[MPABUTEJILCTBO POCCHUVMICKOI ®EJIEPAIIMU
ITOCTAHOBJIEHHUE

oT 2 Hos16pst 2020 r. Ne 1779

MOCKBA

O BHeceHHH H3MEHEeHH T
B [los0:keHne o cucreme MOHHTOPHHI'A IBHXECHHSA JICKADCTBEHHbIX
npenapaTtoB AJid MEAHINHHCKOIO NIPHMEHECHHUHA

IIpaBuTtenbctBO Poccuiickoit Penepauuu nocTaHOBJA S € T:

1. YTBepauTh  mpunaraemMble  HW3MEHEHHS,  KOTOpble  BHOCSTCS
B IlonoxeHne o cucTeMe MOHUTOPUHIA JBUXKEHUS JIEKaPCTBEHHBIX
npenaparoB A MEAULMHCKOro MPUMEHEHHs!, YTBEpXkAEHHOE MMOCTaHOBJIEHUEM
[TpaButensctBa Poccuiickoit ®enepaunu ot 14 nekabps 2018 r.  Ne 1556
"O6 ytBepxaeHuu [lonoxkeHUss O CHUCTEeME MOHHTOPUHTA  ABHXKEHUS
JIEKapCTBEHHBIX MpenapaTtoB s MeaunuHckoro npumeneHus” (CobpaHue
3aKoHoaaTtesibcTBa Poccuiickoit Wenepauuu, 2018, No 53, cT. 8641; 2019, No 37,
cT. 5162; 2020, Ne 13, ct. 1925; Ne 30, ct1. 4936).

2. YCcTaHOBUTH, YTO HACTOsILIEE MOCTAHOBJIEHUE BCTYNAET B CHIIY CO JHS
ero oUIHAIBHOTO OMyOJHMKOBaHUS U PaclpOCTpaHseTCs Ha MPaBOOTHOLLUEHHUS,
Bo3HuKiue ¢ 1 urong 2020 r.

[Npencenarens IlpaButesns

Poccuiickoin @enepauut M.MuuryctuH
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VTBEPX/IEHBI

nocraHosieHueM I IpaBurtenscTea
Poccuiickoi ®enepauun
oT 2 Hos10pst 2020 1. Ne 1779

U3IMEHEHU I,

KOTOpbIC BHOCATCH B Ilon0:xeHne 0 cucTeMe MOHHTOPHHIA IBHKCHHUSH
JIEKAPCTBEHHBIX NpenapaTtoB AJd MEIHIHHCKOIo NPpHMEHEHUA

1. B nyHkre 32:

a) ab3aL BTOPOH U3JIOXKUTH B CIAEAYIOLIEH peaaKIUu:

"JlaToi NpenCcTaBleHHs CBEAEHHH B CUCTEMY MOHHUTOPHHIA CUHTAETCS
nara, 3a(UKCHpPOBaHHas B KBHUTaHUMH O MpuUeMe CBeAcHUH, (HOpMHUpyeMOi
Npy MX YCNEWHOH OTpaboTKe U (pUKCALlMM B CUCTEME MOHMTOpPHHra B (hopme
3JIEKTPOHHOIO JOKYMEHTa, 3a MWCK/IIOYEHUWEM TMpeACTaBlIeHUsI CBeAeHUH B
COOTBETCTBUH € IMyHKTOM 44 HacTosiwero [lonoxxeHust anteuHoil opraHusaiueit,
OCYUIECTBJIAIOIIEH PpO3HUYHYI0 TOPrOBIIIO JIEKAPCTBEHHBIMU MperapaTaMH,
MapKHMPOBAaHHBIMH CPEACTBAMU HASHTHU(HUKALMH, U OTMYCK JIeKapCTBEHHBIX
[penapaToB, MapKUPOBaHHBIX CpEACTBAMM HIASHTH(UKAUUH, CO CKHAKOM
[0 PpelUenTy Ha JIEKapCTBeHHblE [penaparbl, CcyObeKTOM obpailieHHs
JIEKapCTBEHHBIX CpPEACTB, OCYIUECTBISIOUIMM MEIULMHCKYIO JesSTENbHOCTh
1 BBIBOJ U3 000pOTa JIEKapCTBEHHBIX MPenapaToB, MApKHPOBAHHBIX CpeCTBAMU
HIEHTUQUKAUUY, TP OKa3aHUHM MEJULMHCKOM MOMOLIM, a TakkKe CYyOBeKTOM
oOpalleHusi  JIeKapCTBEHHBIX  CPENCTB, OTIYCKAIOUIMM  JIEKAPCTBEHHBIE
npenapaTbl, MapKUpPOBaHHbBIE CpEACTBaMH  HIeHTH(UKaAUMH, OecraaTHO
[0 PELENTY Ha JIeKapCTBEHHbIE npenapatbl. JlaToi npencTaBlieHUs CBeASHUEH
B CHCTEMY MOHWTOPHHIA B yKa3aHHbBIX CIIy4asX CUHMTAeTCs JaTa HalpaBlieHHs
CBEICHHH B CHUCTEMY MOHHMTOPUHIAa YKa3aHHBIMH CYObEKTaMH oOOpallleHHs]
JIEKapCTBEHHBIX CPEACTB.";

