NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHHUE
ot 30 urous 2004 r. N 323

Ob YTBEPXIEHWU ITOJIO>KEHMSA
O ®EIEPAJIbHON CJIYKBE I10 HAZI30PY B COEPE
3OPABOOXPAHEHUA

[TpaBuTenbcTBO Poccuiickoit @emepaiiin
MOCTAaHOBJISIET:

1. YTBepauTs npuiiaraeMoe [lomoskeHue o
denepasibHOI CITykKOe 110 HAa30pyY B cdepe
3 paBOOXpaHeHU.

2. MMHMCTEpPCTBY 34paBOOXpPaHEHMS U COLMATIBHOTO
pa3BuTus Poccuiickoit ®enepaiiuy BHeCTH 10 1
okTs16pst 2004 r. B [IpaBuTENbCTBO PoCCuiickoii
®denepaliy IMMPOEKTbl HOPMATUBHBIX ITPABOBBIX AKTOB
C LIeJIbI0 YITpa3gHeHMs TPU3HAHHbBIX M30bITOUHBIMMU
MOJIHOMOYMIA, TIPeAYCMOTPEHHBIX MOAITYHKTaMu 6.8
1 6.9 [MonoxkeHus o PemepanbHOI CayKOe 110
HaA30py B chepe 31paBOOXPaHEHMS U COLIMATbHOTO
pa3BUTHUSI.

[Tpencepnatens [IpaBuTebCTBA
Poccuiickoit @engepannn
M.OPAJIKOB






YTBepKOeHO
ITocranoBnennem [IpaBuTesibCTBa

Poccuiickoit @enepaiinmn
ot 30 utonst 2004 r. N 323

[TOJIOXKEHHUE
O ®EJIEPAJIbHON CJIY3KBE I10 HAZI30PY B COEPE
3OPABOOXPAHEHUA

I. O611Me 1oNoKeHUs

1. ®emepanbHas caykba 1o Hag30py B chepe
3apaBooxpaHenus (Poc3apaBHaz30p) SBISETCS
(denepasbHbBIM OPraHOM UCIIOTHUTENbHON BIACTH,
OCYIIEeCTBASIOMUM QYHKIMM 10 KOHTPOJIIO U
Haz30pYy B chepe 34paBoOOXpaHeHMSI.

2. ®epepanbHas CIysk0a 10 HaA30py B chepe
3[paBOOXpaHEeHMSI HAXOAUTCS B BeJeHUN
MuHMCTEepCTBA 3IpaBOOXpaHeH st POCCUIiCKOM
denmepanyn.

3. ®emepanbpHast CJIyskOa MO Ha30py B cdepe

3 paBOOXpaHeHMsI PYKOBOACTBYETCS B CBOeit
mestenbHOCTU KOoHCTUTYIMEN Poccuiickoi
deneparun, pegepaabHbIMU KOHCTUTYIIMOHHBIMU
3aKoHaMu, ¢eepasbHbIMM 3aKOHAMMU, aKTaMM
[Tpe3sunenTta Poccuiickoi ®@emepauiin u
[TpaBuTtenbcTBa Poccniickoi @enepanyn,






MeXIyHapOAHbIMU AOoroBopaMu Poccuiickoit
®enepauyu, aktamu MmHMUCTEpPCTBA

3apaBooxpaHeHus Poccurickoit @emepainy, a Takxke
HacTosaiuM IlooskeHneM.

4. ®enmepanbHas Cay>kba 1Mo Hag30py B cepe

3 paBOOXpaHeH s OCYLLeCTBISET CBOIO
IesITeJIbHOCTb HEeIlOCPeACTBEHHO U Yepe3 CBOU
TeppUTOpUaIbHbIE OPraHbl BO B3aMOAENCTBUM C
Ipyrumu denepasbHbIMM OpraHamMu
MUCIIOJTHUTEbHOV BJIAaCTH, OpraHaMu
MCIIOJIHUTETHbHO BJIACTY CyO'beKTOB Poccuitckoin
depepanyiy, OpraHaMyM MeCTHOT'O CaMOYTIpaBIeHNs,
0011eCTBEHHBIMM 00beIMHEHUSIMY Y MHBIMMU
OpraHu3alysIMu.

I1. ITorHOMOUMS

5. ®epepanbHas CIy:k0a 1o HaL30py B chepe
3IpaBOOXPAaHEHMSI OCYIIECTBIISIET CIEAYIOLIE
TTOJTHOMOYMSI :

5.1. ocymiecTBiser:

5.1.1. yrpatwuit cuiy. - [TocTaHOB/IEHME
[TpaBuTtenbctBa PO ot 19.06.2012 N 614;

5.1.1.1. yrpaTtun cumny. - IloctraHoB/IeHN e
ITpaButenbcTBa PO ot 20.08.2010 N 650;






5.1.1.2. uckmioueH. - [ToctanoBneHue [IpaBUTENLCTBA
P® or 02.05.2012 N 413;

5.1.2. rocygapcTBeHHbIi KOHTPOJIb 3a O6palieHeMm
MeIOUIMHCKUX U3Ae il ToCpeaCTBOM:

5.1.2.1. mpoBeaeHMsI TPOBEPOK COOJIIOIEHMS
CcyObeKTaMy 00paleHus: MeIUIIMHCKUX U3He it
rpaBui B cepe obpalieHns MeIUIHCKUX U3TeNii;

5.1.2.2. BbImauy paspelieHnit Ha BBO3 Ha
TeppuTopuio Poccuiickoit ®emepanum MeULIMHCKAX
U3Lenui B LiefIX UX FOCyIapCTBeHHOM perncTpaunum;

5.1.2.3. mpoBeeHNsI MOHUTOPUHTA 6€30ITacHOCTH
MeAVIIVMHCKUX U3/TeJINiA;

5.1.2.4. npoBefeHMSI KOHTPOJIbHBIX 3aKYIOK B 1eJIsX
MIPOBEPKM COOTIOIeHNST 3aTipeTa peann3saiun
danbcrbuIMpoOBaHHBIX MEAULIMHCKUX U3IENNIA,
HeJl0OpOKaueCTBeHHBIX MeAUIIMHCKUX U3Henii U
KOHTpadaKTHBIX MEeIUIIMHCKUX U3HENNIL;

5.1.3. rocygapCTBEeHHBIV KOHTPOJIb KAUeCcTBa U
6e30MacHOCTY MeAUIIMHCKO NesiTeTbHOCTU
MOCpeACTBOM IIPOBeAeHMS TIPOBEPOK:

5.1.3.1. cobogeHms OpraHaMy roCyAapcTBeHHO
Binactu Poccuiickoi @enepaliiv, opraHamu
MeCTHOTO CaMOYyTpaBjeHNsI, TOCYJapCTBEHHbIMU






BHEOIOIKeTHBIMM (DOHAAMMU, a TAKKE
OCYIIeCTB/ISTIOI MMM MeIUIIMHCKYIO U

(apmaleBTMYECKYIO IeSITeJIbHOCTh OPraHU3aIsIMU
Y MHIVBUAYaJIbHBIMU TIPEINPUHMMATEISIMY IIPaB
rpaxkmaH B cepe oxpaHbl 30POBbS IPakAaH, B TOM
YycyIe JOCTYITHOCTY AJISI UHBAIMIOB OOBEKTOB
MHGPACTPYKTYPHI U IPEIOCTABIISIEMbIX YCIYT B
yKa3aHHOI chepe;

5.1.3.2. npuMeHeHUS MeAULIMHCKUMU
OpraHU3alysIMU U UHAUBUIYATIbHBIMU
MpearpUMHUMAaTeISIMU, OCYIIEeCTBSIONMU
MeIUUMHCKYIO 1eSTe/IbHOCTb, TOPSIKOB OKa3aHMS
MeIOULIMHCKO ITOMOIIY M CTaHAaPTOB MeAUIIMHCKOM
MMOMOIIIN;

5.1.3.3. cobmomeHnst MeIUIMHCKUMU
OpraHU3alVsIMU U UHAUBUIYATIbHBIMU
MpeaIpUMHUMATEISIMU, OCYIEeCTBISIIOIMMU
MeJIVUMHCKYIO 1eITe/IbHOCTb, ITIOPSAIKOB IIPOBeIeHUS
MeIUIIMHCKUX dKCIIePTHU3, AMCIIaHCepu3aluu,
MeIULMHCKUX OCMOTPOB U MeAULIMHCKUX
OCBUIETEe/IbCTBOBAHMIA;

5.1.3.4. cobmomeHnst MeIUIMHCKUMU
OpraHU3aUUsIMU U UHAVBUAYATbHBIMU
MpeaNpPUHUMATEISIMM, OCYIIECTBISIOM MU
MEeIUIIVMHCKYIO IeSITeIbHOCTb, TPEOOBaHMIA 10






