyacTue B Iipejeax KOMIIETEHIIUY B BeileHUM (pegepasbHbIX MHGOPMALIMOHHBIX
cucteM, pemepanbHbIX 6a3 JaHHBIX B chepe 31 paBOOXpaHeHMs, B TOM YMcjie B 06ecrieueHun
KOHOGUIEHIMATbHOCTY COIePsKaIMXCSl B HUX MTePCOHATbHBIX JaHHBIX B COOTBETCTBUM C
3aKOHOmaTe/IbcTBOM Poccuiickoii @egepannu;

5.8(2). B ciryuae BbISIBJIEHMSI HapyIlIeHUii 3aKOHOaTenbcTBa Poccuiickoit demepaiy 06 obpaiieHnmn
JIeKapCTBEHHBIX CPEICTB U B chepe OXpaHbl 3M0POBbS BbIaeT 00s13aTeIbHbIE ST VICTIOJTHEHMS
MIpeICaHNsI U TIPUBJIEKAET K OTBETCTBEHHOCTY 32 YKa3aHHbIe HapyIIeHMs], OCYIIECTBJISIET COCTaBIeHM e
IIPOTOKOJIOB 00 aAMUHMUCTPATUBHBIX IIPABOHAPYLIEHNUSIX ¥ PAaCCMOTpPEHMeE eI B COOTBETCTBUM C
3aKOHOATeIbCTBOM Poccuiickoit @emepanny 06 agMUHUCTPATUBHBIX TPABOHAPYIIEHMSIX;

5.8(3). pasmeraet Ha opuiMaabHOM caiiTe CiryskObI B ceT IHTepHeT MHGOPMAIMIO O ITPOBeIeHUI
HAaY4YHBIX MEPOINPUSITUI, MHBIX MEPOIIPUSITHIA, HATIPaBIeHHbIX Ha ITOBBIIIEHNE TTPOodeccMOHATbHOTO
YPOBHSI MEAUIIMHCKUX PabOTHMKOB MM Ha MpeocTaBieHne nHGopmalm, CBI3aHHOM C OCYIeCTBIeHEM
MOHUTOPMHTa 6€30MacHOCTH JIEKAPCTBEHHBIX MIPeIapaToB, OpraHM3yeMbIX OpraHU3alusIMu,
3aHMMAaKIIMMMCS Pa3paboTKOI, TPOU3BOACTBOM U (MJIM) pean3alneii JeKapCTBeHHBIX IIpeIrapaToB IJIst
MeIUIIMHCKOTO IIPMMeHeHMsI, OpTaHM3aIusIMI, 00/Iafal0IIMM IpaBaMy Ha MCIT0/Ib30BaHMe TOPTOBOTO
HaMMeHOBaHMS JIeKapCTBEHHOTO Tperapara Ijs MegUIMHCKOro IpUMeHeHMs, OpraHmu3alsiMu OIITOBOM
TOPTOBJIM JIEKAPCTBEHHBIMMU CPEACTBAMM, alITEYHBIMM OPraHU3aALNSIMMU, TIPEACTABUTENSIMM YKa3aHHBIX
opraHmsauuii u (Man) GUHAHCUPYEMBIX 3a CUET CPeJICTB 3TUX OpraHM3alMii U UX IIpeJiCTaBUTeIel;

5.8(4). o6pasyeT KOMMUCCHIO TI0 YPETYIMPOBAHMIO KOHMIMKTA MHTEPECOB IIPU OCYIIECTBIeHUM
MeIUIIVHCKO IesiTeJIbHOCTU U (hapMaleBTUUeCKOI IesITeIbHOCTH

5.8(5). ocyliecTBJsIeT IMIpUEM U yUeT YBeAOMJIEHU I O Havasie OCYIeCTBIeHMS JesiTeIbHOCTU B chepe
obpaleHns MeAUIIMHCKUX U3Ie/nii (3a UCK/IIOUeHMeM ITPOBeIe HMSI KIIMHUYECKMUX VCITBITaHMIA
MeIOUIIMHCKUX U3AeJINiA, X MPOU3BOICTBA, MOHTAaXXa, HAJIAIKM, TPMMEHeHMs, SKCIUTyaTalluy, B TOM UMCIe
TeXHMYECKOTO 00C/Ty>KMBaHMS, a TAK)Ke PeMOHTA);