©) nmocine ab3ala BTOpOro JOMOJTHUTE ab3aleM CIIEAYIOLIEr0 COAEPKAHUS:

"o 1 ¢eppans 2021 r. B ciaydae HemonydeHus CyOBEKTOM oOpalleHHs
JIEKApCTBEHHBIX CPEACTB KBUTAHIMHU O IpUEME CBEJEHHH B COOTBETCTBHHU
c ab3aleM BTOPbIM HACTOSLICrO0 MYHKTa IIPU MPEACTAaBIEHHH CBEICHMH
B CHCTEMY MOHMTOpDHMHIAa B COOTBETCTBHMHM C ab3alleM TpeTbUM IIyHKTa 35,
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nyHkramu 37 - 38, 40, 41, 43, 44, 44" u 45 wacroswero Ilonoxenus
B Te4YeHWEe 15 MUHYT C MOMEHTAa I[peACTaBleHuss CyOBEeKT oOpalleHus
JEKapCTBEHHbBIX CPEACTB BIPABE OCYLIECTBIATh JalibHEHIIHEe Ollepaluu

C JIEKApCTBEHHBIMH IlperapaTamH, He JOXKHIAsACh TMOJIyYeHUS KBHUTAHIUH
0 npHeMme CBeAeHHH." .

2. B nynkre 37:

a) rocJie ab3aua MIeCToro JONOJHUTE ab3aleM CIIeAYIOUEro COAePKAHMS:

"Ho 1 wons 2021 r. noaTBepXAeHUE JOCTOBEPHOCTH CBeJEHH,
[PEACTaBISEMBIX B CHUCTEMY MOHHMTOPHMHIA IIPH BBO3€ JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro ®enepauuio, BIpaBe OCYIIECTBIATh CYOBEKT
oOpallleHUst  JIeKapCTBEHHBIX CpPEACTB, SBJIAIOIIMHCS  Jlep)arejieM WM
BJIaJIEJIbLEM PErHCTPALMOHHOIO YIOCTOBEPEHHUS, HWJK IMPE/ICTABUTEIHCTBOM
MHOCTPaHHOW opraHuszauuu Ha Ttepputopur Poccuiickoit ®Denepanuu,
ABJISIOLIEHCS epKaTesIeM UM BIaJeNIbLEM PEruCTPAlHOHHOIO YIOCTOBEPEHH S,
B COOTBETCTBUM C ab3alleM LIECTBIM HACTOSALUErO IyHKTa WM OMeparop
CHUCTEMbl MOHHTOPHUHIAa IIyTEM MPOBEPKH HAIUYUS B CHCTEME MOHHTOPHHIA
3apErHCTPUPOBAHHOIO UACHTU(UKAaTOpa CyOBeKTa OOpalleHHs JieKapCTBEHHBIX
CPEACTB, SABISAIONIEroCs JepXaTeleM WIM BIAJEeNbLEeM pPerucTpaldoOHHOrO
YAOCTOBEPEHHUs, WU  NPEACTABUTEILCTBA  WHOCTPAHHOM  OpraHU3alHH
Ha tepputopun Poccuiickoit ®epepauuu, SABISIOUIEHCS  JepkKaTeneM
U BJIAJE/IbIIEM  PETrUCTPalMOHHOrO yAOCTOBEPEHUS, a  Takxe
3aperuCTPHMPOBAHHOIO KOJa HWIEHTU(HUKAIMM HIH KoJa HWACHTHOHUKALMU
TPETHUYHOH (TPaHCIIOPTHOM) yNAaKOBKH JIEKAPCTBEHHOIrO Mperapara, B KOTOPOii
HaXOJHUTCA O3TOT JIEKAPCTBEHHBIM Mpenapar (B cliyyae mnepenaydl TPEeTUYHOM
(TpaHCIOPTHOM) ~ yMAaKOBKH  JIEKAPCTBEHHOrO  Mperapara  UETHKOM).
ITo pesynbraraM TakoM IpOBEepKH OMNEpaTop CUCTEMbl MOHUTOPHHIA
C UCIOJIb30BAaHUEM (YHKLIMOHAJA CUCTEMbI MOHUTOPHHIA OTIIPABIISET CyOBEKTY
OOpalleHNs JIEKApPCTBEHHBIX CPENICTB, paHee OCYLUECTBUBIIEMY IIPEACTaBIEHHE
B CHCTEMY MOHHUTOPHHTA CBEJEHUIN O NMpeablAylIel onepaluu ¢ JIeKapCTBEHHBIM
npenaparoM, yBEJIOMIIEHHE O IPEACTaB/IeHWH CBEAEHUH B COOTBETCTBHU
¢ ab3aleM MATBIM HACTOSILEro IMyHKTa ¢ YKa3aHHEM CBeIeHHH, MPOBEPEHHBIX
OIIepaToOpPOM CHCTEMBI MOHUTOPUHTA.";