6e3onaCHomy IIPMMEHEHMUIO 1 SKCITyaTalln
MeIOULIMHCKUX U3OEeUNA U UX YTWIN3alun

(YHUUYTOXXEHUIO);

5.1.3.5. cobmogeHnst MeOUIIMHCKMMU PaOOTHUKAMU,
PYKOBOIMUTEISIMU MEOULIMHCKUX OPraHM3aIuii,
dbapmalieBTMUECKMMU pAOOTHUKAMU U
PYKOBOJIMTE/ISIMM alITEYHbIX OpraHu3auii
OTrpaHNYeHMI, IPUMEHSIeMbIX K HUM IIpU
OCYIIeCTBIeHUM TTPOdeCCUOHATbHOI AeSITeTbHOCTA B
COOTBETCTBUM C 3aKOHOZATeIbCTBOM Poccuiickoit
®denepauyu;

5.1.3.6. opraHm3aium 1 oCyIieCTBAeHUS
BeJIOMCTBEHHOTO KOHTPOJISI U BHYTPEHHETO0 KOHTPOJIS
KavyecTBa 1 6€30TaCHOCTY MeANIIVHCKOA
IlesiITeJIbHOCTY COOTBETCTBEHHO (pefiepa/ibHbIMMU
OopraHaMy UCIIOJIHUTEIbHO BAAaCTU, OpraHaMu
MUCTIOJIHUTETbHO BJIACTU CyO'beKTOB Poccuitckoin
@enmepanyy U OpraHaMy, OpraHMU3aLUIMU
rocyapCTBeHHOV, MYHULIUITATbHO! U YaCTHOI
CUCTEM 30 paBOOXpaHEHMNS;

5.1.3.7. ytpatun cumny. - I[loctaHOB/IeHNe
[TpaBuTenbcTBa PO ot 20.08.2010 N 650;

5.1.3.8 - 5.1.3.11. uckitoueHsl. - [IocTaHOBJIeHME
[TpaButenbcTBa PO ot 02.05.2012 N 413;






5.1.4. dpemepanbHbIl rOCyAapCTBEHHbIV HAI30D B
cdepe obpalleHMs JIeKapCTBEHHBIX CPEICTB (B

OTHOIIIEHMM JIEKAPCTBEHHbBIX CPEICTB IJIsI
MeAUIIMHCKOTO IPYMeHEeHMs) TOCPeICTBOM:

5.1.4.1. opraHu3anuu 1 IpoBeeHMsI TPOBEPOK
cobsmoieHnst Cyo'beKTaMy oOpaleHust
JIeKapCTBEHHbBIX CPEICTB YCTAaHOBJIEHHbBIX
denepaibHbIM 3aKOHOM "O6 0OpaleHnn
JIEKapCTBEHHBIX CPENICTB" ¥ IPUHSATBIMU B
COOTBETCTBUM C HUM MHBIMU HOPMATUBHBIMU
MMpaBOBbIMM akKTaMu Poccuiickoit ®emepauymn
TpeboBaHM K AOKIMHNYECKUM UCCIeN0BaHUSIM
JIeKapCTBEHHBIX CPELICTB, KIMHUUECKUM
MUCCIeN0BaHMSIM JIEKapPCTBEHHBIX TIPEraparos,
XpaHeHUI0, IIepeBO3Ke, OTITYCKY, peaan3annn
JIeKapCTBEHHBIX CPeLCTB, IPUMEHEHUIO
JIeKapCTBEHHBIX MPeIapaToB, YHUUTOKEHUIO
JIEKapCTBEHHBIX CPEJICTB;

5.1.4.2. opranmusanum 1 IpoBeAeHNsI IPOBEPOK
COOTBETCTBMS JIEKADCTBEHHBIX CPECTB,
HaXOISIIMXCS B TPakIaHCKOM 060poTe,
YCTAHOBJIEHHBIM 00SI3aTe/IbHBIM TPEOOBAHMSIM K X
KayecTBY;

5.1.4.3. opranmsauum 1 poBeaeH s
dhapmakoHaa30pa;






5.1.4.4. npuMeHeHMS B TIOPSIAKE, YCTAHOBJIEHHOM
3aKOHOaTenbCcTBOM Poccuiickoi @enepanym, Mmep

T10 IMPeCEeUYEHNIO BbISIBIIE HHbIX HAPYIIEHWIA
00si3aTe/IbHBIX TPeOOBaHMII U (/M) YCTPAHEHUIO
MOC/IeICTBUIA TAKMX HApYyILIEeHWI, B TOM UMCIIe
MIPUHSITUIO PELIEHNS O HAXOXKAEHUM JIEKapCTBEHHBIX
CPeICTB IJIs1 MeUIIMHCKOTO MPUMEeHEeHMs B
obpalieHnn, BbIAAYY MMPeancannii 06 yCTpaHeHUN
BbISIBJIEHHBIX HapyIIeHN T 00s13aTeTbHbIX
TpeGOBaHMIi U IPUBJIEYEHNS K OTBETCTBEHHOCTY
JIUII, COBEPUIMBIINX TaKMe HapyIIeHus;

5.1.4.5. MpoBeIeHMST KOHTPOJIbHBIX 3aKYIOK B IIEJISIX
MIPOBEPKM COOTIOeHNST CYyObeKTaMM 06palieHust
JIEKapPCTBEHHBIX CPEICTB, OCYIIECTBISIOIUMMU
PO3HUYHYIO TOPTOBJIIO JI€KAPCTBEHHBIMU
rpernaparamu IJjiss MeAUIIMHCKOTO MPUMEHEHMS,
MpaBUJI OTITYCKa JIeKaPCTBEHHBIX MTperapaToB AJIsl
MeaUITMHCKOTO TIpUMeHeHus U (M) 3ampeTa
npoaasky Gaabcu@UIMPOBaHHBIX JIEKAPCTBEHHBIX
CpenCcTB, HeJOOPOKaUeCTBEHHBIX JIEKAPCTBEHHBIX
CpenCTB U KOHTpa(aKTHBIX JIeKapCTBEHHBIX CPEICTB;

5.1.4(1). BBIOOPOUHBIV KOHTPOJIb KauecTBa
JIeKapCTBEHHBIX CPEJICTB JJIST MEAVIIMHCKOTO
MpUMeHeHMsI TTOCPeCTBOM:

5.1.4(1).1. 06paboTKM CBegeHMi1, B 00sI3aTeTbHOM






IopdaagkKe 1rmpeaocCTaB/IsI€MbIX CY6’beKTaMI/I o6pameHM;1
JIEKapCTBEHHbIX CpeACTB OJISI MeOAUITMHCKOI'O

MIPUMEeHEeHUsI, O CepusiX, MapTUSIX JeKapCTBEHHbIX
CpeICTB, MOCTYNAIIINX B IPak JaHCKNUIT 000pOT B
Poccuiickoit ®enepannu;

5.1.4(1).2. orbopa 06pa31ioB JIeKapCTBEHHBIX CPEICTB
IUIST MEAUIIMHCKOTO MMPYMEHEeHMs Y CyObeKTOB
obpaillieHys TIeKapCTBEHHbIX CPEICTB ISt
MeIUIIVHCKOTO MPUMEHEHMS B IeJISIX ITPOBeIeHM S
MICITBITAHMII Ha X COOTBETCTBME TPEOOBAHMUSIM
HOPMAaTUBHON TOKYMEHTAIMN MUJIY HOPMAaTUBHBIX
IOKYMEHTOB;

5.1.4(1).3. mpuHSITUS TI0 pe3yabTaTaM IIPOBeIeHHBIX
MUCIIBITAaHUI pelleHns O AajbHellleM rpakIaHCKOM
000pOTe COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpencTBa AJjisi MeOUIIMHCKOTO IPUMeHeH S ;

5.1.4(1).4. npuHATUS pelIeHNs O IIepeBoe
JIeKapCTBEHHOI'O CPelCTBa /IS MeIULIMHCKOTO
MIpMMeHEeHMS Ha TIOCEePUITHBIN BHIOOPOUHBI
KOHTPOJIb Ka4eCTBa JIeKapCTBEHHBIX CPeICTB 151
MeIUIIMHCKOTO TIpMMeHeHMs B cjiyyae IIOBTOPHOTO
BbISIBJIEHWS] HECOOTBETCTBMS KauecTBa
JIeKapCTBEHHOI'O CPeCTBA /IS MeIULIMHCKOTO
TpMMeHeHMs YCTaHOBJIEHHBIM TpeboBaHUSIM U (TIpU
HeoOXOIMMOCTH) O IIPOBEpKe CyObeKTa oOpaleHust