5.8(6). ycTaHaBIMBAET MOPSIIOK OCYIIECTBIEHMSI BLIDOPOUHOTO KOHTPOJISI KAUeCTBa JIeKapCTBEHHBIX
CPeACTB AJIs1 MeIUIIMHCKOTO TPpMMeHeHN S ;

5.8(7). ycraHaBnuBaeT MOpSAoK (papmMakoHaA30pa JieKapCTBEHHBIX MTPerapaToB IJIsl MeIULITHCKOTO
MIpUMEeHEeHMUs;

5.8(8). ycTaHaBIMBAET MOPSIOK TPOBEAEHMS MOHMTOPUHTA 6€301aCHOCTI OMOMeIUIIMHCKUX KJIETOUHBIX
MIPOAYKTOB;

5.8(9). ycraHaB/iuBaeT MOPSAOK OCYIIECTBIEHMS BJIale/IbllaMy PErMCTPAIMOHHBIX YAOCTOBEPeHMI
6MOMeIUIIMHCKMX KI€TOUHBIX IPOAYKTOB, OPUANYECKMMMU JTUIIAMM, Ha MMSI KOTOPBIX BbITaHbI
paspeliieHus Ha MpoOBeieHMe KIMHNUEeCKMUX UCCIeIoBaHM OMOMeIUIIMHCKMX KIETOYHBIX ITPOIYKTOB, 1160
YIIOJIHOMOYEHHBIMU MU APYTUMM IOPUANIECKUMMY JIUIIAMU TIpMeMa, yueTa, 00paboTKM, aHa/IM3a U
XpaHeHMs MOCTYMHAIOIIMX B UX afpec OT CYObeKTOB 00palleHust 6MOMeIUIIMHCKMUX KI€TOUHBIX ITPOAYKTOB U



OpraHOB FOCy,HapCTBEHHOﬁ BJIaCTU COO6I.L[€HVII71 0 TTIOOOYHBIX LLEI})ICTBMHX, HeXXeJIaTeJIbHbIX peaKIuiX,
Cepbe3HbIX HeXXeJIaTe/JIbHBIX peaKIMAX, HelIpeABUAEeHHbBIX He)XXe/JIATe/JIbHbIX peaKIMAaX IIPpU IIPMMEeHEeHUN
6I/IOMG,ELI/IL[I/IHCKI/IX K/JIETOYHLIX ITPOAYKTOB, 006 0COOEHHOCTSIX UX B3aUMOIeICTBUS C JIEKapCTBEHHbIMMN
npemnapartamMu, MeAMIMHCKUMU U3ACINAMU, IIMIIEBbIMU IIPOAYKTAMMU, OPYTUMU 6]/IOME,HI/ILU/IHCKI/IMI/I
KJIETOYHbIMMU IMIPpOAYKTaAMMU, 00 I/IH,ELI/IBI/I,ZLY&III-:HOVI HEIepeHOoCMMOCTH, a TaKKe 00 MHBIX (l)aKTaX n
O6CTOHT€J’IBCTB8X, npeancTaBJagdI0II X YI'PO3Y JKU3HNU UJIN 300POBLIO YE/IOBEKaA 6o B/INAIOOINX Ha
M3MeHeHMe OTHOIIEeHMS OKMIaeMO ITOIb3bI K BO3MOXHOMY PUCKY ITPMMEHEHUS 6]/[0M€,£LI/ILU/IHCKI/IX
K/JIETOUHDBIX ITPOAYKTOB,

5.8(10). BemeT peecTp BbIJaHHbBIX pa3pelieHii Ha OCYIleCTBIeHEe PO3HUYHOI TOPTOB/IM JIeKapCTBEHHBIMU
rpernapaTami IJisi MeAUIIMHCKOTO IMIPUMeHEHMST IUCTAHIMOHHBIM CIIOCOOOM C YKa3aHMeM CaiiTOB B
MHGOPMAIMOHHO-TeIeKOMMYHMKAI[MOHHO ceTy "VIHTepHeT" allTeUHbIX OpraHM3alyii, OCYIIeCTBISIOM X
PO3HUUYHYIO TOPTOBJIIO JIeKapCTBEHHbIMY MTperapaTaMu 4151 MeAUIIMHCKOTO MPMMeHeHM s IUCTaHIMOHHBIM
CII0Cco60M;

