IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 3 mapra 2025 r. Ne 257

MOCKBA

006 yrBep:knenuu [IpaBuj npuMeHeHHS MMOJI0KEHUH YaCTH 2 cTaThu 57
®enepanbHOro 3axkona ""O06 odpameHUH JJeKApCTBEHHBIX CPeACTB"

HA OCHOBAHUM UHGOPMALMHU, OJTYUYEHHOH U3 CHCTEeMbl MOHUTOPUHIA
JABHKEHUS JIEKAPCTBEHHBIX MPENAapaToB IJIsl MeIUIUHCKOT0 NIPUMEHEeHMS,
U CPOKOB IPUMeHeHM sl moJ10KeHuil [IpaBus npuMeHeHus MOJI0KEeHU M
yacTH 2 ctatbu 57 ®PefepanabHoro 3akona '"O0 odpameHun
JIEKAPCTBEHHBIX CPeICTB' HA OCHOBAHUM UH(OPMALMHU, TOJTYYEHHOI
U3 CHCTEMbl MOHUTOPUHIA IBUKEHHS JIEKAPCTBEHHBIX NMPENapaToB
JJIS1 MEAMIMHCKOT0 NPUMEHeHusI

B cootBercTBUM co cratbeil 57 denepanbHoro 3akoHa "OO oOpalieHun
nekapctBeHHbIX  cpenctB"  IlpaBurensctBo  Poccumiickoit ~ @enepanuu
NOCTAHOBJAECT:

YTBepaUTH NpUIaracMsble:

IIpaBriia mpuMEHEHHsI NOJIOKEHHM 4YacTu 2 crarbu 57 denepanbHOro
3akoHa "O0 oOpaieHnn JIeKapCTBEHHBIX CPEACTB" HA OCHOBaHUH WH(OpMAITUH,
MOJIyYEHHOM U3 CUCTEMBl MOHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX MPEMApaTOB
IUTSL METULIMHCKOTO IPUMEHEHMS;

CPOKM IIpUMEHEHUs TMOJoKeHuM [IpaBun mnOpUMEHEHHs NOJIOKEHUMN
yactu 2 crtatbu 57 ®egepanbHoro 3akoHa "OO oOpallleHHH JIeKapCTBEHHBIX
cpencTB" Ha OCHOBaHWM MHGOPMAIINH, TTOTYYEHHON M3 CHCTEMbI MOHUTOPUHTA
JBUKEHUS JIEKapCTBEHHBIX MPENapaToB s MEAULIUHCKOIO IPUMEHEHHUS.

AOKYMEHT MOAMUCAH
SNEKTPOHHOWU NOAMMUCHIO

Hp eﬂ C eHaTeHB Hp aB I/ITeHB CTB a 78‘8274A93CAECB396783F0088 125CC86
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 3 mapta 2025 r. Ne 257

IHPABHUJ A

NPUMEHEHU MOJI0KEHUN YacTu 2 cTtaTtbu S7
®enepanbHOro 3axkona ""O0 odpalieHUH JIeKApCTBEHHBIX CpeAcTB"
HA OCHOBAaHUM MH(OPMALMH, NOJYYEeHHOH U3 CUCTeMbl MOHUTOPUHIA
ABHKEHMS JIEKAPCTBEHHbIX MPeNnapaToB AJs1 MeAUIIHHCKOr0 NPUMeHEeHUs!

[. OO01ue monoXxeHus

1. Hacrosimme  IlpaBuna  ycTaHaBIMBAIOT  TOPAIOK  MPUMEHEHUS
MOJIOKeHU dYactu 2 ctathu 57 depepanbHoro 3akoHa "OO oOparmieHun
JEKapCTBEHHBIX  CpPeACTB" Ha OCHOBaHMM UHQPOPMAIMHM, TOJTYyYEHHOH
U3  CHUCTEMbl MOHUTOPHMHIa JBW)XEHHUS  JIGKAPCTBEHHBIX  IPEMapaToB
JUIST MEIUIMHCKOTO NpUMEHEHUs (/ajiee COOTBETCTBEHHO - JI€KapCTBEHHBIN
npenapar, CHCTeMa MOHHUTOPUHIA), YCTAaHABIMBAIOIIMX 3alpeT IPOJaxu
JIEKapCTBEHHBIX MpEnapaToB CyObeKTaMU OOpalleHHs JIEKApCTBEHHBIX CPEJICTB,
OCYUIECTBISIOIMMUA PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU IIpenaparamu
(manee - hapmarieBTUUECKAsT OPTaHU3AIINSA):

a) B OTHOIICHHH KOTOPHIX B CHUCTEME MOHHUTOPUHTA OTCYTCTBYIOT
CBEJICHUSI O HAHECEHWM CPEJCTB MICHTU(PHUKAUMU U (UJIM) CBEIEHUS O BBOJE
B IPAXKJAHCKHIT 000pOT;

0) B OTHOILIEHWU KOTOPBIX OCYIIECTBIEHA OJIOKUPOBKA BHECEHUS
B CUCTEMY MOHHUTOPHUHTIA CBEJCHUI O BBOJIE B IPaXKJAHCKHUI 000pOT, 00 000poTe
WJIM O TIpeKpaIieHu 000poTa;

B) IPUMEHEHUE KOTOPBIX MPHOCTAHOBJIEHO IO pelieHui0 MUHHCTEpCTBA
3apaBooxpanenus Poccuiickon denepanuu;

I') TpaXXAaHCKHUI 000POT KOTOPBIX MPEKpallieH;

1) CPOK TOJTHOCTH KOTOPBIX UCTEK;

€) B OTHOIIEHUH KOTOPBIX HE COOJIOJIEHbI TpeOOBaHUs, YCTAHOBIICHHbBIE
Ha OCHOBaHMM 4YacTH S5 crtathbu 67 ®denepanpHoro 3akoHa "OO oOpalieHUU
JIEKapCTBEHHBIX CPEICTB".



2.3amper OpoJaXu  JIEKApCTBEHHBIX  IPENAapaToB  MNPHUMEHAETCS
Ha OCHOBAaHUU MH(POPMAILIMH, TOJTYYEHHON U3 CUCTEMbl MOHUTOPHUHTA, PELICHUN
MuHucTepceTBa 3apaBooxpanenns Poccuiickon denepanuu 0 IpUOCTaHOBICHUH
MIPUMEHEHUSI  JICKAPCTBEHHOIO IpENapara, peEUIeHUH  YIIOJIHOMOYEHHOTO
(beneparbHOrO OpraHa UCHOJHUTEIBHOM BIACTH O MPEKPAICHUU FPAKIaHCKOTO
o0opoTa JIeKapCTBEHHOTO Mpenapara, WH(GOpMaluu, YKa3aHHOM Ha ymaKOBKe
JIEKapCTBEHHOI'0 TMpenapara B COOTBETCTBHUHM €O cTaTtbel 46 PenepaiabHOro
3akoHa "0 oOpaleHun JeKapCTBEHHBIX CPEACTB".

