IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHHNE
ot 31 mas 2025 r. Ne 815

MOCKBA

O nopsiike BBOJAA B IPAXKIAHCKUI 000pPOT
JIEKAPCTBEHHBIX CPEICTB AJIA MeIMIUHCKOTr0 MPUMEHECHUsA

B cootBercTBHM cO cTaThelt 52! ®denepanbHoro 3akona "OO0 obpaineHUn
nekapctBeHHbIX — cpeacTtB"  IIpaBurenbctBo  Poccuiickoit  @enepanuun
NOCTAHOBJIAECT:

1. YTBEepauTs npunaraemeie:

[IpaBuiaa mpeacTaBICHHS B COOTBETCTBUHU C dacTsamu 1, 11, 2, 21, 4, 41,
43 u 5 crareu 52! ®epepanphoro 3akoHa "OO oOpallleHHH JIEKapCTBEHHBIX
cpeAcTB" JOKYMEHTOB H CBENEHUW O JEKAPCTBEHHBIX CpPEACTBaX MJIA
MEIUIMHCKOTO MPUMEHEHHUSI, BBOJUMBIX B TPAXIAAHCKUN 000POT;

[IpaBuna BwITauM (QeaepadbHBIMU TOCYJIAPCTBEHHBIMU OHOIKETHBIMU
YUPEXKICHUSIMH YKa3aHHOTO B dYacTh 4 cratbu 52! demepanbHOro 3aKkoHa
"OO oOpalleHHMM  JIEKapCTBEHHBIX  CPEACTB"  MPOTOKOJIAa  HMCIBITAaHUN
O COOTBETCTBMHM CEpUM WJIH TMAPTUM  JIEKApCTBEHHOrO  Mpemnapara
IUIsT MEIULMHCKOTO MPUMEHEHMS IOKa3aTellIM KadecTBa, MPELyCMOTPEHHBIM
HOPMATHBHOM  JOKyYMEHTallUeW, WM  TpeOOBAHUSIM,  YCTAaHOBJIEHHBIM
IIPU PErucTpaliid B COOTBETCTBUM C AKTaMH, COCTaBIIAIOIIMMH IIPaBO
EBpa3niickoro s5KOHOMUYECKOTO COH03a;

[IpaBuaa mpoBeACHUs HCIBITAHWN, YKa3aHHBIX B dacTiax 4, 41, 43 u 5
cratbu 52! denepanpHoro 3akona "OO oOpalleHUH JICKAPCTBCHHBIX CPEACTB",
B TOM YHCJIE C UCIIOIb30BAaHUEM CPEJCTB TUCTAHIIMOHHOTO B3aNMOICHCTBUS,

[IpaBuna BblgauM pas3pellieHUs Ha BBOJ B TPaKIAHCKUM 000pOT cepuu
WIM MapTUd HUMMYHOOMOJOTHYECKOTO JIEKapCTBEHHOTO Iperapara, a TakKke
BbIIaun (enepalibHbIMA TOCYJAAPCTBEHHBIMU OIOHKETHBIMU YUPEXKICHUSIMH,



yKa3aHHBIMH B 4acTu 4 crathu 52! denmepanpHoro 3akona "OO6 oOpalmeHuH
JIEKapCTBEHHBIX CPEJCTB", 3aKIIOYEHUS O COOTBETCTBUU CEPUU WIIM IAPTUHU
MMMYHOOHOJIOTUYECKOTO JIEKapCTBEHHOT O npenapara TpeOOBaHUAM,
YCTaHOBJICHHBIM IIPH €0 TOCYAAPCTBEHHON PETUCTPALMU I PErUCTPALINH;

[IpaBuna mpuHATHS peUIEHUS O MPEKPALIEHUU TPAXKAAHCKOTO 000poTa
yka3zaHHBIX B vactu 10 crarem 52! denmepanpHoro 3akona "OO6 oOparieHUn
JEKapCTBEHHBIX CPEACTB" CEepuM WM MAPTUU JIEKAPCTBEHHOIO Ipernapara
IUTSI METULIMHCKOTO TIPUMEHEHMUS.

2. YCTaHOBUTH, YTO pa3sMep IIaThl 32 BBIAAUY:

IpPOTOKOJA HUCHBITAHUH O  COOTBETCTBUM CEpUUM WM  NapTHH
JIEKapCTBEHHOI'O Ipenapara sl MEIUIUHCKOrO0 IMPUMEHEHHUs I0Ka3aTesiM
Ka4yecTBa, MPEyCMOTPECHHBIM HOPMATUBHOM TOKyMEHTAIHEH, WA TPEOOBaHHSIM,
YCTAaHOBJICHHBIM IPHU PETUCTPALMU B COOTBETCTBUU C AKTAMM, COCTABIISIIOLIUMU
npaBo EBpa3suiickoro s3KOHOMUYECKOTO COr03a, cocTaniseT 1200 pyOneii;

3aKJIFOYEHUS] O COOTBETCTBUU CEPUU WIH MTAPTUU UMMYHOOHOIOTHYECKOTO
JEKapCTBEHHOI0  Ipemnapara TpeOOBaHUSM, YCTAHOBJIEHHBIM TIPH  €r0
rOCy/IapCTBEHHON PETUCTPALIMU WK perucTpanuu, coctasiseTr 2000 pyOmeii.

3. Peanmm3zanms IIOJIHOMOYHH, IIPEyCMOTPEHHBIX HAaCTOSIIAM
MOCTAaHOBJICHUEM, OCYIIECTBISACTCS  COOTBETCTBYIOUIMMH  (eaepaabHbIMU
opraHaMy  HMCHOJIHUTEIBHOM  BJIaCTH B MpeAeliax  YCTaHOBJIEHHOM
IIpaButensctBOM  Poccuiickont ~ @enepanu  NPENEbHOM  YMCIEHHOCTH
u (onma omnaTel TpyJaa Ux pabOTHHKOB, a TaKXKe OIOKETHBIX aCCUTHOBAHHMA,
PEeIyCMOTPEHHBIX B (peiepaibHOM OIOKeTe Ha PYKOBOJCTBO M YIpPaBIICHHE
B YCTAaHOBJICHHBIX cpepax AESTEINbHOCTH.

4. Hacrosiiee moCTaHOBJIEHHUE ICHCTBYET B TEUCHUE 6 JIET.

AOKYMEHT MOAMUCAH
SAEKTPOHHOWM NOAMMUCHIO
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 31 masa 2025 r. Ne 815

IIPABHUJ A

MpeACTABJIEHHUS B COOTBETCTBHMH ¢ yacTsimu 1, 11, 2, 21, 4, 41,
43 u 5 crarbu 52! @enepabHoro 3akoHa ""0O6 o0pameHuH JeKapCTBEHHBIX
cpelacTB' TOKYMEHTOB U CBeJIeHHIi 0 JIeKAPCTBEHHBIX CPeICTBAX
IS MEUIUHCKOr0 IPUMEHEHHs1, BBOAMMBIX B IPasKIaHCKHIL 000poT

1. Hactossmue IlpaBuna yCTaHaBIMBAKOT MOPSAAOK MPEACTABICHUS
B DenepanbHyto cinyx0y 1o Haa30py B cdepe 3ApaBoOXpaHEHUS TOKYMEHTOB
U CBEIECHUM O KaXJIOU CEepUM WIM KaXIOW MNapTAM NPOU3BEACHHOTO
B Poccuiickoit ®epepauun unm BBo3uMmoro B Poccuiickyro ®Dexnepannto
JIEKapCTBEHHOI'O0 CpeACTBa I MEIMIMHCKOTO NpUMEHeHus (janee -
JIEKapCTBEHHOE CPEJICTBO), BBOJMMOIO B TpakJaHCKuil 000poT B Poccuiickoit
@denepauuy, 3a HUCKIIOYEHHMEM HMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO
npenapara.

2. ®enepanbHas ciyx0a 1o Haa3opy B cdepe 3ApaBOOXpaHEHUS
o0ecreynBaeT MNPOU3BOJUTENIO JIEKAPCTBEHHBIX CPEACTB WJIM OpraHu3alui,
OCYULIECTBJISIONIEN BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyio denepanuio
(mamee - wuMHOOpPTEP), AaBTOPU3OBAHHBIA JIOCTYNl K aBTOMAaTH3MPOBAHHOM
nHopmarmonHoit cucreme dDenepanbHO CcaykObl MO Haa30py B cdepe
3/IpaBOOXpaHeHus (Jajnee - aBTOMaTU3MpPOBaHHAs MH(POPMAIMOHHAS CUCTEMA)
MOCPEACTBOM MPEIOCTaBICHUS JIMYHOTO KaOWHETa B TakoW MHQOpMAIMOHHOMN
CUCTEME [UIsl MPEACTABICHHS JOKYMEHTOB W  CBEJCHHMM, YKa3aHHBIX
B IyHKTax 3 - 5 HacTosmux [Ipasui.

3. IIpousBoaurens JIEKAPCTBEHHBIX CPENCTB nepen BBOJIOM
B FPAKJAHCKUI O0OpPOT Ka)XJ0W CepUr WM KaXJOW MapTUU IPOU3BEIECHHOTO
B Poccuiickoii ®enepanuu  JEKAPCTBEHHOI'O  CPEACTBA  MPEACTABISET
B DenepanbHyto CIIyKO0y M0 HaA30py B cdepe 3paBOOXpPaHEHUS uyepe3 JTNYHbIN
KaOWHET B aBTOMAaTU3UPOBAHHOW MH(DOPMALIMOHHOM CHCTEME:



a) VIl KaXJAOW CepuM WIM KaXJOM NapTUU  TPOU3BEIECHHOTO
B Poccuiickoit @enepauuy JIEKapCTBEHHOIO Ipenapara il MEIUIMHCKOTO
pUMeHeHus (Aajiee - JIEKapCTBEHHBIN Mpenapar):

JOKYMEHT IPOU3BOJMTEINS JIEKAPCTBEHHBIX CPENCTB, MOATBEPKAAFOIIUN
Ka4eCTBO JIEKAPCTBEHHOTO ITpernapara;

MOATBEPKACHUE YIIOJITHOMOYEHHOT O Ivna ITPOU3BOAUTEIS
JEKapCTBEHHBIX  CPEACTB  COOTBETCTBHMS  JIEKAPCTBEHHOTO  IIperapara
TpeOOBAaHMAM, YCTAaHOBJIEHHBIM TMpPU €ro TOCYJapCTBEHHOM perucrpauuu
WJIY PETUCTPALINH;

0) JUIst KaXA0W CepUU WM KaXJA0W NMapTUu npou3BeAeHHoM B Poccuiickoit
®denepanuu hapmareBTUUECKON CyOCTaHIIUNU:

JOKYMEHT IPOU3BOJMTEINS JIEKAPCTBEHHBIX CPENCTB, MOATBEPKAAFOIIUN
KauecTBO (papmarieBTU4EeCKOr CyOCTaHITNH;

JOKYMEHT, IOATBEPKIAIOMMN COOTBETCTBHUE JIEKAPCTBEHHOI'O CPEICTBA
TpeOOBAaHMAM, YCTAaHOBJIEHHBIM TMpPU €ro TOCYJapCTBEHHOM perucrpauuu
WA PErHCTparuu, U 0GOPMIICHHBIN yIIOTHOMOYEHHBIM JIUIIOM TMPOU3BOIAUTENS
JIEKapCTBEHHBIX CPEJICTB.

4. UmmopTep meped BBOJAOM B TPaXIAHCKUNH OOOPOT KaXKIOW CEepuu
WA KaXJI0OM MapTuu BBO3UMOro B Pocculickyro denepanuio JIEKApCTBEHHOTO
cpeactBa mpexactaBmsier B DemepanpHyro cmyk0y mo Hamzopy B cdepe
3IpaBOOXPAHEHUs  Yepe3 JIMYHBIM KaOMHET B  aBTOMATU3UPOBAHHOMU
MH()OPMALTMOHHOW CHCTEME:

a) U1 KaXJ0W CepHM WM KaXJOoW mapTud BBO3UMOro B Poccuiickyro
denepanuro JIEKapCTBEHHOTO Ipenapara:

JOKYMEHT IPOU3BOJMTEINS JIEKAPCTBEHHBIX CPENCTB, MOATBEPKAAFOIIUN
Ka4eCTBO JIEKAPCTBEHHOTO ITpernapara;

MOATBEPKIACHUE  TPEACTABUTENS  HWMIOPTEpPA,  YIOJIHOMOYEHHOTO
WHOCTPAHHBIM  IIPOM3BOAMTENEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBUS
BBO3MMOI0 JIEKAPCTBEHHOTO Ipemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM
IIPU €ro TOCYIAPCTBEHHON PETUCTPALIMHU WUIN PETUCTPALINH;

0) U1l KaXJ0W Cepur WM KaXKIoW mapTtuu BBO3UMOM B Poccuiickyro
Oenepanuo  (papMaeBTUIECKON CYOCTaHIIMM - JOKYMEHT TPOW3BOIUTEIS
JICKapCTBEHHBIX CPEJICTB, TOATBEPKIAIONINA KauecTBO (papMarieBTUIECKOM
cyOcTaHIuw.

5. [lepen BBOJOM B rpakTaHCKUN OOOPOT yKa3aHHBIX B 4acTsx 4 u 4!
crathu 52! denepanpHoro 3akona "OO6 oOpalleHUN JICKAPCTBEHHBIX CPEACTB"
IIEPBBIX CEpPUM WM TAPTUM BIEpPBBIE IIPOU3BEACHHOTO B Poccuiickon
@enepanuu WM BIEpBble  BBO3MMOro B Poccumiickyro  Denepanuro



JIEKapCTBEHHOI'0 Ipernapara JOMOJIHUTEIBHO MPEACTaBIACTCS  MPOTOKOI
UCIIBITAHUI O COOTBETCTBUU CEPHM WM NApTHH JIEKAPCTBEHHOIrO Iperapara
MOKa3aTesiiM KauyecTBa, MNPEIyCMOTPEHHBIM HOPMAaTHUBHOM JOKyMEHTalueH,
WK TPeOOBAHUSAM, YCTAHOBJIEHHBIM IPU PETUCTPALIMUA B COOTBETCTBUU C aKTaMH,
COCTaBIISIIOIIMMU TIpaBo EBpa3uilcKOro 3KOHOMHUYECKOTO COK03a, MPOBOJMMBIX
AKKPEOUTOBAaHHBIMM B COOTBETCTBMM C 3aKOHOJATEIBLCTBOM Poccuiickoit
@enepauu 00 aKKpeAUTAIMM B HAUUMOHAIBHOW CHCTEME aKKpEeAUTaIuh
benepanbHBIMU rocyJapCTBEHHBIMU OTOKETHBIMU YUPEXKACHUSIMU,
IIOJABEIOMCTBEHHBIMM  MUHHCTEPCTBY  3apaBoOXpaHeHMs  Poccuiickon
®enepanuu u OenepanbHOl Ci1y)k0e 1Mo HAI30py B chepe 3ApaBoOXpaHCHHUS.