6) B ab3aie BocbkMOM cjioBa "ab3aneM ceibMbIM" 3aMEHHTL CJIOBAMM
"ab3aneM BOCEMbIM";

B) mocjie  ab3ala BOCHBMOrO  JIOMOJIHUTH  ab3alaMu  CIIEAYIOLIEro
COJIePIKAHUSA:

"Ho 1 wrons 2021 r. mpH MapKHpOBKE YITAKOBOK JIEKapCTBEHHBIX
[IpenapaTtoB  CpeACTBaMH  WACHTHGUKAIMUY HAa  TAMOXEHHOM  CKiaje
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B COOTBETCTBHM ¢ ab3aleM BTOpbIM TIyHKTa 4 Hacrosero [lonoxeHus
npeAcTaBlieHHEe B CUCTEMY MOHHUTOPHHIA CBEJICHHH B COOTBETCTBHH C ab3alem
BOCbMBIM HACTOSILIETO [IYHKTa BIIPaBE OCYLUECTBISITh CYOBEKT OOpalleHHs
JIEKapCTBEHHbBIX CPEJICTB, OCYLIECTBUBIUMN BBO3 JIEKAPCTBEHHBIX MPENapaToB
B Poccuiickyro ®epnepanuio, U IOATBEPXKJEHHE HX JIOCTOBEPHOCTH BIIpaBe
OCYILIECTB/SATH OIEPATOpP CHUCTEMbl MOHUTOPHUHIA IyTEM TPOBEPKH HATHYHUS
B CUCTEME MOHUTOPHHIA 3aperuCTPHpPOBAHHOIO HAEHTHHHUKATOpPA CyOBEKTa
oOpallleHUs1  JIEKAPCTBEHHBIX CPEACTB, SBJISIOUICrOCH Jep)KaTesieM UM
BIAJEJbLEM PErUCTPALMOHHOTO YJOCTOBEPEHHUS, WM TMpPEACTaBUTENIbCTRA
WHOCTPAHHOW opraHuzauuu Ha Tepputopuu Poccuiickoit  ®enepanuu,
SBJIAIOLIEHACS AepKaTeeM WIH BIaJIeNbLeM PeruCcTPalMOHHOIO yIOCTOBEPEHMS,
a TaKXe 3aperucTpUpPOBAHHOIO  Koja  HAeHTHQUKAUMK  WIM  KOJa
UACHTU(UKALMK TPEeTUYHOM (TpaHCMOPTHOH) YMAKOBKH JIGKAPCTBEHHOTO
npernapara, B KOTOPOW HaxOIMUTCSl 3TOT JIeKapCTBEHHbIH npenapar (B ciyvae
nepefayd TPeTUHHOH (TPaHCIIOPTHOM) YMAakOBKHU JEKAPCTBEHHOrO Mperapara
nenukom). [lo pesynbraram Takod MpoBEpKU OMEpPaToOp CUCTEMBI MOHHUTOPUHIA
C UCMOJIb30BaHUEM PYHKLHMOHANA CUCTEMbl MOHUTOPHHIA OTNPABJISCT CyOBEKTY
oOpallleHUs JIEKapCTBEHHBIX CPEACTB, paHee OCYIIECTBUBIIEMY MpeCcTaBleHUE
B CUCTEMY MOHUTOPHUHIA CBEJICHUI O NMPeabIIYIIEH Onepaluy ¢ IEKapCTBEHHBIM
[penapaToM, yBeJIOMJIEHUE O NPeICTaBIEHUH CBEJIEHHH C yKa3aHUEM CBEJICHHUIA,
NPOBEPEHHBIX ONEPATOPOM CUCTEMBI MOHUTOPUHTA.