3. JeiicTBue HACTOSIIMNX [IpaBun HE pacupoCTpaHAECTCA
Ha JICKapCTBEHHBIC MIPENapaThl, yKa3aHHbIC B 4acTH 7! craThl 67 DeaepanbHOTO
3akoHa "0 oOpaleHun JeKapCTBEHHBIX CPEACTB".

4. Ilonsatusa, ucnonbdyeMmble B HacTtosmux IIpaBunax, HNPUMEHSIOTCS
B 3HAUYEHMX, OIPEACICHHBIX 3aKOHOAATeIbCTBOM Poccuiickon Denepanuu
00 oOpallleHuH JIEKapCTBEHHBIX CPEACTB W 3aKOHOJATeabCcTBOM Poccuiickoii
denepanuu 0 IPUMEHEHUH KOHTPOJIBHO-KACCOBOM TEXHUKH.

5. /1o HacTymieHHus COOTBETCTBYIOIEW HAThl, YCTAHOBJIEHHOU CpPOKaMH
MPUMEHEHUS MOJIOKeHUN [IpaBui npuMeHeHUsT MOJIOKEHUN YacTu 2 cTaTbu 57
OdenepanpbHoro  3akoHa  "OO0  oOpamieHUM — JIGKAPCTBEHHBIX  CPEACTB"
Ha OCHOBaHUM UH(GOPMAIINH, TTOTYYSHHON U3 CUCTEMbl MOHUTOPUHTA IBUKECHUS
JIEKapCTBEHHBIX IIPENAPATOB ISl MEIUIIMHCKOTO IPUMEHEHHUS, YTBEPKAEHHBIMU
nocrtaHoBieHueM [IpaBurensctBa Poccutickoit denepanuu ot 3 mapra 2025 r.
No 257 "O6 yrBepxkaenuu [IpaBun npuMeHeHHs MOJ0XKEHUN 4acTu 2 cTaThu 57
OdenepanpbHoro  3akoHa  "OO0  oOpamieHUM — JIGKAPCTBEHHBIX  CPEACTB"
Ha OCHOBaHUM UH(GOPMAIINH, TTOTYYSHHON U3 CUCTEMbl MOHUTOPUHTA IBUKECHUS
JEKapCTBEHHBIX IIPEMapaToB [Js MEAULIMHCKOTO MPUMEHEHUSA, U CPOKOB
MIPUMEHEHUS MOJoXKEeHUM [IpaBui mpUMEHEHHS TOJ0KEHUN 4acTu 2 cTaTbu 57
OdenepanpbHoro  3akoHa  "OO0  oOpamieHUM — JIGKAPCTBEHHBIX  CPEACTB"
Ha OCHOBaHUM UH(GOPMAIINH, TTOTYYSHHON U3 CUCTEMbl MOHUTOPUHTA IBUKECHUS
JIEKapCTBEHHBIX MPEMapaToB sl MEIUIMHCKOrO0 MpUMEHEHHs" (J1ajee - CPOKHU
NpUMEHEeHus1), (apMalleBTUUECKass OpraHu3alus BIpaBe  OCYLIECTBISATh
MPOBEPKYy KOJa MAapKUPOBKH, KOJAA HUIAECHTU(UKAUMU U  TI00aTbHOTO
UACHTU(UKAIIMOHHOTO ~ HOMEpa  TOProBOM  €AMHMUIBI B CIyyasx,
MPEAYCMOTPEHHBIX CPOKaMHM MPUMEHEHUSA, W TOJy4aTh COOTBETCTBYIOIIUE
CBEJICHUSI W3 CHUCTEMbl MOHHUTOPHHIA, €CIIM TaKOW (YHKUIHOHAT CHUCTEMBI
MOHUTOpUHTa OyJeT peaqu30BaH OMNEPaTOpOM CHUCTEMbI MOHUTOpPUHIA
110 YKa3aHHOM JaThl.

6. [lonyuenune uHdoOpManuu W3 CUCTEMBI MOHHMTOPHHIA, HEOOXOIUMOMN
IUTsl TPUMEHEHHUS 3ampera IPOJIaXKU JIEKAPCTBEHHOTO npernapara,



OCYIIECTBIISIETCS  paOOTHUKOM  (hapMarleBTHUECKOH OpraHm3alliil  IyTeM
MPOBEPKU HEIMOCPEACTBEHHO TMepel MpoJakel JeKapCcTBEHHOTO Mpernapara
KOZla MAapKHPOBKH B PEKHME PEAbHOTO BPEMEHH (Jaliee - PeXUM TPOBEPKH
OHJIAMH), KoAa UACHTU(PUKAIMHU U TJI00aTLHOI0 HACHTU(UKAIIMOHHOTO HOMEpa
TOPrOBOM EAWHMIIEI HE B PEXKUME peajbHOTO0 BpPEMEHHU (lanee - peKuM
MpoBEpKH O(IIaifiy).

7.B cmydae BBIABICHHS  ONEpPaToOpoM  CHCTEMBl  MOHHTOpPWHTA
HECOOTBETCTBHUS JEUCTBUA (hapMaleBTHUECKONH OpTaHM3alud TPeOOBaHUSIM
HacTosAmmx IlpaBunm mocie TOMydeHHUS UM CBEACHHW O  TIpOJaXke
JICKapCTBEHHOTO TIperapara oIreparop CHUCTEMbl MOHHUTOPUHTA B TEUYCHHE
24 gacoB yBeoMIISIET 00 3TOM KOHTPOJIBHO-HAA30PHBIC OPTaHbl.

I1. TTopsimox nHpOpMaAITMOHHOTO 0OMeHa (papMaIeBTHUYECKON OpraHu3aluu
C CUCTEMOM MOHUTOPHHTA, a TaKkke (OPMHUPOBAHUS U aKTyaTu3aluu 0a3bl
JAHHBIX, HEOOXOAUMOM TSl 00ecTiedeHHs peKUMa MPOBEPKU odiaitH

8. O0men  wumHbopmammedn  Mexay — WHOOPMAIIMOHHOW  CHCTEMOM
(dapmaneBTUYECKOW OpraHu3alid M CHUCTEMOW MOHUTOPHHTA I Iejei
HacTosimmx  [IpaBun  ocymiecTBiseTCs  MOCPEICTBOM — MH(GOPMAITMOHHBIX
ANIEKTPOHHBIX CEPBHCOB C HCIOJb30BAHMEM CTAHJAPTHBIX MPOTOKOJIOB
U UHTEPPEHCOB DIIEKTPOHHOTO B3aMMOJICHCTBHS, Pa3pabOTAHHBIX OIMEPATOPOM
CUCTEMBbl MOHUTOPHHTA, ITyTeM OOMEHA SJIEKTPOHHBIMU JIOKyMEHTaMH, (opmat
KOTOPBIX OMNpPENENseTCS OMepaTopoM CHUCTEMbl MOHHUTOPHHIA W pPa3MeENIaeTcs
Ha ero o(puUIUaILHOM caiTe B MH(DOPMAIMOHHO-TEJICKOMMYHUKAIIMOHHON CETH
"Untepuer".