5.9. ocymiecTBasieT GYHKLIMM TJIABHOTO PACTIOPSIAMUTEIS U TI0JTyYaTesisi CpeficTB deaepaybHOTO OI0IKeTa,
MpeyCMOTPEHHBIX Ha cofepskanue CayskObl ¥ peasn3alyio BO3JIOKEHHBIX Ha Hee QYHKIINIA;

5.10. obecrieunBaeT B Impefesiax CBOeii KOMIIeTeHIINH 3alUTY CBeJleHMIi, COCTaB/SIONMX TOCYyJapCTBEHHYIO
TalHy;

5.11. opranmusyer IpueM rpaskaaH, obecreunBaeT CBOEBpeMeHHOe 1 ITOJIHOe pacCMOTpeHMe oOpaleHuit
rpaxkgaH, IpUHMMAET 10 HUM pellleHUs M HaIlpaBJIsieT 3asiBUTEISIM OTBEThI B YCTaHOBJIEHHbIN
3aKOHOaTeabCTBOM Poccuiickoi @enepalivu CpoK;

5.12. opraumusyert 1 obecrieurBaeT MOOMIM3ALMOHHYIO IOATOTOBKY ¥ MoOum3ainio Ciayk6bl, pyKOBOIUT
opraHu3anyei JesTeTbHOCTH 110 MOOMIM3aLIOHHO ITOArOTOBKE ¥ MOOUIM3AIUN €€ TePPUTOPUATbHBIX
OpraHoOB, a TAK)Ke OpraHM3aIuii, IesITeTbHOCTh KOTOPBIX CBSI3aHA C AeATeIbHOCTbIO CITyKObI MV KOTOpPbIE
HaxomsTCs B chepe ee BeeHMs, UMEIOT MOOWIM3aIMOHHbIe 3aJaHMsI VJIY BBITIOJHSIOT 3aa4Uy 110
MOOMIM3aIMOHHOI paboTe;

5.12(1). ocymiecTBisieT OpraHU3aLMIO U BeJeH1e TpaskaaHCcKoit 060poHbI B CTyskoOe;
5.13. opranmu3syer IOMOJHUTEIbHOE IMPodeccruoHalbHOe 06pa3oBaHye PaboTHUKOB CITysKObI;

5.14. ocy1ecTBIIsIeT B COOTBETCTBUM C 3aKOHOATeIbCTBOM Poccuiickoit demepanyy paboTy 1mo
KOMIIJIEKTOBAHU 10, XpaHEHUI0, yUeTy U UCII0/Ib30BaHUIO aPXMBHBIX JOKYMEHTOB, 00pa30BaBIIMXCS B XOJIe
nesiTembHOCTU CITy>KOBI;

5.15. B3auMO/IeliCTBYeT B YCTAHOBJIEHHOM ITOPSIIKE C OpraHaMy roCyJapCTBEHHOI BJIACTY MHOCTPAHHbIX
roCyIapCTB ¥ MeXIyHapOOHBIMM OpraHu3alMsiMi B YCTaHOBIEHHOI cdepe esiTeIbHOCTH;

5.16. ocylecTBsIeT B COOTBETCTBUM C 3aKOHOaTeIbcTBOM Poccuiickoit @emepaniivt ¥ MHbIMU
HOPMAaTMBHBIMM ITPaBOBBIMM aKTaMM O KOHTPAKTHO cucTeMe B cdepe 3aKyIIOK TOBApOB, paboT, YCIIYT IJIsT
obecrieueHMsI TOCYIAPCTBEHHBIX ¥ MYHUIIUTIATbHBIX HYK]I 3aKyIIKM TOBApOB, paboT, YCIYT B
YCTaHOBJIEHHOJ cepe AesTeIbHOCTHU;

5.17. ocyuiecTBisieT MHbIe PYHKIIMYU B YCTAHOBJIEHHOI chepe MesiTeIbHOCTH, eCM Takue QYHKIIUU
MpeyCcMOTpeHbI eepalbHbIMU 3aKOHAMM, HOPMaTUBHbBIMM ITPaBOBbIMM akTamu [IpesuaeHTa
Poccuiickoit @enepatyiu miu Ilpasurtenbctsa Poccniickoi @enepanmu.