[Tonoxenus a03aleB cenqpMOro M JECSITOr0 HACTOSIIETO TMYHKTa
HE pACIPOCTPaHAIOTCS Ha JIeKapCTBEHHbIE IMperaparsl, NpeAHa3HAYeHHBIC IS
oOecreyeHust uil, OOJILHBIX reMoQUINe, MYKOBHCIHIO30M, THIIO(GU3APHBIM
HaHU3MOM, Oousie3Hbto [oule, 3JM0KAYECTBEHHBIMU HOBOOOPA30BAHUSIMU
TUMGOHNIHON, KPOBETBOPHOH M PpOJACTBEHHBIX WM TKaHel, pacCessHHBIM
CKJIEpO30M, TE€MOJIUTUKO-YPEMUYECKHUM CHUHAPOMOM, FOHOLIECKHM apTPUTOM
C CHUCTEMHBIM HaudajioMm, Mykononucaxapugosom I, II u VI TuHnOB,
anjacTUYECKON aHeMHeH HEYTOYHEGHHOW, HAC/EICTBEHHBIM JAehUIIMTOM
paktopos Il (pubpunorena), VII (nabunsuoro), X (Crtroapta - Ilpayspa), nun
nocJie TpaHCIJIaHTalUU OPraHoOB ¥ (MJIK) TKaHeH.";

r)mnocie ab3aua  JecAToro  JONIOJHUTL  ab3aleM  CIeAYIOUIero
COZlep)KaHUSs:

"no 1 d¢eBpans 2021r. B chaydae HenmocTyruieHHs B EjauHyro
aBTOMAaTU3UPOBAHHYI0 CUCTEMY TaMOXXE€HHBIX OpraHOB 3alpallliBaeMbIX
B CHCTEME€ MOHHUTOpPMHIA CBEACHUH O KoJe HJAEHTHDHUKAIUK WIH KOJe
UJICHTUQUKAIUM TPEeTUYHOH (TPAaHCIOPTHOM) YHNAKOBKH JIEKAPCTBEHHOIO
npernapara, B KOTOPOH HaXOJUTCs TakoW JieKapCcTBeHHBbIN mpemnapar (B ciydae
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BBO3a TPETHYHO! (TPAHCMOPTHOH) YIAKOBKM JEKapCTBEHHOrO Mpenapara
LEJTUKOM), B Te4YeHHe 2 4acoB padoyero BpPEMEHM TaMOXEHHOrO opraHa
C MOMEHTa HampaB/ieHHsl COOTBETCTBYIOUIEI'O 3alpoca, CBepKa ¢ JIaHHBIMH,
YKa3aHHbIMH B TaMOXXEHHOW [leKlapaldd Ha JIeKapCTBEHHBbIH [ipenapar,
He Tnpou3BoAuTcs. [IpM 3TOM OTCYTCTBME Takoil CBEpKM He SBJSETCS
NpEensTCTBUEM [UIsl BBIMyCKa JUISi BHYTPEHHEro MOTpeOsieHus JieKapCTBEHHbIX
npenaparos;’.

