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Pelenne 06 0TMeHe rocyaapcTseHHoOH
PErHCTPAUHH 1eKAPCTBEHHOTO Npenapara
H HCKJIIOYEHHH €ro N3 TOCYAapPCTBEHHOrD
peecTpa JeKapcTBEHHBIX CPEACTB

MunucrepctBoM  3apaBooxpaHeHus — Poccuiickoir  depepauun B
COOTBETCTBHU cO cTatheit 32 DepepansHoro 3axona or 12.04.2010 Ne 61-@3
«0O6 oOpallicHHH NE€KapCTBEHHBIX CPEACTB» MPHUHATO peuieHHe o0 OTMeHe
rOCYAApCTBEHHOH PETHCTPAlMM M HCKIIOYEHHH M3 TOCYAAPCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEACTB I MEIULHHCKOIO MPUMEHEHHUSl JIEKAPCTBEHHOTO
npenaparta (perucrpaunorHoe ynocrosepenue JI[1-002822 ot 14.01.2015 BeinaHo
AO «<AKPUXHH»):

- Hojyiopatak®
(TOpl"OBDG HaHME€HOBaHHE JICKapCTBECHHOI'O npenapaTa)

DnynuptaH
(MC)KIIYHapOﬂ.HOG HENATCHTOBAHHOS HITH rpynnuposoqﬂoe HJIH XHMHYECKOC HaHMEHOBaHHC)
Kancynsl, 100 Mr
(nexapcTBenHasn dopma, ,no3np03l<a)
AkuoHepHoe o61mecTBo "XUMHKO-hapMaleBTHYECKHI KOMOHHAT
«AKPUXHWH» (AO «-AKPUXHWH»), Poccus
142450, Mockosckas 06n., Horuxckuii paiton,
r. Crapas Kynasha, yn. Kuposa, a. 29

(HaPIMeHOBaHPIB H agpec MECTa HaxXOXKICHNA NIpOMU3BOIHTENA HCKapCTBeHHOFO npenapaTa)

Ha OCHOBaHMH 3aKmoueHus QezepanbHoil ciyxOsl 0 Ham3opy B chepe
3apaBooXpaHeHMss 00 yrpose 3IOpOBBIO  YENIOBEKa MpPH  [IPHMEHEHHH
JIEKApCTBEHHBIX IIPENapaToB A MEAULMHCKOTO MPUMEHEHHS ¢ MEXAYHAPOAHBIM
HETIaTCHTOBAaHHEIM HaMMEHOBaHHeM (UIYIMPTHH B JIEKApCTBEHHBIX (opMax majs
NEpOpPANbLHOTO NPUMEHEHHWS, I[IOCTYMMBLIEro nMCbMOM Po3apaBHag3opa oOT
08.08.2018 Ne 01-35874/18.

H.A. Xopoga

Kaprasuosa T.B.
{495) 627 24 00 (2037)
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O MEMLKMHCKOM NPHMEHEHNH
NeKapCTBEHHBIX [PENapaTos
¢pnynupTHHA

Qenepanbuas ciyxba 1o Hagzopy B cdepe 30paBOOXpaHEHHWA B paMKax
HCTIONHEHHS  (PeAepanbHOr0 roCyJapcTBEHHOTO Haz3opa B coepe obpalieHus
NEeKapCTBEHHBIX CPEACTB (B OTHOLIEHMH feKapCTBEHHBIX CPEACTB AMA MEAHLIMHCKOro
[PUMEHEHHS1) TOCPECTBOM OPraHU3aliK H [IPOBE/IeHHs (hapMaKoHaa30pa paccMoTpena
B Mpefenax yCTaHOBIEHHON KOMIETEHLMH TeKyllHe AaHHble Mo 3(P(HEKTHBHOCTH U
Ge30nacHOCTH JIEKApCTBEHHBIX IIpenapaToB (AYNHPTHHA M HampasiseT B MuH3apas
Poccuu 3akmouenne 06 yrpose 340pOBbIO HENOBEKA PH NPUMEHEHUU J€KAPCTBEHHBIX
MpenapaToB A1 MEAMUHHCKOrO MpPHMEHEHHS C MEXIYHApPOAHbIM HEMaTEeHTOBAHHBIM
HauMEHOBaHWeM GAYNHPTHH B JEKapCTBEHHbIX (GopMax Afs NepopanbHoro

[IPHUMCHCHHA.

IMpunoxenue: na 8 1. B 1 ak3.
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IIpunoxeHue x nucbkMy PocsfpapHanzopa

or 8. 08 Rot? o _Or-35375/1%

3akiyenne o6 yrpose 310pOBEIO YeNIOBEKA NIPU NPUMEHEHHH NEKAPCTBEHHEIX
TpenapaTos A MEAHIHHCKOTO IPHMEHEHHS! ¢ MEXIYHAPOAHBIM HENATEHTOBAHHEIM
HaUMEHOBAHHEM QIIYIIHPTHH B IEKapCTBEHHBIX GopMax IS IEpOPaibHOTO
NpHMEHeHHA.