6. GepgepanbHas CJIy;k0a 10 HA30pY B cdhepe 3apaBOOXpPaHEHNS B LEISIX peaau3auy MoJTHOMOYMIA B
YCTAHOBJIEHHOII cepe AesaTelbHOCTY MMEeeT MPaBo:

6.1. OpraHM30BbIBATh ITPOBEIeH e HEOOXOIMMBIX ITPOBEPOK, UCC/IeIOBAHM, UCTIBITAHUI, IKCIIEPTUS,
aHasM3a U OLIeHOK, a TaKKe HayUYHbIX MCCAeJOBAHMIA 10 BOIIPOCaM OCYIIeCTBIeHMS TOCYyAapCTBEHHOTO
KOHTpOJIsI (Hafi30pa) B YCTAHOBIEHHOI cepe AesiTeIbHOCTH;



6.1(1). mo pesy/abTaTaM OCYIIECTBIEHMUSI MOHUTOPUHTA 6€30IMaCHOCTY MeIUIIMHCKUX U3 el TIpu
MTOJTYYeHUY Y MIOATBEPKAeHUM MHPOPMAaIMK O TOOOYHBIX AEMCTBUSIX, HE YKAa3aHHBIX B MHCTPYKIIUM 110
MIPUMEHEHUIO UJIM PYKOBOZICTBE M0 SKCIUTyaTaly MeAUIIMHCKOTO U3IeINsI, HesKeJIaTeIbHbIX PeaKIUsIX
MIpU €ro MpUMeHeHUM, 06 0COOEHHOCTSIX B3aMOIECTBIS MeIUIIMHCKUX U3IeINii MeXIy co00ii, 0 paKkTax
1 00 06CTOSITENIbCTBAX, CO3AAIONIMX YTPO3Y KM3HU U 3T0POBbIO TPAKIAH U MeAUIIMHCKUX paOOTHUKOB MIPU
MIPUMMEHEHUY U IKCILTyaTalluy 3aPEruCcTPUPOBAHHBIX MEAUIIMHCKIX U3Ie/Nii, pacCMaTPUBATh BOIIPOC O
MIPUOCTAHOBIEHUY TIPUMEHEHUS WIJIM 00 U3bSITUM U3 00paIleHMsI TAKOr0 MeIUIIMTHCKOTO U3Ieusl,
MIPMHMMATh COOTBETCTBYIOIIEE pelleHye M pa3MellaTh MHPOPMAaIMIO O IPUHSTHIX pellleHMsIX Ha
obunmanbHoMm caiite Ciy>k0bl B ceTu IHTepHeT;

6.2. 3ampalnBaTh U MOJYYaTh CBeIEHMS, HEOOXOAVIMbIE JIJISI IPUHSITUS PEIeHNIi 110 BOITPOCcaM,
OTHEeCeHHbIM K KoMmneTeH1u CiryK06bl;

6.3. HaBaTh IOPUIANIECKUM U GU3UIECKMUM JIMIIAM Pa3bsICHEHMS 10 BOIIPOCAM, OTHECEHHBIM K
KomreTeHLM CITysKObI;

6.4. OCYILECTBJISITh KOHTPOJIb 38 I eSITeJIbHOCThIO TEPPUTOPUAIBHBIX OpraHoB CITyskKObI 1
MOIBeIOMCTBEHHbBIX OpTaHM3a1if;

6.5. TpUBJIEKATh B YCTAHOBJIEHHOM TOPSIKE JIJIST TPOPabOTKM BOITPOCOB, OTHECEHHBIX K YCTAHOBJIEHHO
cdepe IesTeNbHOCTY, HAyYHbIe U MHbIE OpTaHU3alMM, YUEHbIX U CIIeliaauCTOB;

