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Topsaaka ocylecTBIeHA MOHHTOPHHIA IBHJKEHHS H yYeTa
HMMYHOOHOJIOTH4eCKHX JeKaPCTBEeHHBIX NpenapaToB
B cyobekTax Poccuiickoii @enepannn, 10BeIeHHA 10 CBeICHHA
®PegepajbHOr0 MeJHKO-0HOIOTHIE€CKOr0 areHTCTBa,
noABeAOMCTBEeHHbLIX MUHHCTEPCTBY 31paBooxpaHenus Poccniickoil Penepannu
(deaepanbHBIX yUpeskIeHHH, OKa3bIBAIOUHX MeJHIHHCKY NOMOIb,
H OPraHoOB HCNOJHHTE/IbHON BJIacTH Cy0beKkTOB Poccuiickoii @enepannn
B c(epe 31paBoOXpaHEeHHS NOJYICHHBIX 10 Pe3yJIbTATAM MOHHTOPHHIA
JAAHHBIX H COIVIACOBAHHS Mepepacnpeae/ieHHss HMMYHOOHOIOrHY€CKHX
JeKAPCTBEHHBIX NpenapaToB Mexay cyobekramu Poccniickoii @eaepannm,
®enepajbHbIM MEAHKO-0HOIOrH4€CKHM areHTCTBOM
H YKa3aHHBIMH ¢eepajibHbIMH YUpeKACHUIMH

B cootsercTBHM ¢ MyHKTOM 12 ITpaBun opraHu3aluM oGecreuyeHus MEIUIIUHCKUAX
OpraHM3alMii HE3aBHCHMO OT OPraHW3alMOHHO-TIPaBOBOM (OPMEI, yYacTBYIOIIHX
B pealM3alMd TEPPUTOPHATBHOH IPOrpaMMbl  00A3aTENBHOTO  MEAULMHCKOTO
CTpPaxOBaHHs B COOTBETCTBHH C 3aKOHOIATEIECTBOM 00 00s3aTeNbHOM MeAMLHHCKOM
CTpaxOBaHUH, HMMYHOOHOIOrH4eCKUMH JIeKapCTBEHHBIMH nperapaTtaMy
I8 VMMYHONPOQWIAKTHKH B IeNSX MpPOBENCHHMs MPOQUIAKTUYECKHX MPUBUBOK,
BKJIIOYEHHBIX B  HALMOHANBHBIA  KaJleHAaph  NPO(UIAKTHYECKHX  IPHUBHBOK,
YTBEPXKACHHBEIX  IIOCTaHOBJICHHEM [TpaButensctBa  Poccuiickoi Oenepanuu
oT 5 okTa6ps 2021 r. Ne 1688 (OduumanbHei HHTEPHET-NIOPTAN IPaBOBOH HHpOpMALMK
(www.pravo.gov.ru), 2021, 7 oxts6ps, Ne 0001202110070004), mnp v K @ 3 bI B & I0:

Vr1Bepaute mnpuiaraeMeri I[lopsnok OCYIIECTBIEHHS MOHHUTOPDHUHIA JBHDKEHMS
M y4eTa MMMyHOGHMOJIOTHYECKUX JIEKAPCTBEHHBIX NpenaparoB B cyGbekrax Poccuiickoi
®epepanun, noseneHus 10 ceeaenns PeneparbHOro MEAUKO-GHOIONHYECKOro areHTCTBa,
MOIBEJOMCTBEHHEIX ~MHUHHCTEPCTBY  34paBooxpaHeHHs Poccumiickol  ®@exepanuu
denepanbHbIX YYpPEXKISHHH, OKAa3BIBAIOMIMX MEIUIMHCKYI0 [OMOINb, M OpPraHoB
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UCIOJIHUTENbHOU BiacTH cyonektoB Poccuiickoit ®enepanuu B chepe 34paBoOXpaHEHHS
TOJTy4€HHBIX [0 Pe3yJIbTaTaM MOHHTOPHMHIA JAaHHBIX M COTJIaCOBaHUs MepepacpeeIeHus
MMMYHOOHOJIOTHYECKHX JIEKApCTBEHHBIX IIPEMapaTtoB Mexay cyOnekramu Poccuiickoi
®enepauny, DeaepanbHbIM MeIUKO-OMONOTHYECKMM AareHTCTBOM M YKa3aHHBIMU
(e epaTbHBIMH YYPEIKICHHUAMHU.

