NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

IIOCTAHOBJIEHUE
oT 2 Hos16ps1 2020 1. N 1779

O BHECEHMU U3MEHEHUI
B I1IOJIOJKEHUE O CUCTEME MOHUTOPMHI'A IBUYKEHMS
JIEKAPCTBEHHbBIX
[TPETIAPATOB IJ11 MEJVUIIVMHCKOT'O ITPUMEHEHM A

[TpaBuTenbcTBO Poccuiickoi denmepaliiy MOCTAaHOBIISIET:

1. YTBepauTsh ripuiaraeMbie U3MEHEHMsI, KOTOpbIe BHOCITCSA B [losioxkeHne
0 CUCTeMe MOHUTOPUHIA ABVKEHMS JIEKaPCTBEHHBIX IIperapaToB 11
MeIULMHCKOTO NPUMEeHeHNs, YTBepKIeHHOe ITOCTaHOBIeHMEeM
[TpaBuTenbcTBa Poccuiickoit @epepanyum ot 14 gexabps 2018 r. N 1556 "O6
yTBepkaeHum [1onoxkeHs 0 cucTeMe MOHUTOPUHTA JBVUXKEHUS
JleKapCTBEHHbIX MpernapaToB 1151 MeAUILIMHCKOro npumMeHenus:" (CobpaHue
3akoHOAaTenbCcTBa Poccuiickoir ®emepariim, 2018, N 53, c1. 8641; 2019, N
37, cr. 5162; 2020, N 13, cT. 1925; N 30, cT. 4936).

2. YCTaHOBUTD, UTO HACTOSsIIee MOCTaHOBJIeHME BCTYIIAeT B CUJTy CO JHS €T0
oGUIIMATbHOTO OIYGIMKOBAHMS M PACIIPOCTPAHSIETCST Ha ITPABOOTHOIIEHMS,
Bo3HuKIMe ¢ 1 uroinsa 2020 r.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi @eneparnin
M.MUITYCTUH

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepaiin

oT 2 Hos16ps 2020 1. N 1779

N3MEHEHNA],
KOTOPBIE BHOCATCA B IIOJIOKEHME O CUCTEME MOHUTOPHWHTA
IOBVDKEHUA
JIEKAPCTBEHHBIX ITPEITAPATOB )11 MEJULIMHCKOI'O ITPUMEHEHUSA

1. B nyHkTe 32:



a) ab3all BTOpOJi M3I0KUTH B CIeIyIolelt peTakIun:

"[laToi TIpeaCcTaB/ieHMs CBeIeHUI B CUCTEMY MOHUTOPVHTA CUNTAETCS
nata, 3adMKCMpOBaHHAS B KBUTAHIIMM O TIpMeMe CBeJleHuit, popmupyemMoii
TP UX YCIIEIIHOM 0TpaboTKe U pUKCcALIUU B CUCTEME MOHUTOPYMHTA B
(dbopme 371eKTPOHHOTO OKYMEHTA, 3a MCK/II0UeHeM IIpeiCTaBIeH s
CBeJleH1 B COOTBETCTBUM C ITYHKTOM 44 HacTos1ero ITomoxxeHus
anTevyHOol opraHu3ainuein, OCyIeCcTBISIONIeil PO3HUYHYIO TOPTOBJIIO
JIeKapCTBEeHHBIMM IIperapaTamMmu, MapKMPOBAaHHBIMM CpeJICTBaMM
uaeHTUdUKaLIMM, U OTITYCK JIeKapCTBEHHbBIX MTpernapaToB, MapKMPOBaHHbIX
cpencTBamMu UAEHTU(UKAIMY, CO CKUIKOI IO peLielTy Ha JeKapCTBeHHbIe
rpenaparhl, Cy0beKTOM OOpaleHMs JIeKapCTBEHHBIX CPeJICTB,
OCYILeCTB/ISIIOM MM MeIULIMHCKYIO IesITeJIbHOCTh U BBIBOA, U3 000pOTa
JIeKapCTBEeHHBIX IIperapaToB, MapKUMPOBAHHBIX CpeICTBaMMU
UaeHTUOUKALMY, TIPY OKa3aHUM MeIUILIMHCKOM TOMOIIM, a TaKXe
CYyO'beKTOM 0OpalleHMsI JIEKapCTBEHHBIX CPEICTB, OTITYCKAIOIIIM
JIeKapCTBEeHHbIe IperapaThl, MAapKMPOBAHHbIE CPeICTBAMU
uaeHTUGMKaLMM, 6eCIIaTHO IO peLeNTy Ha JeKapCTBeHHbIe ITpernapaThl.
[laToit mpeAcTaB/ieHus CBeJeHUI B CUCTeMy MOHUTOPMHTA B YKa3aHHBIX
CJTy4yasix CUMTAeTCs JaTa HallpaBJieHUsI CBeJleHUli B CUCTeMY MOHUTOPUHTA
YKa3aHHbIMM CYObeKTaMM OOpalieHnst IeKapCTBeHHbIX CPeJCTB.";