9. dns o0ecrieyeHust MPOBEPKHU KOJa uACHTU(UKAITUN
U (W) TI00aTbHOTO UACHTU(GHUKAIIMOHHOTO HOMEpPAa TOPTOBOW €IUHUIIBI
Ipy TMPOAAXKE JIEKApCTBEHHOTO TIpernapara B pEXHME MpOBEepKH odiaiiH
(bapmareBTUUECKas OpraHU3aIns:

a) myTeM OOpalleHus B CHCTEMY MOHHUTOpPHHTa (OPMHPYET B CBOEH
HHPOpMAIIMOHHOW  cucTeMe  0a3y  JaHHBIX  KOJOB  HACHTU(HUKAIIUU
U (W) TI00aNbHBIX UJEHTU(DUKAIMOHHBIX HOMEpPOB TOPTOBBIX EIMHUIL
B OTHOIIEHWW JICKAPCTBEHHBIX  TPEMapaToB, MPUMEHEHHE  KOTOPBIX
IIPUOCTAHOBJICHO IO peuieHn0 MuHucTepeTBa 3apaBooxpaneHus Poccuiickon
denepanuu, a TakKe TPAXKIAHCKAN 000POT KOTOPHIX MPEKPAIIEH MO PEIICHUIO
YIOJHOMOYEHHOTO  (pemepanbHOrO  OpraHa  WCIOJHUTENBHOW  BIJIACTH,
U B aBTOMAaTHU3UPOBAHHOM pEXUME aKTyaIM3upyeT Takylo ©0a3y JaHHBIX
B YacCTH OOHOBIIEHHBIX JJAHHBIX HE PEXe OJHOTO pa3a B 2 yaca B paboune 4achl
(bapmareBTUYeCKON OpraHu3aIlNy;



0) mpuMeHsieT BO B3aMMOJCHCTBUM CO CBOMMHU HMH(POPMALUOHHBIMU
CUCTEMaMU U NOPOrpaMMHO-AINIMAPAaTHBIMU  CPEJACTBAMHU, HCIOJIb3YEMBbIMU
1UIst ”HPOPMALIMOHHOTO OOMEHa ¢ CUCTEeMOW MOHMTOPHHTA, B LEISAX MPOBEPKHU
KoJla uAaeHTUPUKAMu W (WId) TI00ATBHOTO HIASHTU(PUKAIMOHHOTO HOMEpa
TOProBOM eAMHUIBI NpU (POPMUPOBAHUM U aKTyald3aluud 0a3bl JAHHBIX,
yKa3aHHOM B TOAMYyHKTe "a" HACTOSIIEr0o WYHKTa, NPeIoCTaBIsieMOe
OIEepaTOpPOM CHCTEMbl MOHUTOPUHTA MPOTrpaMMHOE 00ecTieueHre, BKIIOUYEHHOEe
B €IMHBI PEeCTp POCCUUCKUX MPOrpaMM Jis SJIEKTPOHHBIX BBIYUCIUTEIBHBIX
MaluH 1 0a3 JaHHBIX B COOTBETCTBUM ¢ [IpaBunamu popmupoBaHus U BeAeHUS
€MHOTO PEeCcTpa POCCUMCKUX MPOTpaMM I 3IEKTPOHHBIX BBIYUCIUTEIBHBIX
MalmuH W 0a3 JaHHBIX M E€IUHOTO peecTpa MporpaMM Ui 3IEKTPOHHBIX
BBIYMCIIUTENIBHBIX MAIIMH U 033 JaHHBIX U3 TOCYAApCTB - ujieHOB EBpa3uiickoro
DKOHOMHMYECKOr0 COr03a, 3a HuckiaoueHueM Poccurickon  Denepamuu,
YTBEPKJICHHBIMU TOcTaHOBJIeHUEM lIpaButensctBa Poccuiickont denepanun
or 16 HoaAOpss 2015 1. No 1236 "OO ytBepxkaenun IlpaBun dopmupoBaHus
M BEICHUS EIUHOTO peecTpa POCCHUICKUX MporpamMM [JIsl 3IEKTPOHHBIX
BBIYMCIIUTENIbHBIX MallMH W 0a3 JaHHBIX W E€IUHOTO peecTpa Iporpamm
JUISL DJIEKTPOHHBIX BBIYMCIUTEIBHBIX MAIIUH M 0a3 JaHHBIX W3 TOCYJapcTB -
yieHoB  EBpasuiickoro  SKOHOMHYECKOTO  COI03a, 32  HUCKIIOYEHUEM
Poccuiickoit @enepanuu" (nanee - mporpaMmMHoe odecrieueHue).

10. IIpaBooGnanareneM IpoOrpaMMHOTO OOeCriedeHUs SIBISIETCS OnepaTop
cucTteMbl MoHUTOpHUHTra. IlpegocraBieHue mNporpaMMHOTIO OOeceUEeHHUS
OCYUIECTBJISIETCS.  OMEPaTOpOM  CHUCTEMbl MOHHUTOPMHTA Ha  YCIOBHUSX
0€3BO3ME3THOM OTKPBHITOM JMIIEH3UM MO TMPEJOCTABICHUIO MPOrPaMMHOTO
oOecrieuenusi, TumnoBas (opmMa KOTOpoil yTBepkaaeTcs MUHUCTEPCTBOM
MPOMBIIIUIEHHOCTH U TOPTroBiu Poccuiickon denepanuu.

11. OGparmienuss B CHUCTEMYy MOHHUTOpPHHTa B MHEIsIX (OPMUPOBAHUS

nan

W aKTyanu3aluuMd 0a3bl JaHHBIX, YKa3aHHOM B MOJANOYHKTE "a" TmyHKTa 9

"

HACTOSIINX [IpaBun, cozepxkar MOCJIEI0BATEIBHOCTD CHUMBOJIOB,
UACHTUUUUPYIONTYIO  (DapMalleBTHUECKYI0  OpraHu3anuio.  YKa3aHHas
MOCJIEI0BATEIbHOCTD CHUMBOJIOB aBTOMaTUYECKU MIPUCBAUBAETCS

(dapmaneBTUYECKOM  OpraHu3alMy  CUCTEMOM  MOHUTOPHHIa  IOCJHe
ee UuIAeHTU(UKAIMU TyTEeM TMPOBEPKU YCHUIECHHON KBaTU(PUIUPOBAHHOMI
ANEKTPOHHOM mToANUcH (apMalleBTUUECKOW OpraHU3alMM U HUCIOJIb3YEeTCs
B TOM 4ucie [y  MACHTU(PUKAUMKA  TPOrpaMMHOrO  oOecredeHus
(dapmaneBTUYECKON OpraHu3alyy, IpHU MOMOIIKM KOTOPOTO (apmarieBTUYecKas
opraHu3zanus oOpaiaeTcss B CUCTEMY MOHUTOPUHTA B IHeNIX (HOPMHUPOBAHMS
Y aKTyalu3alyy yKa3aHHOU 0a3bl JaHHBIX.



