NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 2 Hos16ps 2020 1. N 1779

O BHECEHVU U3MEHEHUI
B ITOJIOJKEHME O CUCTEME MOHUTOPUHI'A IBMPKEHMS JIEKAPCTBEHHBIX
ITPEITAPATOB IJII MEJULIMHCKOI'O ITIPUMEHEHNW A

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

1. YTBepauTh mpuiaraeMble M3MeHeHMsI, KOTOpbIe BHOCSATCS B IT0I05KeHMe O CUCTeMe MOHUTOPYHTa
IOBVKEHMS JIEKAPCTBEHHBIX MTPEIapaToB IJisi MEAUIIMHCKOTO MPYMEHEHMs, YTBEPKIAEHHOe
nocraHoyieHueM IIpaButenbcTBa Poccuiickoit ®epepanym ot 14 gekabpst 2018 r. N 1556 "0O6
yTBepkaeHny [1005KeHsT 0 CUCTeMe MOHUTOPMHTA ABMKEHMS JIeKapCTBEHHBIX MTpernapaToB IjIst
MenouIMHCKoro mpumeHenus" (CoopaHue 3akoHomaTenbCcTBa Poccuiickoit @emepanym, 2018, N 53, crT.
8641; 2019, N 37, ct. 5162; 2020, N 13, ct. 1925; N 30, cT. 4936).

2. YCTaHOBUTD, UTO HACTOSIIIIee TTOCTAaHOBJIEHMEe BCTYIIaeT B CUITY CO JHS ero opuiIMaaIbHOTrO
OMyOJIMKOBAHMS M PACIIPOCTPAHSIETCST HA MPaBOOTHOIIeHMsI, BO3HUKIMe ¢ 1 uioss 2020 r.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit ®enepatyin
M.MUIIYCTUH

YTBepKOeHbI

roctaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi ®enepaninmu

oT 2 Hos16ps1 2020 1. N 1779

N3MEHEHNA],
KOTOPBIE BHOCATCA B ITOJIOXKEHUME O CUCTEME MOHUTOPVHI'A IBMDKEHU A
JIEKAPCTBEHHDBIX ITPEITAPATOB IJII MEJVULIMHCKOI'O ITPUMEHEHN

1. B nyHKTe 32:
a) ab3all BTOPOJi U3JIOKUTD B CJIeAyIOIIel pegaKIInm:

"[laToi TIpenCcTaBieHs CBeeHN i B CUCTeMY MOHUTOPUHTA CUMTAETCS JaTa, 3adUKCMpOBaHHAS B
KBUTAHLIMY O TIpUeMe CBefeHui, GopMMUpPyeMoil TPy UX YCITeIHOM 0TpaboTKe 1 (puKcaI Uy B CUCTEME
MOHUTOPMHTA B opMe 2JIEKTPOHHOTO IOKYMEHTAa, 32 UCKJIIOUeHMeM MpeCcTaBAeHs CBeJleHUi B
COOTBETCTBUM C ITYHKTOM 44 HacTosmero ITosokeHNsT alTTeqIHON OpraHu3anyent, OCyIeCTBIISIONIen
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU ITpeIapaTaMy, MapKMPOBAaHHBIMY CPeICTBAMM UAEHTUPUKALINMA,
M OTITYCK JIEKaPCTBEHHBIX MTPerapaToB, MapKMPOBAHHBIX CPeICTBAMMU UIeHTUPUKALIUNU, CO CKUIKOI 10
pellenTy Ha JJeKapCTBEHHbIe TIpernapaThl, CyobeKTOM 0OpalleHus 1eKapCTBEHHbBIX CPeCTB,
OCYIIECTBJISTIOIIMM MeIUIIMHCKYIO IesTe/IbHOCTb 1 BBIBOJ, M3 000pOTa IeKapCTBEHHBIX IIPernapaTos,
MapKMPOBAHHBIX CPEACTBAMMU UACHTUPUKAIMY, TIPU OKAa3aHUM MEIUIIMHCKOM TTIOMOIIM, a TAKKe
CyO'beKTOM oOpaleHust JIeKapCTBEHHBIX CPEJICTB, OTITYCKAIOIIVIM JIeKapCTBeHHbIE TTperaparhl,
MapKMPOBaHHbBIE CpeACTBAMM UAEHTUGUKAIMM, 6ECIIZIATHO I10 peleNnTy Ha JIeKapCTBEHHbIE ITperapaThl.
IaToit mpencTaBieHys CBeAeHMIT B CUCTeMY MOHUTOPUHTA B YKa3aHHBIX CJTydasiX CYUMTAETCs JaTa
HaIlpaBJIeHMs CBeJIeHMI B CMCTEMY MOHMTOPMHIA YKa3aHHBIMM CyObeKTaMM 00paIeHus JIeKapCTBEHHBIX
CpenCcTB.";

