NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 2 Hos16ps 2020 1. N 1779

O BHECEHMU MU3MEHEHUI
B ITIOJIO’KEHME O CUCTEME MOHUTOPHWHTA
JOBVYDKEHWS IEKAPCTBEHHBIX
[TPEITAPATOB IJI4 MEJULIMHCKOI'O
[TPUMEHEHNMS

IIpaBuTenbcTBO Poccuiickoin ®enepannnu
IIOCTaHOBJISIET:

1. YTBepauTh nmpunaraeMbie M3MeHEeHMS, KOTOpPbIE
BHOCSITCS B [To/105KkeHMe O cuCcTeMe MOHUTOPVHTA
IBVDKEHMS JIeKapCTBEHHBIX IIPerapaToB 1S
MeJIULIMHCKOTO MIPUMeHEeHMS, YTBEPKIEHHOe
nocraHosneHueM IIpaBuTenbcTBa Poccuiickoim
®enepanuu ot 14 mekabpst 2018 r. N 1556 "06
yTBepXXaeHun I1ookeHNsI 0 CUCTEME MOHUTOPUHTA
IBVDKEeHMS JIeKapCTBEHHBIX IIPernapaToB OIS
MeauUIMHCKOTo npuMeHeHus" (CobpaHme
3aKOHomaTtebCcTBa Poccuiickoin ®enepannn, 2018, N
53, cT. 8641; 2019, N 37, cT. 5162; 2020, N 13, cT.
1925; N 30, cT. 4936).

2. YCTaHOBUTD, UTO HACTOSIIIee TIOCTAHOBJIEHME
BCTYIIAe€T B CUJTY CO THS €ro o(pUIMaTbHOTO






OIyOIMKOBAHMS M PACIIPOCTPAHSIETCS Ha
MIpaBOOTHOIIIeHMS, BO3HMKIINe ¢ 1 nions 2020 r.

IIpencenarens [IpaBuTe/NLCTBA
Poccuiickoi ®epepanun
M.MUITYCTUH

YTBepKaeHbI

rocraHoB/ieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepanynn

oT 2 Hos16ps1 2020 1. N 1779

N3MEHEHNA],

KOTOPBIE BHOCATCA B ITIOJIOKEHUME O CUCTEME
MOHUWUTOPHVHTA IBM>KEHNA
JIEKAPCTBEHHBIX ITPEITAPATOB [JJI41
MEIMLWHCKOI'O IIPUMEHEHNS

1. B myHKTe 32:
a) ab3a1l BTOPOi1 M3JI0KUTh B CIeAYIONIel pegaKkIn:

"[laTol TIpeaCcTaBIeHs CBeIeHUI B CUCTEMY
MOHUTOPMHTA CUUTAETCS AAaTa, 3aUKCHMPOBAaHHAS B
KBUTAHLIMY O TIpUeMe CBefieHui, GopMupyemMoit mpu
MX YCITeIIHOM 0TpaboTKe U PUKCALIUM B CUCTEME
MOHUTOPUHTA B opMe 3JIeKTPOHHOTO IOKYMEHTa, 3a
MUCKJIIOUeHMeM MpeicTaBIeHIs] CBeJIeHUI B
COOTBETCTBUM C MyHKTOM 44 HaCTOSIIEro






[ToytoskeHMsI aIITeYHOI Opra’musalmeit,
OCYIIECTBJISIONIEN PO3SHUUHYIO TOPTOBIIIO