3. Ilyuxt 38 monosHUTH ab3alamMu CIIeAYIONIEro COACPIKaHUS:

"o 1 wurons 2021 r. mnoaTBepkJA€HUE JIOCTOBEPHOCTH CBEJICHH,
NpeACTaBJsieMblX B CHCTEMY MOHUTOPUHIA TMpPH BBO3€ JIEKAPCTBEHHBIX
npenapatos B Pocculickyio denepanuio u3 rocy1apcTs - WieHOB EBpasuiickoro
JKOHOMHYECKOIO  COK03a, BIIpaBe OCYIUECTBJATh CyOBbeKT oOpaiieHus
JIEKApCTBEHHbIX CpENCTB, SABJISAIOLWIMUCS JIep)KaTeldeM WM  BJaJesblieM
PErucCTPALlMOHHOIO YAOCTOBEPECHHUSA, WU TMPEICTABUTEIILCTBOM HWHOCTPaHHOM
opraHusauuu Ha Ttepputopuu Poccuiickoit ®Depepauuu, ABJISIOLIEHCS
JepXKarejeM  WIM  BIANeNblleM  PEerucTPallMOHHOIO  YJIOCTOBEpEHHS,
B COOTBETCTBUM C ab3aleM MIeCThIM HACTOAIIEro ITyHKTa HJIM OIeparop
CUCTEMBl MOHHUTOpPUHIAa MyTEM IPOBEPKU HAIMYMUS B CHUCTEME MOHUTOPHHIA
3aperuCTPUPOBAHHOIO HACHTHUPHKATOpPa CyObeKTa OOpallleHUs JeKapCTBEHHBIX
CPEACTB, SBIAIOLIETOCA JiepXaTejieM WU BlaJeJbLEM pPEerdcTpalMOHHOIO
YIAOCTOBEPEHUs, WJIM  MPEACTABUTE]BCTBA  HMHOCTPAHHOW  OpraHU3alvu
Ha Tepputopuu Poccuiickoit Penepaumu, SABISIOUIEHCS — AepKaTesieM
12087 BJIaJIEJIBLEM PETUCTPALIMOHHOTO  YJIOCTOBEPEHHUS, a  Takxe
3aperUCTPUPOBAHHOIO KOJAAa WIASHTUDUKAMU WM KoAa UACHTHQUKALIMY
TPETUYHON (TpaHCMOPTHOM) YIIAKOBKHM JIEKAPCTBEHHOIO Mpernapara, B KOTOPOH
HaxXOJUTCSA JTOT JIEKApCTBEHHbIM INpenapaT (B ciydae nepeiayd TPETHYHOH
(TpaHCIIOPTHOM)  YMAaKOBKM  JIEKAPCTBEHHOro  Mpemapara  LEJHKOM).
[lo pesynpraraM Takoil OpPOBEPKU ONEPATOP CUCTEMbl MOHHUTOPHHIA
C KCoNb30BaHUeM (YHKIMOHANA CUCTEMbl MOHUTOPHHIA OTTIPABISET CYOBEKTY
oOpallleHusl JIEKApCTBEHHBIX CPEJICTB, paHee OCYUIECTBUBIIEMY INpeACTaBICHHE
B CUCTEMY MOHUTOPHHIA CBEICHUI O MpeablIyled onepaliu ¢ JeKapCTBEHHbIM
[IpenapaToM, YyBEIOMJIEHHE O MPEACTaBICHHUH CBEJIEHUH B COOTBETCTBUU
c ab3aueM MATHIM HACTOSAIIETO MyHKTA, C YKa3aHUeM CBEJCHUMH, IPOBEPEHHBIX
OTIEPATOPOM CUCTEMBI MOHUTOPUHTA.

