NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITIOCTAHOBJIEHHME
oT 30 mroHg 2004 r. N 323

Ob YTBEPXIEHNU ITOJIOJKEHUSA
O ®EJIEPAJIbHON CJIVJKBE 110 HAZI30PY B COEPE 3IPABOOXPAHEHUS

[TpaBuTtenbcTBO Poccuiickoit @emepaiinm MoCTaHOBISIET:

1. YTBepauTh mpuiaraemoe Ionoxkenne o PenepanbHoii Cayk6e o
HaJ30py B chepe 3ApaBOOXpaHEHMSI.

2. MUHUCTEepPCTBY 3[IPaBOOXpaHeHMS U COLMaTbHOTO pa3BUTHS Poccuiickoi
®enmepanyy BHecT A0 1 okTs16ps 2004 r. B IIpaBuTeabCcTBO Poccuiickoii
depepaliiy IPOEKTbl HOPMATUBHBIX ITPABOBBIX aKTOB C 1[€JIbI0
yIpasgHeHMs TPU3HAHHbBIX M30bITOUHBIMM ITOJTHOMOYMIA,
IMpeIyCMOTPEHHBIX MOAMYHKTaMM 6.8 1 6.9 ITonoxkeHns: o enepanbHOI
CJIyk0e 10 Ha/i30py B chepe 3apaBOOXpaHEeHMS U COIMATBHOTO Pa3BUTHSI.

IIpencenarens [IpaBuTeibCcTBa
Poccuiickoit @enepatn
M.®PAJIKOB

YTBepKaeHO

ITocranoBneHuem IIpaBuTenbCTBA
Poccuiickoi ®enepaniu

ot 30 mions 2004 r. N 323

[TOJIOXKEHHUE
O ®EJIEPAJIbHON CJIYJKBE 110 HAJI30PY B COEPE 3IPABOOXPAHEHUS

I. O6mIMe MOoJToKEeHUS

1. ®epepasibHast CJIyk6a MO HaI30PY B chepe 3ApaBOOXPAHEHNS
(PocsapaBHan30p) aBisgercs deaepaJbHbIM OPraHOM UCIIOJTHUTEIbHOM
BJIACTH, OCYIIECTBIISIOMMM GYHKIIMM IT0 KOHTPOJIIO ¥ HaZi30py B cdepe
3IpaBOOXPaHEHMS.

2. @epepanbHas c1yk6a M0 HaA30py B cepe 31paBoOXpaHeHNST HAXOIUTCS
B BeleHMM MuHMCTepCcTBa 34paBooxpaHenus Poccniickoit @enepaunn.



3. ®epepanbHasi CIysk0a 10 HaI30py B chepe 3apaBOOXpaHEeHMS
PYKOBOZCTBYETCS B CBOeil HesaTenbHOCTU KOHCTUTYIMEN Poccuiickoin
@enepatun, GpegeparbHIMU KOHCTUTYIIMOHHBIMY 3aKOHAMMU,
dbenepanbHbIMU 3aKOHaMM, akTamu [IpesumenTa Poccuiickoit ®emeparinm u
[TpaBuTtenbcTBa Poccuiickoit @epepanym, MeXXIyHAPOIHBIMM JOTOBOPAMU
Poccuiickoit @enepaiiyiyn, akramy MUHMCTePCTBA 34paBO0OXPaHeHMs
Poccuiickoi ®epepaiiiu, a Takke HacTosmM [1onokeHmem.

4. ®enmepanbHas caykba 1o Hag30py B chepe 34paBOOXpaHEHUST
OCYIIECTBJISIET CBOIO JIeITeIbHOCTbh HEIOCPeACTBEHHO U uepe3 CBOU
TEePPUTOPUAIbHBIE OPTaHbl BO B3aMMOIEICTBUMA C ApyTUMMU deepaTbHbIMU
OopraHaM¥ MCIIOJIHUTEeIbHO BIaCTU, OpraHaMM MCIIOJHUTENbHO BIaCTU
cyobexToB Poccuiickoit @emepaiiyy, opraHaMy MeCTHOTO CaMOYITpaBIeHMsI,
0011eCTBEHHBIMM 00beIVHEHMUSIMY Y MHBIMM OpraHMU3aIMSIMMA.

I1. ITorHOMOUYMS

5. ®depepanbHast CIyskOa 10 Ha30py B cepe 3apaBoOOXpaHEHMS
OCYIIECTBJISIET CJIEIYIONIE TTOJTHOMOYMS :

5.1. ocyiecTBiser:

5.1.1. yrpatun cuny. - [locranoBinenue IIpaButenscrsa P® ot 19.06.2012 N
614;

5.1.1.1. yrpatun cuiny. - ITocranoBnenue IpaButenbctsa PO ot 20.08.2010
N 650;

5.1.1.2. uckmoueH. - [Tocranosnenue [IpaButensctsa PO ot 02.05.2012 N
413;

5.1.2. rocygapcTBeHHbI KOHTPOJIb 3a OOpaleHreM MeIUIIMHCKUX U3t
IOCPEeICTBOM:

5.1.2.1. mpoBeeHMsI TPOBEPOK COOIONEHNS CYObeKTaMy 00 palieHust
MeIVIIMHCKUX U3Ienii TpaBuil B chepe oOpaleHnss MeIUIIMHCKUX
U3Ienii;

5.1.2.2. BbIgaum pa3pelnieHuii Ha BBO3 Ha Tepputopuio Poccuiickoii
depepaliiy MeAUIIMHCKUX U3AEJINI B [IeJISIX UX TOCYIapCTBEHHO
perucTpaium;



5.1.2.3. mpoBefeHMsSI MOHUTOPUHTA 6€30MaCHOCTY MeOUIIMHCKUX U3HeJINIA;

5.1.2.4. mpoBeeHMsI KOHTPOIbHBIX 3aKYIIOK B LIeJISIX IPOBEPKU
cobnoeHus 3anpera peannsauym baabCuOUIIMPOBAHHBIX MeIUIIMHCKUX
u3nennit, Heo6pPoKaueCTBEHHbIX MeIUIIMHCKUX U3t U
KOHTPa(daKTHbIX MeJUIIMHCKUX U3AENNIL;

5.1.3. rocygapcTBeHHbI i KOHTPOJIb KauecTBa 1 6€30MacHOCTY MeAULIVHCKO
IesITeJIbHOCTY IOCPEeACTBOM IIPOBEIEHMS IPOBEPOK:

5.1.3.1. cobmogeHms OpraHaMy roCyAapcTBeHHO BjacTu Poccuiickoii
depepaliiy, OpraHaMyM MeCTHOT'O CaMOYTIpaBaeHNsI, TOCYIapCTBEHHbIMU
BHEOIOIKeTHBIMM (POHIAMM, a TAKKe OCYIIECTBIISIONMMM MeAVLITHCKYIO U
hapMalleBTMUECKYIO IeSITeTbHOCTh OPTaHM3AIUSIMU U MUHIUBUAYATIbHBIMU
MpeNpUHUMATEISIMU TIpaB rpakaaH B cepe oxpaHbl 3[I0pPOBbS TPask/iaH, B
TOM YMCJIe JOCTYITHOCTY JIJISI UHBAJIMIOB 00BEKTOB MHPPACTPYKTYPhI U
MpeJoCTaB/IsIeMbIX YCJIYT B YKa3aHHOI cdepe;

5.1.3.2. mpuMeHeHNsI MeIUILIMHCKUMM OpraHMU3aUsIMU U
VHIVBUAYAIbHBIMU IIPEANPUHUMATEISIMU, OCYIIEeCTBIISIONIMMU
MeIOUIMHCKYIO IesITe/IbHOCTD, MTOPSITKOB OKa3aHMsI MeIUIIMHCKOM TOMOIIIA
M CTAaHAAPTOB MEAUIIMHCKO ITOMOIIN;

5.1.3.3. cobmogeHyst MeIVULIMHCKMMM OpraHU3aIUsIMU U
VHIVBUAYAJIbHBIMU IIPEANPUHUMATEISIMU, OCYIIEeCTBISIOIMMU
MeIUIIMHCKYIO IesITeIbHOCTh, ITOPSIAKOB IIPOBeAeHUS MeAUIIMHCKUX
9KCIIePTHU3, AUCIIaHCePU3aALMM, MeAUILIMHCKMX OCMOTPOB ¥ MeIUIIMHCKIX
OCBUAETENbCTBOBAHMIA;

5.1.3.4. cobmoaeHs MeAULIMHCKMMY OpraHu3aIusIMu U
VHIVBUIYAJTIbHBIMU NIPeONIPUHUMATESIMM, OCYILECTBIISIOIUMU
MeIVIIVHCKYIO IesITeJIbHOCTh, TPeO0oBaHMi1 10 6e3011acHOMY ITPMMEHEeHU IO
Y 9KCIUTyaTaluy MeIULMHCKUX U3AENNN U UX YTUIN3ALUN
(YHUUTOKEHUIO);