6.B  Tteuenme 3 paboumx  gHEH co  OHS  TOCTYIJICHUS
B ®DegepanpHyro cnyx0y 1O Hagzopy B chepe 3apaBOOXpaHEHUS
B COOTBETCTBHM C 4acTsamu 1, 11, 2, 2!, 4, 41 u 4% craren 52! ®denepanbHOTO
3akoHa "OO oOpaleHuu JIEKapCTBEHHBIX CPEICTB" JOKYMEHTOB M CBEJCHUUN
O JIGKapCTBEHHBIX  CPEACTBaX, BBOAUMBIX B TpPaXIaHCKUW  0OOPOT,
Cnyx0ba pa3memniaeT Ha CBOoeM OQUIIMATHLHOM caiTe B HWHGOPMAIIMOHHO-
TEJICKOMMYHUKAaMOHHON cetn  "WMuTepHeT" C coOmoaeHueM TpeOoBaHUMN
3akoHoxartenscTBa Poccuiickon denepanm 0 KOMMEpPYECKOM W WHOM
OXpaHAEMOM 3aKOHOM TaWHE CIEAYIOIINE CBEICHHS O CEpPUAX WU NapTUAX
JICKapPCTBEHHBIX CPE/ICTB, BBOAUMBIX B IPAKJAHCKUN 000POT:

a) JUIs1 JIKapCTBEHHBIX NIPENapaToB:

JaTa BHECEHHUs CBEACHHWI B aBTOMATH3MUPOBAHHYIO HH()OPMAIIMOHHYIO
CUCTEMY;

HOMEpP PErHCTPAlMOHHOIO YJIOCTOBEPEHHUS JIEKapCTBEHHOI'O Npemnapara,
JaTa TOCYAApPCTBEHHOW PpErUCTpallMd WM PETUCTPALMM  JIEKAPCTBEHHOTO
npenapara;

TOProBO€ HAaWMEHOBAHHME JIEKAPCTBEHHOI'O IIpernapara C YyKa3aHHUEM
(bopMBbI BBITTyCKa (JIEKapCTBEHHON (POPMBI, TO3UPOBKH U YIIAKOBKH);

MEXIYHapOIHOE HEIMaTEeHTOBAaHHOE, WIH rpyIIIMPOBOYHOE,
WM XUMHYECKOE HAMMEHOBAHHE;

HOMED CEpUU WM MMAPTUU JEKAPCTBEHHOTO IIpenapara;

HAaUMEHOBAaHWE U CTpaHa MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB,
OCYUIECTBJISIOLIEIO  BBITYCKAIOIMIMUA KOHTPOJIb KadecTBa JIEKAPCTBEHHOTO
npenapara;

HAaUMEHOBAaHUS M CTpaHbl MPOU3BOIUTENIEH JIEKAPCTBEHHBIX CPEJICTB,
OCYUIECTBIISIOIIMX KXY CTAJIMI0 POU3BOJICTBA JEKAPCTBEHHOT O IIpenapara;

HOMEP HOPMAaTHUBHOM JOKYMEHTAallUM WM HOPMATHBHOIO JIOKYMEHTa
110 Ka4eCTBY;



HAaUMEHOBAHUE TTPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB WIIM UMIIOPTEPA,
KOTOPBIM BHECCHBI CBEACHHS B aBTOMATH3WPOBAHHYI WH()OPMAITMOHHYO
CUCTEMY;

0) mutst papMareBTUICCKUX CyOCTaHITUN:

JaTa BHECEHUS CBEICHWA B aBTOMATH3WPOBAHHYIO HH(GOPMAITMOHHYIO
CUCTEMY;

HOMEp PEECTPOBOM 3alUCH W JaTa BKIIOYEHUS B TOCYJIAapPCTBEHHBIM
pEECTp JEKAPCTBEHHBIX CPEJICTB;

TOProBO€ HaWMEHOBaHUE (papMareBTHUECKOW cyOcTaHmuu, (Gopma
BBITTyCKa C YKa3aHUEM JIO3UPOBKH (TTPH HATWYWH), (AaCOBKU U YITAKOBKH;

MEXIYHapOIHOE HEMAaTeHTOBAHHOE, Wi TPYNIUPOBOYHOE,
WU XUMUYECKOE€ HAMMEHOBAHMUE;

HOMED CepUH WK MapThH (hapMaIleBTUIECKON CyOCTaHIINM;

HAaUMEHOBAaHUE U CTpaHa MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB,
OCYIIECTBISIONIETO BBIMYCKAIOMIMN KOHTPOJIb KadecTBa (hapMaleBTHIECKOMN
cyOcTaHnu;

HAaUMEHOBAHUSI M CTpaHbl MPOU3BOIAUTEIECH JIEKAPCTBEHHBIX CPEJCTB,
OCYIIECTBISIONINX KKIYI CTAagui0 MPOW3BOACTBA  (hapMaleBTHUECKOM
cyOcTaHnu;

HOMEp HOPMATUBHOU IOKYMEHTAIUU;

HAaUMEHOBAHUE TTPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB WIIM UMIIOPTEPA,
KOTOPBIM BHECCHBI CBEACHHS B aBTOMATH3WPOBAHHYI WH()OPMAITMOHHYO
CUCTEMY.

7.B caydae OCYIIECTBIEHHUS TPUBEIECHUS PETHUCTPAMOHHOTO JIO0ChE
JICKapCTBEHHOTO TIpemnapara, MOCTYIHUBIIETO B TPAXKIAHCKUN 000POT B TEUCHUE
OpeIbIIyIIero KaJeHJapHOro ToAa, B COOTBETCTBHE C TpeOOBaHUAMU
EBpa3suiickoro »KOHOMHUYECKOTO CO3a YKa3aHHbI# B 4YacTu 5 crarbu 52!
®denepanpHoro 3akoHa "OO oOpalIeHWH JIEKAPCTBEHHBIX CPEICTB'" MPOTOKOJ
WCIBITAHUM O COOTBETCTBUU CEPUU WIIM MAPTUU JIEKAPCTBEHHOrO Mpemnapara
MOKa3aTensiM KadecTBa, MNPEIyCMOTPEHHBIM HOPMATUBHOW JOKyMEHTAIIUEH,
Wi TpeOOBaHUSM, YCTAaHOBJIEHHBIM TIPH DPETUCTPAIMd B COOTBETCTBUH
C AaKTamH, COCTAaBISIIOIIMMHU TpaBO EBpasmiiCKOro 3KOHOMHYECKOrO COHO3a,
npencrasiasiercs B DegepanpHyro  ciayxOy 1o  Hamopy B cdepe
3/IpaBOOXPAHEHUs1 OJTHOKPATHO.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 31 masa 2025 r. Ne 815

IHPABHUJI A

BbI1a44 (pelepajbHBIMH IOCYIaPCTBEHHBIMHU 010/ IKETHBIMHU
yUpeKIeHUsIMA YKA3aHHOTO B YacTH 4 cTaThu 52! denepajbHOro 3aKoHA
"O0 oOpaleHuN JIEKAPCTBEHHBIX CPEACTB'' NMPOTOKOJIA MCIIBITAHUI
0 COOTBETCTBHH CEPHHU WJIM MAPTHH JIEKAPCTBEHHOI 0 Mpenapara
JJIS MeIMIMHCKOT0 MPUMEHEHUS MOKA3aTeJIAM KauyecTBa,
NMpeayCMOTPEHHbIM HOPMATHBHOM JTOKYMEHTAIHEH,

WIH TPeOOBAHUSAM, YCTAHOBJICHHBIM NMPH PEerUCTPALMU B COOTBETCTBUM
C aKTaMH, COCTABJAIIIMME NPaBo EBpa3uiickoro 3k0HOMHYECKOr0 C0K3a

1. Hacrosmme [IpaBumna YCTAHABIIMBAIOT MOPSAIOK BbIJIaYU
AKKPEIUTOBAHHBIMU B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickon
@enepanun 00 akKpeAUTAllMd B HAIMOHAJIBHOW CHUCTEME aKKpeIUTaluu
benepaTbHBIMU rOCy/1apCTBEHHBIMU OTOKETHBIMU YUPEKICHUSIMU,
IIOJABEIOMCTBEHHbBIMM  MUHHCTEPCTBY  3apaBoOXpaHeHMss  Poccuiickon
Oenepanuu = u (wm) DenepanbHOil  cmyxOe 10  Ham3opy B cdepe

3IpaBoOXpaHeHUs (mamee -  (enepa’dbHble  YUPEXKACHUSA), MPOTOKOJIA
HCOBITAHUM O COOTBETCTBUU CEPUM WM NApPTUU JICKAPCTBEHHOrO Ipemnapara
UL MEAWIMHCKOTO TIpUMEHEHHs (Jajnee - JIeKapCTBEHHBIM Ipernapar)

MOKa3aTellIM KadecTBa, MNPEIyCMOTPEHHBIM HOPMAaTHUBHOM JOKyMEHTalueH,
WIM TpeOOBaHUSAM, YCTAHOBJICHHBIM TMPU PErUCTpallid B COOTBETCTBUU
C aKTaMH, COCTABJAIOIIMMHU IIpaBO EBpasMICKOro 3KOHOMHUYECKOIO COI03a
(manee - uCHbITAHUS ).

2.lepen BBOAOM B TpaXIaHCKUA OOOPOT TEPBBIX TpeX cepuit
WIM TapTUl  JIEKapCTBEHHOTO Ipemnapara, BIEpPBbIE  IPOU3BEIECHHOTO
B Poccuiickonn ®enepanuu wiM  BIEpBble BBO3UMOro B Poccuiickyro
@denepannio, NPOU3BOAMUTENL JIEKAPCTBEHHBIX CPEACTB WM OpraHM3alus,
OCYLIECTBJISIOIIAs BBO3 JIEKAPCTBEHHBIX IpenaparoB B  Poccuiickyro
Oenepanuio (manee - 3asBUTENH), HANPABISIIOT B OJHO W3 (eaepalbHBIX
YUpEXKICHUH B NUCBMEHHOW (opme Ha OyMa)XHOM HOCHUTENE WU



B DJIEKTPOHHON (opMe MOCPEACTBOM 3JIEKTPOHHOW MOYTHI WU JIMYHOTO
KaOuHeTa B MH(DOPMAIMOHHBIX CHCTeMax (eAepanbHBIX  YUPEKIACHUN
(mamee - mOCPeACTBOM HMH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUN)
3asiBKy Ha BbIJauy INPOTOKOJIA HCIBITAaHUM (Hanee - 3asBKa), B KOTOPOM
YKa3bIBAIOTCA ~ HAaWMEHOBAaHUE  3asiBHUTENS, €ro  HMACHTU(UKAIIMOHHBIA
HOMEpP HAJIOTOIUIATENIbIINKA,  aapeC  JJIEKTPOHHOW  TOYThIl, = OCHOBHOM
rOCYJJapCTBEHHBIM PETMCTPALMOHHBIN HOMEpP, HAMMEHOBAHUS JIEKAPCTBEHHOTO
npenapara (MEeXIyHapOJHOE HEMAaTeHTOBAHHOE, WM TPYIIHUPOBOYHOE,
WIM XUMHUYECKOE€ HAMMEHOBAaHME U TOProBO€ HAMMEHOBAHHUE), HOMEp
PETUCTPAlMOHHOTO  YJIOCTOBEPEHHsI  JIEKAPCTBEHHOI'O  Ipemapara, Jara
rOCYJJapCTBEHHOM PETHCTPALMHU WM PETMCTPAlMU JIEKApCTBEHHOIO Mpenapara,
PEKBU3UTHI JOKYMEHTA, MOATBEPKAAONIEro (aKT OIUIAThI IJIaTeXa 3a BblAAdy
MMPOTOKOJIA UCIIBITAHUM.

3. K 3as1BKke mpuiararoTcs CIeIyroInme MaTepruabl:

a) IOKyMEHTBI U CBEJCHHUS, yKa3aHHbIe B 4acTax | u 2 crareu 52!
denepanpHOTO 3aKk0HA "O0 00paImeHnn JEKapCTBEHHBIX CPEACTB";

0) KoM HOPMATHUBHOM TOKYMEHTAallMM WJIM HOPMATHBHOIO JIOKYMEHTa
10 Ka4ECTBY;

B) JIA JIEKAPCTBEHHBIX IIpenaparos, 3apETUCTPUPOBAHHBIX
B COOTBETCTBHM C QaKTaMH, COCTaBIIIOIIMMH 1paBo  EBpasumiickoro
DKOHOMHMYECKOTO COI03d, MAaKEThl NEPBUYHOM YIIAKOBKHM, NPOMEKYTOUYHOU
YINAKOBKH (OpU  HAJIUMYUH), BTOPUYHOM (MOTPEOUTENHCKOM) YMaKOBKH,
IpyNIoOBOM YIakoBKHU (TIpH HAJTMYMH).