JIeKapCTBEHHBIMM IIperapaTaMi, MapKUpPOBaHHBIMU
CpeACcTBaMM UAEHTUPUKALIMHA, U OTITYCK
JIleKapCTBEHHBIX MTpernapaToB, MapKMPOBAHHBIX
cpeAcTBaMM UAEHTUPUKALIVNU, CO CKUIKOI 10
pellenTy Ha JeKapCTBEHHbIE IIpernapaThl, Cy0beKTOM
obpalieHus JeKapCTBEHHbIX CPEJICTB,
OCYIIeCTBSION UM MeIULIMHCKYIO 1esITeIbHOCTD U
BBIBO/I 113 000POTa JIeKapCTBEHHBIX ITperapaTos,
MapKMPOBAHHBIX CPEICTBAMM UAEHTUDUKAIIUNA, TIPU
OKa3aHMM MeIUIIMHCKOJ ITOMOIIIM, a TAaKKe
CyObeKTOM OOpalleHns J1eKapCTBEHHBIX CPEJICTB,
OTITyCKAIOILIMM JIeKapCTBEHHbIE Mpernaparhl,
MapKMPOBaHHbBIE CPeICTBAMY UAEHTUDUKAIINMA,
6ecIuIaTHO 110 PelerTy Ha JIeKapCTBeHHbIe
npenaparsl. JlaTol mpeacTaBJIeHNUSI CBeIeHUI B
CUCTEeMY MOHUTOPUHTA B YKa3aHHBIX CTyYastx
CUMTAETCS aTa HAaIlpaBJIeHNs CBeIEHUI B CUCTEMY
MOHMTOPMHTA YKa3aHHBIMM CYO'beKTaMy 0OGpaleHusI
JIeKapCTBEeHHBIX CPeLCTB.";

6) mmocsie ab3alla BTOpOro JOIMOJHUTh ab3aleM
CJIeIYIONIETO COMePsKaHMsI:

"o 1 ¢pespans 2021 r. B ciryyae HeOTyuyeHUS
CyObeKTOM 0OpalleHNs IeKapCTBEHHBIX CPECTB
KBUTAHLIUY O IIpYieMe CBeeHNI B COOTBETCTBUM C






a63&].1€M BTOPBIM HACTOALIET0 ITYHKTA IIPU
ImpeacTraB/JI€eHUN CBedeHUI B CUCTEMY MOHUTOPUHTA B

COOTBETCTBUM C ab3a1leM TPETbUM MyHKTa 35,
nyHKkTamu 37 - 38(1), 40, 41, 43, 44, 44(2) u 45
HacTosiero ITosioskeHust B TeueHue 15 MUHYT C
MOMEHTA MpeACTaBIeHNs CyOBeKT obpaleHust
JIeKapCTBEHHBIX CPeLICTB BIIpaBe OCYILEeCTBIATh
Ja/lbHele ornepauyui C JeKapCTBeHHbIMU
rperapaTamy, He JOXKUIASICh [IOTyUYeHN s KBUTAHLUIUA
0 IIpueMe CBeIeHMIL.".

2. B rmyHKTe 37:

a) mocJie ab3aila 11eCcToro AOMOJIHUTD ab3alem
CJIEYIONIETO COMepsKaHMsI:

"o 1 uronst 2021 r. noATBEpXKAEeHME TOCTOBEPHOCTU
CBeJIeHUM, IPeICTaBISIeMbIX B CUCTEMY
MOHMUTOPUHTA IIPU BBO3€ JIEKapCTBEHHBIX
npemnapaTtoB B Poccuiickyio @enepaliiuio, BIipase
OCYIIECTBJISITh CYOBEKT 0OpaleHys JIeKapCTBEHHbIX
CpefCTB, SBISIOMIUICS AepKaTe/leM UK BlaJieblieM
pPerucTpauMoHHOr0 YAO0CTOBEPEH VS, LU
MpeaCcTaBUTEIbCTBOM MHOCTPAHHOM OpraHu3anum Ha
Tepputopuu Poccuiickoi @enepaniu, SBasSIONIENACS
JepskaTesemM WiIn BlIaielblieM PErucTpaliOHHOTO
yIOCTOBEPeHMSI, B COOTBETCTBUM C ab3aiieM IIeCTbIM
HaCTOSIIEro IMyHKTa MUK OllepaTop CUCTEMBbI