MunucTp W .A. Mypaitko




YTBEPXJIEH

TprKa3oM MUHHCTEPCTBA 3/IpaBOOXPAHEHHS
Poccuiickoit @egepauuu
OT KO 3N sr b e 2021 1. Ne 70 2584

IMopsaaok
oCyILieCTBJICHHS] MOHHTOPHHIA IBH)KEHHS H Y1eTa MMMYHOOHOIOrHYEeCKHX
JeKapCTBEHHLIX NpenapaToB B cyobekTax Poccniickoii Peaepauun,
noBeaeHHs A0 cBeaenna DenepaibHOro MeAHKO-0HOIOrHYeCKOro areHTcTBa,
noABeIOMCTBEHHLIX MHHHCTEPCTBY 31paBooxpaHenus Poccniickoii Penepauuu
(enepanbHbIX YUpeKAeHHI, 0Ka3bIBAIOLUIHX MEAHUIHHCKYIO IOMOIb,
M OPraHoB HCIOJHHTEILHOH BJacTH cy0bekToB Poccuiickoi ®exepauun
B cdepe 31paBoOOXPaHEHHS NOJYYEHHBIX 10 Pe3yJabTaTaM MOHHTOPHHIA
JAHHLIX H COTJIACOBaHHS Nepepacnpeae/ieHHss HMMYHOOHOIOrHYECKHUX
JleKapcTBEeHHBIX NMpenapaToB Mexay cyobekramu Poccuiickoii ®@enepanuu,
®enepajibHBIM MeAHKO-0HOJIOrHY€CKHM areHTCTBOM
H YKa3aHHbIMH (efiepajibHbIMH YUPeKACHHAMH

1. Hacrosmmii ITopsmok peryaMpyeT BOMPOCH OCYLIECTBIEHHS (elepatbHbIM
KaseHHBIM  yupexiaeHueM «®DenepanbHblli LEHTp IUIAHMPOBAHMA M OpraHM3alliy
JIEKApCTBEHHOTO O0ecredeHnss TpakaaH» MUHKCTepcTBa 3/paBooxpaHeHust Poccuiickon
denepauny (naiee — enepanbHbIi LEHTP):

a) MOHMTOpMHra JABHXeHHMA M ydera B cybwmekrax Poccuiickoit @enepaiuu
MMMYHOGHOJIOMHYECKUX JIEKAPCTBEHHBIX NPENapaToB 1 HMMYHONPO(HUIAKTHKH B LENIX
NpoBeNeHUs MPOQUIAKTAIECKUX NPHUBHBOK, BKIIOYEHHBIX B HAl[HOHAIBHBIA KaleHIaph
NpoQUIAKTHIECKAX NPHUBHBOK (Jajlee COOTBETCTBEHHO — MOHHUTODMHT, JICKAPCTBEHHBIC
Tpenaparsl);

6) noeenenmsi 10 cBeneHus PemepabHOrO MEIUKO-OMONIOIHYECKOTO areHTCTBa,
HOIBEOMCTBEHHBIX ~MHHHUCTEPCTBY  34paBooxpaHeHHs Poccuiickoii ~ ®enepauuu
(hemepaNBHBIX YIpeXkKIeHHU, OKa3bIBAIOLIMX MEIHIMHCKYIO TIOMOLIL (Aanee — de/iepalbHbIe
yupeXieHus), OPraHOB MCIOJHUTEbHOH BiacTH CcyOnekToB Poccumiickoii ®enepaiuu
B cdepe 3paBOOXpaHeHHs (Jalee — YNONHOMOHYEHHBIE OpraHbl) MOMy4eHHBIX
10 pe3yJIETaTaM MOHHTOPHHIA JIAHHBIX, B TOM YHCIIE CBEICHHA O HOMEHKIIAType, KOIMIECTBE
M CTOMMOCTH JIEKAapPCTBEHHBIX IIPENaparoB, 00 OTCYTCTBUM NOTPEOHOCTH B OTAENBHBIX
JIEKApCTBEHHBIX Mperaparax Jm6o0 O MOSBICHAM JONOJHUTENBHOA — IOTPeOHOCTH
B JIEKAPCTBEHHBIX Nperaparax;

B) COINIAaCOBAHWS  IepepacrpefeleHus  JIEKapCTBEHHBIX — MPEnapatoB  MEXIy
cyosextamu  Poccuiickoit  ®epepanmy, ®enepanbHbIM — MEAHKO-OHONOTHYECKHM
areHTCTBOM U (eiepaJbHBIMH yIPEKACHUIMH.