JIEKapCTBEHHbIX CpeACTB OJII MeOAUITMHCKOI'O
IIpMMEeHEeHN I,

5.1.4(2). opranmsanuio 1 (Mau) IpoBeAeHMe
MHCIEKTUPOBAHMS CYyOBEKTOB 0OpaleHys
JIeKapCTBEHHbBIX CPEICTB IJIs1 MeAUILIMHCKOTO
MIpMMeHeHNsI Ha COOTBeTCTBME MpaBuIamM
Hajjiekalieii 1abopaTopHOIi MPaKTUKU, ITPaBUIaM
Hajjiexxariei KIMHNYeCKOoi MpaKTUKH, paBuiaM
HaJJjiexxalieil IpakTUKY XpaHeHUs U IlepPeBO3KU
JIeKapCTBEHHBIX IIpelapaToB, MpaBuiaM
HaJIeXkaniei IucTpmubbIOTOPCKONM MPAKTUKM,
MpaBuiaM Hajjieskallei ariTeYHoi MPaKTUKM;

5.1.5. yrpatui cuiy. - [lTocTaHOB/I€HME
[MpaBuTtenbctBa PO ot 06.09.2014 N 913;

5.1.6. KOHTpOJIb 3a:

5.1.6.1 - 5.1.6.2. yrpaTunu cuiy. - [IoctaHOB/IeHME
[MpaBuTtenbcTBa PO ot 19.06.2012 N 614;

5.1.6.3. peanusaiiueii permoHaabHbIX IIPOTrPaMM
MOJepHU3aluM 34PaBOOXpaHeHUs] CYyObeKTOB
Poccuiickoit @epepaunm U MepoONpPUSTUIA 110
MOJIepHU3aLMM TOCYJapCTBEHHbBIX YUPesKIAeH WA,
OKa3bIBAOIIMX MEIULIMHCKYIO TOMOIIb,
roCy1apCTBEHHBIX YUPEXIEHU, pealn3yoimnx
MepOTPUATHS 110 BHeAPeHNIO MHPOpMaLMOHHbBIX






CHCTEM B 3PpaBOOXPaHEHNE;

5.1.6.4. MOCTOBEPHOCTbHIO TTEPBUUHBIX
CTATUCTUUYECKUX JAHHbBIX, IIPEIOCTaB/ISIEMbIX
MeIMIMHCKMMM OpraHu3alusIMu 1
VHIVBUAYAJIbHBIMU IIPEINPUHUMATEISIMMU,
OCYIIECTB/ISTIOIVIMY MeIUIIVMHCKYIO JesSTeTbHOCTb;

5.1.7. KOHTPOJIb ¥ HAA30P 3a MOJTHOTOM U KaueCTBOM
BBITIOJIHEHUST OpTaHAMM TOCYIapCTBEHHO BIACTU
cyobekToB Poccniickoit @emepanyy nepegaHHOTO UM
nosHoMoumst Poccniickoit @emepaunu 1mo
OCYIIECTBIEHUIO €XXeroHOM AEeHEeXHOM BbITIAThI
JINTIAM, HarpaXkKJeHHbIM HarpyJHbIM 3HAKOM
"TloueTHsIi fOHOP Poccun”, ¢ mpaBOM HarpaB/ieHUS
Tpenycanuit 06 ycTpaHeHUM BbISIBIEHHbIX
HapyIleHWii, a TaKKe O IPUBJIEYEHUM K
OTBETCTBEHHOCTU AO/IKHOCTHBIX JIMII, MCIOJTHSIOIINX
00513aHHOCTM 110 OCYIIECTBJIEHUIO TTepeIaHHOTO
MOJTHOMOYMS;

5.1.8. KOHTPOJIb 3a AESITEbHOCTbIO MEIUIIMHCKUX
OopraHmu3aluii, 0Ka3bpIBAIOIIUX ICUXUATPUUECKYIO
MOMOIIlb, CTALIMOHAPHBIX YUPEXAEHUI COLMATbHOTO
00CTY>KMBAHMS IJIS JIULI, CTPAdAIOIINX
MICUXUYECKMMU PaCCTPOCTBAaMM (B YaCTU OKa3aHUS
MCUXMATPUUYECKOI TOMOIIN);

5.1.9. KOHTPOb 3a UCTIOAb30BaHMEM HAPKOTUYECKUX






CpeacCTB U IICMXOTPOITHBIX BEIeCTB, XpaHAIINXCA B
alITeuKax HepBOVI IIOMOIIIM Ha MOPCKUX

BO3[IYIIHBIX CyJlaX MeXIYHAPOIHOTO COOOIEHMS U B
rnoe3gax MeskaIyHapOAHbBIX TUHUI;

5.1.10. rocyiapCcTBEeHHbBI KOHTPOJb 3a
JesITeIbHOCTBIO B chepe obpalieHus
6MOMeIUIIMHCKUX KIeTOUYHbIX TPOAYKTOB
MOCpeICTBOM:

5.1.10.1. opraumu3anum u IpOBeIeHMS TPOBEPOK
cobogeHust cyobeKTaMy 00paleHust
O6MOMEeIUIIMHCKYX KI€TOYHBIX ITPOIYKTOB
yCTaHOBJIeHHbIX @eepabHBIM 3aKOHOM "O
6MOMeIUIIMHCKUX KIeTOYHbIX TPOAYKTax" U
MPUHSATBIMU B COOTBETCTBUM C HUM UHBIMU
HOPMAaTUBHBLIMMU ITPABOBbIMM aKTaMy POCCUITCKOM
denepaiuy TpebOBAHMIA K JOKIMHUYECKUM
UCCIeN0BaHUSIM, KIMHUYECKUM UCCIeIOBAHSIM,
MIPOU3BOACTBY, peajin3aunum, XxpaHeHu1o,
TPaHCIIOPTUPOBKE, BBO3Y B Poccuiickyio denmepanuio,
BbIBO3Y U3 Poccuiickoit @emepaniin, IpUuMeHEHUIO,
YHUUTOXEHUIO OMOMeINIIMHCKUX KIETOUHbBIX
MMPOIYKTOB;

5.1.10.2. opranusainum 1 MpoBeAeHMsI TPOBEPOK
COOTBETCTBUS OMOMEANIIMHCKUX KIeTOUHBIX
MPOJIYKTOB, HAXOASUINXCS B oOpalieHnu,






MoKa3aTessM KauyeCTBa, yCTAHOBJIE€HHbIM
HOPMAaTMBHOJ JOKyMEeHTaLMell Ha OMOMeaUIIVH CKIIA

KJIETOUHBI [IPOLYKT;

5.1.10.3. npumeHeHMs B IOPsIIKe, YCTAHOBJIEHHOM
3aKOHOaTenbCTBOM Poccuiickoit @epepauuu, mep
T10 MTpecevYeHMI0 BbISIBJIEHHbIX HAPYIIeHU
TpeboBanumit PegepanbHoro 3akoHa "O
O6MOMeIUIIMHCKUX KIeTOYHBIX TPOAYKTaX" U (MJIN) 10
YCTPaHEHUIO MOC/IeACTBUI TaKUX HAPYIIIEHUIA, B TOM
Yyycie IPUHSITUS pellleHUs O IIPUOCTaHOBIEHUM
obparieHus 6MOMeIUIMHCKIAX KJIETOUHBIX
MPOAYKTOB ¥ BbIAAUM IIpecanuit 06 ycTpaHeHUM
BBISIBJIEHHBIX HapYIIIEHU, a TAKKe IMPUBJIeUEHNS K
OTBETCTBEHHOCTM JIUI], COBEPUIMUBIINX TaKMe
HapyllleHus;

5.1.11. BBIGOPOYHBI KOHTPOJIb KauecTBa
61OMeIUILIMHCKUX KIeTOYHbIX TPOSYKTOB
IOCPeICTBOM:

5.1.11.1. o6paboTKM CBeieHMI1, B 00sI13aTE€IbHOM
TIOpSIAKE TIPeICTaBISIEMbIX CYyObeKTaMy 00paIeHus
6MOMeIUIIMHCKUX KIeTOYHBIX TPOAYKTOB, O CEPUSIX,
MapTUsiX 6MOMeIUIMHCKUX KIETOUHBIX ITPOIYKTOB,
MOCTYIIAIONIMX B oOpaieHue B Poccuiickoi
denepanyu;

5.1.11.2. or6opa 06pa3iioB 6MOMeIUIINMHCKIX






KJIETOUHBLIX ITPOAYKTOB Y CY6'b€KTOB O6paIHEHI/I$I
6I/IOMe,I[I/II_[I/IHCKI/IX KJIETOUHBIX ITPOAYKTOB B IIEJISIX

MpOoBeeHMS UCIIBITAaHUI Ha UX COOTBETCTBME
TpebOBaHMSIM HOPMATUBHOM JOKYMEHTAIMM Ha
O6MOMeIUIIMHCKII KIeTOYHbI MTPOIYKT;

5.1.11.3. npuHSTHS IO pe3yJbTaTaM MPOBeJeHHbIX
MCIIBITAaHMII pellieHus O JajabHeleM oopalieHun
COOTBETCTBYIOIIET0 6M1OMeIUIIVTHCKOTO KIIeTOUHOTO
MIPOOYKTa;