MOHUTOPHMHIA IIYTEM ITPOBEPKU HAJIMUUA B CUCTEME
MOHMTOPMHTIA 3apeTrnUCTpUupOBaHHOIO

uaeHTuduUKaTopa CyobeKra obparieHmns
JIEKapCTBEHHBIX CPEJICTB, SIB/ISIOIIETOCS AepsKaTeaeM
WIN BAaAeNbleM PerucTPalOHHOrO
YOOCTOBEpPEHMS, MU MTPEACTaBUTEIbCTBA
MHOCTPAHHOI OpraHu3aluu Ha TepPUTOPUN
Poccuiickoin @enepaiyiu, IBISIONIENCS AepKaTeaem
WIN BJaAebleM PerncTPaloOHHOro
YOOCTOBEPEHMS, a TAK)KE 3aPerMCTPUPOBAHHOIO KOJa
UIeHTUGUKauMM Win Kojaa uaeHTuGuKanmum
TPETUYHO (TPaHCIIOPTHO) YIIaKOBKM
JIEKapCTBEHHOTO TIperapara, B KOTOPO HaXOOUTCS
3TOT JIeKapCTBEHHbIN Ipenapar (B cayJyae repegaun
TPETUYHOI (TPAHCIIOPTHOM) YIIaKOBKMU
JIeKapCTBEHHOTO TIperiapara eankom). ITo
pe3yJibTaTaM TaKO MPOBEPKM OIIepaTOp CUCTEMBI
MOHUTOPMHTA C UCMOAb30BaHMeM QyHKI[MOHAIA
CUCTEeMbI MOHUTOPUHTA OTIIPABJISIET CYOBEKTY
obpaleHus JeKapCTBEHHbIX CPECTB, paHee
OCYILleCTBUBILIEMY TIpe/iCTaB/ieHe B CUCTEMY
MOHUTOPUHTA CBeIeHUI O IIpeabIayIleit onepamnnumn C
JIeKapCTBEHHBIM IpernapaTom, yBegoMJ/IeHE O
MpeacTaBIeHUN CBeAeHUl B COOTBETCTBUM C
ab3alleM ISIThIM HACTOSIIEro IMyHKTA C YKa3aHueM
CBeJIeHNM, MPOBEPEHHBIX OIIEPaTOPOM CUCTEMBI
MOHUTOPUHTA.";






6) B ab3a1le BOCbMOM CJIOBa "ab3alieM CeIbMbIM"
3aMEeHUTbh CJIOBaMM "ab3aleM BOCbMbIM " ;

B) Iocsie ab3alia BOCbMOTI'O JOITOJIHUTD ab3alamu
CJIEIYIONIETO COMePsKaHMS:

"Mo 1 utonst 2021 r. Ipy MapKUPOBKe YIIAaKOBOK
JleKapCTBEHHbIX MTperapaToB CpeACcTBaMu
uUIeHTU@UKaLMY Ha TAMOXXEHHOM CKJIazie B
COOTBETCTBUM C ab3a1leM BTOPBIM ITYHKTA 4
HacTosiero [TonoxxeHust ipeCcTaBlieHNe B CUCTEMY
MOHUTOPMHTA CBeJIeHNI1 B COOTBETCTBUM C ab3a1iem
BOCbMbIM HACTOSIIIETO MYHKTA BITpaBe OCYIeCTBISITh
CyObeKT 0bpallleHHs IeKapCTBEHHbBIX CPeJICTB,
OCYIIeCTBUBIINI BBO3 JIEKAPCTBEHHBIX IIPEapaToB B
Poccuiickyto ®enepauyio, 1 MOATBEPXKIEHNE UX
IIOCTOBEPHOCTU BITPaBe OCYIECTBIISITh OIlepaTop
CUCTeMbl MOHUTOPMHTA ITyTEM IMPOBEPKM HATUUUS B
cUcTeMe MOHUTOPUHTA 3aperMcTPUPOBAHHOTO
uaeHTUMKaTOpa cyobeKTa 0bpalieHust
JIeKapCTBEHHBIX CPEICTB, SIBJSIONIEroCs AepkaTeieM
WU BJIaZie/iblIieM PerucTpaiMOHHOTO
YIOOCTOBEPEHMSI, WJIN TIPEICTaBUTEIbCTBA
MHOCTPAHHOJ OpraHu3anuy Ha TePPUTOPUN
Poccuiickoit ®enepaiiyiu, IBASIONIENCS AepsKaTelemM
WU BJIafie/iblieM PerucTpalMOHHOTO
YAOCTOBEPEeHMSI, a TaKKe 3aperuCcTPMPOBAHHOIO Ko/ia
UIeHTUGUKALMY WIM KOJa UaeHTUGUKAIUM






TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKM
JIeKapCTBEHHOTO Tperapara, B KOTOPOil HaXOOUTCS