6.6 - 6.8. yrpatunu cuny. - I[locranoBnenue IpaBurtenbctBa PO ot 20.08.2010 N 650;
6.9. uckiwueH. - [Tocranosnenne [MpaButenbctBa PO ot 10.03.2007 N 149;

6.10. npUMeHSTh NpegyCMOTPEeHHbIE 3aKOHOAATEe/IbCTBOM Poccuiickoi @enepanyiy Mepbl
OTpaHMUUUTENIbHOTO, IpeAyIpeauTeTbHOTO U PO UIaKTMUeCKOTO XapaKTepa, HallpaB/ieHHbIe Ha
HeJonyIeHre u (Min) JUKBUOALMIO TTOC/IeACTBUI HAPYIIEeHUI I PUANYECKUMU JINLIAMU U TPKAaHaAMU
00s13aTeIbHBIX TPeOOBaHMIT B YCTAaHOBJIEHHO cdhepe IessTeTbHOCTH, C IeJIbI0 mpeceueHns: HaKkToB
HapylieHs 3aKoHoAaTeabcTBa Poccuiickoit ®epepannmu;

6.11. co3gaBaTh CoBellaTeIbHbIE U SKCIIEPTHBIE OPTaHbl (COBETHI, KOMUCCUM, TPYIIIIbI, KOJIJIETUN) B
yCTaHOBJIEHHO cdepe AesTeTbHOCTH.

7. ®emepanbHas CIyk0a 10 HAZ30pYy B cdepe 3 paBOOXpaHEHMS HE BIIPaBe OCYIIECTB/ISTh B
YCTaHOBJIEHHO cdepe AesaTebHOCT HOPMATUBHO-IIPABOBOE peryInMpoBaHye, KpoMe CIyJyaes,
yCcTaHaBIMBaeMbIx ykazamu IIpe3unmenTta Poccuiickoit @emepaiiu u nnoctraHoBieHus MU [IpaBuTenbcTBa
Poccuiickoit @enepaiiny, a Takke yIrpaBjaeHne rocygapCTBEHHbIM UMYIIECTBOM U OKa3aHue MIaTHBIX

YCITYT.

YcTaHOBIeHHbIe ab3alieM IepBbIM HACTOSIIETO MYHKTA OrpaHndeHus moHoMounit CryskOb1 He
PacIpoCTPaHSIOTCS Ha MOTHOMOUMS pyKoBoauTe ST CTysKObI TT0 yIIpaBIeHMIo MMyIecTBOM CITysKOBbI,
3aKpeIIeHHBIM 3a Hell Ha IIpaBe ONepaTUBHOIO yIIPaBIeHNs, PEIIeHNI0 KaJpOBbIX BOIIPOCOB M BOIIPOCOB
opraHu3sauuy nesiteabHOCTU CITyKOBbI.

III. Opranmsanus nessTeabHOCTU

8. demepaabHYIO CITYKOY 110 HaJI30pY B cdepe 34 paBOOXpaHEHMST BO3IJIAB/ISIET PYKOBOAMUTE/b,
Ha3HavyaeMblIii Ha IO/DKHOCTD M 0CBOOOXKAAEMbIii OT JO/SKHOCTH [IpaBuTenbcTBOM Poccuiickoit ®engepaiium
T0 MIpeacTaBaeHMI0 MHNUCTpa 3apaBooxpaHenms Poccuiickoii demepaium.

PykoBogutenb ®enepasbHOi CIY>KOBI IO HaZI30PY B chepe 3IpaBOOXpaHeHMS HeCET MePCOHATbHYIO
OTBETCTBEHHOCTbH 3a OCYII[eCTBJIEHe BO3JIOKeHHbIX Ha CiTy;k0y 3a7au U PyHKIMIA.

PykoBonuTens ®emepanbHOI CTYKOBI IO HAA30PY B chepe 3mpaBoOXpaHeHUS MMEeT 3aMeCTUTeei,
Ha3HavYaeMbIX Ha JOKHOCTb ¥ 0CBOOOKIaeMbIX OT Io/bKHOCTH [TpaBuTenbcTBoM Poccuiickoit Deneparinm
0 mpeAcTaBaeHnI0 MyuHMUCTpa 3apaBooxpaHeHus Poccuiickoin @enepaiinm.