5.1.11.4. npuHATUS pellleHMs O ITepeBoie
61OMeAUIIMHCKOTO KJIETOYHOTO MPOAYKTa Ha
MOCepUITHbIN BBIOOPOYHBI KOHTPOJIb KAUeCTBa B
CJy4yae MMOBTOPHOTO BBISIBJIEHMSI HECOOTBETCTBUS
KauecTBa 6M1OMeIUIIMHCKOTO KI€TOUHOTO ITPOyKTa
TpeboBaHMSIM HOPMATUBHOM JOKyMeHTalMu Ha
6MOMeIVNIIMHCKMIA KIeTOYHBIN MPOAYKT U (TIpU
HeOoOXOAMMOCTH) O IIPOBeJIeHUN TTPOBEPKU CyObeKTa
obpatieHus 6MOMeIUIMHCKIAX KJIETOUHBIX
MIPOAYKTOB;

5.1.12. npuHATHE pEIIeHNS:

5.1.12.1. o mpMOCTaHOBIEHUU TPUMEHEHU S
61OMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTa;

5.1.12.2. 06 u3bATUM U3 0OpaLEeHNS
danbcnbuIMpoBaHHBIX 6MIOMeIUIIMHCKUX






KJIETOUYHBIX ITPOAYKTOB UJIN He,[[06pOKa‘IECTBeHHbIX
6I/IOMe,I[I/II_[I/IHCKI/IX KJIETOUHBIX ITPOAYKTOB;

5.1.12.3. 06 yHMUYTOXEeHMUM PambCUPUIMPOBAHHBIX
O6MOMEeIUIIMHCKUX KJI€TOYHBIX TPOAYKTOB MU
HeJI0OpPOKaueCTBEHHBIX OMOMEIUITMHCKUX
KJIETOYHBIX ITPOYKTOB;

5.2. mpoBOOUT:

5.2.1. MOHUTOPUHT aCCOPTMMEHTA U LIEH Ha
K3HEHHO HeOOXO0AMMble U BaskKHeN e
JIeKapCTBeHHbIe MperapaThl;

5.2.2. MOHUTOPHMHT 6€30ITaCHOCTM MEeIUIIMHCKUX
U3eJINi, PErMCTPaLIO TTOOOYHBIX IEiICTBUIA,
HeXkejlaTeJbHbIX peakiuii Ipy MpuMeHeHU
MeIOUIIMHCKUX U3AeNii, GaKTOB M 0OCTOSITENbCTB,
CO3JaI0IIMX YTPO3Y IPUUYMHEHMS Bpeaa XXU3HU U
3J0POBBIO JIIOIeli IIpy 06paleHUn
3aperuCcTPUPOBAHHBIX MeIULIMHCKUX U3 IENNIA;

5.2.3. MOHUTOPHMHT 6€30I1acCHOCTM GMOMeIUIIMHCKIUX
KJIETOYHBIX ITPOYKTOB;

5.3. ocylllecTBIIsSIeT:

5.3.1 - 5.3.1.7. yrpatwiu cuiy. - IlocTaHOB/IeHMe
[MpaBuTenbctBa PO ot 14.12.2006 N 767;






5.3.1.8. B COOTBETCTBUM C 3aKOHOZATEIbCTBOM
Poccuiickoi ®epepauiu InleH3UpPOBaHMe
OT/Ie/IbHBIX BUAOB AesTe/bHOCTH, OTHECEHHBIX K
KomreTeHLu CITysKObl;

5.3.1.9. yrpaTtun cuiy. - IlocTaHOB/eHKe
[TpaButenbcTBa PO ot 19.06.2012 N 614;

5.3.2-5.3.2.1. yrpatuiu cuiy. - I[locTaHOB/IeHKE
[TpaButenbcTBa PO ot 02.05.2012 N 413;

5.3.2.2 - 5.3.2.5. yrpaTunu cuiy. - [IoctaHOB/IeHME
[TpaButenbctBa PO ot 20.08.2010 N 650;

5.3.2.6. yrpaTtun cuiy. - IloctaHOB/IeHKe
[TpaButenbcTBa PO ot 02.05.2012 N 413;

5.4. yrpatun cuny. - [loctaHoBneHue [IpaBuTenbCTBa
P® ot 20.08.2010 N 650;

5.4(1). BbIgaeT:

5.4(1).1. paspemnienue a1l TOAyYEeHUS IUIIEH3UM HA
MpaBo BBO3a B Poccuiickyto @enmepaliiio 1 BbIBO3a U3
Poccuiickoit @enepaiiiut CUIIbHOIEMCTBYIOIMIUX
BelleCTB, He SIBSIOIIMXCS TPeKypcopamMmm
HApKOTUYECKMX CPeICTB U IICUXOTPOITHBIX BEIlleCTB;

5.4(1).2. paspenieHue Ha BBO3 B Poccuiickyio
denepalio MeUIIMHCKUX U3eNIL B LeJsIX UX






I‘OCy,E[apCTBeHHOI‘/JI permcTpaumnmn;

5.4(1).3. ceprudukaTt Ha TPaBo BBO3a (BbIBO3a)
HApKOTUYECKUX CPEeACTB, ICUXOTPOIHbBIX BEIleCTB U
UX TIPEKYPCOPOB;

5.4(1).4. ceptuduKaT crienuaanCcTa JIUIaM,
MTOTYYUBIIMM MeIUIIMHCKOe Mau hapMalieBTuIecKoe
0obpasoBaHMe B MHOCTPAHHBIX rOCYAAPCTBAX;

5.4(1).5. 3akmoueHne (pa3penInTe/bHbI JOKYMEHT)
Ha BBO3 B Poccuiickyrwo @enepaiinio 1 BbIBO3 U3
Poccuiickoit ®epepanuyy 06pa3oB 6M0I0TUUECKUX
MaTepuasoB YejoBeKa (3a MCKIIYeHNeM
6110JIOTMYeCKOro MaTepuasia yejJoBeKa, MoJydYeHHOTO
MIpY NIPOBEJEHMUU KIMHUYECKOTO MUCC/Ie0OBaHMS
JIeKapCTBEHHOTO Tperapara I MegUIMHCKOTO
MIpUMeHEeHMSI, ¥ OM0JIOTMYECKOTO MaTepuaa
YyeJIOBeKa, IOJTyYeHHOI0 IIPpU IIPOBeleHU
KJIIMHUYECKOTO UCCAeq0BaHMs 6M1OMeaUIIMHCKOTO
KJIETOUHOTO MPOAYKTA, AJISI €T0 U3YUEeHUS B 11eJISIX
JIIAHHOTO KJIMHMUYECKOT0 UCCIeIOBaHMs),
reMOITI09TUYECKMX CTBOJIOBBIX KJIETOK, KOCTHOTO
MO3ra, JOHOPCKUX JIMM@OIIUTOB B HENSIX
MpOBeeHMSI HEPOACTBEHHOV TPaHCIUIaHTALIUH,
TTOJIOBBIX KJIETOK ¥ SMOPMOHOB;

5.4(1).6. 3akimoueHye (pa3pelinTe/NbHbI JOKYMEHT)
JUJISI TIOTyYeHUs IMLIeH3U U Ha TPaBo BBO3a B






Poccuiickyro @enepanyio M BbiBO3a U3 Poccuiickoin
®enepally OPraHOB M TKaHEel 4yeJ0BeKa, KPOBU U ee

KOMITOHEHTOB (32 MCK/TI0UeHeM 00pasiioB
OMOJIOTMYECKMX MaTePMaIOB UeI0BEeKa,
IreéMOITO3TUYECKMX CTBOJIOBBIX KJIETOK, KOCTHOTO
MO3Ta, JOHOPCKUX JIMMQOLIMTOB B I€JISIX
MpOBeleHMSI HEPOACTBEHHOJ TPaHCIUIaH TN,
TTOJIOBBIX KJIETOK ¥ SMOPVOHOB);

5.4(1).7. paspellieHue Ha BBOJ, B I'PaKIaHCKU1
o6opot B Poccuiickoit @egepaiiny cepmum Uam
MapTUM UMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO
rnperapara;

5.4(1).8. paspemnieHne Ha OCYIIEeCTBA€HME PO3HUYHON
TOPIOBJIY JIeKapCTBEHHBIMU TIperiapaTaMm JJis
MeOUIMHCKOTO ITpMMeHeHMs M CTaHLIMOHHBIM
CII0C000M;

5.5. ocyIIecTBsIET TOCYIaPCTBEHHYIO PErMCTPaLMIO
MeIULIMHCKUX U3 eNnii;

5.5.1 - 5.5.2. yrpatunu cuny. - [loctaHoB/IeHMe
[TpaButenbctBa PO ot 20.08.2010 N 650;

5.5(1). BemeT rocyjapcTBEHHbIV peecTp
MeIVUMHCKUX U3OeNil M Opranu3alui
(MHOVBUAYAIBHBIX [Ipe AN pUHUMAaTeein),
OCYLIeCTBISAIOIIMX IIPOU3BOLACTBO U U3TOTOBJIEHME