3TOT JIeKapCTBEeHHLIN IIpernapar (B ciydyae nepenauu
TPETUYHOI (TPaHCIIOPTHON) YIIAaKOBKM
JIeKapCTBEHHOIO IIperapara neiankom). I1o
pesyibTaTaM TaKOy IPOBEPKU OIlepaTop CUCTEeMBbI
MOHUTOPMHTA C UCTIOb30BaHMeM QyHKI[MOHAIA
CUCTEMBbI MOHUTOPUHTIA OTIIPaBJIsieT CyObeKTy
obpallleHus TeKapCTBeHHBIX CPeJiCTB, paHee
OCyLIeCTBMBIIEMY IIPe/iCTaBIeHVe B CUCTEMY
MOHMUTOPMHIA CBeeHVi1 O IpebIAylieli onepauuu ¢
JIeKapCTBEeHHBIM IIpernapaToMm, yBeJOMJIeHMe O
IIpe/iCTaBlIeHUY CBe[leHUI C yKa3aHyeM CBelleHU,
IIPOBEPEeHHbIX OIIepaTOPOM CUCTEMbI MOHUTOPUHTA.

[TosnoskeHus ab3aieB CeabMOTO U JeCSITOTO
HaCTOSIIEero MyHKTa He PacIIpOCTPAHSIOTCS Ha
JIeKapCTBeHHbIe MperapaThl, IpegHa3HaueHHbIe 15
obecrieueHust 1nll, 60JIbHBIX reModumeii,
MYKOBUCIIMI030M, TUTTO(PM3apHBIM HAHM3MOM,
60sie3HbI0 ['o111€e, 37T0KAUECTBEHHBIMM
HOBOOOpa30BaHMIMM IMMOOUIHO, KPOBETBOPHOI U
POACTBEHHBIX UM TKaHel, pacCessHHbIM CKJIEPO30M,
reMOJIMTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOIIIEeCKMM apTPUTOM C CMCTEMHBIM HauyajaoM,
mykornoaucaxapuzosom I, II u VI Tunos,
aruIacTUUYeCcKoi aHeMueil HeyTOUHEHHOI,
HacaeCTBeHHbIM Aebuiiutom ¢akTopos II






(pubpunorena), VII (mabunbHoro), X (Crioapra -
[Tpayspa), nuil mocae TPAHCIJIAHTALUU OPTAaHOB U

(unu) TKaHen.";

r) mocjie ab3ala JecsaToro JOMOJTHUTh ab3aremM
CJIEYIONIETrO COMePsKaHMSI:

"mo 1 ¢pespansg 2021 r. B ciayyae HENOCTYTUIEHUS B
EnnHyo aBTOMaTU3MPOBAHHYIO CUCTEMY
TaMO>XeHHBIX OPTraHOB 3allpallBaeMbIX B CUCTEMeE
MOHUTOPMHTIA CBeIeHNIi 0 KoJie uAeHTUGUKaum
WY KOJle UAeHTUhUKAL Y TPeTUIHO
(TPaHCIIOPTHO) YIIAKOBKM JIEKapCTBEHHOI'O
rperiapara, B KOTOPO HaXOAUTCS TaKOMI
JIeKapCTBEHHbI Iperapar (B ciyyae BBO3a
TPETUYHOI (TPAHCIIOPTHOI) YITIAaKOBKY
JIeKapCTBEHHOTO IIperapara LieJIMkOM), B TeueHue 2
yacoB pabouero BpeMeH TaMOXXeHHOTO OpTaHa ¢
MOMEHTa HallpaBJIeHMsI COOTBETCTBYIOLEro 3aIpoca,
CBepKa C JaHHbIMU, YKa3aHHBIMY B TAMOXXEHHOM
JleKjapalyy Ha JIeKapCTBeHHbII IIpernapar, He
MIPOU3BOOUTCA. IIpy 3TOM OTCYTCTBME TaKOI CBEPKU
He SIBJISIeTCS NPeIsITCTBMEM [IJIS BbIITyCKa J1JIs1
BHYTpeHHero noTpe6ieHNst iekapCTBEHHBIX
perapaTos;".