[TonoxxeHus ad3ala cebMOro HacTOAILErO IIYHKTa HE PAaCIPOCTPaHSIIOTCS
Ha JIEKapCTBEHHbIC IMpernaparbl, MpeAHA3HauYeHHbIC MJisi OOecnedeHus Jull,
OONBHBIX  remModuiMel, MyKOBUCIUAO30M, THIOGU3APHBEIM  HAHM3MOM,
6osie3Hpro  lowie, 3JI0KAYECTBEHHBIMM HOBOOOpa3zoBaHUSIMU  JIMMGOUHOMH,
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KPOBETBOPHOH U  POJACTBEHHBIX UM TKaHeH, pacCesHHBIM CKIEpO30M,
FeMOJIUTHKO-YPEMUYECKUM CHHIPOMOM, IOHOIIECKUM apTPHTOM C CHCTEMHBIM
HayaynoM, Mykomnosaucaxapuaozom I, I u VI Tumnos, annactuyeckoit aHeMmuei
HEYTOYHEHHOM, HacneACTBeHHbIM neduuutoM ¢aktopoB II (dubpunorena),
VII (nabunenoro), X (Ctioapta - [lpayspa), nui Imocie TpaHCILIAHTALUH
OpraHoB U (M) TKaHeil.".

4. ITynkr 44 nonosHUTE ab3alamu Cieayrolero CoaepKaHus:

"o 1 wrons 2021 r. moaTrBepxacHHE JIOCTOBEPHOCTH CBEACHMH,
NPEACTaBIsEMBIX B CHCTEMY MOHHUTOpPUHIA MpU 0OOpPOTE JIEKAPCTBEHHBIX
NpernapaTos, BIPaBe OCYLIECTBIATh CYOBEKT OOpallleHHS JIeKapCTBEHHBIX
CPE/ICTB, OCYIUECTBUBIUMI Mepenavyy JIEKAPCTBEHHBIX I[IPenapaToB APYrOMY
cyOBbeKTy oOpallleHHsl JIeKapCTBEHHBIX IIPErnapaToB B paMKaxX I'PaKaaHCKO-
MPaBOBbIX OTHOLIEHUH, B COOTBETCTBUH € ab3aleM LIECTBIM HACTOSALIErO MyHKTA
HJIM ONEPAToOp CHUCTEMBI MOHUTOPHUHIA MyTeM IMPOBEPKH HANMYMUS B CHCTEME
MOHHUTOpPUHIa MACHTH(PHUKALMOHHOIO HOMEpa HAaNOrorjarebliuka CcyObheKTa
oOpauieHust  JIEKAPCTBEHHBIX  CPEACTB,  OCYLIECTBHBIIErO  Iepefady
JIEKapCTBEHHLIX IIPENapaToB APYroMy cyObeKTy OOpalleHHs JIeKapCTBEHHBIX
npenapaToB B paMKax TIPaXXJaHCKO-NPABOBBIX OTHOILIEHMM, a TakxKe
3aPErUCTPUPOBAHHOIO  KOJA MAEHTH(DUKALMK WM KOoJda WIACHTHGHUKALMH
TPETHYHON (TPAHCIIOPTHOH) yNaKOBKU JIEKAPCTBEHHOIO Ipernapara, B KOTOpPOi
HaXOAMUTCS 3TOT JIEKApCTBEHHBIN Mpenapar (B ciydae mepefadyd TPeTUYHOM
(TpaHCNOPTHOM)  YHNAKOBKM  JIEKQPCTBEHHOrO  Mpenapara  LEIUKOM).
Ilo pesynpraraM Takoi TIIpOBEpKHM OIEPaTOp CHUCTEMbI MOHHUTOPHHIA
C MCIOJ1b30BaHUEM (QYHKIMOHATA CUCTEMbl MOHUTOPHHTA OTIIPABIIAET CYOBEKTY
oOpalleHUs JIeKapCTBEHHBIX CPEJCTB, paHee OCYUIECTBUBIIEMY NPEACTABICHHE
B CUCTEMY MOHMTOPHMHIA CBEJCHUH O NMpeAbIAYIei onepalunu ¢ JJeKapCTBEHHbIM
npenapaTroM, YBEAOMIIEHHE O TMPEACTaBIEHUH CBEICHHH B COOTBETCTBUHU
¢ ab3aueM NATBIM HACTOSIIEro IYHKTA, C YKa3aHHEM CBEAEHUM, POBEPEHHBIX
OIIEpPaTOPOM CHCTEMbl MOHUTOPUHTA.