6) rmocse ab3aiia BTOPOTo JOIMOJHUTE ab3alleM CIeyIOIIero CoaepsKaHms:

"o 1 ¢pespanst 2021 1. B c/ryuae HeIOJIyYeHMsI CyO'beKTOM 00 pallleHNsI JIEKApCTBEHHbBIX CPeJICTB KBUTAHIUA
0 TpueMe CBefieHUit B COOTBETCTBUM C ab3aiieM BTOPbIM HACTOSIIIEro MyHKTa Mpy IpefcTaBieHn



CBeJIeHN1 B CCTEMY MOHUTOPMHTA B COOTBETCTBUM € ab3alieM TPeTbMUM ITyHKTa 35, myHKTamu 37 - 38(1),
40, 41, 43, 44, 44(2) u 45 HacTosero ITososkeHust B TeueHre 15 MMHYT C MOMEHTA IpeCTaB/IeHUs CyObeKT
obpalleHus JeKapCTBEHHbIX CPeICTB BIIpaBe OCYIIECTB/ISITh JabHeINe ornepaium C JeKapCTBe HHbIMU
rmpernapaTtamMmu, He JOXUAsICh MOy4eH) s KBUTAHLIMM O IpyieMe CBeIeHU. .

2. B nyHKTe 37:
a) rmocJie ab3aiia MecToro JOTOJHUTH ab3alleM CIeAyIoIIero ColepskKaHus :

"o 1 vrona 2021 r. noaTBepKIEeHMEe TOCTOBEPHOCTU CBeleHUIA, IPeACTaBAsIeMbIX B CUCTEMY MOHUTOPUHTA
IIpM BBO3€ JIeKapCTBEHHBIX MpernapaTtoB B Poccuiickyio denepalinio, BIlpaBe OCYLIIeCTBISITh CYObEKT
obpaleHus JeKapCTBEHHbIX CPeICTB, SIBJISIONIMIICS TepiKaTeieM UM BIaie/IbIieM PermcTPanyiOHHOTO
YO,O0CTOBEpeHMs, UK IPeCTaBUTeIbCTBOM MHOCTPAHHOM OpraHu3anyuy Ha Tepputopum Poccuiickon
®depnepauyiy, IBISIOLIENCS AepsKaTe/leM U BlIafe/lblieM PerMcTpalMOHHOIO yI0CTOBepeHus, B
COOTBETCTBMM C a63a1eM IIeCThIM HACTOSIIEro MyHKTA UJIM OIlepaTop CUCTEMbl MOHUTOPUHTA ITyTEM
MIPOBEPKM HAJIMYMS B CCTEME MOHUTOPMHTA 3aPeruCTPUPOBAHHOIO MAeHTU(PUKATOpa CyObeKTa
obpaleHus JeKapCTBEHHbIX CPeICTB, SIBJISIONIEroCs JepskaTesieM MM BlagesIblieM PerucTpaluyioHHOIO
YIOCTOBEpeHMs, UM MpeaCcTaBUTEeIbCTBA MHOCTPAHHOM OpraHM3alyy Ha TeppuTopumn Poccuiickoin
depepaniyiy, SIBISIONIENCS AepKaTeeM WM BllafelblieM PEerMCcTpalMOHHOTO YIOCTOBEPEHMS, & TAKXKe
3aperMcTpMpoOBaHHOTO Kojla uAeHTUGUKALIMY MK KOIA UAeHTUDUKALMY TPETUUHOI (TPAHCIIOPTHOI!)
YIIAaKOBKM JIEKapCTBEHHOTO IpernapaTa, B KOTOPOJ HaxXOAUTCS TOT JeKapCTBeHHbIN IIpernapar (B cjiydae
rnepegavyy TPeTUYHOM (TPAHCIIOPTHONM) YIIAKOBKY JIeKapCTBEHHOTO Mpelapara meamkom). [1o pesynbTaTam
TaKO¥ IIPOBEPKY OIepaTOp CUCTEMbI MOHMTOPYMHTA C UCIOJb30BaHeM QYHKIMOHAIA CUCTEMBbI
MOHMTOPMHTA OTIIPABJISIET CyO'beKTy 0OpallleHMsl IEKAPCTBEHHBIX CPEJICTB, paHee OCYIeCTBUBIIEMY
MpencTaBjieHye B CUCTeMY MOHUTOPUHTA CBeeH NI O TpeAbIayIieil onepanyn C TeKapCTBEeHHbIM
TpernapaToM, yBeIOMJIeHME O TIPeICTaB/IEHUM CBeIeHNI B COOTBETCTBMM C ab3a1ieM ITSIThIM HAaCTOSIIIEro
IYHKTAa C YKa3aHueM CBeJleHUI, IPOBEPEHHBIX OIIepaTOPOM CUCTEMBI MOHUTOPUHTA. " ;