3. ITyHKT 38 momosHUTh ab3alaMu CJIeAYIOIIEero
comepsKaHus:






"Mo 1 uions 2021 r. noaATBepXXAeHME JOCTOBEPHOCTH
CBeJleHII, TPeICTaB/ISIEMbIX B CUCTEMY
MOHMTOPUHTA MPU BBO3e€ JIeKapCTBEHHbIX
npernaparos B Poccuiickyio @enepauuio nu3
rOCyZapcCTB - WieHOB EBpasuiickoro 3SKOHOMMUYECKOro
CO103a, BITPaBe OCYIIECTBIISITh CYOBEKT 00 paIeHust
JIeKapCTBEHHbBIX CPEJICTB, SIBJSIIOLINIACS AepKaTeleM
WIN BJaAesblleM perucTpalyioHHOTO
YIOCTOBEpeHMsI, U IIPeICTaBUTETbCTBOM
MHOCTPAHHO OpraHu3alyuy Ha TePPUTOPUN
Poccuiickoit ®epeparniiu, IBASIOLIEICS TepKaTeleM
WIN BAaAeblieM perucTpalyiOoHHOTO
YIAOCTOBEPEHMSI, B COOTBETCTBMM C ab3a1ieM IIeCThIM
HACTOSIIIEro IyHKTa UM OIllepaTop CUCTEMBI
MOHMTOPUHTA TyTE€M IIPOBEPKU HAIMUMS B CUCTEME
MOHMUTOPUHTA 3apeTUCTPUPOBAHHOTO
uneHTudMKaTopa cyobekTa oopalieHms
JIEKapCTBEHHBIX CPeJICTB, ABISIOLIETOCS AepsKaTeaeM
WIM Bae/blieM peruCcTpaliOHHOTO
YOOCTOBEpPEHMSI, UM MTPeICTaBUTE/IbCTBA
MHOCTPAHHOI OpraHu3aluy Ha TepPUTOPUN
Poccuiickoit ®enepaiiyiu, IBISIOMIENCS AepRaTeaemM
WIM BAaAesblieM peruCcTpaliOHHOTO
YOOCTOBEPEHMS, @ TAK)KE 3aperMCTpUPOBAHHOIO KOJa
UIeHTUGUKaAUMMY Win Koja uaeHTuGuKamm
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKM
JIeKapCTBEHHOTO Iperapara, B KOTOPOl HaXOOUTCS






3TOT JIeKapCTBEHHBIN Ipenapar (B cayJyae repegaun
TPETUYHOI (TPAHCIIOPTHOM) YIIaKOBKMU

JIeKapCTBEHHOrO mpernapara neiankom). [1o
pesyJibTaTaM TaKo¥ MPOBEPKU OTIepaToOpP CUCTEMBbI
MOHUTOPMHTA C UCIOAb30BaHMeM QyHKI[MOHAIA
CUCTEeMbI MOHUTOPUHTA OTIIPABJISIET CYOBEKTY
obpalieHus TeKapCTBEeHHbIX CPeJICTB, paHee
OCYLIeCTBUBIIEMY MPeACTaBIeHME B CUCTEMY
MOHUTOPUHTA CBeleHUI O IpeabIayIleit onepamnnumn C
JleKapCTBEHHbIM ITpernapaToM, yBeJoMIeHe O
NpeacTaBJIeHUN CBeAeHIli B COOTBETCTBUM C
ab3alleM ISIThIM HACTOSIIEro IMyHKTA, C YKa3aHueM
CBeIeHU1, MPOBEPEHHBIX ONIePATOPOM CUCTEMBI
MOHUTOPMHTA.

[MTonmoskeHus ab3aia celbMOTO HACTOSIIErO MYHKTA He
pacnpoCTPaHsSIOTCS Ha JieKapCTBEHHbIe Ipernaparhl,
rpeJHa3HAUEeHHbIe 1)1 00ecIieueHus JInIL, 60JbHBIX
reModunei, MyKOBUCIIUA030M, T'UTTO(QM3apPHBIM
HaHM3MOM, 601e3HbI0 ['ollle, 3/T0KAaYeCTBEHHbBIMU
HOBOOOpa30BaHMSIMM IMMOOUTHO, KPOBETBOPHOI U
POACTBEHHBIX MM TKaHel, pacCesiHHbIM CKIep0O30M,
reMOJIUTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOIIIECKUM apTPUTOM C CUCTEMHBIM Ha4yajaoM,
mykornoaucaxapuzosom I, II u VI tunos,
aniacTM4YeCcKoil aHemMmuein HeyTOUHEeHHO,
HacJ/ieICTBeHHBbIM JebuiinTomM paktopos II
(dubpuHOreHa), VII (mabunpHoro), X (Ctoapra -






[Ipayspa), 11 ociie TpaHCILUIAaHTAlUM OPTaHOB U
(unu) TKaHen.".