4. @enepalibHBIE YUpPEXKACHUS B TeueHHWe 3 pabouymx OHEH COo JHA
IOJIyYEHHs] 3asiBKM M TPWIATAEMBIX K HEM MAaTEpHUANIOB, YKa3aHHBIX
B nyHKTe 3 Hactosmux [IpaBui, perucTtpupyror €€ ¢ YBEAOMICHHEM
3asgBUTENS B MMCbMEHHOW opme Ha OyMa)kHOM HOCHTENE WU B AJIEKTPOHHOU
dbopMe mOCpenCTBOM HMH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX  TEXHOJIOTHUH,
MIPOBEPSAIOT  TOJHOTY W KOMIUIEKTHOCTb  IIPEICTABIECHHBIX  3asBKH
Y NIPUJIAracMbIX K HE MAaTepHAJIOB, YKA3aHHBIX B IyHKTE 3 HacTtosmmx [Ipasui.

[Ipy BBIABICHMM HEMONHOTHI U (MIM) HEKOMIUIEKTHOCTU  3asiBKH
U TPWIATAEMBIX K HEM MaTepualoB, YKa3aHHBIX B IIyHKT€ 3 HACTOSAMINUX
[IpaBuin, denepanbHble YUPEKICHHUS HAMPABISIIOT 3aABUTENI0 B MHUCHMEHHON
dbopMe Ha OyMaKHOM HOCHUTENE WM B JJIEKTPOHHON (QopMe MOCPEenCTBOM
MH()OPMATMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUH 3aIpoc.

OtBer Ha 3ampoc ¢eaepaTbHOTO YUPEKICHUS, YKa3aHHBIM B ab3are
BTOPOM  HACTOSLIEr0 IYHKTA, MPEACTABISAETCS  3asBUTEIEM B  CPOK,
He npesblmaromui 30 padoyux THEN O IHS €To MOJTyYEHUS.



5. @enepanbHble YUpPSKICHUS B TeUYeHHE 3 paboumx mHEH co JHS
MOJIYYEHHS 3aBKM M MPH MOJHOTE M KOMIUIEKTHOCTU 3aBKU M MPUIAraeMbIX
K HEM MaTepualoB, YKa3aHHBIX B IyHKTe 3 HacTtosmux [IpaBumi, paccmMaTpuBaroT
€e, ONpEeNesAoT KOJUYECTBO O0Opa3loB JIEKAPCTBEHHOIO IIpernapara Juis
MPOBEJCHHUS WCIBITAHWN, a TaKkKe€ KOJIMYECTBO OOPas3IoB (hapMarieBTUIECKON
CyOCTaHIIMH, TECT-IITAMMOB MHKPOOPTaHM3MOB, KYJbTYp KJIETOK, 00pa3loB
BEILIECTB, NMPUMEHSAEMBIX JUIsl KOHTPOJS KayecTBa JIEKAPCTBEHHOTO Mpenapara
IyTEM CPAaBHEHHMS C HUMHM HCIBITYEMOIO JIEKAPCTBEHHOTO IIpemnapara,
pacxXoJHBIX MaTepualioB B 00bEMe, HEOOXOIWMOM i  JIBYKPaTHOTO
BOCTIPOM3BEJICHUSI METOJOB KOHTpOJsA KadecTBa (mamee - o0Opasmbpl  amst
BOCIIPOMU3BEJCHUSI METOJOB KOHTPOJISI KAauecTBa), U B MHCbMEHHON (opme
Ha OyMaXHOM HOCHTENE WJIM B DOJICKTPOHHOW QopMe TOCPEACTBOM
MH()OPMAITMOHHO-KOMMYHUKAIIMOHHBIX ~ TEXHOJOTMM  3alpaliuBalOT  UX
y 3asBUTENSA, @ TAKKE YBEIOMIIAIOT 3asBUTEIS O pasMepe IUIaThl 3a OKa3aHUe
YCIYTH IO IPOBEAEHUIO WCTBITAHUM, PACCYUTAHHONW HA OCHOBAHUHM METOJMKH,
yTBepKIaeMor MuHuncrepcTBoM 3apaBooxpaHeHust Poccuiickonn Penepanun,
M O OaHKOBCKMX PpEKBU3HMTAX U TIEPEUUCIICHMs IUIaTeXa 3a OKa3aHue
YKa3aHHOMU YCITyTH.

6. 3ampamuBaemMble  00pa3lbl  JIGKAPCTBEHHOrO  Mpemnapara Uit
NPOBEACHUS HCTIBITAHUM © 00pa3mbl i BOCHPOU3BEICHUS METOJIOB
KOHTPOJISI KauecTBa, a TaKXKe PEKBU3UTHI JOKYMEHTA, MOATBEPKIA0MIEro (hakT
OIUIATBI YCIYTH IO MPOBEICHHUIO HCIBITAHWM, NPEICTABISAIOTCS 3asBUTEIIEM
B (pepepanbHOE yupexIeHUE B CPOK, He mpeBbimaromuii 90 pabouux gHei
CO [IHS MOJy4YEHUS UM 3a5BKH.

B ciyuae npeBbllIeHHs CPOKa, YKAa3aHHOTO B a03ale MepBOM HACTOAILETO
MyHKTa, B CBS3M C HEOOXOAUMOCTBIO 3aKymKd WU (WJIM) BBO3a OO0pPas3IoB
JUIS BOCITIPOU3BEICHUSI METOJIOB KOHTPOJIs KauecTBa B Poccuiickyro denepannto
3asiBUTENb HANpPaBIISIET B NMUCbMEHHOW (opMe Ha OyMa)XHOM HOCUTENE WU
B DJIGKTPOHHON (opMe TMOCPEACTBOM HWH(GOPMAIMOHHO-KOMMYHHUKAITHOHHBIX
TEXHOJOTHI 3asBlIEHWE O MPOJUICHUH CPOKa, yYKAa3aHHOTO B ab3ale MepBOM
HACTOAIIETO  IIyHKTa, C  TPWIOKEHWEM  JOKYMEHTOB ¥ CBEJICHHH,
MOATBEPXKIAAOIMX  (AaKT  HEOOXOOUMOCTHM  3aKyNKd M (WIM)  BBO3a
3anpammBaeMbIX 00pa3IoB JIJIsl BOCIPOU3BEACHHS METOJOB KOHTPOJISI KauecTBa
B Poccuiickyto @enepanuio ¢ MpeBBIIICHHEM CpOKa, yKa3aHHOTO B ab3are
MIEPBOM HACTOAIIETO MYHKTA, B (hefiepabHOe yUpeKIeHHE.

denepanabHbie yUpPEXKACHUS B TEUEHHUE 3 paboumx JHEW Co JHSA
MOJIyYeHUs] 3asdBJICHHS, YKAa3aHHOTO B a03ale BTOPOM HACTOSIIETr0 IYHKTA,



paccMaTpUBaIOT €ro U MPUHUMAIOT PEIICHUE O MPOJJIEHUU CPOKa, YKa3aHHOTO
B a03a1ie MepBOM HACTOSIIETO IMMyHKTa, HO He Oosiee 4eM Ha 45 pabounx IHEH.

7. IIpOTOKON UCHBITAHWM BBbIAETCS (PeACPaTbHBIMU  yUPEKICHUSIMU
3agBUTENI0 B TeueHHEe 3 paboumx AHEW cO JHA 3aBEPIICHUS HWCIBITAHUN
¥ HampaBiseTcsl B TMHCbMEHHOM QopmMe Ha OyMaXHOM HOCHTENE WIN
B 9JICKTPOHHOW (opme TOocpeacTBOM HWH(GOPMAIMOHHO-KOMMYHHUKAITHOHHBIX
TEXHOJIOTUH.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 31 masa 2025 r. Ne 815

IHPABHUJI A

MpPOBeIeHHs] HCNBITAHMIA, YKA3aHHBIX B YacTsx 4, 41, 43 u 5 crarbu 52!
DenepanbHOro 3akona ""Oo6 odpaieHnu JeKapCTBEHHBIX CpeacTB',
B TOM YHCJIE€ C HCMOJb30BAHUEM CPeICTB JUCTAHIIUOHHOTO
B3aUMOJAEHCTBUSA

l. Hacrosamme  IlpaBwiia  ycTaHaBIMBAKOT  MOPSJAOK  IPOBEICHUS
UCIIBITAHUI O COOTBETCTBUM CEPUM WJIM NApPTHM JIEKAPCTBEHHOrO Iperapara
UIsET  MEOUUMHCKOrO TpUMEHEHUs (Jajee - JIEKApCTBEHHBIM Mperapar)
MOKa3aTeliiM KauyecTBa, MNPEIyCMOTPEHHBIM HOPMAaTHUBHON JOKyMEHTalueH,
WK TpeOOBaHUSAM, YCTAHOBJIEHHBIM TIPU PETUCTpAIMd B COOTBETCTBHUU
C aKTaM{, COCTAaBJISIOIIMMH IpaBo  EBpa3uiickoro 3KOHOMHYECKOTO
coto3a (majee - UCHBITAHUA), AaKKPEIWTOBAHHBIMH B  COOTBETCTBHUHU
c 3akoHonarenbcTBOM  Poccuiickoit ~ ®enepaumn 00  aKKpeAUTALMU
B HAIIMOHAJBHON CUCTEME aKKpeAuTaluu (eaepaJbHBIMU TOCYJapCTBEHHBIMHU
OIO/DKETHBIMU ~ VUPEXKJICHUSIMU,  TOABEJOMCTBEHHBIMU  MUHUCTEPCTBY
3npaBooxpaHeHus Poccuiickoit ®enepaunun u (wam) DenepanbHON CiIy)Oe
0 HaJ30py B cdepe 3IpaBoOXpaHEHUs (Janee - (eaepanbHble YUPEKICHUs),
a TaKXke AakKKpeAUTOBAaHHBIMHU B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®@eneparuun 00 akKpeAWTAallMd B HAIMOHAJIBHOW CHCTEME
aKKpeOUTAllUd UCIBITaTeIbHBIMU JabopaTopusiMu  (LleHTpaMu) (Jayiee -
nabopatopun).

2. Ykazannple B 4vactaix 4 u 4! crareu 52! dexepanpHOro 3akoHa
"O6 oOpalleHnu JIEKapCTBEHHBIX CPEACTB" HCIBITAHUS MPOBOMASTCS B OYHOU
(dbopMe HEenoCpeICTBEHHO B (pe/iepalIbHbIX YUPEKICHUIX.

VYkazanuble B yactu 5 cratbu 52! @enepanpHoro 3akona "O06 oOpaieHUN
JEKapCTBEHHBIX CPEACTB" MCHBITAHHUS TMPOBOJATCA B  OYHOM  (popme
HEIOCPEJICTBEHHO B (peliepaibHbIX YUPEXKACHUIX U (W) 1a00paTopusix.

3. Cpok mpoBejieHUs HCHbITaHUKW He mnpeBbimaer 30 paboumx JHEH
CO [IHA TOody4deHus QenepanbHbIMH YUPESKICHUAMH WIA JabOpaTOpUIMHU
o0pa3loB JIEKApCTBEHHOTO Tpemapara Jjsi MPOBEJACHUS HCIBITAaHUN (1anee



COOTBETCTBEHHO - CpPOK HCHBITaHHWM, 00pa3ilbl JEKApCTBEHHOIO IMpenapara),
a Takke 00pa3noB  (apManeBTHUECKOM  CyOCTaHIIMM, TECT-IITAMMOB
MUKpPOOPTaHU3MOB, KYJbTYp KJIETOK, OOpa3I[OB BEIIECTB, NMPUMEHSIEMBIX IS
KOHTpOJISl KadyecTBa JIEKAPCTBEHHOI'O IMpernapara MyTeM CPaBHEHUS C HHUMU
UCIIBITYEMOI'O JIEKAPCTBEHHOI'O Ipenapara, pacxoJHbIX MaTepHalIOB B 00OBEME,
HEOOXOAMMOM JUIsl JBYKPAaTHOTO BOCHPOM3BEACHUS METOJOB KOHTPOJSA
KaduecTBa (Janee - 0O0pas3ubl IS BOCHPOMU3BEACHHUS METOJOB KOHTPOJIS
KauecTBa), 3a UCKIIOYEHHEM CIy4daeB, KOTJla MPOBEJECHUE HCHIBITAHUNA TpeOyeT
COOJIIO/ICHUSI CPOKOB MPOBEACHUS MPOIEAYP, MPEAYCMOTPEHHBIX METOIUKAMH,
BKJIIOYEHHBIMH B  HOPMATHUBHYK  JIOKYMEHTallMI0 WJIM  HOPMATHBHBIN
JOKYMEHT IO KauyeCTBY, BXO[SAIIMMU B COCTaB PETUCTPALMOHHOIO [I0ChE Ha
JIEKapCTBEHHBIN IIPENapar, MPEBBIMIAIONMX CPOK HCNBITaHWM. B 3TOM ciydae
CPOK HMCTIBITAHUIN YBEIMYMUBAETCS HA CPOK MPOBEACHUS YKa3aHHBIX MPOLEAYD.

4. @enepanibHble  yupexAeHHs ~ 00ECleuMBaIOT  OKa3aHHWE  YCIyTU
M0 TPOBEJACHUIO HCHBITAHWNA, B TOM YHCJIE C TpPUBJICUCHUEM J1abopaTopui,
€CJIM HEBO3MOKHO TMPOBECTH HMCHBITAHUS B TMOJHOM oOBeMe B (eaepabHBIX
YVUPEIKICHUSIX.

5. JlommyckaeTcst MPOBEACHNE UCTIBITAHNN, YKa3aHHBIX B YacTsax 4, 4! u 5
crateu 52! ®denepanpHoro 3akoHa "OO oOpalieHHH JIEKaPCTBEHHBIX CPEICTB',
B (enepanbHBIX YUPEXKICHUSIX C HCIOJb30BAaHUEM CPEJICTB IUCTAHIIMOHHOTO
B3aUMOJICUCTBUS (J1ajiee - TUCTAHIIMOHHBIC UCTIHITAHU).