5.1.3.5. cobmogeHNUs MEAUIIMHCKMMM PaOOTHUKAMM, PYKOBOAUTETSIMU
MeOUIIMHCKMX OpraHmu3anuii, papmMareBTUIeCKMMU PabOTHMKAMMU U
PYKOBOAUTEJISIMU alITEYHBIX OpraHm3alyii OrpaHUYEeHUI, IPUMEHSIEeMBbIX K
HMM IIPY OCYIIeCTBIeHUM IMPOQeCcCUOoHaTbHOM IesiTeIbHOCTU B
COOTBETCTBUM C 3aKOHOATENbCTBOM Poccuiickoi @enepanniu;



5.1.3.6. opraHu3aluy U OCyIIeCTBI€HNS BeJOMCTBEHHOIO KOHTPOJIS U
BHYTpPEHHEro KOHTPOJISI KauecTBa ¥ 6€301acHOCTY MeIUIIMHCKOM
NesITeJIbHOCTYU COOTBETCTBEHHO (DefepaibHbIMM OpraHaMu
MCIIOJTHUTEIbHOM BAACTU, OPTaHaMU UCTIOTHUTEIbHO BIACTU CYOHEKTOB
Poccuiickoit @enepaiiiy ¥ OpraHaMy, OpraHu3alyusIMy roCcyaapCTBEHHOIM,
MYHMIIMUIIAIBHOM U YaCTHOV CUCTEM 3IpaBOOXpPaHeHMNs;

5.1.3.7. yrpatun cuny. - Ilocranosnenne IIpasutenbcrsa PO or 20.08.2010
N 650;

5.1.3.8 - 5.1.3.11. ucknoueHsl. - [ToctraHoBneHue [IpaButenbctsa PO ot
02.05.2012 N 413;

5.1.4. penepanbHbIi rOCyAapCTBEHHBIN HaA30p B chepe oOpaieHuUs
JIeKapCTBEHHBIX CPEJICTB (B OTHOIIEHNY JIEKAPCTBEHHBIX CPEJICTB IS
MEeIUIIMHCKOTO TIPUMEHEHNST) TOCPEICTBOM:

5.1.4.1. opraamsanum 1 IpoBeaeHMs IIPOBEPOK COOTIOAEHMS CyObeKTaMu
oOpaleHus JeKapCTBEHHbIX CPeICTB YCTaHOBIEeHHBIX DefepaabHbIM
3akoHOM "O0 obpaleHMy TeKapCTBEHHbBIX CPEACTB" U MIPUHSTHIMU B
COOTBETCTBUM C HUM MHBIMM HOPMAaTUBHBIMM ITPaBOBBIMU aKTaMU
Poccuiickoir ®@engepariuy Tpe6b0BaHM K TOKIMHUYECKUM MUCCIeIOBAHUSIM
JIeKapCTBEHHBIX CPe/ICTB, KIMHNYECKMUM UCCIe0BaHUSIM JeKapCTBEHHbIX
rpernapaToB, XpaHeHMI0, IlepeBO3Ke, OTITYCKY, peaan3aluy JieKapCTBeHHbIX
CpeJliCTB, IPUMMEHEHMIO JIeKapCTBEHHBIX MMpernapaToB, YHUUTOXEHUIO
JIeKapCTBEHHbBIX CPEJICTB;

5.1.4.2. opraHu3anum ¥ IpoBeIeHNs [IPOBEPOK COOTBETCTBUS
JIeKapCTBEHHBIX CPEACTB, HAXOASIINXCS B TPaXKIaHCKOM 060poTe,
YCTAHOBJIEHHBIM 00S13aTe/IbHbIM TPEOOBAHMSIM K MX KaUeCTBY;

5.1.4.3. opranusaium 1 npopegeHnst hbapMakoHaa30pa;

5.1.4.4. npumeHeHMs B IOPSIfKE, YCTAHOBJIEHHOM 3aKOHOATE/NbCTBOM
Poccniickoit @epepannm, Mep 1o IIpeceueHI0 BhISIBJIEHHBIX HapyILIeHU
00si3aTebHBIX TPeOOBaHMII 1 (MJTN) YCTPAaHEHUIO TTOC/IeICTBUI TaKUX
HapyLIeHUi, B TOM 4MC/ie IIPUHATHIO pellleHUs] O HaXOXIeHU
JIeKapCTBeHHBIX CPeICTB AJIs1 MeAUIMHCKOTO MTPMMeHeHUs B 00pallleHun,
BbIIAUM MpeIcaHuii 06 yCTpaHeHMM BbISBI€HHbIX HAPYIIeHU
006s13aTe/IbHBIX TPEOOBAHMIA U TIPUBJIEYEHMSI K OTBETCTBEHHOCTH JIAII,
COBEPIIMBILINX TaKMe HapyIIeHUsI;



5.1.4.5. mpoBemeHMsI KOHTPOIbHBIX 3aKYIIOK B LIeJISIX IPOBEPKA
cobmogeHnst cyobeKTaMy 00palleHusI JIeKapCTBEHHBIX CPEJICTB,
OCYILECTB/ISTIOI VMM PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMM IIperapaTamu
IJIST MeIVIIIMHCKOTO TIPMMEeHEeHMSI, ITPaBuUJI OTITyCKa JIeKapCTBEHHbIX
rpernapaTroB [Jis1 MeIUIIMHCKOTO TIpUMeHeHus U (MJIK) 3aTipeTa IMpogasku
danbcuduIMpoBaHHbBIX TEKAPCTBEHHBIX CPEICTB, HeI0OpOKaue CTBEHHBIX
JIeKapPCTBEHHBIX CPEICTB M KOHTPAGhaKTHBIX JIEKAPCTBEHHbBIX CPEICTB;

5.1.4(1). BBIOOPOYHBIV KOHTPOJIb KAUECTBA JI€KAPCTBEHHbBIX CPEICTB IS
MeJIUIIMHCKOTO MPUMeHEeHUS [OCPeICTBOM:

5.1.4(1).1. 06paboTKM CBeIeHMii, B 06s13aTE€IbHOM ITOPSIIKE
TIpeI0CTaB/ISIEMbIX CyObEeKTaMM 0OpallleHMs IeKapCTBEHHbBIX CPeICTB IJ1sT
MeIUIIMHCKOTO MPUMEeHEeHUSsI, 0 CepUsiX, MapTUSIX JIeKapCTBEHHbIX CPEICTB,
MOCTYMAIOIIMX B TPpaskaaHCKMii 060poT B Poccuiickoit ®epepariuiu;

5.1.4(1).2. or6opa 06pa3IioB JeKaPCTBEHHBIX CPEACTB AJISI MeIUIIMHCKOTO
MIpUMEHEeHMUS Y CyObeKTOB 0OpaleHys JeKapCTBEHHbIX CPeICTB IJIsT
MeIUIIMHCKOTO IPUMEeHEeHMS B e/IsIX ITPOBeIeHMsI UCTIBITAHUI Ha X
COOTBETCTBYE TPEOOBAHMSIM HOPMAaTUBHOM TOKYMEHTAIUU WK
HOPMAaTUBHBIX IOKYMEHTOB;

5.1.4(1).3. mpuHSTHS TIO pe3yJIbTaTaM MPOBeJeHHbIX UCTIBITAHMUI pelieHnsI
0 JajbHeNIIeM rpakIaHCKOM 000pOTe COOTBETCTBYIONIErO JeKaPCTBEHHOTO
CpencTBa AJ1s1 MeAUIMHCKOTO MPUMeHeHMS ;

5.1.4(1).4. npUHSITUS pelleHNs O IIepeBoe JeKapCTBEHHOI'O CPeICTBA /IS
MeIUIIMHCKOTO MPUMeHEeHMsT Ha ITOCePUITHbIN BHIOOPOUYHBIN I KOHTPOJIb
KaueCcTBa JIeKapCTBEHHBIX CPeACTB I MeAUIMHCKOTO IpUMeHeHMS B
CJly4yae MOBTOPHOTO BBISIBJIEHMSI HECOOTBETCTBMS KaueCTBa JIeKapCTBEHHOTO
CpeAcTBa ISl MeIUIIMHCKOTO MTPUMeHEeHUsT YCTaHOBJIEHHBIM TPeOOBaHUSIM
" (IpyY HeOOXOIVMOCTH) O IIPOBEPKE CYO'bEKTa 00 palleHNsI JIeKapCTBEHHBIX
CpelCTB JIs1 MeAULIMHCKOTO IIPUMEHEeHNST;