0) mocjie a63aiia BTOPOro AOTOJHUTDb a03alieM CJIeIyIOIIero CoaepskaHms:

"IOo 1 deBpans 2021 r. B cirydyae HemosryyeHUs CyObeKTOM 00palieHust
JIeKapCTBEHHBIX CPeCTB KBUTAHLIVMK O TIpUeMe CBeI€HNI B COOTBETCTBUM C
a63aiiemM BTOPbIM HACTOSIIET0 MyHKTa MPU MpecTaBIeH CBeIeHII B
CUCTEeMY MOHUTOPUHIA B COOTBETCTBUM C ab3aileM TpeTbUM ITyHKTa 35,
nmyHKTamu 37 - 38(1), 40, 41, 43, 44, 44(2) u 45 HacTosero [TonoskeHus: B
TeueHMe 15 MUHYT C MOMEHTA MpeCTaBIeHNs CyObeKT 0bpaleHust
JIeKapCTBEHHBIX CPE/ICTB BIIpaBe OCYILIEeCTB/ISATh JajlbHelilIne orepaumnm ¢
JIeKapCTBEHHbIMM MperapaTaMu, He JOXKUIASICh MOTyYeHNUsI KBUTAHLUU O
npuemMme CBeJeHMit.".

2. B nyHKTe 37:
a) mocsie ab3alia MecToro AOMOJHUTD ab3alleM CJIeIyIollero CoepsKaHus:

"o 1 utons 2021 r. moATBEpsKIeHMEe TOCTOBEPHOCTY CBeIeHUIA,
MpeAcTaB/isieMbIX B CUCTEMY MOHUTOPMHTA ITPU BBO3€ JIEKapCTBEHHBIX



npernapatoB B Poccuiickyio @enepaiiyio, BIipaBe OCyLeCTBISATh CYyObEKT
o6pallleHus JIeKapCTBEHHBIX CPeICTB, SIBJSIOUINIACS AepyKaTesieM Uin
BJIaJle/IbLIEM PErUCTPALMOHHOTO Y OCTOBEpEeHMs, U
MpeCTaBUTEIbCTBOM MHOCTPAHHO OpraHu3aluy Ha TePPUTOPUN
Poccuiickoit ®enepaniyiy, SBASIOLIENCS TepskaTeaeM Uin Biaage/bleM
pPerucTpanyoHHOTO YOCTOBEPeH s, B COOTBETCTBUM C ab3a1ieM IIeCTbIM
HACTOSILero MyHKTa WU/IU OllepaTop CUCTEMbl MOHUTOPUHTA ITyTeM
MPOBEPKYU HAJIMYMS B CUCTEMe MOHUTOPMHTIA 3aperMcTpUPOBAHHOTO
uaeHTUGUKaTopa cyobeKTa 0opalleHus ieKapCTBEeHHbIX CPeCTB,
SIBJISIIOLEr0Cs AepskaTesieM WIN BilaJlesiblieM percTpalyiOHHOTO
YIOCTOBEpEeHMsI, UK IPeJCTaBUTeNIbCTBA MHOCTPAHHO OpraHu3anum Ha
TeppuTopum Poccuiickoit @enepaunm, SBISOILECS TepKaTeneM UiIn
BJIaJle/IbLIEM PErUCTPALIMOHHOTO YAOCTOBEPEeHMS, a TAKKe
3aperMcTpMPOBAHHOIO KOAA UaeHTUGUKAIMY WK KoJa uaeHTUGUKaum
TPeTUYHOI (TPAaHCIIOPTHO) YI1aKOBKM JIeKapCTBEHHOIO IIperapara, B
KOTOPOJ HaXOAUTCS 3TOT JIeKapCTBEHHbIN Ipernapar (B cjiydae repefaun
TPETUYHOI (TPAHCIIOPTHOI) YIIAaKOBKM JIEKAPCTBEHHOT'O IIperapara
uenukom). 1o pesynbTaTaM TaKoil IPOBEPKM OII€PATOP CUCTEMBI
MOHUTOPMHTIA C UCTI0Jb30BaHNeM QyHKIMOHA/IA CUCTEMbI MOHUTOPUHTA
OTIpaBIsieT CyObeKTy 0OpaleHMsI IeKapCTBEHHbBIX CPEJICTB, paHee
OCYIIeCTBMUBLIEMY IIpeCTaBlIeHNe B CUCTEMY MOHUTOPUHIA CBeIeHUI O
NpenplaylIeii onepanyy C JJeKapCTBEHHbIM IpernapaTom, yBegoMJIeHN e O
MIpe/iCTaBIeHMM CBeJleHUit B COOTBETCTBUM C ab3alieM MSIThIM HaCTOSIIero
IIYHKTa C YKa3aHMeM CBeJleHUi, IPOBePEeHHbBIX OIIePaTOPOM CUCTEMBbI
MOHUTOPUHTA.";