B oTHOmIEHNN OJTHOW CEPUM WIIA OJJHOW MapTHUU BBICOKOTEXHOJOTMYHOIO
JEKapCTBEHHOI0 Ipemnapara (3a HUCKIIOYEHHEM  BBICOKOTEXHOJIOTMYHBIX
JICKapCTBEHHBIX TPENapaToB, MOJYYEHHBIX U3 OHOJOTHYECKOTO MaTepuania
ONPEJEICHHOr0 YeJOBeKa M IMPEJAHA3HAYEHHBIX JJs MPUMEHEHHUS 3TOMY
K€ 4YeJloBEeKy), BIIepBble mpousBeneHHoro B Poccuiickoit deneparuu
WM BIEpBble BBO3UMOro B Poccuiickyto @enepannio, MOPOBOASTCS
JTVCTAHIIMOHHBIE UCTIBITAHUSI.

6. [lucTaHllMOHHBIE HCHBITAHUS MPOBOASATCA B  (opmaTe BbIE3da
Ha MECTO TPOBEICHHUS MCHOBITAHUW Ha  IUIOWAAKY  I[POU3BOAMTENS
JEKapCTBEHHbIX  CPEACTB WM B  YIOJHOMOYEHHYIO  MPOU3BOJUTEIEM
JIEKapCTBEHHBIX CPEACTB JIA0OPATOPHIO, YKA3aHHYIO B PErUCTPAllMOHHOM
JI0Che Ha JICKApCTBEHHBIM Npemapar, u (Wih) B OHJAWH-(opMare B pexUMe
peaJbHOro0  BpPEMEHHU,  BKJIKOYasg  IPEJOCTAaBICHHE  BUJAECOMATEpPUATIOB
O MPOBEJICHUM  HCOBITAHUW 1O  OTJAEIbHBIM  I[IOKAa3aTeNsiM  KayecTBa,
MPEAYCMOTPEHHBIM  HOPMATUBHOM  JOKYMEHTAIlUE€ll WM  HOPMATUBHBIM
JOKYMEHTOM I10 KaYeCTBY, B CJIEIYIOUIUX CIydasX:

a) Mpu  OTCYTCTBUM Yy (eAepaiabHbIX YUPEKICHUH CHEHHaTbHOTO
UCIIBITATENIbHOTO U (WJIM) BCIOMOTATENIBHOTO 000PY/IOBAaHHUSA, HMCIOJIb30BAHUE



KOTOPOr0 MPEIyCMOTPEHO TPeOOBAHMSIMU HOPMATHUBHOM  JOKYMEHTAIlluU
WM HOPMATUBHOTO JTOKYMEHTA I10 Ka4€ECTBY;

0) Mpu HEBO3MOXHOCTHU TPAHCHIOPTUPOBKU Ha TeppuTopuro Poccuiickoi
Oenepanvu 1 (WiKM) XpaHeHUs o0Opa3lloB JIEKAPCTBEHHBIX MPENapaToOB WM
00pa31oB JIJIsl BOCIIPOU3BEACHUS METOI0B KOHTPOJIA KauecTBa;

B) P HATUYMH OCOOCHHOCTEH MPOM3BOJCTBA WM KOHTPOJS KadecTBa
JIEKapCTBEHHOI'O IpernapaTa, He MO3BOJISIONMX POBECTH MCIBITAHUS KayecTBa
Ha Tepputopun Poccuiickoit ®eaeparuu 0e3 TMOBPEXKICHHUS BCEM cepuu
WJIY TIAPTUU JIEKAPCTBEHHOTO MPEIApara;

r)IpU  HAIMYMA B CHeNUPUKAIMA Ha JIEKAPCTBEHHBIM TIpemapar
MoKa3aTeleld KadyecTBa, HCIBITAHWE [0 KOTOPBIM COIJIACHO HOPMATHUBHOM
JOKYMEHTAIIMU WM HOPMATHUBHOMY JOKYMEHTY MO KaueCTBY MOXET OBITh
MPOBEJCHO TOJBKO HA IUIOLIAJAKE MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
WM YIIOTHOMOYEHHOW MPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB J1abopaTopuu,
YKa3aHHOMW B PETUCTPALlMOHHOM JOChE Ha JIEKAPCTBEHHBIN IIpenapar.

7.B cnydae, ykazaHHOM B mHoAmyHKTe "a" myHKTa 6 HaCTOSLIIUX
[IpaBun, QenepanbHble YUYPEKIECHUS MPUHUMAIOT pPEIICHHE O MPOBEACHUN
TUCTAHITMOHHBIX  HWCIBITAaHUH, O dYeM HWHPOPMHUPYIOT TMPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB WM OpPraHU3alMIO, OCYUIECTBISIOUIYIO BBO3
JIEKapCTBEHHBIX MpenapatoB B Poccuiickyto ®Denepanuio (anee - 3asiBUTEND),
MOJABIIMX 3asfBKy Ha BBIJady NPOTOKOJIA HUCHBITAHWM (Janee - 3asBKa),
B TEUYCHHE 5 pabouux IHEW CO JHS TOJYyYEeHHs 3asBKH B MUCbMEHHOUW (popme
Ha OyMa)XHOM HOCHTEJIE WIIH B 3JIEKTPOHHOM popMe MOCPEICTBOM AIIEKTPOHHON
MOYTHl WM JIMYHOTO KaOWHETa B MH(OPMALMOHHBIX CHUCTeMax (eaepanbHbIX
yupexaeHul (najiee - MOCPEJACTBOM HH(POPMAMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTUH).

8. lns  NpUHATHUS  pEUIEHHsT O  BO3MOXHOCTH  NPOBEACHUSA
JUCTAHIIMOHHBIX HCHOBITAHUN B cCiydyasx (ciydae), yKa3aHHbIX (YKa3aHHOM)
B noamyHKTax "O" - "r" myHkra 6 Hacrosmmx [IpaBui, 3asBUTENs HANpaBiIsSeT
OJHOBPEMEHHO C 3asABKOM 3asBICHHE O HEOOXOIUMOCTH MPOBEICHUS
JTUMCTAHIIMOHHBIX MCHBITAaHUN B (hopMare, YKa3aHHOM B MYHKTE€ 6 HACTOAIIUX
[IpaBun, ¢ o0OCHOBaHMEM NPUYUH TaKOH HEOOXOIUMOCTH, OOYCIOBICHHBIX
yKa3aHHbIMM  (YKa3aHHBIM)  cllydasMud  (Ciiy4aem), ©  TIPWIOKECHUEM
MOATBEPKIAIONINX MaTepuanoB B (eaepalibHble yUPEKICHHs B MHUChMEHHOMN
dbopMe Ha OyMa)KHOM HOCHUTENE WJIM B 3JIEKTPOHHON (QopMe MOCPenCTBOM
MH(POPMAITMOHHO-KOMMYHUKAIITMOHHBIX TEXHOJIOTHM.

9.B Tteuenne 5 pabouyux [HEW C JAaThl TOCTYIUICHUS 3asBICHUS
O IIPOBENCHUM JUCTAHIMOHHBIX UCIBITAHUN, YKA3aHHOTO B MYHKTE § HACTOAILINX
IIpaBun, m ero perucTpalvv C YBEIOMJICHUEM 3asBUTENS B IUCbMEHHOMN



dopMe Ha OyMa)KHOM HOCHUTENE WU B JJIEKTPOHHOH (opMe MOCPEACTBOM
MH()OPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTUI benepasbHbIe
YUPEKICHHUS:

OPOBOJAT  NIPOBEPKY  IOJHOTBI W JIOCTOBEPHOCTH  CBEJIECHHH,
CoJIep KalllUXCs B MMPEACTABICHHBIX 3asBUTENIEM MaTepuaiax;

NPUHUMAIOT pEIIeHUE O MPOBEACHUM JAMCTAHIIMOHHBIX HCIBITAHUN
C yka3zaHueMm (¢GopmMara JIaHHBIX MCHOBITAHUN, COTJIACOBAHHOTO C 3asBUTEIIEM,
WM 00 0TKa3e B UX MPOBEJICHUU;

HaAIMpaBJISIOT 3afBUTENII0 B TUCHBMEHHOM QopMe Ha OyMakKHOM
HOCHUTEJIE WM B DJIEKTPOHHOW (opme mocpeacTBoM HHGOPMAIIMOHHO-
KOMMYHUKAIIUOHHBIX ~TEXHOJOTWH YBEIOMJIEHHE O MPUHATOM pELICHUH
O MPOBEACHUM [HUCTAHLMOHHBIX HCIBITAHUN WIM 00 OTKa3e B IPOBEACHUH
JTUCTAHIIMOHHBIX UCTIIBITAHUN C YKAa3aHUEM MPUYUH TAaKOI'O OTKa3a.

OcHoBaHMEM Uil OTKa3a B NPOBEACHUU IJUCTAHLIMOHHBIX HCIIBITAHHUM
ABJISIETCA TMPEJICTABICHUE HEMOJHBIX U (WIM) HEAOCTOBEPHBIX CBEIACHUMN
1100 HEeNpeCTaBIIEHUE 3agBUTEIEM 00OCHOBAHUS IPOBEACHUS TUCTAaHIIMOHHBIX
UCIIBITAaHUI B COOTBETCTBHHM C IMMyHKTOM 6 Hactosamux [IpaBuir.

10. Cpox mnpoBeAeHUs NUCTAHIIMOHHBIX MCHBITAHUMA HE MPEBBIIACT
30 pabounx pJHEH coO [JHSA HampaBieHUs (eAepaTbHbIMU  YUPEKICHUAMU
3asBUTEIIIO YBEJOMJIEHUS O MIPUHATOM PELICHUH O NMPOBEICHUN AUCTAHLIMOHHBIX
UCIIBITAaHUH (Jja7ee - CPOK JIMCTAHIMOHHBIX HCIBITAaHUM), 32 HCKIIOYCHUEM
cIydaeB, KOrja TIPOBEIACHHE MCIBITAHUM TpeOyeT COONIOAEHNUS CpPOKOB
IIPOBEICHUS MPOLENYpP, HPEIyCMOTPEHHBIX METOJWKAMH, BKIOYEHHBIMHU
B HOPMAaTHMBHYIO JOKYMEHTAIMIO WJIA HOPMATHUBHBIA JOKYMEHT IO KauyecTBY,
BXOJSIIMMH B COCTaB PETUCTPALMOHHOIO JIOChE Ha  JIEKapCTBEHHBIN
Ipenapar, MPEBBIIAIIINX CPOK AWCTAHIMOHHBIX HCHBITaHUWA. B 3TOM ciyyae
CPOK JUCTAaHUMOHHBIX HWCIBITAHUN YBEJIMYMBACTCA HA CPOK IIPOBEICHMS
yYKa3aHHBIX IPOLIELYP.

11. Tlpn mpoBeneHUM AMCTAHIMOHHBIX MCIBITAHWM B OHJIANH-popmaTe
B Clydae IPEBBbIIIEHUS CpOKAa JHUCTAHIIMOHHBIX HCIBITAHUN 3asBUTEIb
HampamisieT B (eAepalibHble  yYpexXJAEHUs B  MOUCbMEHHOU  (opme
Ha OyMa)XHOM HOCHUTENE WM B DJIEKTPOHHOM ¢dopMe MOCPEICTBOM
MH()OPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTHI 3asBICHHUE O MPOJJICHUU
CpPOKa IUCTAHUMOHHBIX MCHBITAHUN C YKAa3aHUEM TOPIOBOIO HAWMEHOBAHMS
JIEKapCTBEHHOI'O Ipernapara, HOMEpa CepuH, ITOKa3aTellsl KadecTBa, METoJa
UCTIIBITAHUN M 000CHOBaHMEM MPUYHH TAKOTO TPOJICHUSI.

12. ®enepanbHble yupexxJIeHUsT B TedyeHHe 3 paboyux AHEH cO JIHS
MOJYYEHHs] 3asABJICHUS O TMPOMJICHUM CpOKa [IHCTAHIMOHHBIX HWCIBITAHUMH,
yKazagHoro B myHKTe 11 Hacrosmmx  IIpaBwi,  perucTpupyror €ro



C YBEIOMJIEHUEM 3asBUTEIIA B MUCbMEHHOUN (popmMe Ha OyMa>KHOM HOCHUTEINE WU
B JJIEKTPOHHOW (opme MOocpencTBOM HH(POPMALMOHHO-KOMMYHUKAITMOHHBIX
TEXHOJIOTHM, pacCMaTpUBAlOT W NPUHUMAIOT DPEIICHHE O NPOJIEHHH CpPOKa
JAMCTAaHLMOHHBIX UCIIBITAHUN, HO He Oosiee yeM Ha 30 pabouux JHEH.

13. JlucTaHIIMOHHBIE UCTIBITAHUS IPOBOIAT Ha 00pa3lax JIEKapCTBEHHOTO
npenapara, cepusi Wiu MapTUs KOTOPOro ObuIa MPEACTaBI€HA B COOTBETCTBUU
¢ myHKTOM 3 HacTosmux [IpaBui nis npoBeeHHs UCIBITAHUM.

14. B nmensx mosyd4eHMsI NOKA3aTeNbCTB, NOATBEPKIAAIONIUX IOKA3aTelIn
YCIOBHM  OKpYXarolled cpefpl, KadeCTBO HCIIOJIB3YEMBIX  PEaKTHUBOB
U MaTepuajioB, KayeCTBO M YCJOBHS COJEp)KaHUs J1TAOOPaTOPHBIX KUBOTHBIX,
a TakkKe JOKYMEHTOB MO KBaJU(pUKALWUU HCHBITATENIbHOTO 000pYyI0BaHUS,
NEPBUYHBIX JAaHHBIX C O0OpPYAOBaHHWS, TEXHHMYECKUX 3aMUCEH, OTHOCSIIMXCS
K MPOBOAMMOMY MCHBITAHUIO, B TeUeHUE 3 paboumx JHEW cO JHS 3aBEepUICHUS
OUCTAaHLMOHHBIX HCIBITAHUN (enepanbHble YUPEKACHUS MOTYT HalpaBUTh
3asgBUTEIIO0 3alpoC B MNHCbMEHHONM (opMe Ha OyMa)XHOM HOCHUTENE WU
B 3JIEKTPOHHOW (opme mnocpeacTBOM HH(GOPMaLMOHHO-KOMMYHHUKAITMOHHBIX
TEXHOJIOTMA O TPEACTAaBIEHUH COOTBETCTBYIOIIMX JOKyMEHTOB. OTBer
Ha YKa3aHHBIN 3aMpOC MPEJCTABISAETCS 3asIBUTEIEM B CPOK, HE MPEBBIIIAIOIINI
30 pabouux JHEN CO JHS €ro MOJy4YeHUsI.