KonmuecTBo 3amectuTteseit pykoBoauTess Cirysk0bl ycTaHaBauBaeTcs IIpaBuTenbcTBOM Poccuiickoit
®denepaln.

9. PykoBoauTenb demepanbHOI CIysKObI 110 HAA30pY B cepe 31paBOOXpaHEHMS:
9.1. pacnipenensieT 00SI3aHHOCTY MEKIY CBOMMM 3aMeCTUTEJISIMM

9.2. mpexncrasaseT MMHUCTPY 34 paBooXpaHenus Poccuiickoin @enepannmn:
9.2.1. mpoekTt nosioxkeHus: o Cirysk6e;

9.2.2. mpeJIoskeHMs O MpeAeTbHO YMCIeHHOCTY U (POH/Ie OIIaThl TPya pabOTHMKOB IeHTPaIbHOTO
arrapara ¥ TeppUTOpUaTbHbIX OpraHOB CITy>KOBI;

9.2.3. ipe[ijIo’keHMsI 0 Ha3HAUeHMM Ha AOJDKHOCTb U OCBOOOKIEHUM OT AOIKHOCTU 3aMeCTUTeIel
pykoBoauTess: Cryk06bi,

9.2.4. npeajokeHNsI 0 HA3HAYEHMM Ha TOJIKHOCTh ¥ OCBOOOKIEHMM OT JOIKHOCTY PYKOBOAMUTE e
TepPUTOPUATbHBIX OpraHoB CITyKOBbI;

9.2.5. mpoeKT exkeroHOTO MJIaHa ¥ IIPOTHO3HbIE TTOKa3aTeau gesaTeabHOCTH CITysKObI, a TaKKe OTYeT 00 UX
MCIIOTHEHU N,

9.2.6. mpeaoxkeHust 1o GOpMUPOBAHMIO ITPOeKTa PegepasbHOro OI0KeTa B YacT (GMHAHCOBOTO
obecrieueHus mesTeabHOCTY CITy>KObI;

9.2.7. mpenjioskeHus O TIpeCTaBAeHMM K HarpakaeHMI0 TOCyIapCTBEeHHbBIMM Harpagamu Poccuiickoi
®denepauyu, I[loueTHoit rpamoToit [IpesuaenTa Poccuiickoit @emepaiinn, IloueTHOI rpaMoOTO
ITpaBuTenbcTBa Poccuiickoii @emepanyiy, K MOOIIPEHMIO B Bue 00bsIBAeHMs 61arogapHocTy IIpesumenTa
Poccuiickoit ®epepaunm, 06bsBieHns 6;aromapHocTy [IpaBurenbcTBa Poccuiickoir ®enepanym, o
HarpaXaeHuu BeJOMCTBEHHBIM 3HAKOM OT/INYMSI MUHMCTEPCTBA 34paBOOXpaHeHus Poccuiickoii
denmepanyu, JarOUMM IIPaBO HA MPUCBOEHMe 3BaHMs "BeTepaH Tpyaa', pabOTHUKOB LIEHTPAIbHOTO
armmapaTa CiryskObl, ee TeppUTOPUATbHBIX OPTAHOB U MOIBEJOMCTBEHHBIX OpraHU3alnii, a TakKKe APYyTux
JIN1I, OCYILECTBISIONNX AesSTebHOCTb B YyCTAHOBJIEHHOI cdepe;

9.3. Ha3HauaeT Ha JO/DKHOCTb ¥ OCBOOOXKIAET OT JO/KHOCTY pabOTHUKOB LieHTpasibHOTO arnmapata Ciryskobl
" 3aMeCTUTeJIeli pYKOBOJUTEIEl ee TepPUTOPUAIbHBIX OPTaHOB;

9.4. peliaeT B COOTBETCTBUM C 3aKOHOIaTeIbCTBOM Poccuiickoit demepaluy 0 TocygapCcTBEHHO CTyk6e
BOIIPOCHI, CBSI3aHHBIE C TTPOXOXKIAEeHMeM (delepasbHOl TOCyIapCTBEHHO CTy>kKObI B DegepanbHOI Cykbe
T10 Ha/I30pYy B cepe 3ipaBOOXpPaHEHMS;