MeIVILIMHCKUX U3IeJINii, M pa3MellaeT ero Ha
obunmanbHoM caiite Ciry>kObI B ceTu VIHTEpHeT;

5.5(2). ocy1iecTBsIeT perucTpaLio MeaUIMHCKOTO
U3aenusl, BHECeHME U3MEeHEeHNI B PerMCTpaliOHHOe
JI0Che MeIUIIMHCKOTO MU3/Ie/Nsl, BbIIauy 1yOaMKATOB
pPerucTpalMOHHbIX YAOCTOBEPEHMIT MeAUILIMHCKUX
U3LeNuUi, IPUOCTAHOBJIEHNE U OTMEHY elCTBUS
(aHHYJIMPOBaHME) PETUCTPALIMOHHOTO
YOOCTOBEpEHMS] MeOUIIMHCKOTO U3eus,
CoryiacoBaHye 3KCIIePTHOTO 3aKII0UeHs
pedepeHTHOTO0 rocyiapcTBa, OpraHn3aInio
MpOBeleHMSI IKCITePTU3bI 6€30MacHOCTH, KauecTBa 1
3 beKTUBHOCTY MeAUIIMHCKUX U3 enit,
ornpeeneHne S5KCIepPTHOM OpraHm3alum B
cooTBeTCTBUM C [IpaBumaMu perucTpaum u
9KCIIepPTH3bl 6€30MMaCHOCTH, KauecTBa U

3 beKTUBHOCTY MeAUIIMHCKUX U3Tenit,
yTBepXIeHHbIMU penteHnemM CoBeTta EBpasuiickoit
9KOHOMMYECKOM Komuccuu oT 12 deBpansg 2016 . N
46;

5.5(3). pa3MelaeT B eAMHOM peecTpe MeIUIIMHCKUX
U3Le/INIA, 3apeTUCTPUPOBAHHBIX B paMKax
EBpa3mniickoro 5KOHOMMYeCKOro Co13a, CBeleHus O
MeIUIMHCKOM MU3[e/IUN, PYKOBOACTBO I10JIb30BaTES
(MHCTPYKIMIO IO MeIULIMHCKOMY IIPUMEHEeHUI0) U
1300pakeHNe YTBEPXKIEHHO MapKUPOBKU






MEeIULIMHCKOI'O U3Oe/INA;

5.5(4). openenser rnepeuyeHb OpraHU3aIInii,
MMeKIIMX MPaBo MPOBOAUTh UCTIBITAHMUS
(McciepoBaHus) MEIULMHCKUX U3AENINUIA B LeIX
OCYIIECTBIEHUS UX PETUCTPALINM B PAMKax
EBpasuiickoro 3kKOHOMMYeCKOro Cor3a,
paccMaTpUBaeET 3asIBKY OpraHu3alinii O BKIIIDYEHUN B
yKa3aHHbIIi ITepevyeHb M COOOIAeT MM O IPUHITOM
peleHnu;

5.5(5). ocy1iecTBJsIeT Bblgauy paspenieHuii Ha
MpoBeaeHMe KIMHNYECKUX UCIIbITAHUMA
(MccieqoBaHMin) MEOUIIMHCKUX U3IEINI B
cooTBeTCTBUM C [IpaBumaMu npoBegeHNs
KIVMHUYECKUX U KIMHUKO-/1ab0paTOPHBIX UCIIBITAHMIA
(MccimepoBaHuil) MEOULLMHCKUX U3IETNUIA,
yTBepKIeHHbIMMU penieHreM CoBeta EBpa3uiickon
9KOHOMMYECKOM Komuccuu oT 12 deBpansg 2016 . N
29;

5.5(6). ocyiiecTB/sIeT OpraHu3aInio
MHCITEKTUPOBAHMS TTPOM3BOICTBA MEAUIIMHCKUX
U3OEeNNUit Y IPOBOAVT IPOBEPKYM MHCITEKTUPYIOIINX
OpraHu3anuit B COOTBETCTBUMU ¢ TpeboBaHUSIMU K
BHEIPEHMUIO, MTOIIeP’KAHMIO U OLIeHKE CYCTeMbI
MeHeIKMeHTa KauecTBa MeIUIIMHCKUX U3Ienii B
3aBMCUMOCTHM OT IMOTEHIMATbHOTO PUCKa UX






NpUMeHeHus1, yTBepkaeHHbIMYU Pemennem CoseTa
EBpasniickoit 5KoHOMUUeCKOi komuccuu ot 10

HOs16pst 2017 r. N 106;

5.6. pa3Meniaer no pesyjabTaTaM MOHUTOPUHTA
6e30IMacHOCTY JIEKaPCTBEHHBIX MPernapaTos,
HaXOOSIIMXCSI B 00paIieHu Ha TepPUTOPUA
Poccuiickoitr ®emepanm, Ha CBOeM OPUIIMATBHOM
caiite B ceTu VIHTepHeT MHGOPMAIIMIO O TIPUHSITHIX
pellieHNsIX 0 BHECEHUM U3MeHeHMI B MHCTPYKIIUIO TT0
MIPUMEHEHMUIO JIEKapCTBEHHOTO Mpenapara, o
MIPUOCTAHOBIEHMUN TPUMEHEeHM S JIeKapCTBEHHOT O
rpernapara, 00 U3bSITUM U3 0OpaleHMUs
JIeKapCTBEHHOTO IMperapaTa Win 0 BO300HOBIEHUY
MpUMeHeHMs IeKapCTBeHHOTO Ipenapara;

5.6.1 - 5.7. yrpatunu cuiy. - [loctaHoB/ieHMe
[TpaButennctBa PO ot 20.08.2010 N 650;

5.7(1). pazmelaer 1o pesyJibTaTaM MOHUTOPUHTA
6e30MacHOCTY 6MOMeIMIMHCKMUX KI€TOUHbIX
MPOJYKTOB Ha CBOeM ODUIIMATbHOM CaiiTe B CEeTU
HuTepHeT MHOpPMAaLNIO O IPUHSATOM pellieHUN O
MPUOCTAHOBIEHUY TTPUMEHeHUS 61OMe IUIITHCKOTO
KJIETOUHOTO MPOAYKTa U (MJIN) CBSI3aHHOM C HUM
pelreHny 0 BO3MOKHOM BO30OHOBJIEHUM
MIpUMeHEeHNST 6V OMeIUIIMHCKOTO KJIeTOUHOTO
MPOAYKTa;






5.8. OCyIIeCTBJIsI€T B YCTAHOBJIECHHOM ITIOpAKeE
IIPOBEPKY A€ATEJIbHOCTU MEOMIMHCKUX U aIITEUYHBIX

OpraHmu3anuii, OpraHu3aluii ONITOBOM TOPTOBJIN
JIEKapCTBEHHBIMMU CpeICTBAMM, APYTUX OPraHMU3aui
Y UHIVBUAYAJIbHBIX IIPeIIPUHUMATEIEN,
OCYIIeCTBISIIOIIMX IesITeTbHOCTD B chepe

3 paBOOXpaHeHus;

5.8(1). mpuHMMaeT yyacTue B mpeaesnax
KOMIIETEeHLIV B BeJleHM dheepanbHbIX
MH(POPMAaIMOHHBIX CUCTEM, dhelepaTbHbIX 6a3
IaHHBIX B chepe 3ApaBOOXpaHeHMsI, B TOM UMCie B
obecrieueHN KOHPUOEHIIMATBHOCTY COIePsKAIIUXCS
B HUX IT€PCOHAIbHBIX JAHHBIX B COOTBETCTBUM C
3aKOHOaTenbCTBOM Poccuiickoi @enepanymy;

5.8(2). B cityuae BbISIBJIEHMSI HApyIlIeHUT
3aKOHOJaTenbcTBa Poccuiickoit demepanyu 06
obpaleHnM JeKapCTBEHHbBIX CPEJICTB U B cepe
OXpaHbI 3[I0POBbS BbIAAET 00SI3aTEIbHbIE IS
WUCIIOJTHEHMS TIPeaIIMCcaHMs U MPUBJIEKaeT K
OTBETCTBEHHOCTM 3a YKa3aHHbIe HapyIlIeHus],
OCYIIECTBJISIET COCTaBJ/IeHIe ITPOTOKOJIOB 00
aIMMHMCTPATUBHbBIX IIPABOHAPYILIEHUSIX U
paccMOTpeHMe el B COOTBETCTBUM C
3aKOHOAATeabCTBOM Poccuiickoit demeparyu 06
aIMMHMCTPATUBHbBIX IIPaBOHAPYILIEHUSIX;






5.8(3). pazmemaeT Ha opuiMaabHOM caiiTe CiTysKObI B
cetu lHTepHeT MH(OpMAaINIO O MPOBeeHUN