12. B nensix obecnieuenus npuMeHenus HacTosiuux [IpaBun (s pexxuma
MpoBepkr oduiaitH W pekuMa TMPOBEPKH OHIIAMH)  (apmalieBTHUYeCKas
OpraHu3alys Py UCIIOJIb30BAHUU KOHTPOJIbHO-KACCOBOM TEXHUKHU:

a) pUKCUpPYeT U XpaHUT HE MeEHee 3 MecsleB cOo JHS oOpalleHus
B CHUCTEMy MOHHMTOPHHIAa OCYILIECTBIsieMOe B ILemsIX (opMupoBaHUs
W aKkTyaim3anuu 0a3bl JaHHBIX, YKa3aHHOW B TOAMYyHKTE "a" myHKTa 9
Hactosamux IlpaBun, B cBoeld WHGOPMAIIMOHHOW CHCTEME KaXKJI0€ CBOE
oOpallieHre B CUCTEMY MOHUTOPHUHTA U PE3YyJIbTAT TAKOT'O OOpaIlEeHUs;

0) Mpu OCYILIECTBIECHUU MPOAAXKH JICKAPCTBEHHOTO Mpenapara GUKCUpyer
B OTpacilieBOM PpEKBU3UTE TIpeAMeTa pacuera (QPUCKAIBLHOTO JOKYMEHTa,
dbopMHpyeMOTO  C  HCIOJb30BAHUEM  KOHTPOJIbHO-KAaCCOBOM  TEXHHKH,
YBEJOMIICHHE O peali3allid MAapKUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparosB,
(dakT 1 BpeMs NPOBEPKH KOJA MAPKUPOBKHU (IJs peXrMa MPOBEPKH OHJIANH)
WM Koja uacHTU(UKAUUM (U1 peXkuMa MpPoBEepKU oduiaiiH), HA OCHOBAHHUU
KOTOPOM MPUHSATO PEHICHUE O MPOJIaxe JIEKapCTBEHHOT 0 Mpernapara.

I1. TTopsiiok mpoBepKHU KOjia MApKUPOBKHU MIPH MPOAAKE JTIEKAPCTBEHHBIX
penapaToB U MOJIy4eHUs] THHOPMAIIMHU U3 CUCTEMbI MOHUTOPHUHTA

13. [IpoBepka KoJIa MapKHUPOBKM TPU MPOAAXKE JEKAPCTBEHHOIO
mpernapara B peKUME POBEPKH OHJIAWH OCYIIECTBIISIETCS HEMOCPEICTBEHHO
nepel TakoM MpoJiaykel IMyTeM HaIpaBIICHHS 3JIEKTPOHHOTO 3alpoca B CUCTEMY
MOHUTOPUHTA.

14. B nensx mpoBEpKU KoJa MapKUPOBKU B PEKHUME MPOBEPKHU OHJIANH
dapmarieBTUUECKasi ~ OpraHu3alus  UICHTUQUIMPYET U pacHO3HAET
MPOTrPaMMHBIMHU u (1n) TEXHUYECKUMU CpeACTBaMHU CpEACTBO
uaeHTU(UKAIIMY, HAaHECEHHOE Ha YMaKOBKY JIEKAPCTBEHHOIO Iperapara,
Y HaIpaBisieT JIEKTPOHHBIA 3aMpoc B CHCTEMY MOHUTOPHUHrA (Jajee - 3ampoc
Ha OHJIAMH-TIPOBEPKY).

15. 3anpoc Ha  OHJAWH-IPOBEPKY  HAIpPABIAETCS  MOCPEICTBOM
nporpammHuoro unrepderica (API) nmo TesekoMMyHUKAIIMOHHBIM KaHaJlaM CBS3U
U COIEPKHUT  TOCJIEJAOBATEbHOCTh  CHUMBOJIOB,  HIACHTU(MUIUPYIOUTYIO
(bapManeBTUYECKyl0 OpraHu3aluio, KOTopas aBTOMATHYECKH IPHCBAWBACTCS
el cucteMol MOHHUTOpPHHTA IMOCie €€ UACHTU(PUKAIMHU IyTeM MPOBEPKH
YCUWJICHHOW KBaJU(UIUPOBAHHON JJIEKTPOHHON Toanucu QapmareBTUYECKON
OpraHM3allid, a TaKXe CBEIEHUS O TMPOBEPSEMOM KOJIE€ MAapKHUPOBKH.
Onucanue  MeroloB  mporpamMmHoro  unrepdeiica  (API)  omeparop
CUCTEMBl MOHHUTOpPHHTA pa3MellaeT Ha CBOeM O(QUIMAILHOM  caiiTe
B MH(POpPMAITMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTH "MHTepHet".



16. Oxunanue GpapmalieBTUYECKON OpraHu3alrei pe3yabTaToB MPOBEPKU
KOJIa MapKHpPOBKM CHCTEMOM MOHHTOPHMHIAa B PEXHUME IPOBEPKH OHJIANH
OCYILECTBIISIETCSA B TEUCHHE MOIYTOPa CEKYHJ C MOMEHTA HaIIPaBJICHUS 3aIpoca
HA OHJIAUH-TIPOBEPKY.

17. IlpoBepka koja uICHTHU(UKAIMA B pEXKUME TMPOBEepku odiiaitH
ocyuiecTBisieTcss (GapMaleBTUYECKOM OpraHu3alueid B Cily4yae, €Cld OTBET
Ha 3alpoc Ha OHJIAWH-NIPOBEPKY HE MOJYYEH B TEUCHHE IMEPUOA, YKA3aHHOTO
B myHKTe 16 Hactosmmx [IpaBun, u Takas nmpoBepka MPEAYCMOTPEHA COTJIACHO
CpPOKaM MPUMEHEHUS.