6) B ab3a1ie BOCbMOM CJIOBa "ab3aleM ceIbMbIM" 3aMEeHUTDb CJIOBaMM "ab3aiieM BOCbMbIM "
B) MocJjie a63alia BOCbMOTO JIOMOJTHUTD ab3aliaMy CJIeIyIOIIero CoaepsKaHms:

"o 1 mionsg 2021 r. Ipu MapKUPOBKE YITAKOBOK JIEKAPCTBEHHBIX MIPEIapaToB CpeicTBAMM MAeHTUDUKALIIN
Ha TaMO>XeHHOM CKJIaJie B COOTBETCTBUM C ab3alieM BTOPbIM ITYHKTA 4 HacTosmero [TonoxkeHus
MpeACTaBIeHMe B CUCTEMY MOHUTOPUHTA CBEIEHNT B COOTBETCTBMM C a63alleM BOCbMbIM HACTOSIIIETO
MTyHKTA BIIpaBe OCYIIEeCTBISITh CYOBEKT 0OpaleHNsI JieKapCTBEHHBIX CPeJICTB, OCYIIeCTBUBILNIT BBO3
JIeKapCTBEHHBIX TTpernapaToB B Poccuiickyio denepartiyio, 1 MOATBEPKIEHME UX TOCTOBEPHOCTH BIIpaBe
OCYIIECTBJISATh OTI€PATOP CUCTEMBI MOHUTOPUHTA ITyTEM MTPOBEPKU HAJIUUMS B CHCTEME MOHUTOPUHTA
3apermcTpMpPOBaHHOTO UAEHTHU(PUKATOPA CYObeKTa 0OpaIleHNs JIEKAPCTBEHHBIX CPEICTB, SIBJISTIOIIETOCS
nepykaTesneM WM Biafie/iblleM PeruCcTPalMOHHOTO YA0CTOBEPEHMSI, MU TIPeCTaBUTebCTBA MHOCTPAHHO
opraHmusauuu Ha TeppuTopun Poccuiickoit Demepariun, IBASIONIENCS AepkaTeaeM UK Bilae/bIleM
PEerMCTPalMOHHOTO YIOCTOBEPEeH NS, a TAKKe 3aperucTpUpPOBAHHOrO Ko/la UAeHTUOUKAUMY WK KoJa
MIEeHTUPUKALUM TPETUYHOI (TPAHCIIOPTHOI) YIIaKOBKY JIEKaPCTBEHHOTO IIpernapara, B KOTOpoii
HaXOJMUTCS 3TOT JieKapCTBEeHHbIN Mpernapar (B cjiydae riepefaun TPeTUIHOI (TPaHCIIOPTHOI) YITaKOBKMU
JIeKapCTBEHHOTO Iperapara 1eankoM). [To pesynbTaTam Takoii IPOBEPKM OIEepaTOpP CUCTEMBbI
MOHUTOPMHTA C UCTIOJIb30BaHMeM (QYyHKIIMOHAIA CUCTEMbI MOHUTOPUHIA OTIIPABJISIET CYO'BEKTY
obpalieHus JTIeKapCTBEeHHbIX CPEJICTB, paHee OCYIIeCTBMUBIIEMY ITPe/ICTaBlIeHe B CUCTEMY MOHUTOPUHTA
CBeIeHMI O IpeabIayIIeli orepalui C JeKapCTBEHHBIM ITPerapaToM, YBeIOM/IEHNE O IPeICTaBIeHNN
CBeJIeHN 1 C yKa3aHMeM CBeJleHI i, TPOBePEeHHBIX OTIEPATOPOM CHCTEMbI MOHUTOPUHTA.