HAy4YHBIX MePOIIPUSTUI, UHBIX MEPOIIPUITUINA,
HampaBJ/ieHHbIX Ha MOBbIIeHNe TTPodecCOHaTbHOTO
YPOBHSI MEAULIMHCKUX PAaOGOTHMKOB MU Ha
rpenocTaBieHye MHGOpMaLK, CBSI3aHHO C
OCYIIeCTBI€H/EM MOHUTOPUHTA 6€30TaCHOCTH
JIeKapCTBEHHBIX IIperapaToB, OpraHu3yeMbIX
OpraHu3aluusIMi, 3aHUMAIOIIVMMCST Pa3paboTKOiA,
IIPOU3BOACTBOM U (MJIN) peau3aLmein
JIeKapCTBEHHBIX IIperapaToB AJ1s1 MegULMHCKOTO
MpMMeHeHMsI, OpraHu3ausIMu, 061aJaI0 VMU
IpaBaMy Ha UCIIOJIb30BaHMe TOPTOBOIO
HaMMeHOBaHMS JIeKapCTBEHHOTO Tperapara JJis
MeIUIIMHCKOTO MPUMeHEeHMs, OpTaHU3aLUIMU
OIITOBO¥ TOPrOBJIN JIEKaPCTBEHHBIMU CpeiCTBaMU,
anTeyHbIMM OpPraHU3aALUAMMU, IIPELCTaBUTENSIMU
yKa3aHHbIX OpraHu3anuii u (Win) GuHaHCUPYeMbIX
3a CYeT CPeACTB dTUX OpPraHMU3aUIi U UX
npencTaBUTENIei;

5.8(4). o6pasyeT KOMMUCCHIO IO YPETyIMPOBAHMUIO
KOH(MIMKTA MHTEePeCOB IPU OCYILeCTBIeHUN
MeIUIMHCKOM NesTebHOCTY U (papMalieBTUUeCKO
IesITeIbHOCTH;

5.8(5). ocyiiecTBsieT IMpUeM U yueT yBeJOMJIEeHU O
Hayvajie OCYIIeCTBIeHMS AesTeJIbHOCTHU B cdepe






obOpaleHus MeIMUMHCKUX U3aennii (3a
MUCK/IIOUEHMEM ITPOBeIeHNST KIMHNYECKUX

UCTIBITAHUI MeOULIMHCKUX U3O eI, UX
MMPOM3BOACTBA, MOHTAXXa, HAJIAA KU, IPMMEHEeHUS],
AKCITyaTaliM, B TOM 4K CjIe TEXHMUECKOTO
00CTY>KMBaHMSI, @ TAK)KE PEMOHTA);

5.8(6). ycTaHaBAMBAET MOPSIOK OCYIIECTBIEHUS
BBIOOPOYHOTO KOHTPOJISI KaUeCTBa JIeKapCTBEHHbIX
CpeCTB IJIs1 MeAUIIMHCKOTO ITPUMeHeHM s ;

5.8(7). yctaHaBaMBaeT MmopsIoK papmMakoHaa3opa
JIeKapCTBEHHBIX TIperapaToB AJ1s1 MeAUIIMHCKOTO
MIpUMeHEeHUS ;

5.8(8). ycraHaB/iuBaeT MOPSAOK ITPOBeIeH NS
MOHUTOPMHTa 6€30IMacHOCTY OMOMEeIUITMHCKUX
KJI€TOYHBIX ITPOAYKTOB;

5.8(9). ycraHaB/iuBaeT MOPSAOK OCYIIECTBIEHUS
BJIa[ie/IblIaMy PErMCTPAIMOHHBIX YIOCTOBEPEHMIt
OMOMeIUIIMHCKUX KIETOYHBIX TPOAYKTOB,
IOPUINYECKMMU JIUIAMM, Ha MMSI KOTOPBIX BbIAHbI
paspelieHNs Ha IIPOBeeHMe KIMHNYECKUX
MCC/Ie0OBaHMit 6MOMeIUIIMHCKUX K€ TOYHBIX
MIPOIYKTOB, 160 YIIOTHOMOUYEHHBIMIU MMM OPYTUMMU
OPUINYECKUMMY JIUIAMU [IpueMa, yueta, 06paboTKHu,
aHa/IM3a U XpaHeHMs MOCTYMAIINX B UX afipec OT
CYO'BEKTOB 0OpaleHNsI 6MOMeIUIIMHCKMUX K€ TOYHbIX






MPOAYKTOB ¥ OPraHOB IOCYIapCTBEHHO BIACTHU
COOOIIeHMIT 0 TOOOYHBIX AECTBUSIX, HesKeaaTeIbHbIX

peakIusx, Cepbe3HbIX HEXKeaTeNbHbIX PeaKIusX,
HeMpeBUAEHHbIX HeXXeJIaTeJIbHbIX PeaKIUsIX ITPU
MpUMeHeHUY 6MOMeIUIIMHCKUX KIeTOYHbIX
MPOJIYKTOB, 00 0COOEHHOCTSIX UX B3aMMO/EMCTBUS C
JIeKapCTBeHHbIMM TTperapaTamu, MeIUIIMHCKU MU
U3OEINSIMY, IUIIEBbIMY TTPOTYKTAMMU, OPYTUMU
61oMeMIMHCKMMY KIeTOUYHBIMY ITPOAYKTaMU, 006
MHIMBUIYaIbHOM HEIepeHOCUMOCTH, a TaKKe 00
MHBIX (haKTaxX ¥ 0OCTOSATENbCTBAX, ITPEICTABIISIONINX
yIPO3y JXU3HU UJIU 3L0POBBIO YesioBeKa 1160
BIMSIONMX HAa MU3MEHEHVE OTHOIIEHUS OKMUIAeMOiA
I0JIb3bI K BO3MOKHOMY PUCKY ITPUMeHeHUSI
6MOMeUIIMHCKMX KJIeTOYHBIX ITPOAYKTOB;

5.8(10). BemeT peecTp BbIJaHHBIX pa3pelIeHnit Ha
OCYILeCTBIEHME PO3HUYHOI TOPTOBJIN
JIeKapCTBEHHbIMU IIperapaTamMu IJisi MeJULMHCKOTO
MPUMeHEeHMSI IUCTAHI[MOHHBIM CITOCOO0M C
yKasaHueM caiiToB B MH(OpMAaIMOHHO-
TeJIEKOMMYHUKALMOHHO ceTu "VIHTepHeT"
alnTeuyHbIX OPraHM3al N, OCYLe CTBISIOIIUX
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
npenapaTtamu J4Jisi MeIULMHCKOTO IPUMeHEeHUSI
IMCTAaHLIMOHHBIM CITOCOO0M;

5.9. ocymecTBisieT PyHKIMU ITaBHOTO






pacropsiauTeis 1 IoaydaTesisi CpeICcTB
(demepanbHOro 6I0KeTa, MPeayCMOTPEHHbIX Ha

comepskaHme CITyskObI 1 peann3aninio BO3I0KEeHHBIX
Ha Hee PYHKIINIL;

5.10. obecrieunBaeT B mpejesax CBOei KOMIIETeHIIUN
3allUTYy CBEI€HMI, COCTaBSIOUIMX FOCYyIapCTBEHHYIO
TaliHy;

5.11. opranmsyer rnpuem rpaxkaaH, obecreumBaeT
CBOEBpeMeHHOe U II0JIHOe PacCMOTpeHue
obpalieHunii rpaskiaH, MPUHMUMAET 110 HUM pelleHuUs
M HaIlpaBJjsieT 3asiBUTE/ISIM OTBETbI B YCTAHOBJIEHHBIN
3aKOHOaTenbCTBOM Poccuiickoit @enepauyin Cpok;

5.12. opraumusyert 1 obecrieunBaeT
MOOMIM3aIMOHHYIO ITOJATOTOBKY M MOOVIIM3ALINIO
CiryskObI, pyKOBOIMUT OpraHu3aluei nesTelbHOCTA
110 MOOMIM3ALIMOHHO MTOATOTOBKE M MOOMIM3ALIUN
ee TeppUTOpUaIbHbIX OPTAaHOB, a TAKXKe
opraHmsanuii, 1esiTeJibHOCTb KOTOPBIX CBSI3aHa C
nIesiTeIbHOCTBIO CITy;KObI MM KOTOPbIE HAXOISITCS B
chepe ee BefeHMS, UMEIOT MOOMIM3AI[MOHHbIE
3aaHMS UM BBITIOJIHSIOT 3aauy 110
MOOMIM3alMOHHO paborTe;

5.12(1). ocymiecTBJsieT OpraHU3aLMIO U BeJeHye
rpaskgaHCcKoit 060poHbI B CirykoOe;






5.13. opraHusyeT JOMOJHUTEIbHOE
npocdeccroHabHOe 06pa3oBaHMe pabOTHUKOB

Ciy>KOBbI;