18. B ciyyae mosiydeHHs JIOOBIM W3 MPEAyCMOTPEHHBIX HACTOSIIUMU
[IpaBunamu crnoco6oB (B peXHMe MPOBEPKU OHJIAWH, B PEKUME MPOBEPKHU
odnaitn) mHDOopManuu 00 OTHECEHMM JICKAPCTBEHHOrO Ipernapara K YHCTy
JIEKapCTBEHHBIX MPENapaToB, YKa3aHHBIX B 4acTU 2 cratbu 57 PenepaibHOro
3akoHa "OO oOpalleHuH JIEKapCTBEHHBIX CPEACTB'", TaKOW JIeKapCTBEHHBIN
rpemnapar Mpoaake He MOIIEHKUT.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
oT 3 mapta 2025 r. Ne 257

CPOKH

npuMeHeHus1 nosio:keHuii IlpaBui1 npuMeHeHns NM0JI0KEHU I
yacTu 2 ctatbu S7 @enepaibHoro 3akona '""Oo6 odpamennu
JIEKAPCTBEHHBIX CPeACTB' HA OCHOBAHUM MH(OPMALMH, OJTYYEHHOH
U3 CHCTeMbl MOHUTOPUHTIA IBMKEHH JIEKAPCTBEHHBIX NIPenapaToB
ISl MEAULUHCKOT 0 IPUMEHEeHUs!

[onoxenus [IpaBun npuMeHeHHS
MOJIOKEHUH 4acTH 2 cTaTbu 57
denepanbHOTO 3aKOHA
"O6 oOpameHnH JTeKapCTBEHHBIX
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MOTY4YEHHOH U3 CUCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUISL MEAUIIMHCKOTO IIPUMEHEHUS,
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[IpaBurtensctBa Poccuiickoit ®enepanun
ot 3 mapra 2025 r. Ne 257
"O06 yrBepxxaenun [IpaBun npuMeHeHus
MIOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanpHOro 3aKoHa "O06 oOpameHnn
JIEKapCTBEHHBIX CPEACTB" Ha OCHOBAaHUH
nH(pOpPMaNNH, TOITyICHHON
13 CHCTEMBI MOHHTOPHHTA JIBIKCHHS
JIEKapCTBEHHBIX MIPENapaToB I
MEIUIIMHCKOTO IPUMEHEHHS, U CPOKOB
IIpUMeHEeHUs nosoxeHui [Ipasun
MIPUMEHEHHS TIOJ0XKEHUH yacTh 2
ctathi 57 DegepanabHOro 3aKOHA
"O06 oOpalleHNH JIeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHWH WH(OpMALNH,
MIOJTY4YEHHOH U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKApCTBEHHBIX ITPENapaToB
JUIs1 MEIMLIMHCKOTO IpUMEHEHus"

Cpok npuMeHeHHs nonoxeHuit [IpaBui npuMeHeHUs MON0XKEHUN
yacth 2 ctathu 57 PenepanbHoro 3akona "O6 obpameHnn
JIEKapCTBEHHBIX CPEACTB" HA OCHOBAaHUU MH(POPMAIHNH, ITOTyICHHON
13 CHCTEMBI MOHUTOPHHTA JIBI)KCHHMS JIEKAPCTBEHHBIX MPETIapaToB
JUTSL MEAUIIMHCKOTO IPIMEHEHUS, YTBEPKACHHBIX IOCTAHOBICHUEM

[IpasurenscTBa Poccuiickoit @epepannu ot 3 mapta 2025 1. Ne 257
"O6 yrBepxxaeHnn IIpaBui npuMEHEHHUS TON0XKEHHUI yacTh 2
crathu 57 @enepanpHOro 3akona "O6 obpalleHnH JeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHMHU MH(OPMAIIKH, OTYYEHHOH U3 CUCTEMBI
MOHHUTOPHHTA IBUKECHUS JIEKapCTBEHHBIX MIPENapaTon
JUIS MEIUIIUHCKOTO MPUMEHEHUS], U CPOKOB MPUMEHEHUS MOJIOXKEHUN
IIpaBun npuMeHeHHs MOIOXKEHUN 4acTH 2 cTaTbu 57
denepanpHOro 3akoHa "OO6 oOpaleH!H JIeKapCTBEHHBIX CPEICTB"
Ha OCHOBAaHMH MH(OPMAIINH, TTOTYYEHHOH U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKApCTBEHHBIX MPENapaToB Uil MEAUIITHCKOTO
MpUMEHEHHA", Ha OCHOBAaHNH MH(POPMALINH, TOTyICHHON
W3 CHCTEMBI MOHUTOPHHTA ABHKEHHS JIEKAPCTBEHHBIX
MIpenaparoB IJIsi MEAUIIMHCKOTO IPUMEHEHHSI

B PSKUME PEATHHOTO BPEMCHH
(B peskuMe OHIIAlH)

HE B PeXKUME PETFHOTO BPEMEHH
(B pexxume odmaiiH)

1. IIpomaxa gexapCTBEHHBIX
MIPenaparoB AJIsl MEAUIIMHCKOTO
MIPUMEHEHHUS, B OTHOIICHHH
KOTOPBIX B CUCTEME MOHHUTOPUHT'A
JABWKCHUA JICKAPCTBEHHBIX
IIpenapaToB Il MEIUIIMHCKOTO
MIpUMEHEeHHUs (Jlanee - cucreMa
MOHHUTOPHHTA) OTCYTCTBYIOT
CBEJICHUS O HAHECEHUH CPEJCTB
UACHTU(DUKAIIH

¢ 1 urous 2025 r. C JIaTHI, ONPEICICHHON OTACITHHBIM
aktoMm [IpaBurenscra
Poccuiickoit denepannu,

HO He paHee | mapra 2026 T.



2

[onoxenus [IpaBun npuMeHeHHS
MOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanbHOTO 3aKOHA
"O6 oOpameHnn JTeKapCTBEHHBIX
cpencTB" Ha OCHOBaHWHU MH()OPMAIIHH,
MOTY4YEHHOH U3 CHUCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUTS MEIUIITHCKOTO IPUMEHEHHS,
YTBEP)KICHHBIX TTOCTAHOBJICHUEM
[IpaBurtensctBa Poccuiickoit @enepanun
ot 3 mapra 2025 r. Ne 257
"O06 yrBepxxaenun [IpaBuin npuMeHeHus
MIOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanpHOro 3aKkoHa "O06 oOpameHIn
JIEKapCTBEHHBIX CPEACTB" Ha OCHOBaHUH
nH(pOpPMaNNH, TOITy4YCHHON
13 CHCTEMBI MOHUTOPHHTA JIBIXKECHHS
JIEKapCTBEHHBIX MIPENapaToB A
MEIUIMHCKOTO IPUMEHEHHS, U CPOKOB
IpUMEHEHUs nos1oxkeHud [Ipasun
MIPUMEHEHHS OJ0XKEHUH yacTh 2
ctathi 57 DegepanabHOro 3aKOHA
"O06 oOpalleHnH JIeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHWH WH(OpMALNH,
MIOJTY4YEHHOH U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUIs1 MEIMLIMHCKOTO IpUMEHeHus"