5.1.4(2). opranusanuio u (Win) IpoBeieHe MHCIIEKTUPOBAHMS CYO'beKTOB
obpaleHus JeKapCTBEHHbIX CPeICTB AJIS1 MeIAUIIMHCKOTO ITPUMEeHEeHNs Ha
COOTBETCTBME IIpaBMjIaM HajIeskalleil 1ab0paTOPHO MPaKTUKM,
IMpaBuaM Hajjiexallel KIMHMYEeCKO MTPaKTUKY, IIpaBuaaM Hagjexkalen
MPaKTUKU XpaHEeHUS U IepeBO3KM JIeKapCTBEHHBIX ITpenapaToB, IpaBuiam
HaJIekaniei AMCTpUObITOPCKONM MPaKTUKY, TIpaBuIaM Hajieskamei



afnTevyHomn IIPaKTUKH;

5.1.5. yrpatun cuny. - [TocranoBnenue IpaButenbcrsa P@ ot 06.09.2014 N
913;

5.1.6. KOHTpOJb 3a:

5.1.6.1 - 5.1.6.2. yrpatunu cuny. - [locranoBnenue IIpaButenbctsa PO ot
19.06.2012 N 614;

5.1.6.3. peanusaiieil perMoHaJbHBIX TPOTPAMM MOJIEPHU3ALIUNA
3[paBOOXpaHeHMs cyobekToB Poccuiickoit Depeparium v MepOnpUsSITUii 110
MOJepHMU3aLuM roCcygapCTBeHHbIX YUpeXXAeHNI, OKa3bIBaIOLMX
MeJULVHCKYIO IIOMOIIb, TOCYAapCTBEHHBIX YUPEXKIeHU, peannu3yolmux
MepOIpPUITUS IO BHeAPEeHI0 MH(DOPMaIMOHHBIX CUCTEM B

34 paBOOXpaHeHNe;

5.1.6.4. 1OCTOBEPHOCTHIO MEPBUYHBIX CTATUCTUUECKUX JAHHBIX,
MpeaoCTaBiIsieMbIX MEAULIMHCKMMY OPTaHU3ALUSIMU U MHANBULYATIbHBIMU
NpearnpuHUMaTeNsIMM, OCYIIEeCTB/STIOIIMMU MeIUIIMHCKYIO JIesITe/IbHOCTD;

5.1.7. KOHTPOJIb ¥ HAZA30D 3a IMOJHOTOM M KaueCTBOM BbITIOJTHEHUS
opraHaMy rocyJapCTBeHHO BiacTu cyobekToB Poccuiickoii @emepannm
rnepegaHHOro UM MOJHOMOouMs Poccuiickoin @egepannm no
OCYILECTBJIEHUIO €XeroAHOM JeHe>XXHOM BbITUIAThI JIULaM, HarpakJeHHbIM
HarpygHbeIM 3Hakom "[lodeTHbIit JoHOP Poccun”, ¢ mpaBoOM HarlpaBjieHUS
Mpeancanuit 06 ycTpaHeHMM BbISIBIEHHBIX HApYIIEHMIA, a TAKKe O
IIPUBJIEUEHUN K OTBETCTBEHHOCTY JOJIKHOCTHBIX JINIIL, MCITOTHSIIOMX
00sI3aHHOCTM T10 OCYIIIeCTBAEHUIO TlepeJaHHOTO TTOTHOMOYMS ;

5.1.8. KOHTPOJIb 3a AESITEIbHOCTbIO MEIUIIMHCKIUX OpTaHM3aIInit,
OKa3bIBAKIINX MICUXMATPUUECKYIO TIOMOIIb, CTALIMOHAPHBIX YUYPEXKIEHU I
COILIMAIbHOTO 0OCTYsKMBAHMS 1JISI JINII, CTPaJAIOIINX IICUXMUECKUMU
paccTpoicTBaMM (B UaCTU OKa3aHUS MICUXUATPUUECKON TTIOMOIIN);

5.1.9. KOHTPOJIb 32 UCTIOb30BaHMEM HAPKOTUUECKUX CPEJICTB U
IICUXOTPOITHBIX BeleCTB, XPaHAIIMXCS B allTeuKkax [epBoi IOMOIIY Ha
MOPCKMX U BO3IYIIHBIX CYIaX MeXIyHAPOIHOTO COOOIEeHMS U B TT0e3/1aX
MeXIOyHapOOHbIX JIVHWUIA;

5.1.10. rocymapCcTBEHHbBI KOHTPOJIb 32 JeSITeJIbHOCThIO B chpepe oOparieHust



61/IOMEJZLI/IL[I/IHCKI/IX KJIETOYHBLIX ITPOAYKTOB ITOCPEACTBOM:

5.1.10.1. opranmsaimm 1 MpoBeAeHMsI TPOBEPOK COOJI0OIeH S CyObeKTaMu
obpaleHus 6MOMeANIIMHCKIX KJIETOUHBIX MPOAYKTOB YCTaHOBIE€HHBIX
denepasbHBIM 3aKOHOM 'O 6MOMEIUITMHCKMX KJI€TOUHBIX TPOAYKTAX" U
MPUHSITBIMU B COOTBETCTBUM C HUM MHBIMM HOPMATUBHBIMU ITPAaBOBBIMU
aktamu Poccuiickoit @enepanyiu TpeboBaHMI K JOKIMHUYECKUM
UCC/Ief,0BaHVSIM, KIMHUYECKUM UCCIIeOBaHUSIM, IIPOU3BOACTBY,
peanu3auym, XpaHeHUI0, TPAHCIIOPTUPOBKE, BBO3Y B POCCUIACKYIO
®enepanuio, BbiB03Y 13 Poccuiickoit ®egepannu, IpuMeHeHUIO,
YHUUTOXKEHUIO 6MMOMeINIIVTHCKUX KJIETOUHBIX IIPOIYKTOB;

5.1.10.2. opraHmsauuu u IpoBeIeHMs IIPOBEPOK COOTBETCTBUS
OMOMEeIUIIMHCKMUX KJI€TOUYHBIX IMTPOAYKTOB, HAXOISIIMXCS B 00paIleHnH,
TOKa3aTessIM KaueCTBa, YCTAHOBJIEHHBIM HOPMAaTUBHO JOKYMeHTAaIell Ha
6MOMeIUIIMHCKIIA KIeTOUHbBIN IPOAYKT;

5.1.10.3. mpuMeHeHMs B MOpPsIIKe, YCTAHOBJIEHHOM 3aKOHO/1aTe/IbCTBOM
Poccuiickoit @enepaiiyiy, Mep 1Mo IpecevyeHnI0 BbISIBIEHHbIX HAPYIIEHUM
TpeboBaHuit PenepasbHOro 3akK0Ha "O 6MOMEeAUIIMHCKUX KIETOYHbIX
MPOAYKTaxX" ¥ (MJIN) IO YCTPAHEHUIO IIOCAeICTBUI TaKMX HapyIlIeHWi, B
TOM UMCJIe IPUHSTHS pellleHMs] O TTPUOCTAHOBIEHUYM 0OpalleHNsT
61OMeIUIIMHCKUX KIeTOYHbIX TPOAYKTOB U BbIAuM ITpeinucanuit o6
yCTpaHeHUM BbISIBJIEHHBIX HapYILIeHU, a TaKKe IIPUBJIeYeHus K
OTBETCTBEHHOCTM JIN1], COBEPIIMBIINX TaKue HapyIllIeHUs;

5.1.11. BbIGOPOUHBI KOHTPOJIb KaUeCTBa 6MOMeIUIIMHCKUX KI€TOUHBIX
MPOIYKTOB MOCPEICTBOM:

5.1.11.1. o6paboTKM CBeJleHMI1, B 00513aTe/IbHOM TTOPsIIKe TTpe/ICTaB/IsIeMbIX
cy6beKTamMy obparieHyst 6MOMeAVIIMHCKNX KJI€TOUHbIX ITPOJYKTOB, O
cepusx, MapTUsIX 6¥IOMeIUIIVHCKUX KIeTOYHBIX TPOJYKTOB, TIOCTYIAOIIX
B obpamreHue B Poccuiickoit ®emepanyin;

5.1.11.2. or6opa 06pa31[0B 6MOMEIUIIMHCKIX KI€TOUHBIX IPOTYKTOB Y
CYyO'bEKTOB 00paleHNst 6MOMeIUIIMHCKMUX KI€TOYHBIX ITPOAYKTOB B IEJISIX
MpOBeIe Sl ICTIIBITAHMIA Ha MX COOTBETCTBME TPeOOBaHMSIM HOPMAaTUBHOIA
TOKYMEHTALMM Ha OMOMeIUITMHCKIUIA KI€TOUHbIN ITPOAYKT;

5.1.11.3. mpuHSTKS IO pe3yJbTaTaM MPOBeJeHHbIX UCIIBITAHUI pelieHns O
nanbHelineM obpalieHy COOTBETCTBYIOLIEro 61MoMeIUIIMHCKOTO



KJIETOYHOTO ITPOOYKTA;