5.14. ocy1iecTBisieT B COOTBETCTBUMU C
3aKOHOMaTebCTBOM Poccuiickoit Depeparium paboTy
10 KOMIJIEKTOBAaHMIO, XPAaHEHUIO, YUETY U
MICIIOJIb30BaHMIO apXUBHBIX IOKYMEHTOB,
00pa30BaBIINXCS B X0fe esiTenbHOCTY CITysKObI;

5.15. B3aMO/€i1CTBYET B YCTAHOBJIEHHOM ITOPSIZIKE C
opraHaMy rocyaapCTBEHHO BJIaCTU MHOCTPAHHbIX
roCyIapCTB ¥ MeXKIYHAPOIHBIMM OpraHU3aluusIMy B
YCTaHOBJIEHHOII cepe mesTebHOCTH;

5.16. ocy1iiecTBsIeT B COOTBETCTBUM C
3aKoHOmaTenbCcTBOM Poccuiickoi @enepanum u
VHBIMM HOPMAaTUBHBIMMU MTPABOBBIMMU aKTaMU O
KOHTPAKTHOI cucTeMe B cepe 3aKyIOK TOBAPOB,
pabor, ycayr 1jist obecriedyeHus TOCYIapCTBEHHbBIX U
MYHUIIMIIATbHBIX HYK, 3aKyIIKM TOBApOB, PaborT,
YCJIYT B YCTAHOBJIEHHOT cdepe mesTeTbHOCTH,

5.17. ocyuiecTBisieT MHble PYHKIUY B
YCTaAHOBJIEHHOJ cepe AesiTeIbHOCTU, eC/IN TaKue
byHKIMY TpeaycMOTpeHbI PeeparbHbIMU
3aKOHaMM, HOpMaTMBHBIMMU ITPABOBBIMM aKTaMU
IIpesungenTta Poccuiickoi @enepauym uin
[TpaBuTenbcTBa Poccuiickoin @epepaiinm.






6. depepanbHas CJIyskO0a 10 HaA30py B chepe
3IpaBOOXPAHEHMS B IEJISX pean3aluy MOJTHOMOYMIA

B YCTAHOBJIEHHOII chepe IesTebHOCTM IMEET MPaBo:

6.1. OpraHM30BbIBATh ITPOBEIeHME HEOOXOIMMBbIX
IIPOBEPOK, UCCIIEIOBAHUI, UCTIBITAHUI, SKCIIEPTU3,
aHa/IM3a U OIIEHOK, a TaK>XKe HayYHbBIX UCCIeq0BaHMIA
10 BOIIPOCAM OCYIeCTBJIEHUS I'OCYyAapCTBEHHOIO
KOHTpOJIs (HaJi30pa) B yCTAHOBIEHHOI cepe
IesITeJIbHOCTU;

6.1(1). 1o pe3yabTaTam OCYILECTBIEHUS
MOHUTOPMHTA 6€30MacHOCTY MeAUIIMHCKUX U3 enii
MIpY TIOJTYYEHUUM U TTOATBEPXKIAeHUM MHPOPMALIUY O
MMOGOYHBIX IECTBUSX, HE YKAa3aHHbBIX B MHCTPYKIIUN
T10 IPYMMEHEeHMI0 UM PYKOBOJICTBE T10 KCILTyaTalumn
MeIVIIMHCKOTO U3MeNsl, HeskeTaTeMbHbIX PeaKIMsIX
P ero MpuMeHeHU, 06 0COOGEHHOCTSIX
B3aMMOJECTBYUSI MEAUIIMHCKUX U3TeNNii MEXIY
c060i1, 0 hakTax 1 06 06CTOATEIbCTBAX, CO3MAIONI X
YTPO3Y SKM3HU U 3M0POBbIO IPAsKIAH ¥ MEOUIIMHCKUX
PaOGOTHMKOB IPU NIPUMEHEHUY U IKCILTyaTalumn
3aperMcTpPUPOBAHHBIX MeAUIIMHCKUX U3,
paccMaTpuBaTh BOMIPOC O TPMOCTAHOBIEHUN
TIpUMEeHEeHUS U 00 U3BSTUM U3 06paleHus] TaKOTo
MeOVIIMHCKOTO U3e/usl, TPUMHUMATh
COOTBETCTBYIOIIlee pellleHye 1 pa3MellaTh
MHOOPMAINIO O TIPUHSITHIX peleHUsIX Ha






obunmanbHoM caiite Ciy>kOb1 B ceTu IHTepHeT;

6.2. 3apaimmBaTh M MOJIy4aTh CBEIeHNS,
HeOoOXOAMMbIe [JIsI IPUHSTUS pelieHuit 1Mo
BOITPOCaM, OTHECEHHBIM K KoMIleTeHIyu CITysKObI;

6.3. maBaTh IOPUANIECKUM U PU3MIECKUM JINIAM
pa3bICHEHMS 110 BOIIPOCaM, OTHECEHHBIM K
KomrmeTeHyu CITysKObl;

6.4. OCYIIIeCTB/SITh KOHTPOJIb 32 AesITeTbHOCThIO
TepPUTOPUATBHBIX OpraHoB CTy>KObI U
TOJIBeIOMCTBEHHBIX OpraHU3alINIif;

6.5. IpMUBJIEKATh B YCTAHOBJIEHHOM TIOPSIAKE ST
MIPOPabOTKM BOITPOCOB, OTHECEHHBIX K
YCTaHOBJIEHHOII cepe AesTeTbHOCTY, HAayYHbIE U
MHbIe OpraHM3alu, yYeHbIX U CIeI[MaTUCTOB;

6.6 - 6.8. yrpatuau cuiy. - [locraHoB/ieHN e
[TpaButenbcTBa PO ot 20.08.2010 N 650;

6.9. uckioueH. - Ilocranosiienne [IpasutennctBa PO
ot 10.03.2007 N 149;

6.10. npMMeHATH NpesyCMOTPEeHHbIe
3aKoHOarenbCTBOM Poccuiickoi ®@enepauym Mmepbl
OrPaHUUUTEJIbHOTO, ITPeAYyIpesUTeIbHOTO U
NnpodUIaKTUYECKOrO XapaKTepa, HallpaBJIeHHbIe HA
HeJomnyleHue u (Min) JIUKBUAALMIO TTOC/IeaCTBUN






HapylIeHUii I0PUINYECKUMA JINIIAMU U IPpaskaaHaMu
00sI3aTe/IbHBIX TPeOOBaHMI1 B yCTAaHOBIEHHOI cdepe

NesITeIbHOCTH, C 1IeJIbI0 TpecedeHus paKkToB
HapylIeHMs 3aKOHOAATe/bCTBA Poccuiickoi
®enepauyu;

6.11. co3gaBaTh COBelllaTeIbHbIE U IKCIIEPTHBIE
opraHbl (COBeTbI, KOMUCCUM, TPYIINbI, KOJJIETUN) B
YCTaHOBJIEHHOJ cpepe AesTeIbHOCTM.

7. ®emepanpHast caykba 1Mo Hag30py B cepe
3[paBOOXpaHEH s He BIIpaBe OCYIIeCTBISTh B
YCTaHOBJIEHHOJ cepe AesiTeIbHOCTY HOPMaTUBHO-
IIpaBOBOE peryaMpoBaHue, KpoMe CIy4daes,
yCTaHaBJIMBaeMbIX ykazamu [IpesugenTta Poccuiickoi
®depnepauyn u ocraHoBJIeHUIMu [IpaBuTeNbCTBA
Poccuiickoit @enepaiinu, a Takke yIrpaBjaeHne
rocygapCTBEHHbIM MMYILECTBOM U OKa3aHMe
IUIATHBIX YCIIYT.

YcTaHOB/IeHHbIe ab3alieM IepBbIM HACTOSIIIIETO
ITyHKTAa OTpaHMYeHMsI MoJTHOMOun it Cy>KObI He
pacIpoCTPaHsSIOTCA Ha [IOJITHOMOYMS PYKOBOAUTEIIS
Cy>k0bI 110 yIIpaBieHnto uMyiectBoM CiryskObI,
3aKpeIJIeHHbIM 3a Hell Ha IIpaBe OllepaTUBHOrO
yIIpaBJIeHYS, pellleHNI0 KaIpOBbIX BOIIPOCOB U
BOIIPOCOB OpraHM3auuy AesiTeabHOCTU CIyKObl.

III. Opranusanus OessTeabHOCTU






8. demepanbHyI0 CITYKOY 110 HAa30py B cdepe
3IpaBOOXPAaHEH M BO3TJIAB/ISIeT PYKOBOAUTEIb,
Ha3Ha4YaeMblil Ha JO/KHOCTD M OCBOOOKIAeMbIil OT
nmosskHoCTU [IpaBuTenbcTBOM Poccuiickoi
®epepauyiy no npepcrasiaeHno MmHucTpa
3apaBooxpaHeHus Poccuiickoit @enepanmu.