2. OpraHu3aLMOHHO-TEXHHYECKOE COMNPOBOXICHUE OCYLUECTBICHHS MOHHMTOPHHIA
obecrieunBaercs OenepabHBIM LIEHTPOM.

3. MOHHMTOPHMHI OCYLIECTBISIETCS B OTHOIIEHHM JIEKapCTBEHHBIX IIpENaparos,
3aKYIUICHHBIX denepanbHBIM LIEHTPOM 7| TiepeiaHHBIX depepansHOMY
MEIMKO-OHONIOrMYEeCKOMy ~ areHTCTBY,  (QeNepaibHbIM  YUpeXIeHHsM,  CyObeKram
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Poccuiickoii @enepanii B COOTBETCTBHM C [IpaBWiaMu oOpraHM3aliy oOecTieueHus
MEIMLMHCKAX  OpraHM3aliii HE3aBUCHMMO OT  OpraHW3allMOHHO-TIPaBOBOH  (hopMbl,
y4aCTBYIOIMX B PEaNU3alMH TEPPUTOPHATLHOM TPOrpaMMBl 00s3aTeNbHOr0 MEIULMHCKOTO
CTpaxoBaHMs B COOTBETCTBMM C 3aKOHOJATENBCTBOM 00 0OSA3aTeNbHOM MEIMIMHCKOM
CTpaxOBaHHUM, WMMYHOOHOJIOTHYECKUMU JIeKapCTBEHHBIMH TpenapaTaMu
19  HMMMYHONPO(WIAKTUKM B LENIX INpOBeAeHUA MNPOQHIAKTHYECKMX IPUBHMBOK,
BK/IIOYEHHBIX B HALMOHAIBHEIM KaJleHIaph MPOQIaKTHIECKUX NPHUBUBOK, YTBEPXKACHHBIMU
nocTtaHoBienreM IIpasurenbcTBa Poccuiickoit @enepaunn ot 5 oxtsadps 2021 r. Ne 1688.

4. YmojlHOMOYEHHBlE OpraHel, (eaepanbHble yupexaeHuwsa, DenepajpbHOe
MeIMKO-OHOJIOrMYECKOe areHTCTBO He Mo3JHee 5 umcia KaXIoro Mecdla pa3sMeIaroT
B uHpopMauuoHHoM pecypce «Ilapyc-bBromker» (mamee — HHPOPMALMOHHBIA pecypc)
CBEJICHHS O JIEKAPCTBEHHBIX Mpernaparax (peKoMeHIyeMbli obpasel NPHBEICH B IIPUIOKEHUH
Ne 1 k Hacrosmemy [Topsiaky).

5. @enepaibHbIl HEHTP OCYILECTBISAET PACCMOTpPEeHHEe M 000OIIECHHE pa3sMEIeHHBIX
YIOJHOMOYEHHBIMA ~ OpraHaMM,  (¢elepalbHBIMH  YYpEKACHUAMM,  DenepalbHbEIM
MEIUKO-OHOIONMYECKAM areHTCTBOM CBEJICHHT O JIEKapCTBEHHBIX Ipenaparax U He MO3/IHee
20 uWcna KaxOoro Mecslla pasMeljaeT B HMH(GOPMAalMOHHOM pecypce TONy4YeHHbIE
TI0 pe3yJIbTaTaM MOHUTOPHHTAa 0000IIEHHBIE JaHHBIE O JIEKAPCTBEHHBIX Ipernaparax.

6. YmnonHOMO4YeHHBIE oOpraHbel, (enaepanpHple  yupexzaeHus, DenepaipHoe
MeIHKO-OMOJIOTHYECKOE areHTCTBO pacCMaTrpuBalOT IpeAcTaBieHHble DenepalbHBEIM
LIEHTpOM 00OGLIEHHEIE AAaHHBIE O JIEKAPCTBEHHBIX Npenaparax ¥ IpY HAMYUH [OTPeOHOCTH
B OTZEJbHBIX JIEKAPCTBEHHBIX Mpernaparax GOopMHUPYIOT B HHPOPMAIMOHHOM PECYpCe 3asBKY
0 Iepepaclpelne/ieHHH JIeKapCTBEHHBIX IpenaparoB (naiee — 3asgBKa) (PEKOMEHIYEMBIi
obpasen npuBezieH B npwiokeHuH Ne 2 x HacrosiueMy Ilopsaxy).