15. OcHoBaHusAMH Uil OTKa3a B BbIJA4e IPOTOKOJIA HCIIBITAHUMI
SABJISTFOTCSL:

a) HeIpeJICTaBJIeHUE 3asBUTEIEM TpeOyeMoro KoJudecTBa oOOpa3loB
JeKapCTBEHHOIO TpemapaTa W o00pa3loB Uil BOCIPOU3BEACHUS METOAOB
KOHTPOJISI KAUueCTBa,

0) HelpeACTaBIeHHE 3asiBUTEIEM PEKBU3UTOB JIOKYMEHTA,
HOJTBEPKAOLIETO (PaKT OIMJIaThl YCIYTH O IPOBEACHUIO UCTIBITAaHUI;

B) HEIIPEJICTABIICHUE 3asBUTEIIEM JIOKYMEHTOB WIH IIPEJICTaBICHUAE
HEJJOCTOBEPHBIX JOKYMEHTOB, YKa3aHHbIX B NyHKTE 14 Hactosumx [IpaBun
(B cityyae npoBeaeHUs JUCTAHIMOHHBIX UCIIBITAHUN );

I') HECOOTBETCTBME METOJa W METOAMK NPOBEACHMS HMCHBITAHUM
MIPOU3BOAUTENSA JIEKapCTBEHHBIX CpENCTB WIH YIOJHOMOYEHHOU
IPOU3BOJUTENEM  JIEKapCTBEHHBIX  CPEACTB  J1TaOOpaTopuM,  yKa3aHHON
B PErHCTPAllMOHHOM JIOCB€ Ha JICKAPCTBEHHBIM IIpemapar, METOIy
U METO/IMKaM, ONMCAHHBIM B HOPMAaTHBHOU JOKYMEHTAlUU
WIM HOPMaTUBHOM JOKYMEHTE€ [0 KayecTBy (B ciydae IpOBEACHUS
JUCTAaHIMOHHBIX UCIIBITAHUI).




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 31 masa 2025 r. Ne 815

IHPABHUJI A

BbIJIa4H pa3penieHusi Ha BBO/ B IPa:kIaHCKHii 000poT cepum
WM NApTHH UMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOT0 Mpenapara,

a TaK:Ke BbIIa4l (elepaJbHBIMU IoCy1apCTBEHHBIMH OI0IKeTHBIMH
YUpeKIeHHSIMHU, YKA3aHHBIMH B YacTH 4 cTaThu 52! MenepaibHOT0 3aKOHA
"O0 oOpaleHuN JIEKAPCTBEHHBIX CPeICTB'', 3aKITIYEeHUA
0 COOTBETCTBMHU CEPHHU MU NAPTHH UMMYHOOHOJI0THYECKOTO
JIEKAPCTBEHHOT0 NpenapaTa TpeGoBaHUAM, YCTAHOBJIEHHBIM
NPU €ro rocyAapcTBeHHON perucTpanuu Wil perucTpanun

1. Hacrosmme [IpaBumna YCTAHABIIMBAIOT MOPSAIOK BbIJIaYU
AKKPEIUTOBAHHBIMU B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickon
Oenepanun 00 akKpeAUTAllMd B HAIMOHAJIBLHOW CHUCTEME aKKpeIUTallu
benepaTbHBIMU rOoCyJ1apCTBEHHBIMU OTOKETHBIMU YUPEKICHUSIMU,
HAaXOJAIIMMUCS B BeIeHMH MMUHUCTEPCTBA 3ApaBooxpaHeHus Poccuiickon
Oenepanun u (uu) DexpepanbHOW  CIIy)ObI MO  HAA30py B cdepe
3npaBooxpaHeHus (manmee - deaepaidbHble  YUPEKICHHS), 3aKITIOUCHUS
O COOTBETCTBUU CEPUU WIM MAPTHUU UMMYHOOHOJOTMYECKOTO JIEKApPCTBEHHOTO
mpemnapara TpeOOBaHMSM, YCTAaHOBJICHHBIM TIPH €0  TOCYIapCTBEHHOM
perucTpaluyd WIH PETHCTpaluu (ajee - 3aKJIIYEHUE), U TOPSJIOK BbIIauu
denepanbHON CITy»)00i MO HaI30py B chepe 3apaBoOXpaHEHUS HA OCHOBAHUH
3aKJTFOYCHUST PA3pEIICHUs Ha BBOJ B TPAXKIAHCKHA OOOPOT KaXIOW CEepUH
WA KaXIO0M TMapTUM  Tpou3BeleHHOro B  Poccuiickoit ~ @Denepanuu
unu  BBo3uMoro B Poccuiickyro @Denepanuio  UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Mpemnapara (fajaee - pa3pelieHue).

2. Jlns mostyyeHust 3aKJII0UEHUS] TPOU3BOUTETh UMMYHOOUOJIOTHYECKOTO
JIEKapCTBEHHOro Tpenapara B Poccuiickot @enepanu WM OpraHu3alus,
OCYIIECTBIISIONAs BBO3 WMMYHOOHMOJIOTHYECKOTO JIEKapCTBEHHOTO IMpernapara
B Poccuiickyto ®enepanuio (manee - 3asBUTENb), HAMpaBIsIeT B OJHO
u3 GeaepalbHBIX YUPSKICHUA B MUCHbMEHHOW (opMe Ha OyMakKHOM HOCHTEIIE



WIM B DJCKTPOHHOW (OpME TOCPEICTBOM DJICKTPOHHOW TMOYTHI  WJIH
JUYHOTO KaOWHeTa B MH(DPOPMAIMOHHBIX CHCTEMaX (elepalibHbIX YUPEKICHHMA
(mamee - mOCPeACTBOM HMH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUN)
3asiBJIEHUE O BBIJJaY€e 3aKIIOYEHHS, B KOTOPOM YKAa3bIBalOTCA HAMMEHOBAHUE
3asiBUTENS, €ro HWJACHTU()HUKAIMOHHBIA HOMEp HaJOroIUIATEeNbUINKA, aJpec
AIEKTPOHHOM TOYTHI, OCHOBHOM T'OCYJAapCTBEHHBIM PETHCTPALMOHHBIM HOMED,
HaMMEHOBAaHHUs JIEKApCTBEHHOTO Mpernaparta (MexayHapoIHOE HEMaTEHTOBAaHHOE
WIM TPYyNIUPOBOYHOE HAMMEHOBAaHUE W TOPrOBOE€ HAMMEHOBAHHUE), HOMEp
PErMCTPALlMOHHOTO  yJIOCTOBEPEHHUS  JIEKAPCTBEHHOTO  Ipenapara, Jara
roCyJapCTBEHHOW PEruCTpallMd WM PErMCTPaldy JIEKAPCTBEHHOIO Mperapara,
PEKBU3UTHI IOKYMEHTA, OATBEPKAAIOMIETO (DAKT OIJIAThI BHIAAUYM 3aKIFOUEHHUS.

3. K 3asBneHuI0 0 BhIIaYe 3aKIOUCHUS IPUIIATAtOTCS:

a) Komust ~ JOKyMEHTa  MNPOU3BOAMTENA  MMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOI'0  Ipemnapara, cojaepxamero MHGOpMalUl O  CTaauax
MIPOU3BOJCTBA u KOHTpOJIe KauecTBa cepum WIH napTuu
MMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOTO  MpernapaTa B  COOTBETCTBUH
C JOKYMEHTaMHU pPEruCcTPAalMOHHOTO JOChe Ha HWMMYHOOMOJOTHYECKHUI
JIEKapCTBEHHBIN TPEIapar;

0) Konug ~ JOKyYMEHTa  MPOU3BOAUTENS]  MMMYHOOHOJIOTMYECKOTO
JEKapCTBEHHOI'O0 Tpernapara, MOATBEPKAAIOIIEr0 COOTBETCTBUE KayecTBa
CepUM WM TApTHM HMMMYHOOMOJOTMYECKOr0 JIEKAPCTBEHHOI'O Ipenapara
TpeOOBAaHMAM, YCTAaHOBJIEHHBIM TMpPU €ro TOCYJapCTBEHHOM perucrpauuu
WM PETUCTPALINH;

B) OJATBEPKIACHUE YIOJHOMOUYEHHOIO JIMIA 3asBUTENS COOTBETCTBUSA
CepUM WM TApTHM HMMMYHOOMOJOTMYECKOr0 JIEKAPCTBEHHOI'O Ipenapara
TpeOOBAaHMSAM,  YCTAHOBJIEHHBIM TIPU  TOCYJAPCTBEHHOW  perucTpauuu
WM PETUCTPALINH;

') KONIUSI HOPMATUBHOM JOKYMEHTALlMM WM HOPMAaTUBHOTO JIOKYMEHTa
10 Ka4eCTBY Ha UMMYHOOHMOJIOTUYECKHI JIEKApCTBEHHBIN MTpenapar;

1) 17 JIEKapCTBEHHBIX Ipenaparos, 3aperucTpPUPOBAHHBIX
B COOTBETCTBMM C aKTaMM, COCTaBISIOIIMMH T1paBo EBpa3uiickoro
DKOHOMHMYECKOTO COI03d, MAaKEThl NEPBUYHOM YIIAKOBKHM, NPOMEKYTOUYHOU
YINAKOBKH (OpU  HAJIUMYUH), BTOPUYHOM (MOTPEOUTENHCKOM) YMaKOBKH,
IpyNIOBOM YIaKOBKU (TIPU HAJTMYHH);

€) corjacue aepxkarens (BiaAesblla) peruCTPAlMOHHOTO YIOCTOBEPEHHUS
MMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOI'O  MpernapaTta Ha  MPOBEPKY
JOCTOBEPHOCTH U COOTBETCTBHSI IPEJCTABICHHBIX JAHHBIX CBEACHUSM,
collepKallUMCsl B JOKYMEHTaX, COIEPKAIUXCS B PEruCTPALlMOHHOM JIOChE



Ha HMMMYHOOMOJIOTMYECKUH JIEKAPCTBEHHBIM MpermapaTr, B TOM YHCIE
MOCPEJICTBOM  HampaBlieHUus  (enepadbHbIMM  YUPEXKICHHSIMH  3ampoca
B (enmepampHOE TOCYHapCTBEHHOE OIOMKETHOE YUYPEXKICHHE, YKa3aHHOE
B cTathe 15 PenepanbHoro 3akoHa "OO0 oOpalieH!H JIEKapCTBEHHBIX CPEICTB.

4. 3akroueHUEe BBIJAETCS MO pe3yJibTaTaM IMPOBEACHHBIX (eaepanbHbIM
YUPEXKIACHUEM HCIIBITAHUNA COOTBETCTBUSA KauyeCTBAa MMMYHOOMOJIOTMYECKOTO
JEKapCTBEHHOI0  Ipemnapara TpeOOBaHUSM, YCTAHOBJIEHHBIM TIPH  €r0
roCyJapCTBEHHOW PpEruCTpAallMM WJIM PErUCTpalMM (J1ajee - UCIHbITaHUs
Ka4yecTBa).

[Ipn BBIABIEHMM TIO pe3yJIbTaTaM MCIHBITAHUM KadeCcTBA OTKJIOHEHUU
OT TpeOOBaHM, YCTAHOBJIEHHBIX IPU TOCYAAPCTBEHHOW PpPETUCTPALUU WU
perucTpauud MMMYHOOHOJIOIHMYECKOTO JIEKApPCTBEHHOIO IMperapara, BbIIAETCS
3aKJIIOYEHUE O HECOOTBETCTBUU CEPUM WM MAPTUM UMMYHOOMOJIOTMYECKOTO
JEKapCTBEHHOI0  Ipemnapara TpeOOBaHUSM, YCTAHOBJIEHHBIM TIPH  €r0
roCyAapCTBEHHOW PErCTpallii WU PETUCTPALIMH.

5. @enepanbHble YUpPSKICHUS B TEYeHHE 3 paboumx mHEH co AHS
MOJIyYEHHUsS] 3adBJICHMS O BbIJAY€ 3aKIIOYEHUS U MPUIAraeMbIX K HEMY
MaTepualioB PErUCTPUPYIOT €ro C YBEJAOMJICHHUEM 3asiBUTENS B NMHCHbMEHHOMN
dbopMe Ha OyMa)XHOM HOCHUTENE WIH B 3JICKTPOHHOW (PopMe MOCpencTBOM
MH()OPMAITMOHHO-KOMMYHUKAIITMOHHBIX ~ T€XHOJIOTUM, TPOBEPSIOT  IOJHOTY
U KOMIUIEKTHOCTh MPEJICTAaBICHHBIX 3asBJICHUS O BbIIAU€ 3aKIHOYCHUS
U MpUJIaraéMbIX K HEMY MAaTepuajoB, YKa3aHHbBIX B MyHKTax 2 U 3 HACTOALIUX
IIpaBuir.

[Ipy BBISIBIIGHHMM HEMNOJHOTHI, U (WJIM) HEAOCTOBEPHOCTH, U (WJIN)
HEKOMIUJIEKTHOCTU 3asBJIEHHA O BbIAAU€ 3aKIIOYEHHs U (WIM) MaTepHUalioB,
yKa3aHHBIX B NMyHKTax 2 U 3 Hacroawmux llpaBui, denepanbHble yupexaeHUs
HaIIpaBJISIOT 3asABUTEN0 MOCPEACTBOM HH(OPMAIMOHHO-KOMMYHUKAITMOHHBIX
TEXHOJOTHH 3ampoc O TPEACTABICHWH OTCYTCTBYIOIIUMX HH(OpMAIH
U (Wm) MaTepuayioB (faiee - 3arpoc GeaepaabHOTO YUPESIKICHUS).

OTtBer Ha 3anpoc (QeaepalbHOrO  YUPEXKIECHHsS MpeACTaBIseTCS
3asgBUTENIEM TOCPEICTBOM WH(OPMAIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUN
B CPOK, He mpeBbImamui 30 pabouux THEH CO AHS €ro MOTyYeHHUS.