[TonoskeHust ab3alieB CeIbMOTO U JeCSITOT0 HACTOSIIIero MyHKTa He PaciipoCTPaHSIOTCS Ha JleKapCTBeHHbIe
Trpernaparsl, MpegHasHaueHHbIe [IJIs1 00ecriedeHnst JIUIl, 60TbHbIX reModumeii, MyKOBUCIIUA030M,
runogu3apHbIM HAaHM3MOM, 60J1e3HbI0 ['o1lle, 37T0KaYeCTBEHHBIMIM HOBOOOPA30BaHUSIMM JIMMGbOUTHOI,
KPOBETBOPHOM U POJCTBEHHBIX UM TKAaHE, paCCesTHHBIM CKJIE€PO30M, TeMOJIUTUKO-YPEMUUECKUM
CUMHIPOMOM, IOHOIIIECKUM apTPUTOM C CUCTEMHBIM HAa4Ya/IOM, MyKoIoimcaxapumo3om I, IT u VI turos,
aIIacTMYeCcKoii aHeMMeli HeyTOUHEeHHOJ, Hac/IeACTBEHHBIM JeduinutoM ¢aktopos II (bubpuuorena), VII



(mabunbHoro), X (CtioapTa - [Ipayapa), Jinij moc/ie TpaHCIUIAHTAIMM OPTaHOB U (M) TKaHeIA.";
r) rmocje ab3aiia gecsaToro JOMOMHUTh ab3aieM Ciedyloiero Cofep KaHus:

"mo 1 ¢pespans 2021 r. B ciyyae HemocTyIieHUs: B EqMHYI0 aBTOMaTU3UMPOBAHHYIO CUCTEMY TaMOSKeHHBIX
OpraHOB 3ampaliMBaeMbIX B CCTeMe MOHUTOPMHTA CBeJleHMI 0 KoJe UAeHTUPUKALUY WU KOoZe
MIEeHTUGUKALMY TPETUUHOI (TPAHCIIOPTHO) YIIAaKOBKY JIeKapCTBEHHOTO Tpernapara, B KOTopoit
HaxXOOUTCS TAKOM JIeKAPCTBEHHBIN Ipernapar (B cjiyyae BBO3a TPETUUHOM (TPAHCIIOPTHONM) YIIAKOBKU
JIeKapCTBEHHOTO Iperapara 1eJIMKOM), B TeueHue 2 4acoB pabouero BpeMeHM TaMOKeHHOTO OpraHa ¢
MOMEHTA HallpaBjIeHMsI COOTBETCTBYIOILEro 3arnpoca, CBepka ¢ JaHHbIMU, YKa3aHHbIMM B TAMOXXeHHOM
Jek/apalyy Ha JIeKapCTBEHHBIV Ipernapar, He IPou3BOANTCS. [Ipy 3TOM OTCYTCTBME TaKOW CBEPKU HE
SIBJISIETCSI TIPETISITCTBMEM [IJISI BHITTYCKA /IS BHYTPEHHEro MoTpe6eHnsI JieKapCTBEHHBIX IIPeIrapaTos;".