Cpok npuMeHeHHs nonoxeHuit [IpaBui npuMeHeHUs MON0XKEeHUI
yacth 2 ctathu 57 PenepanbHoro 3akona "O6 obpammeHnn
JIEKapCTBEHHBIX CPEACTB" HA OCHOBAaHWU MH(OPMAIHNH, ITOTyICHHOH
W3 CHCTEMBI MOHUTOPHHTA JIBI)KCHHS JIEKAPCTBEHHBIX MPETIapaToB
IUTS. MEAUIIMHCKOTO IPIMEHEHUS, YTBEPKACHHBIX IOCTAHOBICHUEM

[IpasurenscTBa Poccuiickoit @epepannu ot 3 mapta 2025 1. Ne 257
"O6 yrBepxxaeHnn IIpaBu npuMEHEHHUS TON0XKEHHUH JacTh 2
cratbu 57 PepepansHoro 3akoHa "OO6 obpalieHNH JeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHMHU MH(OPMAIIKH, OJTYYEHHOH U3 CUCTEMBI
MOHHUTOPHHTA IBUKEHUS JIEKapCTBEHHBIX MPENapaTon
JUI MEIUIIUHCKOTO MPUMEHEHUS], U CPOKOB MPUMEHEHUS MOJIOXKEHUN
[IpaBun npuMeHeHUs MOI0XKEHUN 4acTH 2 cTaTbu 57
denepanpHOro 3aKkoHa "OO0 oOpaleHNH JIeKapCTBEHHBIX CPEICTB"
Ha OCHOBAaHMH MH(OPMAIINH, TTOTYYEHHON U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHHS JICKApCTBEHHBIX MPENapaToB Uil MEAUIITHCKOTO
MpUMEHEeHH", Ha OCHOBAaHMH WH(POPMALINH, TOTyIEeHHON
W3 CHCTEMBI MOHHUTOPHHTA ABHKEHHS JIEKAPCTBEHHBIX
MIpenaparoB IJIsi MEAUIIMHCKOTO IPUMEHEHHSI

B PSIKUME PEATHHOTO BPEMCHH
(B pesxuMe OHIIAlH)

HE B PSKUME PEATFHOTO BPEMEHH
(B pexxume odaiiH)

2. Tlpomaxka leKapCTBEHHBIX
NperapaToB I MEAULIMHCKOTO
NPUMEHEHHS, B OTHOIICHUH
KOTOPBIX B CUCTEME MOHHUTOPUHT'A
OTCYTCTBYIOT CBEACHUS O BBOJC
B TPaXIaHCKUI 000pOT

3. IIpomaxa nexapcTBEHHBIX
[PEnaparoB sl MEAUIIMHCKOTO
MPUMEHEHHS, B OTHOUICHHH
KOTOPBIX OCYIIECTBIICHA
OJIOKUPOBKA BHECEHHS B CUCTEMY
MOHUTOPHUHTA CBEJICHHUI O BBOJIE
B TPaXKJaHCKHUHA 000pOT,

00 000pOTE WK O MPEKPAIICHUH
obopora

¢ 1 urous 2025 r. C IaTHI, ONPEICICHHOMN OTACTHHBIM
aktoM [IpaBurenscra
Poccuiickoit denepannu,

HO He paHee | mapra 2026 T.

¢ 1 wrons 2025 r. ¢ 1 cents0ps 2025 . o 6aze
JTAHHBIX TII00ATBHBIX
HUACHTU(DUKAIIMOHHBIX HOMEPOB
TOPTOBBIX CIUHUII U (HJIH) KOJIOB
HACHTU(PHKAIINH, IPEAYCMOTPEHHON
moamyHKTOM "a" myHKTa 9
[IpaBun npuMeHEHHsI TOTOKEHUM
yacTu 2 ctatbu 57 denepanbHOTO
3akona "O0 obpateHnn
JIEKapCTBEHHBIX CPeACTB"

Ha OCHOBaHMHM MH(OpMALIUH,
MOJTY4YEHHOH U3 CHCTEMBI
MOHUTOPHHTA ABHXCHUS
JIEKAPCTBEHHBIX MPENapaToB IS
MEAUIMHCKOTO IPUMEHECHHS,
YTBEPKICHHBIX TOCTAHOBIICHHEM
IIpaButensctBa Poccuiickoit
Oeneparun ot 3 mapra 2025 T
No 257 "O6 yrBepxknenuu [IpaBun
MIPUMEHEHHS TIOJ0XKESHUH 9acTH 2
cratbu 57 denepaabHOro 3aK0Ha
"O0 obOpalleHnH JeKapCTBEHHBIX
cpencTB" Ha OCHOBAaHUH
nHpOpMaNNH, TOITyICHHOH

U3 CHCTEMBI MOHUTOPHHTA



[onoxenus [IpaBun npuMeHeHHS
MOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanbHOTO 3aKOHA
"O6 oOpameHnn JTeKapCTBEHHBIX
cpencTB" Ha OCHOBaHWHU MH()OPMAIIHH,
MOTY4YEHHOH U3 CHUCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUTS MEIUIITHCKOTO IPUMEHEHHS,
YTBEP)KICHHBIX TTOCTAHOBJICHUEM
[IpaBurtensctBa Poccuiickoit @enepanun
ot 3 mapra 2025 r. Ne 257
"O06 yrBepxxaenun [IpaBuin npuMeHeHus
MIOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanpHOro 3aKkoHa "O06 oOpameHIn
JIEKapCTBEHHBIX CPEACTB" Ha OCHOBaHUH
nH(pOpPMaNNH, TOITy4YCHHON
13 CHCTEMBI MOHUTOPHHTA JIBIXKECHHS
JIEKapCTBEHHBIX MIPENapaToB A
MEIUIMHCKOTO IPUMEHEHHS, U CPOKOB
IpUMEHEHUs nos1oxkeHud [Ipasun
MIPUMEHEHHS OJ0XKEHUH yacTh 2
ctathi 57 DegepanabHOro 3aKOHA
"O06 oOpalleHnH JIeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHWH WH(OpMALNH,
MIOJTY4YEHHOH U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUIs1 MEIMLIMHCKOTO IpUMEHeHus"

Cpok npuMeHeHHs nonoxeHuit [IpaBui npuMeHeHUs MON0XKEeHUI
yacth 2 ctathu 57 PenepanbHoro 3akona "O6 obpammeHnn
JIEKapCTBEHHBIX CPEACTB" HA OCHOBAaHWU MH(OPMAIHNH, ITOTyICHHOH
W3 CHCTEMBI MOHUTOPHHTA JIBI)KCHHS JIEKAPCTBEHHBIX MPETIapaToB
IUTS. MEAUIIMHCKOTO IPIMEHEHUS, YTBEPKACHHBIX IOCTAHOBICHUEM