0) B ab3a1ie BOCbMOM CJIOBa "ab3alieM ceIbMbIM" 3aMEHUTD CJIOBAMMU
"ab3a1eM BOCbMbIM";

B) Imocie a63aua BOCbMOTI'O JOIMOJTHUTD a633.I_IaMI/I crenyromero cCogep>KaHnms:

"o 1 urons 2021 r. Ipy MapKUPOBKeE YITAaKOBOK JIEKAPCTBEHHbBIX
MperapaToB cpeAcTBaMy uaeHTUGMUKALMM Ha TAMOXEHHOM CKIazie B
COOTBETCTBUM C ab3alieM BTOPbIM MyHKTA 4 HacTosero ITosoxkeHnst
TpeJicTaB/JeHne B CUCTEMY MOHUTOPUHTA CBEI€HUIT B COOTBETCTBUN C
a63ameM BOCbMbIM HACTOSIIIETO TTYHKTA BITPABE OCYIECTBIISATh CYObhEKT
obpalieHus TeKapCTBeHHbIX CPe/ICTB, OCYIeCTBUBIINIT BBO3
JIeKapCTBEHHbIX IpernapaToB B Poccuiickyro ®@enepaunio, u
MOATBEPXKIEHVE UX JOCTOBEPHOCTU BIIPABE OCYIIECTBIISITh OIepaTop



CUCTEMBI MOHUTOPUHTA IIyTEM IIPOBEPKU HAIMYMS B CUCTEME MOHUTOPUHTA
3aperucTpMpPOBAHHOrO MAeHTUDMKATOPa CyObeKTa 0OpalleHNs
JIeKapCTBEHHbBIX CPeLICTB, SABISIOLIErocs AepsKaTesieM WY BiaelblieM
pPerncTpaLMoOHHOrO0 YOOCTOBEPEH S, WU IIPeICTaBUTEIbCTBA MHOCTPAHHOM
opraHm3auuy Ha Tepputopum Poccuiickoi @enepaiivin, SBASIONIENACS
JepkaTesemM WM BiaaesiblieM PerucTpaliOHHOTO YIOCTOBEPEHMS, & TAKKe
3aperncTpMpoOBaHHOrO KOJa MAeHTUPUKALMY UIU KOOa UAeHTUPUKaAIUU
TPETUYHOM (TPAHCIIOPTHON) YIIaKOBKM JIEKapCTBEHHOI'O IIpernapara, B
KOTOPOJ HaxXOAUTCS TOT JIeKapCTBEHHBIN IIperapar (B ciyyae nepegadym
TPETUYHOM (TPAHCIIOPTHOI) YIIAaKOBKM JIEKAPCTBEHHOTIO IIpernapara
1esnkom). [1o pesynbTaTtam Takoii MPOBEPKU OIlepaToOp CUCTEMBbI
MOHUTOPMHTA C UCTIOJIb30BaHKeM (QYHKI[MOHA/Ia CUCTEeMbl MOHUTOPUHTA
OTIIpaBJIsieT CyO'beKTy 0bpallleHNs JiekapCTBEHHbBIX CPeJICTB, paHee
OCYLLIeCTBUBIIEMY IIpeCTaB/IeH)e B CUCTEMY MOHUTOPUHTA CBELEeHMUI O
NpeapIayLIeil oriepalyy C TeKapCTBEHHBIM IIpernapaTom, yBeJoMJIEHME O
NpeCTaBJIeHUY CBeJeHMII C yKa3aHUeM CBelleHUI, IPOBEPEeHHBIX
OIepaToOpOM CUCTE€MbI MOHUTOPUHTA.