3. ITyHKT 38 mOMOMHUTD ab3aliamMmiu CJIeIyIoNIero coiepskaHms:

"o 1 utons 2021 1. moATBepKIaeHME NOCTOBEPHOCTY CBEIEHNI, TP CTABISIEMbIX B CCTEMY MOHUTOPUHTA
IIpY BBO3e€ JIeKapCTBEHHbIX IIpernapaToB B Poccuiickyro ®epepanuio U3 rocynapcTs - wieHOB EBpasuiickoro
9KOHOMMUECKOT'O COI03a, BIIpaBe OCYILECTBISTh CYyObeKT oOpaleHus TIeKapCTBeHHbIX CPeJCTB,
SIBJIIIOIIUIICS IepsKaTeseM WM BilaZie/iblieM PerucTpanyiOHHOIO YA0CTOBepeHNs, U
NpenCcTaBUTEeIbCTBOM MHOCTPAHHOM OpraHu3anun Ha Tepputopum Poccuiickoin @emepaniin, SBIsSIONIEnCs
IepkaTesieM UM Biafe/blieM PeruCcTPalMOHHOTO YOCTOBEPEeH s, B COOTBETCTBUM C a63a1ieM IIeCThIM
HACTOSILero ITyHKTa MU/IM OllepaTop CUCTeMbl MOHUTOPMHTIA IIyTeM [IPOBEPKM HAIUUKS B CUCTEME
MOHUTOPMHTA 3aPEeruCTPUPOBAHHOTO UAeHTHUGUKATOpA CYObeKTa 0OpalleHNs JieKapCTBEHHBIX CPECTB,
SIBJISIIOILEr0oCs iepykaTesieM UM BiiafeblieM PerncTpauyiOHHOrO yIOCTOBepeHUs, UM IIpeCTaBUTEeNbCTBA
MHOCTPAHHOI OpraHu3anuu Ha Tepputopun Poccuiickoit @enepanmu, SBISIOLLENACS AepyKaTeleM UIn
BJIa/ie/IblIeM PErMCTPalMOHHOTO YIOCTOBEPeH NS, a TaKKe 3aperucTpUPOBAaHHOIO Ko/ia UaeHTUhDUKaIUn
WY KOO A UAEeHTU(PUKAL UM TPETUYHOI (TPaHCIIOPTHOI) YIIAaKOBKU JIeKapCTBEHHOTO Mpernapara, B KOTOPOii
HaXOOUTCS 3TOT JIeKapCTBEHHBI IIpenapar (B ciaydae repenauyy TpeTUUHOM (TPAHCIIOPTHO) YIIaKOBKU
JIeKapCTBEHHOrO Iperapara ueankom). [1o pesynbraTam Takoil IpOBEePKM OnlepaTop CUCTEMBbI
MOHMUTOPMHTIA C UCII0JIb30BaHMeM (QyHKIIMOHAMIA CUCTeMbl MOHUTOPUHIA OTIIPABJISIET CYO'BEKTY
obpallleHus JIeKapCTBEeHHbIX CPeJICTB, paHee OCYIeCTBMUBILIEMY ITpe/iCTaBlieHe B CUCTeMY MOHUTOPUHTA
CBeLleHM O IIpebIayIleil onepanyy C JeKapCTBeHHBbIM IIpernapaToM, yBegoMIIeH)e O IIpeCTaB/IeHUN
CBeJleHUi1 B COOTBETCTBMM C ab3alleM MSThIM HaCTOSIEro MyHKTa, C yKa3aHMeM CBeJleHIi, TPOBepeHHbIX
OIlepaToOpOM CUCTE€Mbl MOHUTOPMHIA.

[TonoskeHus ab3aiia cebMOro HaCTOSIETO MYyHKTA He paclpOCTPaHsSIOTCS Ha IeKapCTBeHHbIe Mpemnaparsl,
rpeJHa3HAuUEeHHbIe J1J1SI 0OecTieueHus Juil, 60JbHBIX reMobuieit, MyKOBUCIMI030M, TUTIO(DMU3apHbIM
HaHM3MOM, 60sie3HbI0 ['olIle, 3/T0KaYeCTBEHHBIMY HOBOOOpa30BaHUSIMM TMMQOUAHOI, KPOBETBOPHOI 1
POICTBEHHBIX UM TKaHE, paCCesTHHbIM CKJIE€PO30M, FeMOJIUTUKO-YPEMUUECKUM CUHIPOMOM, FOHOIIECKUM
apTPUTOM C CMCTEMHBIM HavyajaoM, MyKormoaucaxapuaosom I, I u VI Tumnos, ammacTuyeckoin anemuen
HEYTOYHEHHO, Hac/ieICTBeHHBIM neduiintomM daktopos II (bubpunorena), VII (ma6unpHoro), X (CtioapTa
- [Ipayaspa), in1 mocsie TpaHCIJIAHTAUUM OPTaHOB U (/1K) TKaHen.".