6. ®enepanbHble yUpPSXKACHHWS B TedeHWe 3 paboumx 1HEH cO JHSA
MOJIYYEHHS 3asBJICHUS O BblJaue 3aKJIIOUYEHUS] U MPHU MOJHOTE, JOCTOBEPHOCTH
Y KOMIUIEKTHOCTH 3asBJICHHS O BbIJau€ 3aKIIOUYEHHS M MPUIaraeMblXx K HEMY
MaTEepHUAJIOB, YKAa3aHHBIX B IyHKTax 2 U 3 Hacrosawmux lIpaBui, paccmaTpuBaroT
€ro,  ONpEeAENAIT  KOJWYECTBO  OOpa3lOB  MMMYHOOMOJOTHMYECKOTO
JEKapCTBEHHOTO Tpemapara (mamee - 00pa3lpl HUMMYHOOHOJIOTHYECKOTO



JIEKapCTBEHHOT'O npenapara), a TaKXKe KOJMYECTBO o0OpasIos
bapmaineBTHUECKON CyOCTaHIIMU, TECT-IITAMMOB MHKPOOPTaHU3MOB, KYIBTYp
KJIETOK, OOpa3loB BELIECTB, NPUMEHSEMBbIX JUIsI KOHTPOJISI KadecTBa
JEKapCTBEHHOIO TMpernapaTa IyTEM CPaBHEHHS C HUMH HCCIEIyeMOTO
JICKapCTBEHHOTO TperapaTa, pacXodHbIX MaTepHaoB B 00beMe, HEOOXOIUMOM
JUIsL IBYKPaTHOTO BOCIIPOM3BEIEHUS METOAOB KOHTpOJISI KadecTBa (maiee -
00pasIbl ISl BOCIPOU3BECHHUS METOI0B KOHTPOJIS Ka4eCTBa), U B MUCHbMEHHOMN
dbopMe Ha OyMaKHOM HOCHTENE WM B JJIEKTPOHHON (QopMe MOCPEenICTBOM
MHQOPMAITMOHHO-KOMMYHUKAIIMOHHBIX ~ TEXHOJOTHI  3alpaliuMBaroT  UX
y 3asBHUTENSA, @ TAKXKE YBEIOMIISIIOT 3adBUTENS O pa3Mepe IUIaThl 32 OKa3aHUE
YCIYTH MO MPOBEACHUIO HCHBITAHWNA KAaYeCTBA, PACCUYMTAHHOW HAa OCHOBAaHUU
METOJMKH, yTBEpXKIaeMOM MUHUCTEPCTBOM 3/paBooxpaHeHus Poccuiickon
@enepani, W O OAHKOBCKMX PEKBU3WUTaX MJs TEPEUUCICHHS IUIaTexa
3a OKa3aHMWE YKa3aHHOM yCIIyTH.

3anpammBaemblie  00pa3ibl MMMYHOOHOJIOTHMYECKOTO JIEKAPCTBEHHOTO
npemapata U o0pasibl A7 BOCIPOW3BEACHUS METOAOB KOHTPOJS KadyecTBa,
a TakKe PEKBHU3UTHI JTOKYMEHTa, MOATBEPKIAOLIEr0 (PakKT OIUIAThl YCIYTH
0 TMPOBEACHUID HCHOBITAHUNA  KA4yeCTBA, MPEACTABISAIOTCA  3asgBUTEIEM
B (emeparpHOEC YUPEKIECHHE B CPOK, HE mpeBblmaronui 90 paboumx mHEH
CO JTHS MOJIYYEHUS UM 3asIBICHUS O BbIJAa4€ 3aKIIOUCHUS.

B ciyuae npeBbllieHUs CPOKa, YKa3aHHOTO B a03alie BTOPOM HACTOAILETO
MyHKTa, B CBS3M C HEOOXOAUMOCTBIO 3aKymKd WU (WJIM) BBO3a OO0pPas3IoB
JUIS BOCITIPOU3BEICHUSI METOJIOB KOHTPOJIs KauecTBa B Poccuiickyro denepannto
3asiBUTENb HANpaBisIeT B (eAepallbHOE YUYPEXKJIEHHE B MHCbMEHHOMN
dbopMe Ha OyMaKHOM HOCHUTENE WM B JJIEKTPOHHON (QopMe MOCPEenCTBOM
MH()OPMATMOHHO-KOMMYHUKAIITMOHHBIX TEXHOJIOTMM 3asBJICHUE O NPOJJICHUHN
CpOKa, yKa3aHHOTO B ab3alle BTOPOM HACTOSIIErO MyHKTa, C MPUIOKEHUEM
JOKYMEHTOB M CBEJCHMM, MOATBEPKIAOINX (AKT HEOOXOIUMOCTH 3aKYIKH
u (W) BBO3a OOpas3loB [UII  BOCIPOW3BEICHUS METOJMOB  KOHTPOJIS
kauectBa B Poccuiickyro ®enepaluio ¢ MPEBBILIEHHEM CPOKA, YKa3aHHOTO
B a03a1ie BTOPOM HACTOSIIEr0 MyHKTa (Jajiee - 3asiBICHHE O MPOJIJICHUH CPOKa).

denepanabHbie yUpPEXKACHUS B TEUEHHUE 3 paboumx JHEW Co JHSA
MOJIYYEHHS 3asiBJIEHUS O MPOJUICHHH CPOKA pPacCMAaTPUBAIOT €r0 U NMPHUHUMAIOT
pelieHrne o TMPOMJICHHHM CpPOKa, YKa3aHHOro B a03ame BTOPOM HACTOSIIETO
MyHKTa, HO He Oornee ueM Ha 30 pabounx JHEHH.

7. OcHOBaHMEM JUIsi OTKas3a B  BbIJAYE 3aKIIOYEHHUS  SIBISIECTCS
HEIPEICTABICHHE 3asBUTEIIEM:



OTBETa Ha 3arpoc (PeAepaTbHOTO YUYPEXKIACHUS B CPOK, YCTAHOBJICHHBIN
B IyHKTE 5 HacTosmux [Ipasu;

TpebdyemMoro KOJIMYECTBA 00pa3ioB MMMYHOOUOJIOTUYECKOTO
JEKapCTBEHHOTO TIpermapaTa W o00pasloB JUIsi BOCIPOU3BEACHHUS METOOB
KOHTPOJISI KAUueCTBa,

PEKBU3HUTOB JOKYMEHTA, MOATBEPXKAAOMIET0 (aKT OIjaTel yCIyru
10 MPOBEJICHUIO UCTIBITAHUI KaueCTBa U BbLAAUy 3aKJIFOUECHHS.

8. McmpiTanuss KadecTBa MPOBOAATCS (elaepalabHBIMUA YUPEKICHUSIMH
Ha OCHOBAaHMM HOPMATHMBHOW JOKYMEHTAIMUd WJIM HOPMATHUBHOIO JOKYMEHTa
[0 KayeCcTBY C YYETOM pEIICHHs [0 OIpPEACNIEHHI0 00beMa MPOBOJAUMBIX
UCIBITAHUN Ka4ecTBa WMMYHOOHMOJOTHYECKOTO JIEKapCTBEHHOTO Tperapara,
NPUHATOTO KOMHCCHEW MO KayeCTBY MMMYHOOHMOJOTHYECKHX JIEKapCTBEHHBIX
mpenaparoB, KoTopas co3gaetcs demepanbHON CIIy»)00i 10 Ham30py B chepe
3IpaBOOXpaHEHUsl (J1ajJjee COOTBETCTBEHHO - PEIICHHE [0 OIPEICICHHUIO
o0BbeMa UCTIBITAHUNA KaueCTBA, KOMHUCCHSA).

OenepanibHOM  cay:k00i 1O HaA30py B cdepe 3ApaBOOXPAHCHUS
YTBEPKIAKOTCS TIOJI0)KEHHE O KOMUCCHH, €€ COCTAaB M MOPSAOK OLIEHKHM 00beMa
UCIIBITAaHUI Ka4eCTBa UMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB.

9.1lpu  nonyuennn  DegepasibHOW  CHyKO00M 1O HaJ30py
B cdepe 3apaBooxpaHeHHMs HWHPOpMAWKU 00 yXYAIIEHUH KadecTBa
MMMYHOOUOJIOTUYECKOTO  JIEKAPCTBEHHOTO  Mpemapara U (WiK)  yCIOBUHU
ero npou3BoacTBa DeepanpHas ciryk0a Mo HAA30py B cepe 3paBOOXpaHEHUS
NepeIaeT ee KOMUCCHM Ha OyMa)XHOM HOCHUTENE.

[Tpu momyuennn uHPOpPMAIH, YKa3aHHOW B ab3alie MepBOM HACTOSIIETO
MyHKTa, KOMMCCHUS TNPUHUMAET peuieHue 00 HU3MEHEHHHM paHee HPUHATOTO
pELIeHHs IO ONPEIETIEHUI0 00beMa UCTIBITAHUI KaueCcTBa.

10. ®enepanbHble yUpeKAECHUST TPOBOAAT MCIBITAaHUS KayecTBa B CPOK,
He mpeBbimarommii 30 pabounmx mHEW co 1HA ModydeHus ¢eaepaIbHbIMU
YUpPEKIACHUIMU o0pa31oB UMMYHOOHOIOTHYECKOTO JIEKapCTBEHHOTO
npemapata ¥ o0Opa3IoB JJii BOCIPOM3BEACHUS METOAOB KOHTPOJS KadecTBa
U TIPEICTaBIIEHUS PEKBU3UTOB JIOKYMEHTA, MOJATBEPKIAIONIETO (PAKT OIJIaThl
YCIYTM 1O TPOBEICHHUIO HUCIBITAHUN KauyecTBa, 3a HCKIIOYEHHEM CIIy4aes,
KOI/la JUIMTEIbHOCTh MPOBEIEHUS HUCHBITAHWM KadecTBa, MPEeayCMOTpEHHas
METOJMKAaMU HCHBITAHWN, YKa3aHHBIMH B HOPMATUBHOW JOKYMEHTALIMU WU
B HOPMATHBHOM JOKYMEHTE MO KayecTBy Ha HMMYHOOMOJOTHYECKHUI
JIEKapCTBEHHBIN Npenapart, npessimaeT 30 pabounx qHeH.

JlomyckaeTcsi MpoOBeICHHE MUCIBITAHUM KauyecTBa MMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX IPENapaToOB C HCIOIb30BAHUEM CPEICTB JIUCTAHLHMOHHOTO



B3aUMOJICHCTBUSI HAa OCHOBAaHMM M B TIOpPAJKE, KOTOpPbIE  YKa3aHbI
B  nyHKTax 6-14  IlpaBum  mpoBeAeHWs  WUCIBITAaHWM,  yKa3aHHBIX
B yactax 4, 4!, 4> u 5 crateu 52! denepanpHoro 3akona "OO6 oOparieHHH
JIEKapCTBEHHBIX CPEACTB", B TOM YHUCIE€ C UCIOJb30BAHUEM CPEJICTB
OUCTAHIIMOHHOTO  B3aUMOJICWCTBUS,  YTBEPXKIECHHBIX  IMOCTAaHOBJICHUEM
IIpaButensctBa  Poccmitickonn ~ ®emepaumn  or 31 wmas 2025 T
Ne 815 "O nopsiake BBOAa B TPaXTAHCKUI OOOPOT JIEKAPCTBEHHBIX CPE/ICTB
JUIST. MEIULMHCKOTO NTPUMEHEHUS "

11. ®enepanbuble  yupexJeHUS O0ECMEeUMBAIOT OKa3aHHE  YCIyTH
0 TPOBEJCHHUIO HCIBITAHUN KadyecTBa, B TOM YHUCIE C MPHUBICYCHUEM
AKKPEIUTOBAHHBIX B COOTBETCTBMM C 3aKOHOJATEIBCTBOM Poccuiickon
@enepauu 00 aKKpeAUTAIMM B HAUUMOHAIBHOW CHCTEME aKKpEeAUTaIuh
UCIIBITaTEeNIbHBIX ~ JabopaTopuil  (LEHTPOB), €CJIM HEBO3MOXHO IIPOBECTH
UCIIBITAaHUS KaYeCTBA B IMOJIHOM 00bEME B (peAePaTbHBIX YUPEKICHUSIX.

12. denepanbHble yUpexKACHUS B TEUeHHE 3 pabodymx [HEH co JHS
3aBEPILEHUS UCIBITAHUN KadecTBa O(POPMIISIOT 3aKIFOUEHHUE 10 YTBEP>KIECHHOMN
denepanpHO Ciyx)00i TO Ham3opy B cdepe 3apaBooxpaHeHus Gopme
C IPUIJIO)KEHUEM K HEMY IPOTOKOJIA UCIIBITAHUH, SBJISIOMIETOCS HEOThEMIIEMOM
YacThIO 3aKJIIOYEHUS, W HANPABIAIOT €ro 3asBUTEII0 B NMUCBMEHHOM (opme
Ha OyMa)XHOM HOCHUTENE WIM B  OJIEKTPOHHOW (QopMe  TOCPEACTBOM
MH(})OPMAIMOHHO-KOMMYHHUKAIIUOHHBIX TEXHOJIOTUH.

B ciyyae He0OX0AMMOCTH TOJyHYEHHSI JOKA3aTeIbCTB, MOATBEPKAAIOIIUX
MOKa3aTelld YCIOBUI OKPYXKaroIel cpeibl, KaueCTBO UCIIOIb3YEMBIX PEAKTUBOB
U MaTepuajoB, KaueCTBO M YCIIOBUSA COJEpKaHUS JTaOOPAaTOPHBIX >KUBOTHBIX,
a TakXe JOKYMEHTOB M0 KBIM(QHUKALHUHU HCIBITATEIHHOTO 00OpYy0BaHUS,
NEPBUYHBIX JAaHHBIX C O0OpPYAOBaHHWS, TEXHHMYECKUX 3aMUCEH, OTHOCSIIMXCS
K TPOBOAMMOMY MCHBITAHUIO KauyecTBa, IOCIE MPOBEACHHOTO MCIBITAaHUS
KauecTBa C HCIIOJIb30BAHUEM CPEACTB JHUCTAHIIMOHHOTO B3aUMOJIEHCTBUS
yKa3aHHBIM B ab3a1ie MepBOM HACTOSILEr0 MYHKTa CPOK MOXKET OBITh MPOIJIEH,
HO He Oosiee ueM Ha 30 pabouux AHEH.