5.1.11.4. npuHSTHUS pellleHUs O TlepeBojie 6110MeAULIMHCKOTO KIEeTOUHOTO
MPOAYKTA Ha TTOCEPUITHBI BBIOOPOUYHBI KOHTPOJIb KauecTBa B ciiyuyae
TTIOBTOPHOTO BbISIBJIEHNSI HECOOTBETCTBMSI KauecTBa 6M1OMeAUIIMHCKOTO
KJIETOUHOTO MTPOIyKTa TPeOOBaHMSIM HOPMATUBHO JOKYMEHTaLUM Ha
6VMOMeIVNIIMHCKMIA KIeTOYHBIN MPOAYKT U (TIPpU HEOOXOJUMOCTH) O
MPOBeIeHNUM TIPOBEPKM CYObEKTa 0OpaIeHs 61M1OMeaUIIMHCKIX
KJIETOYHBIX ITPOAYKTOB;

5.1.12. npuHATHE pelieHns:

5.1.12.1. o mpMOCTaHOBIEH UM IIPUMEHEHMS 6M1OMeIULIVTHCKOTO KJIETOYHOTO
MMPOAYKTA;

5.1.12.2. 06 uzbsiTUM U3 obparieHust GaabCUbUIMPOBAHHBIX
OMOMEeIUIIMHCKMUX KJIeTOUYHBIX IIPOAYKTOB MJIY HeJJOOpOKaueCTBEHHbIX
OMOMeIUNIIMHCKUX KJI€TOYHBIX TPOAYKTOB;

5.1.12.3. 06 yHUUTOXReHUM PaTbCUPUIMPOBAHHBIX OMOMEIUITMHCKIUX
KJIETOUYHBIX ITPOTYKTOB MJIM HEJOOPOKAUYeCTBEHHBIX OMOMEeINITINHCKUX
KJIETOUHBIX IPOIYKTOB;

5.2. mpoBOaUT:

5.2.1. MOHUTOPUHT aCCOPTUMEHTA U 1IeH Ha KM3HEHHO HeoOX0Mble U
BasKHei1IIe JieKapCTBeHHbIe IperapaThl;

5.2.2. MOHUTOPUHT 6€30MaCHOCTY MeAUIIMHCKUX U3TEeNIN, PETUCTPaIUIO
MOOOYHBIX NeViCTBUIA, HeXkelaTeIbHbIX peakiuii pu MpUuMeHeHUn
MeIMUIIMHCKUX U3Aennii, PakToB 1 0OCTOSTENbCTB, CO3AAI0NUUX YTPO3Y
MIpUYMHEeHUS BpeJa sKM3HU U 3J0POBBIO JIIofeli TPy obpalleHun
3aperuCcTPUPOBAHHBIX MeIVLIVHCKUX U3eNNil;

5.2.3. MOHUTOPUHT 6e30I1acHOCTHU 6I/IOM€,E[I/ILU/IHCKI/IX KJI€TOUYHbIX
IMMPpOOYKTOB;

5.3. ocy1iecTBsieT:

5.3.1 - 5.3.1.7. yrpatuiu cuny. - [locranosnenue IIpaButenbcta PO ot
14.12.2006 N 767;



5.3.1.8. B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit Demepanyn
JINLIeH3UpPOBaHMe OTAEe/JTbHbIX BUIOB AesITeJIbHOCTU, OTHECEHHBIX K
KomrmeTeHIyn CITysKObl;

5.3.1.9. yrpatun cuny. - [ToctaHosnenue IpasurenscTBa PO ot 19.06.2012
N 614;

5.3.2 - 5.3.2.1. yrpatwiu cuiy. - IToctaHoBneHue [IpaButenbcta PO ot
02.05.2012 N 413;

5.3.2.2 - 5.3.2.5. yrpatunu cuny. - [Tocranosnenue IIpaBuTtenbctBa PO ot
20.08.2010 N 650;

5.3.2.6. yrpatun cuny. - [loctanossnenue IpaButenscta PO ot 02.05.2012
N 413;

5.4. yrpatun cuny. - IToctanosnenne IIpasutenscrsa PO or 20.08.2010 N
650;

5.4(1). BpIgaeT:

5.4(1).1. paspelieHue aJis TOydeHUS IUII€H3MM Ha ITPaBO BBO3a B
Poccniickyro ®@enepanyio u BbiBo3a u3 Poccuiickoit @enepanumu
CUIBbHOAEVCTBYIOLIMX BEIeCTB, He SIBJISIIOIIMXCS ITPeKypcopaMm
HApKOTUYECKUX CPEACTB U IICUXOTPOITHBIX BEIlleCTB;

5.4(1).2. paspemenne Ha BBO3 B Poccuiickyio demepaiio MeIUIIMHCKUX
MU3IeJINIA B LIeJISIX UX TOCYAapCTBEHHOI perucTpalun;

5.4(1).3. ceptuduKkaTt Ha IpaBo BBO3a (BbIBO3a) HAPKOTUUECKUX CPEJICTB,
MICUXOTPOIHBIX BEIECTB U UX ITPEKYPCOPOB;

5.4(1).4. ceptuduKar crienuaanCTa JUIaM, IOTYIMBIINM MeIUIIMHCKOe
unu hapmaleBTMYeCcKoe 06pa3oBaHNe B MHOCTPAHHBIX TOCYAAPCTBAX;

5.4(1).5. 3akmoueHne (paspemnTeNbHbIN JOKYMEHT) Ha BBO3 B Poccuiickyio
depmepalinio 1 BbIBO3 13 Poccuiickoii @emepaiiny 06pa3ioB 6MOJIOTUUECKUX
MaTepuaoB YeoBeKa (3a MCKIIUYeHeM 6M0JIOTMUYEeCKOr0 MaTepuaa
yeJI0BeKa, MOJIyUeHHOTO TP MTPOBEIEeHUM KIMHUYECKOTO MCCIeI0BaHMS
JIeKapCTBEHHOTO IperapaTa AJjisi MeIUIIMHCKOIO IIPMMeHeHUs, U
OMOJIOTMYECKOT0 MaTepyasa yeaoBeKa, MoJy4YeHHOTO Py MTPOBeaeHUN
KJIMHUYECKOTO MCC/IeJOBaHMsT 6MOMEeAUIIMHCKOTO KJIETOYHOTO IMPOAYKTa,



IJ1s1 €eT0 U3yUeHMS B Le/ISIX JaHHOTO KIMHUUECKOTO UCC/IelOBaHMS),
reMOITI09TUYECKMUX CTBOJIOBBIX KJIETOK, KOCTHOTO M0O3Ta, JOHOPCKUX
AUM@OIINTOB B LIe/ISIX TPOBEIeHMS HEPOACTBEHHOM TpaHCILIaHTAaIlUM,
TIOJIOBBIX KJI€TOK ¥ SMOPVOHOB;

5.4(1).6. 3akmoueHye (pas3pelnTe/bHbI/ JOKYMEHT) JJIs1 TIOJTydeH s
JMMLeH3UM Ha ITPaBo BBO3a B Poccuiickyo Penepannio 1 BbIBO3a U3
Poccuiickoit @enepaliiiy OpraHOB M TKaHe YeoBeKa, KpOBU U ee
KOMITOHEHTOB (32 UCK/II0UeHeM 00pa3iioB 6MMOOTUUECKMX MaTepyuaaoB
YyeJi0BeKa, reMOII03TUYECKMX CTBOJIOBBIX KJIETOK, KOCTHOIO MO3Ta,
OOHOPCKUX JIMM@OIIUTOB B LieJISIX TPOBeIeHMSI HePOACTBEHHOI
TpaHCIUIAaHTALVM, TIOJIOBBIX KJI€TOK ¥ SMOPUOHOB);

5.4(1).7. paspelieHue Ha BBOJ B I'PaKIAHCKMIT 000pOT B Poccuiickoit
denmepanyy cepuu WIN MAPTUM UMMYHOOMOIOTMUECKOTO JIEKAPCTBEHHOTO
rpenapara;

5.4(1).8. paspelieHne Ha OCYIIeCTBI€HME PO3HUYHO TOPTOBIIU
JIeKapCTBEHHBIMMU IIperapaTamu A5 Me JUIIMHCKOTO MPUMeHEeH s
OMCTaHIIMOHHBIM CITIOCOO0M;

5.5. ocy1iecTBsIeT rocyIapCTBEHHYI0 perucTpauio MeIuINHCKUX
U3Iennii;

5.5.1 - 5.5.2. yrpatunu cuiy. - [loctaHoBnenue I1paBurenbcTBa PO ot
20.08.2010 N 650;

5.5(1). BezeT rocyIapCTBEHHbIN peecTp MeIAUIINHCKUX U3aeNnii 1
OpraHm3auuii (MHAUMBUAYAIbHBIX IIPeaIIPUMHUMATE/IEN), OCYIIeCTBISIONNX
ITPOM3BOACTBO U U3TOTOBIEHME MeOUILIMHCKUX U3enii, M pa3MellaeT ero
Ha obuiManbHOM caiiTe CIy>kObI B ceTu VIHTepHeT,