4. TIyHKT 44 IOMOJHUTH ab3aliaMy CJIEAYIOIIEro COAepsKaHMsI:

"o 1 utonsg 2021 r. moATBepKAeHME JOCTOBEPHOCTY CBEIeHUI, IIPEeCTABISIEMbIX B CCTEMY MOHUTOPUHTA
IIpy 060POTE JIEKAPCTBEHHBIX ITPEIIapaToOB, BIIPABE OCYIECTBIISITh CyObEKT 00paleHMs JIeKapCTBEHHBIX
Cpe/CTB, OCYILleCTBMBIINI TTepeavy JeKapCTBEeHHbIX ITPerapaToB IPyroMy CyObeKTy o6palieHust
JIeKapCTBEHHBIX IPeIapaToB B paMKaxX I'PakKIaHCKO-IIPaBOBbIX OTHOIIEHMIi, B COOTBETCTBUM C ab3aiiem
11eCThIM HACTOSIIIEro MyHKTA WM OIIepaToOp CUCTEMbl MOHUTOPUHTA ITyTEM IIPOBEPKU HAIUUKS B CUCTEME
MOHMUTOPUMHTA UAEHTUPUKAIMOHHOIO HOMepa HaJIOrOIIaTe/bII}Ka CYyObeKTa 00paleHus JIeKapCTBEHHBIX
CpeACTB, OCYIleCTBMBIIIETO TIepeIavy JeKapCTBEHHbIX ITpernapaToB APYroMy Cy0beKTy o0palieHust
JIeKapCTBEHHBIX IIPeIapaToB B paMKax rpakaHCKO-IIpaBOBbIX OTHOIIEHUI, a TaKKe
3aperMcTpMpPOBAaHHOTO Kojla UAeHTUGUKALIMY MM KOIa UAeHTUDUKALMY TPETUUHOI (TPAHCIIOPTHOI!)
YIIAaKOBKM JIEKapCTBEHHOTO IMpernaparTa, B KOTOPOJ HaxXOAMUTCS 9TOT JeKapCTBeHHbIN Ipernapar (B cjiydae
repemauy TPeTUUHOMNM (TpaHCIOPTHOJ) YIIaKOBKYM JIeKaPCTBEHHOTO IIperapara Leankom). I1o pesyabraTam



TaKO¥ IIPOBEPKY OTePaTOP CUCTEMbI MOHMTOPHMHTA C UCIOJb30BaHeM QYHKIMOHAIA CUCTEMBbI
MOHMTOPMHTA OTIIPABJISIET CyO'beKTy 0OpallleHMsl JIEKAPCTBEHHBIX CPEJICTB, paHee OCYIeCTBUBIIEMY
MpeacTaBjieHye B CUCTeMY MOHUTOPMHTA CBeAeH NI O TTpeAbIayIieil onepalyu C TeKapCTBEeHHbIM
rpernapaToM, yBeIOMJIeHME O TIPeICTaB/IEHNM CBeIeHNI B COOTBETCTBMM C ab3a1ieM ITSIThIM HAaCTOSIIIEro
IyHKTAa, C yKa3aHMeM CBeJeHWii, TPOBepeHHBIX OTIepaTOPOM CUCTEeMbl MOHUTOPUHTA.