[IpasurenscTBa Poccuiickoit @epepannu ot 3 mapta 2025 1. Ne 257
"O6 yrBepxxaeHnn IIpaBu npuMEHEHHUS TON0XKEHHUH JacTh 2
cratbu 57 PepepansHoro 3akoHa "OO6 obpalieHNH JeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHMHU MH(OPMAIIKH, OJTYYEHHOH U3 CUCTEMBI
MOHHUTOPHHTA IBUKEHUS JIEKapCTBEHHBIX MPENapaTon
JUI MEIUIIUHCKOTO MPUMEHEHUS], U CPOKOB MPUMEHEHUS MOJIOXKEHUN
[IpaBun npuMeHeHUs MOI0XKEHUN 4acTH 2 cTaTbu 57
denepanpHOro 3aKkoHa "OO0 oOpaleHNH JIeKapCTBEHHBIX CPEICTB"
Ha OCHOBAaHMH MH(OPMAIINH, TTOTYYEHHON U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHHS JICKApCTBEHHBIX MPENapaToB Uil MEAUIITHCKOTO
MpUMEHEeHH", Ha OCHOBAaHMH WH(POPMALINH, TOTyIEeHHON
W3 CHCTEMBI MOHHUTOPHHTA ABHKEHHS JIEKAPCTBEHHBIX
MIpenaparoB IJIsi MEAUIIMHCKOTO IPUMEHEHHSI

B PSIKUME PEATHHOTO BPEMCHH
(B pesxuMe OHIIAlH)

HE B PSKUME PEATFHOTO BPEMEHH
(B pexxume odaiiH)

4. Tlponmaxa nekapCTBEHHBIX
MpenapaToB JJIsl MEAUIIUHCKOTO
MIPUMEHEHHUSI, TPUMEHEHUE
KOTOPBIX IPUOCTAHOBJIEHO
0 peltieHnio MuHucTepcTBa
3ApaBooxpaneHus Poccuiickoii
denepanuun

IIBIKEHUS JIEKapPCTBEHHBIX
MpenapaToB I MEIUIIHHCKOTO
MIPUMEHEHHUS, 1 CPOKOB
IIpUMeHeHus nostoxxenuit [Ipasun
MIPUMEHEHHSI TIOJIOKEHHUH YacTH 2
crateu 57 denepanbHOTO 3aKOHA
"O0 o0OpareHnH JEKapCTBEHHBIX
cpencTB" Ha OCHOBAHUH
nH(pOpMannH, IOITy4YCHHOH
U3 CUCTEMBI MOHUTOPHHTA
JIBIKCHUS JIEKaPCTBEHHBIX
MpenapaToB T MEIUIIHHCKOTO
npuMeHeHHus"

¢ | uronst 2025 . ¢ 1 centsops 2025 .

1o 6a3e TaHHBIX III00ATBHBIX

UACHTH()UKAIIMOHHBIX

HOMEPOB TOPTOBBIX €AMHUIIL

U (WIH) KOJIOB UICHTU(DUKALIUY,

IIpeIyCMOTPEHHOU

noanyHKToM "a" myHkra 9 IIpaBun

MIPUMEHEHHUSI MTOJIOKEHUH YacTH 2

craTeu 57 denepanbHOro 3aKkoHa

"O06 oOpateHn JIeKapCTBEHHBIX

cpencTB" Ha OCHOBAHAH

nHpOpPMAaLNH, TOTy4YCHHON 13

CHUCTEMbI MOHUTOPHUHTA IBHIKEHUS

JIeKapCTBEHHBIX MpenapaToB

JUISL MEJJMLIUHCKOTO TIPUMEHEHNS,

YTBEPXKJICHHBIX TOCTAHOBIICHUEM

IIpaBurensctBa Poccuiickoit

®enepanun ot 3 Mapta 2025 1.
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[onoxenus [IpaBun npuMeHeHHS
MOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanbHOTO 3aKOHA
"O6 oOpameHnn JTeKapCTBEHHBIX
cpencTB" Ha OCHOBaHWHU MH()OPMAIIHH,
MOTY4YEHHOH U3 CHUCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUTS MEIUIITHCKOTO IPUMEHEHHS,
YTBEP)KICHHBIX TTOCTAHOBJICHUEM
[IpaBurtensctBa Poccuiickoit @enepanun
ot 3 mapra 2025 r. Ne 257
"O06 yrBepxxaenun [IpaBuin npuMeHeHus
MIOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanpHOro 3aKkoHa "O06 oOpameHIn
JIEKapCTBEHHBIX CPEACTB" Ha OCHOBaHUH
nH(pOpPMaNNH, TOITy4YCHHON
13 CHCTEMBI MOHUTOPHHTA JIBIXKECHHS
JIEKapCTBEHHBIX MIPENapaToB A
MEIUIMHCKOTO IPUMEHEHHS, U CPOKOB
IpUMEHEHUs nos1oxkeHud [Ipasun
MIPUMEHEHHS OJ0XKEHUH yacTh 2
ctathi 57 DegepanabHOro 3aKOHA
"O06 oOpalleHnH JIeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHWH WH(OpMALNH,
MIOJTY4YEHHOH U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUIs1 MEIMLIMHCKOTO IpUMEHeHus"

Cpok npuMeHeHHs nonoxeHuit [IpaBui npuMeHeHUs MON0XKEeHUI
yacth 2 ctathu 57 PenepanbHoro 3akona "O6 obpammeHnn
JIEKapCTBEHHBIX CPEACTB" HA OCHOBAaHWU MH(OPMAIHNH, ITOTyICHHOH
W3 CHCTEMBI MOHUTOPHHTA JIBI)KCHHS JIEKAPCTBEHHBIX MPETIapaToB
IUTS. MEAUIIMHCKOTO IPIMEHEHUS, YTBEPKACHHBIX IOCTAHOBICHUEM

[IpasurenscTBa Poccuiickoit @epepannu ot 3 mapta 2025 1. Ne 257
"O6 yrBepxxaeHnn IIpaBu npuMEHEHHUS TON0XKEHHUH JacTh 2
cratbu 57 PepepansHoro 3akoHa "OO6 obpalieHNH JeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHMHU MH(OPMAIIKH, OJTYYEHHOH U3 CUCTEMBI
MOHHUTOPHHTA IBUKEHUS JIEKapCTBEHHBIX MPENapaTon
JUI MEIUIIUHCKOTO MPUMEHEHUS], U CPOKOB MPUMEHEHUS MOJIOXKEHUN
[IpaBun npuMeHeHUs MOI0XKEHUN 4acTH 2 cTaTbu 57
denepanpHOro 3aKkoHa "OO0 oOpaleHNH JIeKapCTBEHHBIX CPEICTB"
Ha OCHOBAaHMH MH(OPMAIINH, TTOTYYEHHON U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHHS JICKApCTBEHHBIX MPENapaToB Uil MEAUIITHCKOTO
MpUMEHEeHH", Ha OCHOBAaHMH WH(POPMALINH, TOTyIEeHHON
W3 CHCTEMBI MOHHUTOPHHTA ABHKEHHS JIEKAPCTBEHHBIX
MIpenaparoB IJIsi MEAUIIMHCKOTO IPUMEHEHHSI