5.5(2). ocy1ecTBJsIeT perucTpanmio MeIUIIMHCKOTO U3 e/usl, BHeCeHe
M3MeHeHM1 B perucTpaliOHHOEe J0Che MeIUIMHCKOTO U3 e/Nsl, Bblaady
Iy6IMKATOB PETUCTPAIMOHHBIX YIOCTOBEPEHMIT MEAUIIMHCKUX U3 TeJNiA,
IMPMOCTAHOBJIEHME U OTMEHY JeiCTBUS (AHHYJIMPOBAHNUE)
PErUcTpallMOHHOIO YA0CTOBEpEHMSI MeAUIIMHCKOTO U3TeNs,
COTJIaCOBaHMe SKCIIEPTHOTO 3aK/I0ueHms peepeHTHOTO rocyAapCcTBa,
OpraHM3aLMIo IIPOBeIeHMS SKCIIepTU3bl 6€30IacHOCTH, KauecTBa U

3 GeKTUBHOCTY MeIUIIMHCKUX MU3aenii, oripeiesieHre 3KCIIepTHOI
OpraHM3alyM B COOTBETCTBUM C [IpaBuIamMu perucTpauym 1 SKCIIePTU3bI



6e30MmacHOCTH, KauecTBa 1 3QPEKTUBHOCTY MeIULMHCKUX U3 eI,
yTBepKaeHHbIMU perieHeM CoBeTa EBpa3uiickoii 5KOHOMUYECKO
Komuccum ot 12 depains 2016 r. N 46;

5.5(3). pa3MeliaeT B eIMHOM peecTpe MeIUIIMHCKUX U3OeJINiA,
3aperMcTpPUPOBAHHBIX B paMKax EBpasuiickoro 3SKOHOMMYECKOTO CO103a,
CBeJIeHMUSI 0 MeIULIMHCKOM U3AeJIMU, PYKOBOACTBO MOb30BaTENS
(MHCTPYKIIMIO 110 MeIULIMHCKOMY ITPMMeHeHMI0) U M300paskeHme
YTBEPKIEHHOM MapKUPOBKU MeOULIMHCKOTO U3A,e/INs;

5.5(4). onipenenseT repeyeHb OpraHM3aINii, UMEIOIIMX ITPaBO IMPOBOAUTH
UCIIBITaHMS (MCCIeA0BaHMS) MeIULIMHCKUX U3 eIl B LIe/IsX
OCYILIeCTBJIEHMS UX PErUCTpaluu B paMKax EBpasuiickoro 5KOHOMMUUYECKOTO
C0103a, pacCMaTpPUBAET 3asIBKM OPraHU3aIUii O BKIIOUEHUY B YKa3aHHBIN
repeveHb M COOOIIAeT MM O IIPUHSITOM PeIIeHNUH ;

5.5(5). ocyiiecTBisieT Bbl1auy pa3pellieHnit Ha MpoBeJleHNe KIMHUUECKUX
VICTIBITAHUI (MCC/IeTOBAHMIT) MEeIULIMHCKUX U3Ae/INiI1 B COOTBETCTBUM C
[TpaBwIaMu IpoBeaeHMS KIMHUYECKUX U KIMHUKO-1a00PaTOPHBIX
UCTIBITAaHUI (MCCIeI0BaHMI) MeOUUMHCKUX U3EeJINIA, YTBEPKIEeHHbBIMMU
pemeHnem CoBeTa EBpa3uiickoit 5KoHOMUYeCKo¥ Komuccuu ot 12 dbeBpasis
2016 . N 29;

5.5(6). ocy1ecTBJIsIeT OPraHM3alMI0 MHCTIEKTMPOBAHMS ITPOU3BOICTBA
MeOUIIMHCKUX U3TENUI U TIPOBOAUT TIPOBEPKU UHCIIEKTUPYIOMTUX
opraHm3anuii B COOTBETCTBUM C TpeboBaHMSIMM K BHEIPEHMIO,
MOJLEP>KAHUIO U OLIeHKe CUCTEMBI MEHeI)KMeHTa KaueCTBa MegULMHCKUX
U3aenuii B 3aBUCUMOCTHU OT MOTEHLMAJIBbHOTO PUCKA UX IPUMEHEeH S,
yTBepXaeHHbIMU PellteHmeMm CoBeTta EBpa3uiicKom 5KOHOMUYECKO
komuccum ot 10 Host6pst 2017 . N 106;

5.6. pasmeliaer 1o pe3yjabTaTaM MOHUTOPUHTA 6€30I1aCHOCTI
JIeKapCTBEHHBIX IperapaToB, HAXOAAIIMXCS B 00 pallleH! M Ha TePPUTOPUA
Poccuiickoitr ®emepaninm, Ha cBoeM OPUIIMATBHOM caiiTe B ceTu VIHTepHeT
MH(OPMAIMIO O IPUHSITHIX PEIIEHUSIX O BHECEHUY U3MEHEH I B
MHCTPYKIIMIO TI0 ITPMMEHEHMIO JIEKapCTBEHHOTO IIpernapara, o
MIPMOCTAHOB/IEH MM TIPMMEHEHMS JIeKaPCTBEHHOIO IIperapara, 06 U3bITUM
13 o6paleHust JeKapCTBEHHOTO IIperapaTa Wi 0 BO30OHOBIeHUN
MIpMMeHeHMs IEKapCTBEHHOTO Tperapara;



5.6.1 - 5.7. yrpatunu cuiy. - I[loctaHoBneHnue [IpaButenscrsa PO or
20.08.2010 N 650;

5.7(1). pa3Mmelaer 1Mo pe3yabTaTaM MOHUTOPUHTA O€30I1aCHOCTH
OMOMeIUITMHCKMUX KJIeTOYHBIX MTPOAYKTOB Ha CBOeM ODUIIMaTbHOM CaiiTe B
cetu lHTepHeT MHMOpMAIMIO O IPUHSITOM pellleHU! O TPUOCTAaHOBIEH UM
MpUMeHeHUsT 6M1OMeIUIIMHCKOTO KJIeTOUHOTO MPOIYyKTa U (MJIM) CBSI3aHHOM
C HUM pelieHu 0 BO3MOKHOM BO300OHOBJIEHUY TIPUMEHEeHUS
061OMeIUIIMHCKOTO KJIETOYHOTO MTPOAYKTa;

5.8. ocyIiecTBIsIET B YCTAHOBJIEHHOM ITOPSIAKE IMTPOBEPKY AESATEIbHOCTHU
MeIUIIMHCKUX U alITeUHbIX OpraHu3aluit, opraHu3aluii ornToBoit TOProBan
JIeKapCTBEHHBIMM CPeJICTBAMM, APYTUX OpraHU3aINil U MHOUBUIYATbHBIX
MpeAIIpUHMMATENIeN, OCYIECTBSIONINX AesITebHOCTD B cepe
3[IpaBOOXpPaHEHNS,

5.8(1). mpuHMMaeT y4yacTue B Iipefeax KOMIIeTeHI[UY B BeJeHU
dbenmepanbHbIX MHGOPMAIIMOHHBIX CUCTEM, pemepaabHbIX 0a3 JaHHbIX B
chepe 3apaBOOXpPaHEHMS, B TOM UMCjIe B 00ecrieueHnmn
KOHOUIEHIMATbHOCTM CONEPKAIIMXCSI B HUX TIepCOHATbHBIX JaHHbIX B
COOTBETCTBUM C 3aKOHOATENLCTBOM Poccuiickoit @enepanuu;

5.8(2). B cityuae BbISIBJIEHMS HapyIlIeHMiT 3aKOHOAATe/IbCTBA Poccuiickoii
denepaly 06 0O6paleHUM TeKapCTBEHHbBIX CPEICTB U B cepe OXpaHbI
3I0POBbSI BbIZIA€T 00sI3aTeJ/IbHbBIE JIJIST MCITOJTHEHM S IPeATIMCaHUS U
MPUBJIEKAET K OTBETCTBEHHOCTU 3a YKa3aHHbIe HAPYILIEeH S, OCYILeCTBIISIET
coCTaBjIeHMe TTPOTOKOJIOB 00 aMMHUCTPATUBHbBIX IPABOHAPYILIEHUSIX U
paccMOTpeHMe JieJl B COOTBETCTBUM C 3aKOHOATe/IbCTBOM Poccuiickoii
denepanyy 06 aIMMHUCTPATUBHBIX IPAaBOHAPYIIEHNSIX;