[TonoskeHus ab3aiia cejbMOro HaCTOSIETO MYyHKTA He paclpOoCTPaHsSIIOTCS Ha ieKapCTBeHHbIe Mpernaparsl,
rpeHa3HauUeHHbIe 1)1 0becrieueHus JIuil, 60JbHBIX reMobuieit, MyKOBUCIMI030M, TUTIO(MU3apPHbIM
HaHM3MOM, 60sie3HbI0 ['olIle, 3/T0KaYeCTBEeHHBIMY HOBOOOpa30BaHUSIMM TMMQOUIHOI, KPOBETBOPHOI 1
POJICTBEHHBIX UM TKaHE, pacCesIHHbIM CKJI€PO30M, FeMOJUTUKO-YPEMUUECKUM CUHIPOMOM, HOHOIIECKUM
apTPUTOM C CMCTEMHBIM HavyajaoM, MyKormoaucaxapuaosom I, I u VI Tumos, ammacTuyeckoin anemuen
HEeyTOUHEHHO, Hac/leICTBeHHbIM Aeduuytom dhakropos II (pubpuHorena), VII (mabunbpHoro), X (Ctioapta
- [Ipayspa), u1l moc/ie TpaHCIJIAHTALMM OPTaHOB U (MJIN) TKaHen.".

5. TIyHKT 52 mocJie ab3aia TpeThero AOTOJHUTD ab3alieM CJieIyIoIIero coaepskaHus:

"o 1 mionsg 2021 1. mosiokeHus ab63alla TPeThero HaCcTOSIIEro MMyHKTa He PacpOCTPaHSIIOTCS Ha CyJyan
MCIIpaBJIeHMs OLIMOOK B CBeJIEHMUSIX, TIpeICTaBIeHHBIX CyObeKTamMy 0OpallleHNsI TeKapCTBEeHHbIX CPeJICTB B
CUCTEeMY MOHUTOPMHTA B TIOPSIAKE, TPeAYCMOTPEHHOM ab3aiaMu IISIThIM U IeCSIThIM ITyHKTa 37, ab3aieM
MISTHIM ITYHKTA 38 1 ab3alleM MSThIM MYHKTA 44 HacTosiero [TomoxkeHus. B ykasaHHbBIX CTydasix
IOCTOBEPHOCTD IIPeICTaBIeHHBIX MCITPABIEHMIA OIIMOOK B CMCTEMEe MOHUTOPUHTIA MOITBEPKIAETCS B
COOTBETCTBMM C ab3aliaMy ceIbMbIM U eCSITIM ITyHKTa 37, ab3alieM celbMbIM ITyHKTa 38 1 ab3aliemM
ceIbMbIM ITyHKTa 44 HacTosuero ITomoxkeHns.".

n_n non

6. IToamyHKTHI "6" 1 "B" MyHKTA 4, MOAMYHKTHI "T" ¥ "X" IMMyHKTa 5, TOATTYHKTHI "B" 1 "3" MyHKTa 12
npunokeHus N 3 K ykazaHHomy [1o105keHII0 JOTIOJIHUTD CJioBaMM "(He TpebyeTcs B ciydyae
MpeiCTaBIeHs CBeJIeHNIi B COOTBETCTBUM C ab3ariaMu cebMbIM U AeCSIThIM ITYHKTA 37 1 ab3alieM
ceIbMbIM ITyHKTa 38 IlosokeHus)".

7. MognyHKT "6" myHkTa 3 mpwioxkeHus: N 6 K ykazaHHOMY [10/105kKeHUI0 TOTOTHUTD CJIOBAMU (MU €T
UIeHTU(PUKALIMOHHBIV HOMeP HaJororiaTeblika B c/iydyae MpeAcTaBaeHNs CBeIeHIT B COOTBETCTBUM C
ab3aiem ceibMbIM TyHKTa 44 ITos05keHMs O CCTeMe MOHUTOPMHTA ABVDKeHMUS TeKapCTBEHHbBIX
IpernapaToB [ MeIULMHCKOTO IIpUMeHEeHNs, YTBePKIeHHOro IIocTaHoB/IeHeM [IpaBuTesnbcTBa
Poccuiickoit ®epepaunn ot 14 nekabpst 2018 r. N 1556 "O6 yrBepskaeHnu [Toa0skeHUS O CUCTEME
MOHUTOPUHTA IBMKEHMS JIeKapCTBEHHBIX IIpernapaToB A1 MeIUIMHCKOro IpUMMeHeHus")".