B PSIKUME PEATHHOTO BPEMCHH
(B pesxuMe OHIIAlH)

HE B PSKUME PEATFHOTO BPEMEHH
(B pexxume odaiiH)

5. Ipopaxa nexapCTBEHHBIX
IIPenaparoB Al MEAUIIMHCKOTO
MIPUMEHEHHS, TPAXKIAHCKUH
000pOT KOTOPBIX IpEKpaIeH

6. IIpomaka 1eKapCTBEHHBIX
IpenaparoB AJIsl MEAUIIMHCKOTO
MIPUMEHEHHSI, CPOK TOJTHOCTH
KOTOPBIX UCTEK

Ne 257 "O6 yrBepxxaennn [IpaBun
MIPUMEHEHHS TIOJIOKEHNH JacTH 2
cratbu 57 denepaabHOro 3aK0OHa
"O6 oOpaleHUH JIeKapCTBEHHBIX
cpencTB" Ha OCHOBaHUH
nH}pOpMaNNH, TOITy4CHHOH
U3 CHCTEMBI MOHUTOPHHT
JIBIDKEHNS JIeKapCTBEHHBIX
IIpenaparoB AJIsl MEAUIIHCKOTO
MIPUMEHEHHUS, U CPOKOB
pUMeHeHHs onoxeHui [IpaBun
MIPUMEHEHHUSI TTOJI0KEHUI YacTH 2
craTeu 57 denepanbHOro 3aKkoHa
"O6 obpareHUH JIEKapCTBEHHBIX
cpencTB" Ha OCHOBAaHUH
nH(pOpMAaLNH, TTOTYy4YEeHHOM
U3 CHCTEMbI MOHUTOPHHTA
JIBYDKEHUS JIEKapCTBEHHBIX
IpenaparoB JJIsl MEAUIIMHCKOTO
IpUMeHEeHHs"

c 1 nronsa 2025 r. C JaTbl, ONPEIEICHHON OTEIbHBIM

akToM [IpaBuTenscTBa

Poccuiickoit ®denepannu,

HO He paHee | mapra 2026 T.

¢ 1 mronst 2025 r. C JaThl, OIIPEIEICHHON OTEIbHBIM

akToM IIpaBuTenscTBa

Poccuiickoit ®enepannu,

HO He paHee | mapra 2026 T.



[onoxenus [IpaBun npuMeHeHHS
MOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanbHOTO 3aKOHA
"O6 oOpameHnn JTeKapCTBEHHBIX
cpencTB" Ha OCHOBaHWHU MH()OPMAIIHH,
MOTY4YEHHOH U3 CHUCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUTS MEIUIITHCKOTO IPUMEHEHHS,
YTBEP)KICHHBIX TTOCTAHOBJICHUEM
[IpaBurtensctBa Poccuiickoit @enepanun
ot 3 mapra 2025 r. Ne 257
"O06 yrBepxxaenun [IpaBuin npuMeHeHus
MIOJIOKEHUH 4acTH 2 cTaTbu 57
®denepanpHOro 3aKkoHa "O06 oOpameHIn
JIEKapCTBEHHBIX CPEACTB" Ha OCHOBaHUH
nH(pOpPMaNNH, TOITy4YCHHON
13 CHCTEMBI MOHUTOPHHTA JIBIXKECHHS
JIEKapCTBEHHBIX MIPENapaToB A
MEIUIMHCKOTO IPUMEHEHHS, U CPOKOB
IpUMEHEHUs nos1oxkeHud [Ipasun
MIPUMEHEHHS OJ0XKEHUH yacTh 2
ctathi 57 DegepanabHOro 3aKOHA
"O06 oOpalleHnH JIeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHWH WH(OpMALNH,
MIOJTY4YEHHOH U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHUS JICKapCTBEHHBIX ITPENapaToB
JUIs1 MEIMLIMHCKOTO IpUMEHeHus"

Cpok npuMeHeHHs nonoxeHuit [IpaBui npuMeHeHUs MON0XKEeHUI
yacth 2 ctathu 57 PenepanbHoro 3akona "O6 obpammeHnn
JIEKapCTBEHHBIX CPEACTB" HA OCHOBAaHWU MH(OPMAIHNH, ITOTyICHHOH
W3 CHCTEMBI MOHUTOPHHTA JIBI)KCHHS JIEKAPCTBEHHBIX MPETIapaToB
IUTS. MEAUIIMHCKOTO IPIMEHEHUS, YTBEPKACHHBIX IOCTAHOBICHUEM

[IpasurenscTBa Poccuiickoit @epepannu ot 3 mapta 2025 1. Ne 257
"O6 yrBepxxaeHnn IIpaBu npuMEHEHHUS TON0XKEHHUH JacTh 2
cratbu 57 PepepansHoro 3akoHa "OO6 obpalieHNH JeKapCTBEHHBIX
cpeAcTB" Ha OCHOBaHMHU MH(OPMAIIKH, OJTYYEHHOH U3 CUCTEMBI
MOHHUTOPHHTA IBUKEHUS JIEKapCTBEHHBIX MPENapaTon
JUI MEIUIIUHCKOTO MPUMEHEHUS], U CPOKOB MPUMEHEHUS MOJIOXKEHUN
[IpaBun npuMeHeHUs MOI0XKEHUN 4acTH 2 cTaTbu 57
denepanpHOro 3aKkoHa "OO0 oOpaleHNH JIeKapCTBEHHBIX CPEICTB"
Ha OCHOBAaHMH MH(OPMAIINH, TTOTYYEHHON U3 CHCTEMBI MOHUTOPHHTA
JIBIDKCHHS JICKApCTBEHHBIX MPENapaToB Uil MEAUIITHCKOTO
MpUMEHEeHH", Ha OCHOBAaHMH WH(POPMALINH, TOTyIEeHHON
W3 CHCTEMBI MOHHUTOPHHTA ABHKEHHS JIEKAPCTBEHHBIX
MIpenaparoB IJIsi MEAUIIMHCKOTO IPUMEHEHHSI

B PSIKUME PEATHHOTO BPEMCHH
(B pesxuMe OHIIAlH)

HE B PSKUME PEATFHOTO BPEMEHH
(B pexxume odaiiH)

7. Ilpomaxa nexapCTBEHHBIX
MpenapaToB Il MEIUIITHCKOTO
MIPUMEHEHHS, B OTHOIIICHUH
KOTOPBIX HE COOJIIOIEHBI
TpebOBaHUs, OTIpeieTIEHHBIC
Ha OCHOBaHHUU YacTu 5 cTaThu 67
®denepalibHOTO 3aKOHA
"O0 obpareHnH JeKapCTBEHHBIX
cpeacTs"

¢ 1 mrons 2025 r. HE YCTaHOBIJICHO