5.8(3). pazmeriaet Ha oduiaabHOM caiiTe CiryskObl B ceTu IHTepHeT
MHbOpMaIMIO O TIPOBeAeHMM HAaYyUHbIX MePOIIPUSITUIA, MHBIX
MepOIPUSITHIL, HATIpaBAeHHbIX Ha MOBbIIIeHNe TTpodeccMoHaTbHOTO
YPOBHSI MEAUIIMHCKMX PaOOTHMKOB MJIM HA TIpeIocTaBieHe MHGOpMaLuu,
CBSI3aHHOI C OCYIIleCTB/IEH/EM MOHUTOPMHTA 6€30MacHOCTH
JIeKapCTBEHHBIX IPeIapaToB, OpTaHU3yeMbIX OpraHMU3alsIMU,
3aHMMAaIIMMMCS Pa3paboTKO, TPOU3BOACTBOM U (MJIM) peann3auyei
JIeKapCTBEHHBIX IperapaToB OJIs1 MeAUIIMHCKOTO IIPUMEeHEeHMS,
opraHu3auusiMu, o61aaIMMK MpaBaMi Ha UCIOAb30BaHe TOPrOBOTO
HaMMeHOBaHMS JIeKapCTBEHHOTO Tperapara 4 MegUIMHCKOTO



IIpUMeHEeH /s, OpraHM3alUsIMU OIITOBOV TOPTOB/IN JIeKapCTBEHHbIMMU
CpenCcTBaMM, allTeUHbIMYM OPraHMU3alUsIMMY, [IPeICTaBUTEISIMY YKa3aHHbIX
opraHmusauuit u (uin) GUHAHCUPYEMbIX 3a CYeT CPEeICTB ITUX OpraHMU3aIUii
U UX TIpeLCTaBUTeein;

5.8(4). 06pasyeT KOMMUCCHIO 10 YPETYIMPOBAHMIO KOH(IMKTA MHTEPECOB
MIpY OCYIIeCTBIA€HUM MeAULIMHCKO NesTeabHOCTU U (papMalieBTUUeCKO
LesITelIbHOCTH;

5.8(5). ocyiiecTBisIeT MpUEM U yUeT yBeJOMJIeHM 0 Hauase
OCYIIECTBIEHUS IeSITEIbHOCTY B chepe obpaleHns MeIUIIMHCKUX
M3aenunii (3a UCKIIOUeHMeM IMPOBeNeHNsT KIMHUUECKUX UCITBITaH U
MeIUIIMHCKUX U3IeNii, X TPOU3BOACTBA, MOHTAaKa, HaJaIKM,
MpUMMeHeHMsI, SKCIUTyaTalluy, B TOM YKCJIe TEXHUUECKOTO 00C/Ty>KMBAHMS, a
TaKkKe peMOHTA);

5.8(6). ycTaHaBIMBAET MOPSIIOK OCYIIECTBIEHNMS BBIDOPOUHOTO KOHTPOJISI
KaueCcTBa JIeKAPCTBEHHBIX CPeACTB IJIsI MeOUIMHCKOTO TTPUMeHeH!s;

5.8(7). ycraHaBiuBaeT MopsAaoK papmMakoHaA30pa JieKapCTBEHHbBIX
rperapaToB JJisI MeOUIIMHCKOTO ITPUMeHeH IS,

5.8(8). ycTaHaBIMBAET MOPSIOK TPOBEAEHMS MOHUTOPMHTA 6€30MaCcHOCTHI
O6MOMEeIUIIMHCKUX KJI€TOYHBIX ITPOTYKTOB;

5.8(9). ycTraHaBIMBaeT MOPSIIOK OCYIIECTBIEHMS BIaie/IbIlaMu
PEruCTPalMOHHBIX YIOCTOBEPEHMIT OMOMEIUIIMHCKIX KJI€TOUHbBIX
MPOAYKTOB, OPUIMUECKMUMM JIMIIAMU, HA MMSI KOTOPBIX BbIIaHbI
paspelieHust Ha MPOBeIeHNe KIMHNIECKUX UCCIeI0BaHM 1
O6MOMeIUIIMHCKUX KIeTOYHbIX TPOAYKTOB, OO YITOJTHOMOYEHHBIMU UMM
OPYTUMU IPUAMYECKMMU JINIIAMU TIpMeMa, yueTa, 00paboTKM, aHa/IM3a U
XpaHeHMs MOCTYMHAIIIMX B UX aJpec OT CyObeKTOB 00OpaIleHust
OMOMEeIUIIMHCKMUX KJIeTOYHBIX IMTPOAYKTOB ¥ OPraHOB rOCYIapCTBEHHOI
BJIACTY COOOIIEHMI O TTOOOUYHBIX IeMICTBUSX, HEXKeTaTe/IbHbIX peaKIMsIX,
Cepbe3HbIX HeKeJIaTeIbHbIX peaKINsIX, HellpeaBUIeHHbIX HesKe/1aTeTbHbIX
peakIusIX Mpy MpUMeHeHUM 6MOMeIUIIMHCKMX KIeTOYHbIX ITPOAYKTOB, 06
0COOEHHOCTSIX X B3aMMO/IeJCTBYS C IeKapCTBEHHBIMU TIperapaTamu,
MeOUIIMHCKUMU U3OEeIUSIMU, TUIIEBbIMU ITPOIAYKTAMMU, IPYTUMMU
O6MOMeIUIIMHCKMMMY KJI€TOYHBIMMU IMPOAYKTaMM, 00 MHAVBUAYATbHOM
HeIepeHOCHMOCTH, a TAaKXKe 00 MHbBIX paKTaxX U 00CTOSATEIbCTBAX,



MpeacTaBJIAgI0IINX YI'PO3Y S KU3HU UJIN 300POBbIO YEJIOBEKA 6o BJIMAIOIINX
Ha M3MeHeHMe OTHOIIEeHMS OKUOAaeMO IMOJIb3bl K BO3MO>XHOMY PUCKY
MMpMMEeHEeHUI 6V[OM€IU/ILU/IHCKI/IX K/IIETOUHBIX IPOAYKTOB,;

5.8(10). BemeT peecTp BbIAAHHBIX pa3pellleHNii Ha OCYIIeCTBIeHe
PO3HUYHOV TOPTOBJIY JIeKapPCTBEHHBIMMU TIpernaparamu AJs MeIUIIMHCKOTO
MpUMeHEeHMSI AV CTAaHIMOHHBIM CITIOCOO0M C YKa3aHMeM CaiiTOB B
MHOOPMAIMOHHO-TeJIeKOMMYHMKALIMOHHOM ceTy "VIHTepHeT" alTeuHbIX
OpraHu3aLuii, OCyleCTBISIOIMX POSHUYHYIO TOPTOBIIIO JIeKapPCTBEHHBIMU
rnpenapatamu 4Jisi MEAUIIMHCKOTO TIPUMeEHEHUS IUCTAHIIMOHHBIM
CII0C000M;

5.9. ocymiecTBasieT GYHKLIVM TJIABHOTO PACTIOPSIAMUTES U TI0JTyUaTe st
cpeacTB deepasbHOrO OIKETA, MPeIyCMOTPEHHBIX Ha COMlepsKaHue
Ciy>kObI ¥ peaiM3alyio BO3JIOKEHHbBIX Ha Hee QYHKIIUIA;

5.10. obecrieunBaeT B mpejeaax CBOei KOMIIETEHIIMM 3aLIUTY CBeAeHU,
COCTaBJISIIOIIMX TOCYAAPCTBEHHYIO TaliHY;

5.11. opraHmusyer npuem rpaskaaH, obecrieumMBaeT CBOEBpeMeHHOe U ITOJTHOe
paccMOTpeHMe 0OpaleHnii IpaskaaH, IPUHUMAET 10 HUM PeIIeHus U
HaIpaBJsieT 3asiBUTE/SIM OTBETHI B YCTAHOBJIEHHbBIN 3aKOHOJATEIbCTBOM
Poccuiickoit @emepaiiy Cpok;

5.12. opranusyet u obecrieunBaeT MOOWIN3ALMOHHYIO MOJATOTOBKY U
Mobmm3atyio Cirysk6bl, pyKOBOJUT OpraHu3aLyei qesTeqbHOCTH 0
MOGMIM3AI[MOHHO TTOJITOTOBKE ¥ MOOWIN3aLIMY €€ TEPPUTOPUAIbHBIX
OpraHoOB, a TAK)Ke OpraHM3aluit, NesiTelbHOCTh KOTOPBIX CBSI3aHA C
nesaTebHOCTbI0 CITy>KObI MM KOTOpPbIE HAXOASITCS B cepe ee BeleHNs,
MMeIOT MOOMIM3allMOHHbIE 3aJaHMSI MM BBITIOJTHSIOT 3a/1aUM 10
MOOMIM3ALMOHHOI paboTe;

5.12(1). ocyuiecTB/sIeT OpraHU3alNIO U BefeH1e TpaskAaHCKoit 000pPOHbI B
Cyx0e;

5.13. opranmusyer IOMOJHUTEIbHOE MpodeccruoHaIbHOEe 00 pa3oBaHme
paboTHUKOB CITYy>KOBI;