7. PaccMoTpeHHe 3asBKH OCYIIECTBISIETCS] IIyT€EM COIIOCTABJICHMS 3asBIEHHOIO
KOJIMYECTBA JIEKAPCTBEHHOIO IMpenapara ¢ IOJy4YeHHBIMH IO DPe3yNbTaTaM MOHHMTOPHHIA
JaHHBIMHM  YIIOJJHOMOYEHHBIX OpraHoB, (elnepanbHBIX y4upexaeHui, PenepanbHOro
MEINKO-OHOJIOTMYECKOTO0 ~ areHTCTBA,  IepefaloliX  JIEKapCTBEHHBIM  IMIpemapar,
MOATBEP)KAAIONIMMHA  OTCYTCTBHE TOTPeOHOCTH B IEPEPaclpesieNsIeMOM JIEKApCTBEHHOM
npenapare.

ITpuHATHE pellleHHsA O COIIACOBAHMH 3asBKM JIMOO €€ OTKIOHEHHM OCYILECTBIIAETCS
denepatbHBIM IIEHTPOM B TeYEHHE TpeX pabouMx [HEH CO IHA PpasMELICHHA 3asiBKH
B HH(OPMAIIMOHHOM pecypce.

8. OcHoBaHHEM IS OTKIOHEHHs 3asBKU SBISIETCS YCTAHOBJCHHE II0 pe3yJbTaTaM
IPOBEJEHHOTO MOHHTOPHMHIA OTCYTCTBHS IOTPEOHOCTH B 3asBJICHHBIX JIEKAPCTBEHHBIX
perapaTax.

9. B cioyyae yka3aHMs B 3ajiBKe JIEKAPCTBEHHOIO IIpenapara B KOJIHMYECTBE,
HE COOTBETCTBYIOIIEM AaKTYaJM3UPOBAaHHBIM CBEJCHHSAM  YIIOJHOMOYEHHBIX OpraHoOB,
denepanbHBIX  yupexaeHuil, @enepalbHOro MeIMKO-OMOJIOrHYECKOTO  areHTCTBA,
TnepealoIMX JIeKapCTBEHHBIH Tpenapart, 3asgBKa IOJIE)XHT KOPPEKTHPOBKE, MOBTOPHOMY
pasMELIEHHIO B MHGOPMALMOHHOM pecypce M MoCTeyrolleMy coriacoBatuio DeneparbHBIM
IIEHTPOM.

10. B ciy4ae mpuHATHS pellieHHs 00 OTKase B COIIacOBaHHMH 3aiBKM PDenepaibHbIiA
IIEHTP OTKJIOHSET 3a1BKy B MHGOPMAIIMOHHOM PECypCe € yKa3aHMEM IPUYHH OTKasa.
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11. TlepepacnpeneneHue  JIeKapCTBEHHBIX IpENapaToB  MeXAy  CyObeKTaMu
Poccutiickoii ®enepanym, GbenepanbHBIMU yUpeXICHUSIMH, OenepanbHbBIM
MEIUKO-OHOJOrHYEeCKMM areHTCTBOM OCYILECTBISETCS IIOCIE COMIACOBAHHA 3afdBKH
®eepalIbHBIM LIEHTPOM.

12. ®enepanpHblif LHEHTp exekBapTaibHO A0 10 umcia Mecsua, CIEAYIOLIErO
3a OTYETHHEIM KBapTaloOM, TpEACTaBIse€T CBeAEHHUA O Iiepelaye JIEKapCTBEHHBIX
IpenapaToB YHOJIHOMOYEHHBIM OpraHaMm, ¢elepaibHbIM ydpexaeHusM, DenepanbHOMY
MEAMKO-OMOJIOTHYECKOMY  areHTCTBY U COIJIaCOBAaHHBIX  MEpepacHpeleseHUIX
JIEKapCTBEHHBIX IIperapaToB, B TOM uMclie MexAy cybwekramm Poccumiickoit ®enepauuy,
(enepaisHBIMHA  ydpexaeHusiMY, DefilepalbHBIM  MEAUKO-OHOTIOTMYECKMM — areHTCTBOM,
B DenepalibHyIO CITyX)O0y Mo Haa3opy B cepe 34paBOOXPaHEHHUs B LENAX OCYIIECTBICHUS
KOHTpPOJIA 3a WENeBBIM HCIIONB30BaHHEM JIEKAapCTBEHHBIX IIPENapaTroB, a TaKke
B MuHHCcTEepCTBO 3paBooxpaneHus Poccuiickon denepauuu.
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