®enepanpHble  YUpPEXKICHHUS HAMpaBIAIOT B MHCBMEHHON  (Qopme
Ha OyMa)>KHOM HOCHUTEJE WIH B 3JIEKTPOHHOUN (POpMe MOCPEACTBOM JIEKTPOHHOM
noutel B DenepanbHylo clyx0y Mo Haa30py B cdepe 3ApaBOOXpPaAHEHUS
3aKJIIOYEHUS O HECOOTBETCTBUU CEPUM WA MAPTUM UMMYHOOMOJIOTMYECKOTO
JEKapCTBEHHOI0  Ipemnapara TpeOOBaHUSM, YCTAHOBJIEHHBIM TIPH  €r0
roCyAapCTBEHHOW PErCTpallii WU PETUCTPALIMH.

13. ®enepanpHas ciyx0a 1O Ham30py B cdepe 3apaBOOXpaHEHUS
oOecrieurBaeT 3asiBUTENSIM aBTOPU30BAHHBIN JOCTYN K aBTOMAaTH3WPOBAHHOMN



nHopmarmoHHoi cucteme DemepasbHON CIIyKObBI 1O Ham30py B cdepe
3/I[paBOOXpaHEHUs (Janee - aBTOMATHU3MpOBaHHAs WH(POpPMAIMOHHAS CUCTEMA)
MOCPEJICTBOM TPENOCTABIEHUS JIUYHOIO KaOMHETa B TaKoW MH(OPMALIMOHHOMN
CUCTEME Ul HANpaBJICHUsS 3asBJICHUA O BblJAAY€ pa3peuIeHUus, yKa3aHHOTO
B myHKTe 14 Hacrosmumx [IpaBui.

14. 3assBneHne O BbIIAYE pA3PEUICHHUS NPEACTABISACTCS 3asIBUTEIEM
B @DenepanpHyio ciyx0y MO Hag3opy B cdepe 3apaBOOXpaHEHHS uepe3
JUYHBIN KaOWHET B aBTOMATHU3UPOBAHHOW HWHGOPMAIMOHHOW CHUCTEME WU
C UCIOJB30BaHHWEM (enepalibHON  TOCYyAapCTBEHHOW  HH(POPMAIMOHHOMN
cucteMbl "ENWHBIA TOPTAN TOCYAApPCTBEHHBIX W MYHULHNAIBHBIX YCIyT
(pynkumif)" (manee - eaUHBIA TOpPTan) B (oOpME 3IIEKTPOHHOTO IOKYMEHTa,
MOANMKUCAHHOTO YCHJIEHHOM KBaJIM(PUUUMPOBAHHOW 3JIEKTPOHHOM MOJAINMKCHIO,
Wi (PU3UYECKUM JTUIIOM, TPEICTABISIONINM HHTEPECHl 3asBHUTENSA, B (dopme
ANEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO YCUJIEHHOW HEKBaIu(pUUHUPOBAHHOMN
AIIEKTPOHHOW TOJMHUCHIO, CEPTH(PHUKAT KII0Ya TPOBEPKH KOTOPOH CO3/aH
U UCMONB3yeTcss B WH(PpacTpykType, obecrmednBaromel WHGOPMAIIMOHHO-
TEXHOJIOTHYECKOE B3aUMOJIEHCTBHE HMH(OPMALMOHHBIX CUCTEM, HCIOIb3yEMbIX
Ui TIPENOCTaBICHHS  TOCYJAAPCTBEHHBIX W MYHHIMIOAIBHBIX  YCIYyT
B DJIGKTPOHHOM (¢opme, B ycraHoBlieHHOM IIpaButensctBom Poccuiickoit
denepanuu MopsiIke.

OenepanibHas  ciayk0a 10 Haa3opy B cdepe 3ApaBOOXpaHEHUS
3ampamuBaeT y (eAepanbHBIX YUPEKACHUN 3aKIIOUEHHE C TPHI0KEHHEM
K HEMY I[pOTOKOJA HCHBITAHUM HMMYHOOMOJIIOIMYECKOr0 JIEKapCTBEHHOTO
npenapara, SBJISIOIIErocsi HEOThbEMJIEMOM YaCThIO 3aKIIFOUEHHS.

15. ®enepanpHas ciyx0a 1O Ham30py B cdepe 3apaBOOXpaHEHUS
B TeyeHHe 3 pabouux JHEW CcO JHA MOCTYIUIEHHWS 3asBJIEHUS O BblJaye
paspemieHuss BblIaeT paspemieHue. lloaTBepxkaeHueM Hamuuus pa3penieHus
SBJISIETCS 3aIIMCh B PEECTPE PA3PECIICHUM.

16. B cnywyae Hannuusi B 3asBJICHUMM O BBIJAYE PaA3PEIICHUS HEMOIHOMU
u (unm) HeJoCTOBepHOM wuHMOpManuu, B clydae OTCYTCTBUS B CHCTEME
MOHUTOpPUHIA JIBM)KEHHS JIEKAPCTBEHHBIX NpenaparoB I MEIULMHCKOTO
NpUMEHEHHs WH(GOPMAllMd O CEpPHUH WM MApTHH HMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOI'0 Ipenapara, B CilIy4yae IIOBTOPHOM IIOJAauu 3asiBJICHUA,
B COOTBETCTBUHU C KOTOPHIM OBLIO BHIAAHO paszpemieHue, DenepaibHas ciykoa
Mo HaI30py B cdepe 3ApaBOOXpAaHEHUs HAIpaBIsIeT B JAYHBIA KaOWHET
B aBTOMAaTHM3MPOBAaHHOW WHGOPMAIMOHHON CHCTEME WIM JHYHBIM KaOWHET
HAa €IWHOM TIOpTale YyBeAOMJIeHHEe 00 OTKa3e B BbAaU€ pa3pemieHus



C YKa3aHHMEM NPUYUH OTKa3a B T€UEHHE 3 pabouMx AHEH CO JIHSA MOCTYIUICHHS
3asiBJIEHUS O BbIJA4e pa3perieHusl.

Pemenue o0 oTka3ze B BblAaue pa3pelieHHs] MOXET OBbITh 00XKajloBaHO
B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickon denepannu.

17. ®enepanpHas ciyx0a 1O Ham30py B cdepe 3apaBOOXpaHEHUS
OCYWIECTBIISIET BEJACHUE pEecTpa pa3pelieHud B aBTOMATU3UPOBAHHOMU
nHpopMarimoHHoi cucteme. CBeJICHUS U3 peecTpa pa3pelieHUil pa3MeniatTcs
®enepanpHoil ciyxk00i1 0 Ham30py B cdepe 3apaBOOXpaHEHHS] B OTKPHITOM
goctyne Ha  odpunuanbHoM — caiite  CayxObl B HMH(OPMAIMOHHO-
TEJICKOMMYHUKAaMOHHON cetn  "WMuTepHeT" C coOmoaeHueM TpeOoBaHUMN
3akoHoxartenscTBa Poccuiickon denepanm 0 KOMMEpPYECKOM W WHOM
OXpaHsEMOMN 3aKOHOM TalHe.

18. Pazpemenuto IIPUCBANBACTCS pErucTpaOHHbIN HOMEP
C HCIOJB30BAaHWEM €IMHOIO0 peecTpa ydeTa JMIEH3Ud (pas3pelieHuit),
SBIISAIOIIETOCS TTOJICUCTEMOM (heepanbHOM rocyAapCTBEHHOM NH()OPMAIIHOHHOM
cucteMsl "PenepanbHbIl PEECTP TOCYAAPCTBEHHBIX M MYHHIIMIAIBHBIX YCIIYT
(pynxunii)".

19. Beimucka w3 peectpa paspemeHuidl (opMUpPYETCsS aBTOMATHYECKH
B (opme 5IEKTPOHHOTO [OKyMEHTa OJHOBPEMEHHO C BHECEHHEM 3alliCh
B pEECTp pa3pelICHUl U HaMpaBlsSIeTCS 3asBUTENI0 B JIMYHBIA KaOWHET
B aBTOMATU3MPOBAHHOW HMH(POPMAIMOHHONW CHUCTEME WM JIMYHBIA KaOWHET
Ha €MHOM IOpTalIe.

Beimucka w3 peecTtpa  paspelIeHUMM  MOJIKCHIBAETCA — YCUJIEHHOMU
KBATM(UIIMPOBAHHON  AJIGKTPOHHOW MOANKCHIO  YIIOJIHOMOYEHHOTO  JIMIIA
denepanbHOU CITyKOBI IO HA30PY B cepe 3ApaBOOXPaHCHUS.

Ha BeImHCKy U3 peecTpa pa3pelleHHd HAHOCHUTCS JABYXMEPHBIN
mTpuxoBoit ko1 (QR-koj), mocpencTBOM KOTOPOTO OOECIEeUUBAETCS MEPEXO/T
Ha cTpaHuly oduuuanbHoro caiita @enepanbHONl CIyKObl MO HAA30pY
B cepe 3apaBOOXpaHEHHUs] B MH(POPMALMOHHO-TEJIEKOMMYHHUKAIIMOHHOW CETH
"UnaTepHeT", comepxKallyro CBEICHUS U3 PEeeCTpa pa3pelICHUN.

dopma BBIMHCKKM W3 peecTpa pa3pemieHuil U Qopma yBEAOMIICHHUS
3asiBUTENS] O TPUHATOM peHeHMH 00 OTKa3e B BblAade pa3peuieHus
yTBepkaarTcs denepaabHON ciTy>k00H 110 HaBOPY B cepe 3ApaBOOXPAHCHHSI.

20. B peectpe pazpelieHnil yka3blBalOTCS CIEIYIONIUE CBEACHHUS:

a) HOMEp M J1aTa BbIAauu pa3pelieHus;

0) HaMMEHOBAaHUE 3asBUTEIIS,

B) UICHTU(UKAIMOHHBIA HOMEP HAJIOTOIUIATEIbIINKA 3asIBUTEIIS;



I') HOMEp PETUCTPALMOHHOIO YAOCTOBEPEHUS U JaTa TOCyAapCTBEHHOU
perucTpaluy Wik perucTpalmy;

1) TOPrOBOE€ HAaWMEHOBAHHE HMMMYHOOHOJIOTHYECKOTO JIEKApPCTBEHHOTO
npenapara;

€) MEXIyHapOaHOE HEMaTEHTOBAaHHOE WIH IpyIIIMPOBOYHOE
HaMMEHOBAaHHE UMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOIO MIpenapara;

X) (opma BeIITycKa UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO Mpernapara
(c ykazaHuem JE€KapCTBEHHOM (OpMBI, JO3UPOBKH, BHAA YHAKOBKH
Y KOJIMYECTBA B YIIAKOBKE);

3) HOMEP CE€pUU WM NapTHH WMMYHOOMOJOTHYECKOrO JEKapCTBEHHOIO
npenapara;

¥) HAUMEHOBAaHUE W CTpaHa MPOU3BOJUTENS] HUMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O TMperapaTa, OCYIIECTBISIOMIETO BBIMTYCKAIOMUNA KOHTPOJIb
KauecTBa;

K) HAMMEHOBAaHUSI M CTpaHbl NMPOU3BOJAUTENEH MMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTI'O Mpenapara, OCYIECTBISIOMNX CTaAUN MPOU3BOJICTBA.

21.Ilpu  oOHapyXeHUM 3asBUTEJIEM OIEYAaTOK W (WIM) OIIMOOK
B uH(opMmamuu, cojepxanieiica B peecTtpe paszpeumieHuii, denepanbHas
cinyx0a mo Hag3opy B cdepe 3ApaBOOXpaHEHHUS KOPPEKTHUPYET YKa3aHHYIO
MH(}OPMAIUIO 1O 3asBJICHUI0 O BHECEHHM M3MEHEHHMH B PEECTp pa3pelIeHUH,
KOTOpoe Tmojaercs 3asBuTeneM B DenepalibHyl0 CilIyk0y 10 HaA30py
B cdepe 3ApaBOOXpaHCHUS B JIJICKTPOHHOW (opme depe3 JHYHBIN KaOWHET
B AaBTOMAaTU3UPOBAaHHON HH()POPMALMOHHOM CHUCTEME WJIH JIMYHBIA KaOWMHET
Ha €IMHOM IOpTalie, B TeUeHue 3 padouux JHEW CO JHS PErHCTpaluy TaKOTo
3asIBJICHUS.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 31 masa 2025 r. Ne 815

IHPABHUJI A

NPUHSATHUSA PelieHUs 0 MPeKPANIeHUN TPAKIAHCKOT0 000poTa
yka3aHHbBIX B yacT 10 craTbu 52! ®denepaibHOrO 3aK0HA
"O0 oOpalnieHuH JJeKAPCTBEHHBIX CPEeICTB' cepUU WU MAPTHH
JIEKAPCTBEHHOI'0 Npenapara JJjisi MeAHIIHHCKOI 0 NPUMeHeHUs

1. Hacrosimmme  IlpaBuiia  ycTaHaBIMBAIOT — TOPSJAOK — HPUHSATHS
®denepanbHOil cnyk00i MO HaA30py B cdepe 3ApaBOOXPAHEHUS PEIICHUS
0 TPEKpAIleHUHU TPaXKIAHCKOTO 000pOTa Cepud WM MApTUU JIEKAPCTBEHHOTO
npenapara Juisi MeIMIIMHCKOTO TPUMEHEHUs (Jaliee - JIeKapCTBEHHBIN Mpernapar)
(32 HCKJIIOYEHHEM HMMMYHOOHOJIOTMYECKOTO JIEKapCTBEHHOTO Mperapara)
B ciyuae HempenacraBieHus B DenepanbHyro ciyxkOy 10 Haa30py
B cdepe 3IpaBoOOXpaHEHHUS JTOKYMEHTOB U CBEJCHUH, NPEIyCMOTPEHHBIX
gyactamu 1, 2, 4, 41, 43, 5 wu 5! cratem 52! denpepanbHOro 3akoHa
"OO6 oOpatieHun JeKapCTBEHHBIX cpeacTB" (anee - JOKYMEHTHI M CBEACHUS),
00 Cepuu WIM MapTUU UMMYHOOHUOJIOTHYECKOTO JICKAPCTBEHHOTO Ipenapara,
HE UMCIOIIIETO MPETyCMOTPEHHOr0 YacThio 7 crtaThkl 52! denmepaabHOro 3aKoHa
"O6 oOpamieHMM JIGKAPCTBEHHBIX  CpPEeACTB"  paspelieHuss Ha  BBOJ
B IpaXIaHCKHUM 000pOT (1aee - pa3pericHue).