4. T[IyHKT 44 DOTIOHUTD ab3alaMu CaeayoIero
comepsKaHus:

"Mo 1 nions 2021 r. moaTBepXXAeHME JOCTOBEPHOCTH
CBeJIeHUI, MpeACTaB/sIeMbIX B CUCTEMY
MOHMTOPMHTA IIpU 060POTeE JIEKAPCTBEHHBIX
IpernaparoB, BIIPaBe OCYIIECTBJISITh CyObeKT
oOpalieHus JeKapCTBEHHbIX CPeICTB,
OCYIIeCTBUBIINI Tlepenavy JJeKapCTBeHHbIX
MpernapaToB APYromMy CyObeKTy 00OpaleHust
JIeKapCTBEHHBIX IMperapaToB B paMKax I'paxkIaHCKO-
MPaBOBBIX OTHOIIEHMIA, B COOTBETCTBUM C ab3aiieM
IIeCThIM HACTOSIIEro MyHKTa WIu OllepaTop CUCTEMBbI
MOHUTOPMHTA ITyTeM IIPOBEPKYM HAIMUMS B CUCTEME
MOHUTOPUHTA UAEHTU(PUKAIIMOHHOTO HOMepa
HaJIOTOTIJIaTeTbII KA CYyObeKTa 06 paleHus
JIeKapCTBEHHBIX CPE/ICTB, OCYIeCTBUBIIETO Nepeaavy
JIeKapCTBEHHBIX MIPernapaToB APYromMy CyObeKTy
obpaleHus JeKapCTBEeHHbIX ITPernapaToB B paMKax
IpakIaHCKO-ITPABOBbIX OTHOIIEHUIA, a TaKKe
3apermMcTPMpPOBAHHOTO KO/Ia UAEHTUDUKAIIUMI MU
KoJia uaeHTUGUKALUY TPETUUHO (TPaHCIIOPTHOI)
YIIaKOBKM JIeKapCTBEHHOTO ITpernapara, B KOTOpOit
HaxXOOMUTCS 3TOT JIeKapCTBEHHBI Tperapar (B cyJdae
rnepenauy TPETUYHONM (TPAHCIIOPTHOM) YIIaKOBKU






JIeKapCTBEHHOTO Ipernapara eankom). I1o
pe3yabTaTaM TaKoii MTPOBEPKM OIIepaTOp CHUCTEMBI

MOHUTOPMHTA C UCIIOb30BaHMeM (PyHKIMOHAIA
CUCTEMbI MOHUTOPMHTA OTIIPABIISIET CYyObEKTY
obOpaleHus JeKapCTBEHHbBIX CPEACTB, paHee
OCYILeCTBUBILIEMY IIpeACTaB/IeHEe B CUCTEMY
MOHUTOPUHTA CBeIeHUI O TpeabIayIei onepamnnumn C
JIEKapCTBEHHBIM IIpenapaToMm, yBeJOMJIeHE O
MpeCcTaBJIeHNM CBeJeHUI B COOTBETCTBUM C
ab3allem IAIThIM HACTOSIIIErO IMyHKTA, C yKa3aHueM
CBeIeHU, IPOBEPEHHBIX OIIePaTOPOM CUCTEMBI
MOHUTOPUHTA.