[MTonoskeHus ab3alieB CeabMOT0 U JeCSITOr0 HACTOSIIIEro IMMyHKTa He
PacIpOCTPAHSIOTCS Ha JIeKapCTBEHHbIE MTperaparhl, IpeJHa3HaUeHHbIE JIJIs
obecreueHust JInii, 60JIbHBIX TeMO(uIMelt, MyKOBUCIIUIO30M,
runodu3apHbIM HaHM3MOM, 60j1e3HbI0 ['ollle, 3/T0KaYecTBeHHbIMU
HOBOOOpPa30BaHMSIMM JIMMOOUIHO, KPOBETBOPHOI 1 POACTBEHHBIX UM
TKaHe, pacCesTHHBIM CKJI€PO30M, T MOJIUTUKO-YPeMUUeCKUM CUHIPOMOM,
IOHOIIIEeCKYM apTPUTOM C CMCTEMHBIM HAayaJ0M, MyKOITOJIMCaXapua030M I,
I u VI Tumnos, aruiacTMueCcKOi aHeMMeli HeyTOYHeHHOM, HacaeCTBEHHbIM
peduiutoM pakropos II (bubpuHorena), VII (mabuibpHoro), X (Ctioapra -

oo,

[Ipayapa), mu1l mocse TpaHCIIAHTAMKU OPraHoB U (WIN) TKaHen.";
r) mocje ab3ara gecsiToro JOMOJHUTh ab3aleM CJIeAYIONIero CoiepskaHms:

"mo 1 despanst 2021 r. B ciriydae HemocTyruieHus: B EnyHyio
aBTOMAaTU3MPOBAHHYIO CUCTEMY TAMOKEHHBIX OPTraHOB 3alpaliBaeMbIX B
cUCcTeMe MOHUTOPUHTA CBeJleHN I 0 Kofe UAeHTUPUKALIUY WU KOJie
MaeHTUGUKALMY TPETUUHON (TPAHCIIOPTHOI) YIIAaKOBKM JIEKAPCTBEHHOTO
rpenapara, B KOTOPOI HaXOAUTCS TAKO JIeKapCTBEHHBbIN mpemnapar (B
CJlyyae BBO3a TPETUYHOM (TPaHCIIOPTHOM) YIIaKOBKY JIEKAPCTBEHHOT'O
rperapara IeJIMKoM), B TeueHue 2 4acoB pabouero BpeMeH| TaMOKeHHOTO
OopraHa ¢ MOMeHTa HallpaBJIeHUs COOTBETCTBYIOLIEro 3anpoca, CBepka C



IaHHBIMM, YKa3aHHBIMM B TAMO>KE€HHOJ leKaapalyuy Ha JeKapCTBEeHHbIA
rpenapar, He Ipou3BOAUTCS. [Ipy 3TOM OTCYTCTBME TaKOW CBEpKU He
SIBJISIETCSI TIPEIISITCTBYEM [IJISI BBIITYCKA /11 BHYTPEHHETO MOTpedIeHnst
JIEKapCTBEHHBIX IIPENnaparos;".