2. 1lpu BeIgBIcHUN DeaepaibHOM ciayx00i 10 Ham3opy B cdepe
3IpaBOOXpAHEHUsI TPU OCYHIECTBICHUH (eepaibHOr0 TOCYJapCTBEHHOTO
KOHTpoJisi  (Ham3opa) B cdepe oOpalieHuss JIEKapCTBEHHBIX  CPEJICTB
B TpaxJIaHCKOM OOOpOTE CEepud WIM MapTUU JIEKAPCTBEHHOTO Iperapara,
JOKYMEHTBl M CBEJIEHUS O KOTOPBIX, MPEIyCMOTPEHHBIE B COOTBETCTBUU
¢ wactamu 1, 2, 4, 4, 43, 5 u 5! crateu 52! dexepanpHOro 3akoHa
"O6 oOparieHnH JIeKapCTBEHHBIX CPENCTB", HE Tpe/icTaBleHbl B DeepalibHYI0
ciyx0y 1o Haa3opy B cdepe 3apaBOOXpaHEHHs, JTUOO CEpUH WU TAPTHH
UMMYHOOHOJIOTHYECKOTO  JICKAPCTBEHHOTO  TIpermapara, HE  UMEIOIIETo
paspemienusi, denepanpHas cliy’)k0a Mo Haa3opy B cdepe 3apaBOOXpaHEHUS



NPUHUMAET pelIeHue O NPeKpalleHMH UX TpaxIaHCKOro oOopoTa
(manee - pemieHUE O MPEKPAIICHUH TPaXKIaHCKOTO 000pOoTa) 10 MpeACTaBICHUS
YKa3aHHBIX JJOKYMEHTOB M CBEJICHUH JINOO MOIyICHUS Pa3peiIeHusl.

3. IIpu moctrymnennu B DemepanbHyro cioyk0y mo Haa30py B chepe
3paBOOXpPAHEHUs] OT  OpPraHoB  TIOCYJAapCTBEHHOM  BJIAcTH, OPraHOB
MECTHOTO CaMOYIpaBJIEHUs, TPakJIaH U OpraHu3alMil B (popMe 3JIEKTPOHHOTO
JOKYMEHTa MOCPEACTBOM 3JIEKTPOHHOW MOYTHI, MIIA MTOCPEICTBOM (eaeparbHOn
roCyJ1apCTBEHHOU MH(pOpMaMOHHOM CUCTEMBI "EnuHb1i rnoprai
TOCYJapCTBEHHBIX M MYHHUIIMIAIBHBIX ycIHyr ((QYyHKIH)", WU TOCPEACTBOM
€AMHOW CHUCTEMBl MEXBEJOMCTBEHHOIO 3JIEKTPOHHOIO  B3aUMOJEHUCTBHS
(mmst  opraHoB TOCYJApCTBEHHOW BIACTM W MECTHOTO CamMOyIpaBJE€HUs),
WIM B TUChMEHHOW (opMe TIOYTOBBIM OTIPaBICHHEM WHGOPMALIUN
0 HAaxOXJEHUU B IPAKJAHCKOM 00OpOTE CEpUU WM NapTHH JIEKAPCTBEHHOTO
npernapara, TOKyMEHTHI U CBEJICHUSI O KOTOPBIX B COOTBETCTBHUHU C YACTAMU 1, 2,
4, 41, 43 craten 52! denepanpHoro 3akona "OO oOpalieHUH JEKapCTBEHHBIX
cpenctB" He mpeacTaBieHbl B DenepanbHylo choyk0y mo Haa3opy B cdepe
3IpaBOOXpaHEHUs, JUOO Cepuu WM MApTUH UMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOIO Mpenapara, He UMEIOIIETo pa3pelieHus (anee - uHpopmanus),
OenepanbHas ciayk0a 1o Ham30py B cdepe 3ApaBOOXpAHEHUS B TEUCHHE
3 pabouux mHEH cO AHS MOCTYIUICHHS WH(GOPMAIMU OCYIIECTBISIET IPOBEPKY
JOCTOBEPHOCTH COJEPKAIIMXCS B HEM CBEACHUHM W IPUHUMAET PEIICHUE
O MpEKpalleHUH TPaKJAHCKOro 000poTa 10 MNPEACTaBICHUS YKa3aHHBIX
JOKYMEHTOB M CBEICHHUI JTMOO MOIyUYEHUs pa3pelieHHs.

4. Exxerogno, mocie 1 anpens, PenepanbHoil ciay:k00i MO HaI30py
B cdepe 3IpaBOOXpaHEHUS B TEUEHHE 6 MECALEB TMPOBOJIUTCS aHAJIHU3
NPEJICTaBICHHBIX  MPOW3BOAUTENSIMA  JICKAPCTBEHHBIX  CPEACTB  HIIU
OpraHu3alisIMH, OCYIIECTBISIOIIMMH BBO3 JIEKAPCTBEHHBIX IpENapaToB
B Poccuiickyro ®Penepanuro, ITOKYMEHTOB W CBEICHHMH, NPELYCMOTPEHHBIX
gacTsimu 5 u 5! crareu 52!  ®enepanbhHoro 3akoHa "OO  oOpatieHHN
JIEKapCTBEHHBIX CPEACTB".

[Ipu orcyrcTBum mnocne 1 ampenst B denepanbHON clyx)0e MO HAI30py
B cdepe 31paBOOXpaHEHUS JTOKYMEHTOB U CBEIEHUM, NPETyCMOTPEHHBIX
gacTsimu 5 u 5! crareu 52!  ®enepanbhHoro 3akoHa "OO  oOpatieHHN
JeKapcTBeHHBIX cpenctB", DexepanpbHas cayxk0ba M0 Hag3opy B cdepe
3paBOOXpPAHEHUs] NPUHUMAET pEHIEHUWE O MPEKPaAlIeHUH TIPakIaHCKOTO
000poTa 710 MPEeACTaBICHUS TOKYMEHTOB U CBEACHHIA.



5. Pemiennss 0 mTpeKpamieHuH TPakIaHCKOTO o000poTa 0o(OopMISIOTCS
npukazom DenepanbHONH CIyXObl 1O HAA30py B cdepe 3IpaBOOXpaHEHUS
B TeueHue 3 paboumx gHed mocne naHS BhisiBIeHUS Ciyx060i  (akToB
OTCYTCTBHUS IOKYMEHTOB U CBEJEHUM, YKa3aHHBIX B IMYHKTaX 2 U 4 HACTOALIUX
[IpaBun, win noiaydyeHus HHPOPMALMM, YKa3aHHOM B IYHKTE€ 3 HACTOSAILIUX
[IpaBun, W pacnpocTpaHSIOTCS Ha BCE CEPUM WM NHApTUHU JIEKAPCTBEHHBIX
MpenaparoB, JOKYMEHTbl M CBEACHHS O KOTOPbIX HE IIPEICTABICHbI
WM IIPUA OTCYTCTBUM Pa3pEILICHUS.

Pemenuss o0 mpekpameHuu rpaxkJIaHCKOro 000poTa paclpOCTPaHSIOTCA
Ha BCE CEpUU WM TAPTUU JIEKAPCTBEHHBIX IMPENapaTroB, BBEICHHbIE
B TPaXTAHCKUN OOOpPOT B TMPEANMICCTBYIOMNN KaJCHAAPHBIA TOM, TOKYMEHTHI
¥ CBEJICHUS O KOTOPHIX HE TMpeacTaBieHbl B DefepaiabHyto CiIyx0y 1Mo Haa30py
B chepe 3apaBOOXpaHEHHUS B COOTBETCTBHH C dYacTsaMH 5 um 5! cratem 52!
denepanpHOTO 3aKk0HA "O0 00paIeHnn JTEKapCTBEHHBIX CPEACTB".

6. O TNpPUHATOM pEIIEHHH O NPEKpalleHHuH TpaxIaHCKoro o0doporta
OenepanbHas ciayk0a 1o Ham30py B cdepe 3IpaBOOXpAHEHUS B TEUCHHE
3 pabouux ngHEd co JHA OQOpMIIEHUS TMpHKa3a, YKA3aHHOTO B IYHKTE 5
HacTosimmx [lpaBuni, yBemoMIsieT NPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB
WIM OpraHHu3alyio, OCYILIECTBUBIIYIO BBO3 JIEKAPCTBEHHOIO Iperapara
B Poccuiickyto denepanuto, NoCpeICTBOM HAIPABICHUS! KOIIMU TAKOTO MpPHUKa3a
B MHCbMEHHOW (opMe 3aKa3HbIM IOYTOBBIM OTIPABICHHEM WIH B (opme
AJIIEKTPOHHOI'O JJOKYMEHTA MO 3JIE€KTPOHHON MOUTE.

7. B Teuenue 3 pabouux IHEW co AHS 0(hOPMIICHHS MPUKA3a, YKA3aHHOTO
B myHkTe 5 Hacrosmmx [lpaBun, wuHpOpMAIUS O TPHUHATOM PEIICHUU
0 TpEeKpalleHuH TPaKJAHCKOTO o00opoTa MyOIMKyeTcs Ha OQHUIIMAIBHOM
caiite ®@enepasibHOM CIy)KObl 1O Haa30py B cdepe 3ApaBOOXPAHECHHUS
B MH(OPMALIMOHHO-TEJIEKOMMYHUKAIIMOHHOU ceTH "MHTepHeT" ¢ co0roaeHrneM
TpeboBaHuil 3akoHoAaTenbcTBa Poccuiickoit dDegeparuu 0 KOMMEPUECKOH
Y NHOM OXPaHsIEMOM 3aKOHOM TalHe.

8. Pemmenne 06 oTMeHe pemieHus 0 MPeKpaIIeHNH TPaKIaHCKOro 000poTa
npuHuMaeTcs DenepanbHO ciyk00¥ MO Hag30py B chepe 3apaBOOXpaHEHUS
B TeuyeHHe 3 pabouumx MAHEH €O JHA BHECEHUS B ABTOMATH3UPOBAHHYIO
nHdopmarmorHyo cuctemy DenmepanpHOl cmykObl TO0 Ham3opy B cdepe
3IpaBOOXpPAHEHUsI  NPOU3BOJAUTENEM  JIEKAPCTBEHHBIX  CPEICTB  WJIH
OpraHu3alliei,  OCYyIIECTBUBIIEH  BBO3  JIGKAPCTBEHHOIO  Ipemnapara
B Poccuiickyro ®Penepanuro, TOKYMEHTOB M CBEIECHHMH, NPELYCMOTPEHHBIX
gactamu 1, 2, 4, 4!, 43 5 wu 5' crarem 52! ®degepanbHOro 3aKoHa



"O6 oOpamieHWM  JICKApCTBEHHBIX  CPEACTB" WM CO JHS  BBIJAYH
B YCTAHOBJICHHOM TOPSIJIKE pa3peleHus.

9. Pemuenne 00 OTMEHE pemIeHUS O NPEKpalleHHH TIPaXIaHCKOTO
000poTa, TPHUHATOE B COOTBETCTBUU C IyHKTOM § HacToamux I[lpaswui,
opopmisiercss mpukazom DenmepanbHOM CIY)OBI TIO HaAA30py B cdepe
3/IpaBOOXPaHEHUS.

10. O mnpunaTroM pemeHUH 00 OTMEHE pEImIeHUS O MpPEeKpaleHun
rpaxaanckoro obopora denepanpHas cioykba 1o Ham3opy B cdepe
3paBOOXpaHEHUsI B TeueHrWe 3 paboumx gHEH co AHS OQOpMIICHUS TMPHUKa3a,
yKa3aHHOro B NyHKTe 9 Hactosmux [lpaBun, yBegomiisieT NpPOU3BOJIWTENS
JEKapCTBEHHBIX  CPEACTB WMJIM  OpPraHU3alll0, OCYIIECTBUBIIYIO  BBO3
JeKapcTBEHHOro nmnpenapara B Poccuiickyto ®denepannio, NOCPEACTBOM
HAIpaBJIEeHUS KOMHWM TAaKOTO0 TIpHKa3a B MHUChMEHHOW ¢opMe 3aKa3HBIM
MIOYTOBBIM  OTIIPaBJICHUEM HIM B (OpME BIEKTPOHHOTO JOKyMEHTa
I10 JIEKTPOHHOM MOYTE.

11.B Teuyenue 3 pabouux gHed co JHS OQOPMIICHUS TPUKA3a,
yKka3aHHoro B mnyHkTe 9 Hacrosumx IlpaBun, uHpopmamus O MNPUHATOM
pemeHn 00 OTMEHE pemieHUs O TMPEKpalieHuu TPakKTaHCKOTO 000poTa
nyonukyercs Ha odunuansHoM caite demepanbHONU CIy)OBl MO HAA30pPY
B cepe 3apaBOOXpaHEHHUs] B MH(POPMALMOHHO-TEJIEKOMMYHHUKAIIMOHHOW CETH
"UuTepuer" c¢ coOmrogeHneM TpeOoOBaHUI 3aKOHOJATeNbCcTBa Poccuiickoit
Penepanuy 0 KOMMEPUYECKOM M MHOM OXPaHsAEeMOU 3aKOHOM TaiHe.