5.14. ocy1iecTBsSeT B COOTBETCTBUM C 3aKOHOZATeIbCTBOM Poccuiickoit
®enepanyy paboTy M0 KOMIIJIEKTOBAHMIO, XpPAaHEHUIO, YIETY U
MCII0Tb30BaHMIO apXUBHBIX TOKYMEHTOB, 00pa30BaBIIMXCS B XO/Ie



nesitenibHOCTU CITyKObI;

5.15. B3aumopeiicTByeT B yCTAaHOBJIEHHOM IOPSIIKe C OpraHaMu
roCyJapCTBEHHO BJIACTY MHOCTPAHHBIX TOCYIaPCTB ¥ MEKIYHAPOLHBIMU
OpraHM3aIysIMK B YCTAHOBJIEHHOI cepe eI TeIbHOCTH;

5.16. ocymiecTBsSeT B COOTBETCTBUM C 3aKOHOIATEIbCTBOM Poccuiickoit
denepaliiy ¥ UHBIMM HOPMATUMBHBIMMU IIPAaBOBbIMM aKTaMy O KOHTPAKTHOM
cucremMe B cepe 3aKyIOK TOBApPOB, pabOT, YCJIYT JIsI 0OecIieueHust
rOCYJAapCTBEHHBIX M MYHUIIMIIAIbHBIX HYK/ 3aKYIIKM TOBapOB, paboT, yCIyT
B YCTaHOBJIEHHOJ cdepe nesaTeTbHOCTH;

5.17. ocyiiecTBisieT MHble PYHKIIMU B YCTAHOBJIEHHOI cdepe
IesITeIbHOCTU, eC/IM Takue PYHKIMM ITpeIyCMOTPeHbI heaepasbHbIMU
3aKOHaMM, HOpMaTMBHBIMMU ITPaBOBbIMU akTamu IIpesumenTa Poccuiickoin
®enepauyu miu I[IpaButenbcTBa Poccuiickoin ®enepaiinn.

6. ®emepanbHas Cy>kOa 10 HAaA30pY B cepe 37 paBOOXPAHEHMS B LIENISIX
peanu3alu MOJTHOMOYMI B YCTAHOBJIEHHOI cepe IesITeIbHOCTY IMeeT
MpaBo:

6.1. opraHM30BbIBATh ITPOBEIeH e HEOOXOIMMBbIX ITPOBEPOK,
MCCJIeA0BaHM, UCTIBITAHUIA, SKCIIEPTU3, aHA/IM3a U OLIEHOK, a TaKKe
Hay4YHbIX UCCIeIOBAHNUI I10 BOIIPOCAM OCYIIECTBJIEHMS TOCYIaPCTBEHHOTO
KOHTPOJIsT (Hafi30pa) B YCTAHOBIEHHOI cepe AesiTeIbHOCTH;

6.1(1). o pe3yabTaTam OCYIIECTBIEHMS MOHUTOPUHTA 6€30MacHOCTY
MeIVIIVHCKUX U3IeINIA IIPY MOJyUeHUM U TTOATBePXKAeHUM MHDOpMAaIy O
MOOOYHBIX JEeCTBUSIX, He YKa3aHHbIX B MHCTPYKIMMU 10 TIPMMEHEeHUI0 1IN
PYKOBOJICTBE IO 3KCILTyaTallMy MeIUIMHCKOTO MU3Ie/usl, HeXXelaTeTbHbIX
peakIusIX Mpu ero MpuMeHeHu, 06 0COOEHHOCTSIX B3aMMOIeCTBUS
MeIUIIVHCKUX U3IeINii MeXIy co00ii, 0 ¢pakTax 1 06 06CTOSTETbCTBAX,
CO3IAIOMIVX YTPO3Y KU3HU U 3M0POBbIO IPAsKAAH Y MEAULIIMHCKUAX
pPabOTHMKOB MPY IIPMMEHEHUM U IKCIUTyaTallMy 3aperucTpUPOBAHHBIX
MeIUIIMHCKUX U3eNii, pacCMaTPMUBaTh BOIPOC O IMIPMUOCTAHOBIEHUN
MIPUMEHEHUS VJIU 00 U3BSITUM U3 0OpaIeHNsI TAKOTO MeIUIIMHCKOTO
U3Aennsl, IpUHMMAaTh COOTBETCTBYIOIIEE pelleHe Y pa3MellaTh
MHOOPMAIMIO O IPUHSTHIX pelieHNUsIX Ha obuimaabHoM caiiTe CiTy>KObI B
ceTu UHTepHeT;

6.2. 3ampammBaTh U MOJYyYaTh CBEAEeHMS, HEOOXOIMMBbIE IJISI TPUHSITUS



peI.HeHI/Iﬁ ITO BOIIPpOCaM, OTHECEHHbIM K KOMIIETEHLIUN CJ'IY}K6I)I;

6.3. maBaTh IOPUANUYECKUM U PU3UIECKUM JINIIAM Pa3bSICHEHMS 10
BOIIPOCAM, OTHECEHHBIM K KommeTeHIuu CiyskKObI;

6.4. OCYLeCTBIJISITh KOHTPOJIb 32 [esTeIbHOCTbIO TEPPUTOPUATBbHBIX
opraHoB CTy>k0bI U TIOJIB€OMCTBEHHBIX OpTaHMU3alMIii;

6.5. IpUBJIEKATh B YCTAHOBJIEHHOM TIOPSIKE JIJIsSt TPOPabOTKM BOITPOCOB,
OTHECEHHBIX K YCTAaHOBJIEHHOI cdepe nesTeTbHOCTY, HayUHbIE U VIHbIE
opraHm3anuy, yueHbIx U CIelMalnCTOB;

6.6 - 6.8. yrpatunan cuiy. - [locranosnenne [Ipasutenbctsa PO ot
20.08.2010 N 650;

6.9. nckmnwueH. - [Tocranosnenne [Ipasutenscta PO ot 10.03.2007 N 149;

6.10. npUMeHSTh IMpeayCMOTpPEeHHbIe 3aKOHOAATe/IbCTBOM Poccuiickori
depepaliviy Mepbl OTPAaHUYNUTEIBHOTO, IPeAyIpeAUTEIbHOTO U
MpodMIaKTUIECKOTO XapaKTepa, HalpaB/IeHHbIe HA HeJOMyIIeHne U (UIN)
JTUKBUOALMIO TOC/IEACTBUII HApYyILIeHUI I0pUANYECKUMU JTULIAMU U
rpaskgaHaMy 00s13aTe/IbHbIX TPeOOBaHMIi B YCTAHOBIEHHOI cepe
NesiITeJIbHOCTH, C 1IeJ1bI0 TipecevyeHyst (pakKTOB HapyIIeHUS
3aKOHOareabcTBa Poccuiickoi @epepannm;

6.11. co3paBaTh coBelllaTeIbHbIE U SKCIIEPTHbIE OPraHbl (COBETHI,
KOMMCCHHU, TPYIIIbI, KOJJIETUM) B YCTAHOBJIEHHOM cdepe IesiTeTbHOCTH.

7. ®epepanbHas CJIy;k0a IO HaA30py B chepe 3mpaBOOXpaHeHNMs He BIIpaBe
OCYIIECTBJISITh B YCTAHOBJIEHHO chepe IesiTeTbHOCTY HOPMAaTUBHO-
ITPaBOBOE peryJnpoBaHye, KpoMe CJIyyaeB, YCTaHABIMBAEMbIX YKa3aMu
[TpesunmenTa Poccuiickoit @emgepaiiyiy U MocTaHOBIeHMSIMM [IpaBUTEeIbCTBA
Poccuiickoit @enepaiinm, a TakkKe yIrpaBjieHne rocygapCcTBEHHbIM
MMYILLECTBOM M OKa3aHMe TUIaTHBIX YCIIYT.

VcTaHOB/IEHHbIE a63alieM MepBbIM HACTOSIIETO MYHKTa OTpaHMYeHUS
rostHoMoumii CJTy>K6bI He pacIpOCTPAHSIIOTCS HA ITOJTHOM OUMS
pykoBoauTest Cy>KObI 110 yIIpaBIeHNI0 MMYIeCcTBOM CITysKObI,
3aKperyIeHHbIM 3a Helt Ha ITpaBe olepaTUBHOIO YIIpaBieHUs, pellleHI0
KaJIpOBBIX BOIIPOCOB ¥ BOTIPOCOB OpTaHM3aLyy AesITeabHOCTH CITysKOBI.

ITI. Opranusanys aesaTeJbHOCTU



8. ®epepanbHylo CTyKOY 110 HaA30py B cdepe 34 paBOOXpaHEHUS
BO3TJIaBJISIET PYKOBOAUTE b, HAa3HAYaeMblil Ha JOJIKHOCTD U
0CBOOOXXIaeMblii OT JOIKHOCTY IIpaBuTenbcTBOM Poccuiickoit @emepanm
T10 IpezcTaBieHnio MuHucTpa sagpaBooxpanenust Poccuiickoi @enepanumt.