PykoBoauTens OefiepanbHO CIyK6bI IO HAI30PY B
cdepe 31paBOOXpaHEHNS HECET TIEPCOHATBHYIO
OTBETCTBEHHOCTD 3a OCYIIECTBJI€HME BO3JIOSKEHHbIX
Ha Cayx0y 3a1a4 ¥ QyHKIMIA.

PykoBoautenb @enepasbHOI CITYSKOBI IO HAZ30PY B
cdepe 3apaBoOXpaHEHMS UMEET 3aMeCTUTeIel,
Ha3HayaeMbIX Ha JO/DKHOCTD M 0CBOOOKIA€MBbIX OT
nmoskHocTy [IpaBuTenbcTBOM Poccuiickoin
®denepaliyu 1o npeacTaBaeHn0 MuHUCTpa
3apaBooxpaHeHus Poccuiickoit @emepaiiun.

KonmuecTBo 3amecTuTteeit pykoBoauTesst CiryskObl
ycraHaBuBaeTcs [IpasutenbcTBom Poccuiickoi
denmepanyn.

9. PykoBoauTenb ®emepasbHOI CITYKOBI ITO HAA30PY
B cdepe 30paBOOXpaHEHMS:

9.1. pacripenesnsieT 06SI3aHHOCTY MEXKIY CBOMMMU
3aMeCTUTE/ISIMM






9.2. mpencrasisgeT MUHUCTPY 34 paBOOXpaHEHMS
Poccuiickoi ®engepann:

9.2.1. mpoekT monoxxkenus o Cayxoe;

9.2.2. mpenokeHus O MpeaebHOI YMCTI€HHOCTU U
(doHe orIaThl Tpyga pabOTHMUKOB II@eHTPabHOTO
arrmapara ¥ TeppUTOpUaIbHbIX OpraHoB CITyKOBI;

9.2.3. npenokeHUs O Ha3HAUYeHUU Ha JOJKHOCTb U
OCBOOOKIEHNUM OT JO/IKHOCTU 3aMeCTUTeein
pykoBoauTest CITyskObI,

9.2.4. npennokeHUs 0 Ha3HAUYeHUU Ha JOJIKHOCTb U
OCBOOOXKIEHUM OT AOJIKHOCTU PYKOBOJMTE I
TePPUTOPUATbHBIX OpraHoB CITy>KOBbI;

9.2.5. MPOEKT eXXeroJHOro IjlaHa ¥ IPOrHO3HbIe
roKasaTeu aesTeabHOCTH CITysKObI, a TAKKe OTYET
00 MX VCITOJTHEH U,

9.2.6. mpenjiokeHus 110 GOPMMUPOBAHUIO ITIPOEKTA
dbenepanbHOro 610/1KeTa B YaCTH PMHAHCOBOTO
obecreueHust gesaTenbHOCTH CTysKObI;

9.2.7. nmpenjioxkeHus O MpeACTaBIeHU K
HarpakaeHUI0 roCyIapCTBEHHbIMYM HarpagaMu
Poccuiickoit ®enepauyiu, IloueTHOI rpaMOTOM
IIpesungenTta Poccuiickoit ®enepanum, IloueTHOM
rpamorToii IIpaBurtenbcTBa Poccuiickoit @enepaiinu,






K IMOOLIPEHUIO B BUie OObSIBIEHMS 6JIar0gapHOCTA
ITpe3supenTta Poccuiickoii ®enepaiyy, 00bIBIeHNUS
6sarogapHocTyu [IpaBuTenbcTBa Poccuiickoii
®enepauyiy, 0 HarpaxxaeHUM BeJOMCTBEHHLIM
3HAKOM OT/IMYMSI MUHMCTEPCTBA 3ApaBOOXpaHEeHUS
Poccuiickoit ®epepaiym, OarlIUM IIpaBo Ha
MpUCBOeHMe 3BaHMs "BeTepaH Tpyna", pabOTHMKOB
LleHTpabHOro amnmnapara Ciysk0bl, ee
TEePPUTOPUATbHBIX OPTAaHOB U MOABEIOMCTBEHHBIX
OopraHu3saluii, a Takke APyrux Jull,
OCYIIECTBIISIOMIUX AesITeJIbHOCTDb B YCTAHOBJIEHHOM

cdepe;

9.3. HasHauaeT Ha JO/DKHOCTb ¥ 0CBOOOXKIaeT OT
IOJKHOCTM PAaOOTHMKOB IIEHTPAILHOrO aIrapara
CiryskObI ¥ 3aMeCTUTes el pyKOBOAUTEIel ee
TEepPUTOPUATIbHBIX OPTAHOB;

9.4. penraet B COOTBETCTBUM C 3aKOHOIATEBCTBOM
Poccuiickoit @emepanyy 0 rocygapcTBEHHO CITyKOe
BOIIPOCHI, CBSI3aHHBIE C ITPOXOKIEHUEM
(dhenepaabHOIi TOCYIapCTBEHHO CITYKOBI B
demepaibHOI CITyKOe 110 HAaZI30PY B cdepe

30 paBOOXpaHeH NS ;

9.5. yTBepXKIaeT CTPYKTYpY U LITaTHOE pacnucaHue
LieHTpabHOro amnmnaparta CiayskObl B IIpeiesax
ycTaHOBJIeHHbIX [IpaBuTenbcTBOM Poccuiickoit






denepanu GoHAA OIIATHI TPYAA U YMCTIEHHOCTH
pPabOTHMKOB, CMETY pacX0JlOB Ha cofepyKaHMe

IleHTpaabHOro anmnapara CykObl B mpefenax
YTBEPsKIEeHHBIX HAa COOTBETCTBYIOIINII ITE€PUOT
aCCUTHOBaHUIA, MPeIyCMOTPEHHBIX B heiepabHOM
OI0IKeTe;

9.6. yTBepkaaeT YMCIEHHOCTb U (DOH[ OTIJIaThI TPYAA
PaGOTHMKOB TEPPUTOPUATBHBIX OpraHoB CITysKObI B
rnpenesnax nokasaresen, yCTaHOBJIEHHBIX
[TpaBuTtenbcTBOM Poccuiickoit @enepaiinu, a TakKKe
CMeTy PacxXxoJ0B Ha UX COJiep>KaHMe B Mpedeiax
YTBEPKIEHHBbIX HA COOTBETCTBYIOLIMI TIEPUOT,
aCcCUTHOBaHUIA, TpelyCMOTPEHHBIX B heepaibHOM
OI0IKeTe;

9.7. Ha OCHOBaHUU U BO UCIIOJHEHME KOHCTUTYLMMN
Poccuiickoit @epepaunn, henepanbHbIX
KOHCTUTYIIMOHHBIX 3aKOHOB, efiepaibHbIX 3aKOHOB,
akToB [IpesumenTa Poccuiickoit ®egepannu,
IIpaBuTenbcTBa Poccuiickoi @enepatiiy u
MuHUCTEepCTBA 3IpaBOOXpaHeH st POCCUiiCKOiM
®depepauyiy u3gaeT MpMKasbl 10 BOIIPOCAM,
OTHECEeHHbIM K KoMmeTeHI[M CTyKObI.

10. ®uHaHCUMPOBaHME PACXOO0OB Ha COZlepsKaHMe
LIeHTPAJIbHOTO aIllapaTa u TeppUTOpMaaIbHbIX
opraHoB ®eznepanabHOI CITY>KOBI 110 HAZI30pY B cdepe






3IpaBOOXpPaHEHMS OCYIEeCTBIISIETCS 32 CUET CPEJICTB,
MpelyCMOTPEHHBIX B (heJlepaibHOM OIO/IKETe.

11. ®epepanbHas cirysk6a 1o Hax30py B cdepe
3IpaBOOXpaHeHMS SIBJISIETCS I0PUAUIYECKUM JIUIIOM,
MMeeT IevaTh ¢ u300pakeHmeM I'ocymapCcTBEHHOTO
repba Poccuiickoii ®emepariuy 1 co CBOUM
HaMeHOBaHMeM, MHbIe IevaTy, IITAMITbl ¥ OJIaHKU
yCTaHOBJIEHHOTO 06pa3siia, a TakKe cueTa,
OTKpbIBAaeMbI€ B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoit ®@enepaun.

depnepanbHas CJIysk6a 1Mo HaA30py B cepe
3[paBOOXpaHeH s BIIpaBe UMEeTb repajibJAndecKuii
3HaK - 3M0JsieMy, ¢j1ar ¥ BbIMIIE, yUpeskaaeMbie
MuHMUCTEpCTBOM 3ApaBooxXpaHeHnss Poccuiickoii
@enepalyu Mo COryiacoBaHuIo ¢ 'epasibauuecKum
cosetoM 1ipu [Ipesngente Poccuiickoit @enepannu.

12. MecTo HaxoxxaeHMs PenepasbHON CITYKOBI 1O
HazA30py B chepe 3apaBoOXpaHeHMs - . MocCKBa.