3. ITyHKT 38 mOIMOJHUTD ab3aliamMi CJIeAYIONIEro COIePsKaHMs :

"Ho 1 utons 2021 r. moATBepsKIeHME TOCTOBEPHOCTY CBeIeHUIA,
MpeJCTaB/IsIEMbIX B CUCTEMY MOHUTOPUHIA IIPU BBO3E JIEKAPCTBEHHbBIX
nperiapaTtoB B Poccuiickyio @emepaiinio 13 rocysapCrs - YIeHOB
EBpa3uiickoro 3KOHOMMYECKOT0 COI03a, BIIpaBe OCYIEeCTBISITh CYyOBEKT
obpalieHus TeKapCTBEHHbIX CPeCTB, SIBISIONINIICS TepskaTeieM UIu
BJIaZie/IbLIEM PETUCTPALIMIOHHOTO YIOCTOBEPEHMS, UIIN
MpeCTaBUTEbCTBOM MHOCTPAHHOM OpraHu3aliuu Ha TEPPUTOPUNA
Poccuiickoit ®enepanyy, SBISIOLIENCS TepskaTeaeM UIn Biaage/ibleM
perucTpaluyoHHOro YO0CTOBEpeHMs, B COOTBETCTBMM C ab3a1eM 1IeCThIM
HACTOSIero IMyHKTa WUu orepaTop CUCTeMbl MOHUTOPUHTA ITyTEM
MIPOBEPKU HATUYUS B CUCTEME MOHUTOPUHTA 3aPEeTUCTPUPOBAHHOTO
uaeHTUGUKaTopa cyobeKTa 00palleHus TeKapCTBEeHHbIX CPEICTB,
SIBJISIIOILLErOCs iepykaTesieM WK BilafebleM perucTpauyiOHHOro
YAO0CTOBEPEHMS, U ITIPECTaBUTEIbCTBA MHOCTPAHHOM OpraHu3anum Ha
Tepputopuu Poccuiickon @eniepanuu, SBASIOLUIENCS lepskaTeaeM UIn
BJIaJle/IbIIEM PErUCTPALMOHHOTIO YAOCTOBEPEHMS, a TAKXKe
3apermMcTPMpPOBAHHOTO Ko/la uAeHTU(UKAIIMY UK KOIa UAeHTUDUKALIUA
TPETUYHOM (TPAHCIIOPTHO) YIIaKOBKM JIEKAPCTBEHHOIO Ipernapara, B
KOTOPOV HaXOAUTCS ITOT JIeKAPCTBEHHbIN Tperapar (B ciyyae nepegadymn
TPETUYHOI (TPAHCIIOPTHOI) YIIAKOBKY JIEKapCTBEHHOI'O IIpernapara
1eankom). ITo pesynbraTam TaKoil IIPOBEPKU OTIEpaTOP CUCTEMBI
MOHUTOPMHTA C MUCIIOJb30BaHMeM (PYHKIMOHA/IA CMCTEMbI MOHMTOPVHTA
OTIIpaBJISIET CyO'bEKTY 0O palleHst ieKapCTBEHHbBIX CPeICTB, paHee
OCYIIeCTBUBIIEMY IIpeCTaB/IeHMEe B CUCTEMY MOHUTOPUHTA CBEIeHMI O
MpeabIAyIIei onepanum € JeKapCTBEHHBIM IpernapaTomM, yBeJoMIeHue O
MpeJiCTaBlIeHMUM CBefeHMii B COOTBETCTBMM C ab3aiieM IMSIThIM HaCTOSIIero
IIYHKTA, C yKa3aHueM CBeJleHN, [IPOBEPEHHbBIX OIEePaTOPOM CUCTEMBI
MOHUTOPUHTA.

[MTonoskeHus ab3alia ceIbMOIO HACTOSIIEro MYHKTa He pacIpoCTPaHSIIOTCS
Ha JIeKapCTBEeHHbIe IIperapaTsl, MpegHasHaueHHbIe 11 obecrieyeHns JInil,
00JIbHBIX reModuIMei, MyKOBUCLIIMA030M, TUITO(QM3apHBIM HAHU3MOM,