PykoBoauTeb ®emepasbHOI CITYKOBI ITO HAA30PY B cepe
3 paBOOXpaHeHMs HeceT NepCOHAIbHYIO0 OTBETCTBEHHOCTD 3a
ocCylIlecTBIeHNe BO3/IOKeHHbIX Ha Cay>k0y 3amau U GyHKIIMIA.

PykoBoauTeb ®eepasbHOI CITYKOBI IT0 HAA30PY B cepe
3[paBOOXpaHeHMs MUMeeT 3aMeCTUTeel, Ha3HayaeMbIX Ha JOJDKHOCTb U
0CBOOOXIaeMbIX OT AO/KHOCTY [IpaBuTenbcTBOM Poccuiickoit @enepaniym
T10 IIpeacTaB/IeHnI0 MUHNUCTpA 3apaBooxpaHenns Poccuiickoin @emepalnn.

KonmuecTBo 3amecTuTeseit pykoBoauTesst Cirysk0bl yCTaHABIMBAETCS
IIpaBuTenbcTBOM Poccuiickoit @egepaum.

9. PyrkoBoauTens ®emepaabHOI CIIY;KOBI IO HAZI30pY B cepe
3IpaBOOXPaHEHMSI:

9.1. pacnipenensieT 00SI3aHHOCTY MEKIY CBOMMM 3aMeCTUTEJISIMM
9.2. mpexncrasiaseT MUHUCTPY 3[4 paBooXpaHeHus Poccuiickoin @epgepaiinmn:
9.2.1. mpoekrt nosioxkeHust o Ciryk6e;

9.2.2. mpeajIosKeHMsI O IIpee/IbHOM YMCAeHHOCTH U (DOH/Ie OTUIAThI TPyaa
PabOTHMKOB IIEHTPAJILHOTIO allliapaTa M TepPUTOPUATbHBIX OPTaHOB
Ciy>KOBbI;

9.2.3. mpeAJIoKeHMst 0 Ha3HAYEHW Y Ha TOJKHOCTb ¥ OCBOGOKIEHUM OT
IOOKHOCTY 3aMecTuTenneil pykoBoautess CryKObl;

9.2.4. mpejI0skeHMsI O Ha3HAUEeHMM Ha JOJKHOCTD M OCBOOOXKIEHUY OT
IOJKHOCTM PYKOBOAMTEJIEN TeppUTOPUATbHBIX OpraHoB CiTyKObI;

9.2.5. MPOEKT e3KeroHOrO IJIaHa ¥ IIPOrHO3HbIe ITOKa3aTe/N IesITeIbHOCTH
Cy>kOblI, a TaKKe OTUeT 00 UX UCIIOJIHEHUMN;

9.2.6. mpeaokeHust 1o GOPMUPOBAHMIO ITPOEKTa dheaepasbHOro 0I0IKeTa B
yacTy (pMHAHCOBOTO obecreyeHus aeaTenbHOCTH CITyKObI;

9.2.7. mpenIokeHMsI O TIPeICTaBIeHNY K HATPasKAEHWIO TOCYAapCTBEeHHBIMMU



Harpagamu Poccuiickoit ®@enepaniyn, IloueTHol rpamoToii [IpesuaeHTa
Poccuiickoit @enepatuu, IlouerHoit rpamoToit IIpaButenbctBa Poccuiickoi
denepalyu, K MOOUIPEHNIO B BIIe 0O0bSIB/IEHNS 6J1ar0gapHOCTA
IIpe3unenTta Poccuiickoit @enepainyin, o6bsIBAeHMS 61arogapHOCTA
[TpaBuTtenbcTBa Poccniickoit @epepanum, 0 HarpaXkaeHU BeJOMCTBEHHbIM
3HaKOM OT/Inumsi MMHUCTEPCTBA 3apaBoOOXpaHeHs Poccuiickorii
®enepanyu, JAOIMIMM ITPaBO HA IPUCBOeHNe 3BaHM "BeTepaH Tpyna',
PabGOTHMKOB IeHTPaJIbHOrO amnmaparta CiTy>KObl, ee TeppUTOPUATbHbIX
OpraHoOB U MOABEOMCTBEHHBIX OpraHM3alyii, a TakKe IPYrUx JIUII,
OCYILeCTBISIONMX IeSITeIbHOCTD B YCTAaHOBJIEHHOI cdepe;

9.3. Ha3HauaeT Ha JO/DKHOCTh ¥ OCBOOOKIAET OT NO/DKHOCTY PabOTHUKOB
1eHTpaabHoro anmnaparta CIy>kObl 1 3aMeCcTuUTeelt pyKoBoauTenei ee
TepPUTOPUABHBIX OPraHOB;

9.4. pelraeT B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickorii
denepaluy 0 rOCYyAAPCTBEHHOI CITysKO€e BOITPOCHI, CBSI3aHHbBIE C
MPOXOXKIeHMeM (eepasbHOM rOCyIapCTBEHHO CTy>kObI B DemepanbHOIM
CJIyk0e 1o Hai30py B cdepe 3apaBOOXpaHEHMS;

9.5. yTBepKAAaeT CTPYKTYPY U IITATHOE paciucaHue IIeHTPaJbHOTO
armapaTa CiryskObI B ITpeiesiaX YCTaHOBJIEeHHbIX [IpaBUTETbCTBOM
Poccuiickoir ®eneparium GoHAA OIIATHI TPYAA M YMCIEHHOCTY PAOOTHMUKOB,
CMeTYy pacxo/loB Ha cofepskaHue eHTpaJbHOTO armapaTa CiryskObl B
rpefenax yTBep>KIeHHbIX Ha COOTBETCTBYIOIINIA MepMoJ aCCUTHOBAHMIA,
MpeIyCMOTPEHHBIX B (eflepaibHOM OIO/IKETE;

9.6. yTBepsKAaeT YMCIEHHOCTb M (OH[ OTIJIAaThI TPYAA paOOTHUKOB
TeppPUTOPUATbHBIX OpraHoB CiTy>KObI B ITpefenax okasaTesiei,
yCcTaHOBJIeHHbIX [IpaBuTenbcTBOM Poccuiickor @enepaniym, a TakKKe CMETy
pacxo0B Ha UX copepykaHue B IpeJiesiax YTBePsKAeHHbIX Ha
COOTBETCTBYIOIIMIA TTIePUO, aCCUTHOBAHMIA, IPEYCMOTPEHHBIX B
dbenepasbHOM GIOIKETE;

9.7. Ha OCHOBaHUM U BO ucrnosHeHne Koucturyuum Poccniickoin
Depnepanumn, henepaabHbIX KOHCTUTYIIMOHHBIX 3aKOHOB, (efiepabHbIX
3aKOHOB, akTOB [Ipe3unenTa Poccuiickoit ®emepannn, IlpaBurenbcTBa
Poccniickoit @epepaunm u MuHucTepcTBa 34paBooxpaHeHns: Poccuiickon
@enepauyiy u3gaeT MPUKasbl 10 BOIIPOCAM, OTHECEHHBIM K KOMIIeTeHLIU A
CIy>KOBI.



10. ®uHaHCHpoOBaHMe PacXoJ0B Ha colepykaHMe LieHTPaabHOro anmapara u
TeppUTOPUATIbHBIX OpraHoB deepanabHOI CIYKOBI 110 HaA30py B cdepe
3IpaBOOXPaHEHMSI OCYIIECTBIISIETCS 3 CUET CPENICTB, IPEAYyCMOTPEHHBIX B
dbenepasbHOM GIOIKETE.

11. ®epepanpHast cyIysk0a 110 HaA30py B cdepe 3apaBOOXpaHEHMS SIBJISIETCS
IOPUINYECKUM JIMIIOM, MMeeT ITevaTh C M300paskeHneM I'ocymapCcTBEHHOTO
repb6a Poccuiickoit @emepanym 1 cO CBOMM HaMeHOBaHMEM, MHbIE ITeYaTH,
IITaMIIbI ¥ 6JIaHKYM YCTAaHOBJIEHHOTO 00pasiia, a Takke cueTa, OTKpPbIBaeMble
B COOTBETCTBUMU C 3aKOHOAATeJIbCTBOM Poccuiickoit ®emepannn.

denepasnibHas C1yk6a 1o HaZ30py B chepe 3apaBoOXpaHeHMsI BIIpaBe MMEThb
repajgbAMUYeCcKuii 3HaK - amMbaemMy, Qar 1 BbIMITeN, yupeskaaeMble
MuHUCTEpCTBOM 3apaBooxpaHeHus Poccuiickoin @enepaium 1o
coryiacoBauuio ¢ 'epanbamuueckum copetoM npu Ilpesunenre Poccniickoin
®Qenepaln.

12. MecTo HaxoxxaeHus PenepaybHOI CJIYKOBI 110 HAZI30PY B cdepe
3[IpaBOOXpaHeHus - r. MOCKBa.