9.5. yTBepKIaeT CTPYKTYPY U IITATHOE paciucaHue IeHTpaabHoro anmnapara CiaykObl B rpeenax
ycTaHOBJIeHHBIX [IpaBuTenbcTBOM Poccuiickoit ®@enepatinm hoHIa OMIATH TPYAA U UMCIEHHOCTU
paboOTHMKOB, CMETY PacxXoJ 0B Ha COiepsKaHMe LieHTpanbHOTo anmnapaTa CiayX6bl B Ipefenax
YTBEPKIEeHHbIX Ha COOTBETCTBYIOLINIT TepUOJL, aCCUTHOBAHMIA, TpelyCMOTPEHHbIX B (eJlepaJbHOM
OI0IKeTe;

9.6. yTBepsKAaeT YMCIEHHOCTb M (DOH[ OTIJIaThI TPYAA paOOTHMKOB TEPPUTOPUATbLHBIX OpraHoB CiTysKObI B
rpenesnax rmokasaresei, yCTaHOBJIeHHbIX [IpaBuTenbcTBOM Poccuiickoi @enepaiinm, a Takke CMeTy
pacxo/i0B Ha UX COAepykKaHue B IpeJiesiaX yTBePKAEHHBIX Ha COOTBETCTBYIOIIMI IepPUOT, aCCUTHOBAHMIA,
MpeIyCMOTPEHHBIX B efiepaTbHOM OI0JIKeTe;

9.7. Ha ocHOBaHUM U BO ucronHeHne KoHctutyuun Poccuiickoit @emepann, dhemepanbHbIX
KOHCTUTYLIMOHHBIX 3aKOHOB, (he/iepaabHbIX 3aKOHOB, aKTOB IIpe3umenTta Poccuiickoit Demepanyn,
[TpaBuTtenbcTBa Poccniickoit ®epepanm u MuHMCTepCTBa 3aApaBooxpaHeHns Poccuiickoii demepanym
M3JaeT MPUKAa3bl 10 BOIIPOCAM, OTHECEHHBIM K KoMreTeHIyM CITysKObI.

10. cDI/IHEIHCI/I]I)OBE).HI/IQ pacxoa0B Ha CoAep>KaHMe HEHTPATIbHOTO allllapaTa M TEPpPUTOPHUATIbHBIX OPraHOB



denepasibHOI CITYKOBI TTO HAA30PY B chepe 3mpaBoOOXpaHEHMSI OCYILECTBIISIETCS 32 CUET CPEJICTB,
MpeIyCMOTPEHHBIX B (heflepaibHOM OIO/IKETe.

11. ®enepanbpHasi crysk0a o Ha30py B cdepe 34 paBOOXpaHEHMS SIBJSIETCS IOPUAMUECKUM JIUIIOM, MMeeT
revars c n306pakeHnemM l'ocymapcTBeHHOro repba Poccuiickoit @emepaliuy 1 O CBOMM HaUMEHOBAHMEM,
MHbIE TTIevaTH, ITaMIIbl ¥ 6JIAaHKYM YCTaHOBJIEHHOTO 06pasiia, a TakKe cueTa, OTKPhIBA€MbI€ B COOTBETCTBUM
C 3aKOHOATeNbCTBOM Poccuiickoi demepanym.

depnepanbHas CTysk6a 1Mo HaA30py B cepe 3apaBOOXpaHEHMS BIIpaBe MMEThb repaabANdYecKuii 3HaK -
aMbsieMy, Guiar u BeIMIIEN, yupeskaaeMble MUHMCTEPCTBOM 3paBooxpaHeHust Poccuiickoii @emepaium 1o
cornacoBaHuio ¢ 'epanbanyeckuM coBeTom mpu [IpesumgenTe Poccuiickoit @emepanyin.

12. MecTto HaxoxaeHus ®enepanbHOI CTYKOBI IO HAA30pY B cepe 3mpaBooxpaHeHs - T. MOCKBa.