605e3HbI0 ['olile, 3/710KaUeCTBEHHBIMM HOBOOOpa30BaHUSIMU IMM(OUITHO,
KPOBETBOPHOI U POACTBEHHBIX MM TKaHEe, pacCesIHHbIM CKII€EPO30M,
reMOJIMTUKO-YPEMUUYECKUM CUHAPOMOM, IOHOIIIECKUM apTPUTOM C
CUCTEMHBIM HavayioM, Mykonoaucaxapuao3om I, I u VI Tumnos,
arIacTMYeCcKOoi aHeMMeli HeyTOUHEeHHO, Hac/IeICTBEHHBIM Je(UIINTOM
daxropos II (pubpuHorena), VII (mabuibpHoro), X (CtioapTa - [Ipayapa),
JIUII, TIOCJIe TPAHCIUIAHTAlMM OPTaHOB U (MJIN) TKAHEeN.".

4. TIyHKT 44 DOTOTHUTH ab3a1aMu CJIeyIOIIero coaepskaHms:

"o 1 urons 2021 r. moATBEpKIAeHME TOCTOBEPHOCTY CBEIeHUA,
TpeJICTaB/IsIEMbIX B CUCTEMY MOHUTOPUHTA IIPY 060POTe JIeKapCTBEHHbIX
MperapaToB, BIIpaBe OCYIIECTB/SITh CyObeKT 00paleHys TeKapCTBEHHbIX
CpenCTB, OCYILeCTBUBILNIA ITIepeiavy JIeKapCTBEeHHbBIX IIpenapaToB IPYyroMy
CYyObeKTy oOpallleHMsI JieKapCTBEHHBIX IMTPerapaToB B paMKax IPakIaHCKO-
TIPaBOBBIX OTHOIIIEHNIi, B COOTBETCTBMM C ab63a1eM I11eCThIM HaCTOSIIEro
IIYHKTa WK OlepaTop CUCTeMbl MOHUTOPMHTA ITyTeM ITPOBEPKU HATUUMS B
cUCTeMe MOHUTOPUHTA UAeHTU(DUKAIMOHHOTO HOMepa
HAJIOTOIIaTe/bIIMKA CYO'beKTa 06paleHus IeKapCTBeHHbIX CPeJCTB,
OCYIIIeCTBMBUIETO Mepeavy JieKapCTBEHHBIX ITpenapaToB PyroMy
CYyObeKTy 0OpalleHMsl JieKapCTBEHHBIX IMTPernapaToB B paMKax IrpaskIaHCKO-
TPaBOBbIX OTHOIIEHMI, @ TAK)KE 3aperMCTPUPOBAHHOIO KOJla
UAeHTUQUKALIUY WU KOAA UAeHTUDUKALMY TPETUYHOI (TPaHCIIOPTHOIA)
YIIaKOBKM JIEKAPCTBEHHOTO Mpernapara, B KOTOPOil HaXOAUTCS 3TOT
JIeKapCTBEHHBII Ipenapar (B cyiydyae nepemauy TpPeTUUHOM (TPaHCIIOPTHON)
YIIAaKOBKM JIEKapCTBEHHOTO Iperapara nejankom). [1o pesynbratam Takoin
MIPOBEPKY OIIepaTop CUCTEMbI MOHUTOPUHTA C UCIIOIb30BaHMEM
(GYHKIMOHAIA CUCTEMbI MOHUTOPYHTA OTIIPABJISIET CYObEKTY OOpalleHust
JIeKapCTBEHHbIX CPE/ICTB, paHee OCyIleCTBUBILEMY MIpeACTaB/IeH e B
CUCTEMY MOHUTOPMHTA CBeLEeHMI O TIpeAbIAyILei onepauyn C
JIeKapCTBEHHbBIM MIpernapaTom, yBeJoM/IeHNe O TIpeACTaBJIeHUM CBeIeHWIT B
COOTBETCTBUM C ab3a1ieM IMSIThIM HACTOSIIEro ITYHKTA, C YKa3aHUeM
CBeJIeHMI, MPOBEPEHHbBIX ONIePATOPOM CUCTEMbI MOHUTOPMHTA.