[TonoskeHMs ab3alia celbMOr0 HACTOSIIErO IMYHKTA He
pPacIpOCTPaHSIIOTCS Ha JieKapCTBEHHbIe Mpenaparhl,
MpeaHa3HaueHHbIe JIJIs obecrieueHus JINII, 60JIbHBIX
remoduineit, MyKOBUCIMI030M, TUTIO(DU3apHBIM
HaHM3MOM, 60sie3HbI0 ['olIle, 3/T0KaYeCTBEeHHBIMU
HOBOOOpa30BaHUSIMM JIMMGOUTHO, KDOBETBOPHOI U
POICTBEHHBIX M TKaHEe, pacCesIHHbIM CKI€PO30M,
reMOJIUTUKO-YPEeMUUECKUM CUHIPOMOM,
IOHOILIECKMM apTPUTOM C CUCTEMHBIM Ha4yajaoM,
mykormoaucaxapugosom I, IT v VI Tunos,
anacTU4YecKoil aHemuein HeyTOUHEeHHO,
HacJIeICTBEHHBIM HebuiinTomM pakTopos II
(pubpunorena), VII (mabunbHoro), X (Crioapra -
[Ipayapa), 111 oc/ie TpaHCIUIAaHTALMM OPTaHOB U
(unu) TKaHen.".






5. ITyHkT 52 mocJjie a63aiia TPEThero AOMOJHUTD
ab3alleM CJIeIyIOIIero coaepskaHms:

"IIo 1 uronst 2021 1. moyiokeHus ab3aia TpeTbero
HaCTOSIIIEro ITyHKTa He PacIpOCTPAHSIIOTCS Ha
CJTyday MCIIpaBJIeHMsI OIIMOOK B CBEIEHUSIX,
MpeiCTaBIeHHBIX CYyObeKTaMy OOpaleHusI
JIEKapCTBEHHBIX CPEJICTB B CMCTEMY MOHMUTOPMHTA B
ropsiike, IpeayCMOTPeHHOM ab3arjaMy MSThIM U
IeCSThIM ITYHKTa 37, ab3alleM MSIThIM IIYHKTa 38 1
ab3alleM ISIThIM ITYHKTA 44 HacTosIero ITosoxkeHus.
B ykasaHHBIX C/Iy4asix JOCTOBEPHOCTD
MpeaCcTaBJIeHHbIX UCIIPABIEHNI OIIMOOK B CHCTEME
MOHUTOPMHIA ITOATBEPXKIAeTCSI B COOTBETCTBUM C
ab3alamu cebMbIM M IeCSThIM ITYHKTA 37, ab3aiiem
ceIbMbIM ITyHKTA 38 1 ab63a1eM cebMbIM MYHKTA 44
HacTosiero ITonokeHus.".

n_n

6. [ToamyHKTHI "6" 1 "B" MyHKTA 4, MOAMYHKTHI 'T" U
X" IIyHKTA 5, TOAIYHKTHI "B" 1 "3" MyHKTa 12
npwioxeHusi N 3 kK ykazaHHoMy [TonoxkeHNt0
IOIOJIHUTH CJIOBaMM "(He TpebyeTcs B cirydae
NpencTaBlieHus CBeJeHUI B COOTBETCTBUM C
ab3amamMu ceIbMbIM U IeCSIThIM IYHKTa 37 1
ab3aileM cebMbIM ITyHKTa 38 TTomoskeHus1)".

7. TloanyHKT "6" myHKTa 3 mpuioskeHusi N 6 K
yKazaHHOMY [10105keHNI0 SOTIOTHUTE CJI0BaMu " (MIIU






ero uaeHTUPUKAIMOHHbBII HOMepP
HaJIOTOIJIaTe/IbIMKA B CTyvyae npencTaBieHus
CBeIeHMIi B COOTBETCTBUM C ab3aiieM celbMbIM
myHKTa 44 [TonokeHus 0 cucTeMe MOHUTOPUHTA
IBVDKEeHMS JIeKapCTBEHHBIX IIpPernapaToB OIS
MeIULIMHCKOTO MPUMeHEeHMS, YTBEPKIEHHOTO
nocraHosyieHueMm IIpaBurtenbcTBa Poccuiickon
@enepanyu ot 14 gekabps 2018 r. N 1556 "06
yTBepXXaeHuu [1onoxkeHNsT 0 CUCTeEMe MOHUTOPMHTA
IBVDKEeHMS JIeKapCTBEHHBIX IIpernapaToB Aj1s
MeOUITMHCKOTO TIpUMeHeHus")".