ITonoxenus ab3ana cebMOro HaCTOAILErO MYyHKTa HE PACIPOCTPAHSIOTCS
Ha JIEKapCTBEHHLIE IIpeapartkbl, NpeAHa3HauyeHHbIC i1 OOecCIeyeHus JIull,
OonbHBIX  remoduivelf, MYyKOBHUCLMIO30M, THIMOMU3APHEIM  HAHU3MOM,
Oonesnpto Iomie, 3/10KaYeCTBEHHBIMH HOBOOOPA30BAHMAMU JTUMQPOUIHOIM,
KPOBETBOPHOH W  POACTBEHHBIX KM TKaHeil, pacCesiHHBIM CKJIEpO30M,
rEMOJIMTHKO-YPEMUYECKUM CHUHAPOMOM, HOHOMIECKUM apTPUTOM C CHCTEMHBIM
Ha4daJioMm, MykonosnucaxapunosoM I, II u VI tunos, annactudyeckoii anemueit
HEYTOYHEHHOH, HacieAcTBeHHbIM aeduuutom dakropoB Il (dpubpunorena),
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VII (sabunsnoro), X (Crroapra - llpayspa), aui rocjie TpaHCIUTaHTAIIHU
OpraHoB W (KMJH) TKaHel.".

5. Ilynkr 52 mocne ad3alia TpeTbero JOMOJHUTHL ad3aleM CACAYIOIIEro
COJIepIKaHUS:

"o 1 uronst 2021 r. nonoxeHus ab3ana TpeThEro HACTOSIIETO MyHKTA He
pacnpoCTpaHsSlOTCS  HA  Cllyyan MCIpaBJIeHUS OWIMOOK B  CBEJCHHSX,
NPEe/ICTABJIEHHBIX CYObeKTaMU OOpallleHUs JIEKapCTBEHHBIX CPEJICTB B CUCTEMY
MOHUTOpPHHIA B IMOpAAKE, NPELyCMOTPEHHOM ad3alaMu MATBIM M JAECATHIM
nmyHkTa 37, ab3ainem natbiM  nyHkTa 38 M ab3aneM NATBIM - nyHKTa 44
Hactosmero  Ilonmoxenus. B yka3zaHHBIX  cilyyasix  JJOCTOBEPHOCTh
NPEACTaBJIEHHBIX  HCIIPAaBICHUW  OWMOOK B CHUCTEeME  MOHUTOPUHTa
MOATBEPXKAAETCS B COOTBETCTBUM C ab3aliamMu CebMbIM U JECSATHIM MyHKTa 37,
ab3aueM cenbMbIM NyHKTa 38 U ab3aleM celbMbIM MMyHKTa 44 HACTOSIIETO
[Honoxenus.".

6. [ToanyHkTe! "0" u "B" mnyHkta4, nmoanyHktel 't u "x" myHKTa S,
noAnyHKTel "B" U "3" myHkTta 12 mpunoxenus Ne 3 k ykazanHomy [lonoxeHuto
JIOTIOAHUTE cioBaMu "(He TpeOyeTcs B Ciydae TNPeJACTaBlICHUS CBEJEHUH B
COOTBETCTBHHM C ab3aliamMmH ceIbMbIM M JIECATHIM MyHKTa 37 ¥ ab3aleM ceabMbIM
nyHkTa 38 [Tonoxenus)".

7. HonamyHkTt "0" myHkTa 3 mpunoxxenus Ne 6 k ykazaHHoMmy [TonoxxeHuro
JOTIOJIHUTH CIIOBaMH "(mnu ero UACHTUGhUKAIMOHHBIH HOMEp
HaAJIOrOIUIAaTENbIIUKA B Cly4yae IpeACTaBIeHUs CBEJCHUH B COOTBETCTBUHU
c ab3anem celbMbIM nyHKTa 44 [TonoxxeHus 0 cucteMe MOHUTOPHHTA JIBUXEHUS
JIEKApCTBEHHBIX INPENapaToB A/ MEIULHUHCKOrO NPUMEHEHUS, YTBEPKAEHHOTO
nocraHosineHueM IIpaBurensctBa Poccuiickoit @enepauuu ot 14 pexabps
2018 r. Ne 1556 "O6 ytBepxaenun [lonoxkeHHss O CHUCTeMe MOHHTOpPHHIA
JBHXKEHUS JIEKAPCTBEHHBIX IIPENapaToB I MEAULMHCKOIO NpuMeHeHus")".
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