[MonoxkeHus ab3a1ia celbMOTO HACTOSIIETO ITYHKTA He PAaCIIPOCTPAHSIIOTCSI
Ha JIeKapCTBEHHBIE ITperiapaTsl, MpeJHa3HaYeHHbIe 11 06ecrieueHus JInIl,
00JIbHBIX TeMOINe, MyKOBUCLIVI030M, TUITOGU3aPHBIM HAHM3MOM,
6ose3HbIo ['olle, 3710KaYeCTBEHHBIMM HOBOOOPa30BaHMSIMM TMMGOUITHOIM,
KPOBETBOPHOII M POJICTBEHHBIX MM TKaHEH, PACCESTHHBIM CKI€PO30M,



reMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, IOHOILECKUM apTPUTOM C
CUCTEMHBIM HauajioM, MyKkonoancaxapugosom I, IT u VI Tumnos,
arIacTMUecKoii aHeMueli HeyTOUHeHHO, Hac/ieICTBEHHbIM e UIIUTOM
daxropos II (pubpuHorena), VII (nabuibHoro), X (CtioapTa - [Ipayapa),
JIUII, TIOCJIe TPaHCIUIAaHTALMM OPTraHoOB U (MJIM) TKaHeN. " .

5. TIyHkT 52 mocJie ab63aiia TpeThero AOMOJHUTD ab3alleM CJIeIyIOIero
coJeps>KaHmsI:

"Io 1 uronsg 2021 r. mosIokKeHMsT a63a1ia TPEThEro HACTOSIIETO IMTyHKTa He
PacIpoCTPaHSIOTCS Ha CJTyday MCIIPaBIeHMs OIMOOK B CBEIEHNSX,
TpeJiCTaBlIeHHbIX CyObeKTaMu oOpaleHus JeKapCTBEeHHbIX CPEeICTB B
CHCTEMY MOHUTOPUHTIA B TIOPSIAKE, TPeIyCMOTPEHHOM ab3amaMu MSIThIM U
JleCSIThIM ITYHKTA 37, a63alieM ISThIM ITYHKTa 38 1 ab63a1ieM MSIThIM IYHKTa
44 Hacrosero [TonoxkeHns. B ykazaHHBIX CTydasix JOCTOBEPHOCTD
MIpeICTaBJI€HHBIX MCITIPABIEHMI OMMOOK B CMCTEME MOHUTOPUHTA
MTOATBEPSKIAETCSI B COOTBETCTBUM C ab3aliaMy ceIbMbIM U JeCSIThIM ITYHKTa
37, ab3alieM cebMbIM ITYHKTA 38 1 ab3alleM ceIbMbIM ITyHKTA 44
HacTtosiero [Tonoxenus.".

n_n n_mn

6. IToamyHKTHI "6" ¥ "B" MyHKTA 4, TOAIMYHKTHI 'T" 1 "X" MyHKTA 5,
MOANYHKTHI "B" U "3" IyHKTa 12 nipunoxenus N 3 K ykKa3aHHOMY
[MosokeHNIO AOTIOIHUTD CJI0BaMM "(He TpedyeTcs B CIydyae mpeacTaBaAeHUs
CBeleHMI1 B COOTBETCTBUMU C ab3allaMi CeIbMbIM U IeCSAThIM ITyHKTa 37 U
ab3a1eM cenbMbIM MyHKTa 38 ITooxkeHms)".

7. IlogmyHKT "6" myHKTa 3 rpmwioskeHus N 6 K ykazaHHOMY [10105keHnIo
JIOIOJIHUTH CJIOBAMM "(MJIU €r0 UAEHTU(PUKALMOHHBIN HOME]
HaJIOTOIJIaTesbIIMKA B C/Iyyae peacTaBieHns CBeIeH il B COOTBETCTBUM C
ab3alieM ceibMbIM ITyHKTa 44 [T0/105keHMSI O CUCTeMe MOHUTOPUHTA
IBVKEHMS JIEKAaPCTBEHHBIX ITPeIapaToB A MeIULIMHCKOTO MPYMEeHEeHMS,
yTBepKIEeHHOro nocraHosieHneM [IpasurtennsctBa Poccuiickoi @enepaum
oT 14 nekabpst 2018 r. N 1556 "O6 yTBepskaeHnu I1o105keHMs O cUcTEMeE
MOHUTOPUHTA ABUKEHMS JIEKapPCTBEHHBIX TIPEIapaToB IJis MeAUIIMHCKOTO
NpuMeHeHus")".