QenepansHolf  cmyxOoff 1Mo Hagsopy B chepe 3MpaBOOXpaHEeHHA B Xoje
OCYHIeCTBIEHHs MOHHTOPHHTA 6€30I1aCHOCTH JieKapCTBEHHBIX IPENapaToB, HAXOAALIUXCA
B obpallienuy Ra TeppuTopuH Poccuiickoll Pelepallin, yCTaHOBIEHO, YTO B §ase NaHHBIX
HeXeNMaTeNbHBIX peakUMii  Yhomcankckoro LeHTpa MOHHTOpMHra BceemupHoit
Opranuzanun  3npaBooxpaHeHus Vigilyze, comepxamed rnoGanbHBle IOaHHBIE O
HeXeJATENBHBIX peaknHuaX JIEKapCTBEHHBIX Npenaparos, noayvaemele BO3 B paMkax
[porpaMMEl MeXAYHapPOZHOTO MOHHTOPMHIA JIEKAPCTBEHHBIX CPEACTB, COAEpNKarcs
coobmenusa o 1345 cmyvasx pasBHTHA HeXeNaTeAbHBIX peaKuMi Ha JeKapcTBEHHEIE
npenapatel GuynuprTiHa. Cpeiy HEX HAWGONBLIYIO AONMK COCTABNIAIOT COOOWIEHHS O
PasBHBIIHXCA HapYIUGHHMSX CO CTOPOHEI renaToOMAwapHoil cucreMsl — 537 caydaes
(39,9%), us koroprrx B 202 cryuasx HexeNaTelbHBIE PEaKL(HMH OMHCHIBAINCH KaK
JIeKapCTBEHHO-HHAYIINPOBAHHEIE ITOPAXKEHUS [Ie4eHH, KPOME TOFO 3aperucTpuposano 44
CTy4as IIeHCHOYHOH HEJNOCTATOYHOCTH H 54 cmydas pasBUTHS OCTpOH MEYEHOYHOMH
HEJIOCTaTOYHOCTH.

JlutepaTypHelii DOMCK MO HaHHOMY Bompocy Bbissun myOnvkanuio Douros A,
. Bronder E, Andersohn F, Klimpel A, Thomae M, Orzechowski HD, Kreutz R, Garbe E.
«Flupirtine-induced liver injury--seven cases from the Berlin Case-control Surveillance
Study and review of the German spontaneous adverse drug reaction reporting database.»
(bxynupTHH-UHAYIMpPOBAHHOE NOpaXEHHE [e4EHH, CEMb CllydaeB B OEPIHHCKOM
HCCIIENOBAHHM «CIAy4ak-KOHTPONBL», a Takxe o030p repMmaHCKOH 6a3bl  JaHHBIX
CIOHTAHHEIX COOOUIEHHH O HeXellaTeNBHBIX peakiHUiX JEeKapCTBEHHBIX CPENCTB)
(European Journal of Clinical Pharmacology. 2014 Apr; 70(4): 453-9), xapakTepusyiolue
QIYyNUPTHH-HHIYIMPOBAHHOIO MOP&KEHUS [I€YeHW, BKIfOYasd DasBHUTHE OCTPOH
NeYSHOYHOH HEeAOCTATOYHOCTH.

Baxno o0paTHTh BHHMaHHeE, YTO pPACCMOTpPEHHBIE B YKa3zaHHOW nyOmuxaumu
npoGneMer Ge3onacHoCTH, GLUIM HpEAMETOM BHEMAHUA 3apyOexHBIX PeryNATOPHBIX
AreHTCTB B Te4YCHHEe IMOCIeAHHX IITH jeT. B 2013 roay EBponedckuM MeIHUHHCKHM
AreHTCTBOM B MHCTPYKIMH 10 MEAHI[HHCKOMY NPHMEHEHHIO JIEKAPCTBEHHEIX IPENapaToB
BHECEHB! HM3MEHEHHS, HCKJIOYaloUMe MNpuMeHeHHe [penapaToB Y MAal4eHTOB ¢




HapyIleHUAMM OQYHKUHH TNeYeHH ¥ OrpaHWYMBAIONUIME [UTHTENLHOCTh MPHMEHEHHS
¢urynupTHHa,

AHanoTu4HbIe M3MEHEHHA ObUIM BHECEHE! B MHCTPYKLUHH HO MEAHLHHCKOMY
II[DAMCHEHHIO JIEKAPCTBEHHLIX IHpernaparoB (UIyNHPTHHA, 32PEerHCTPHPOBAHHLIX B
Poccuiickoit Qenepaunn (NpoTHBONOKa3aHHS - COMYTCTBYIOWIHe 3aGONEBaHHA MEYEHH
HAY aNKOTOJIM3M, OTPaHHMYEeHHe MaKCHMaibHON cyTouHOM n03b1 (He Gonee 600 mr) M
ANHTENEHOCTH NPUMEHEeHH — He §oniee IBYX HENeNs).

09 ¢espans 2018 roma EBporelickoe areHICTBO MO NEKAPCTBEHHBIM CPEACTBAM
(EMA) ony6maxoBaino HEbOpMalKo O pekoMeHnanuax KoMHiTeTa Mo OLEHKE PHCKOB B
chepe papmakoHansopa (Pharmacovigilance Risk Assessment Committee — PRAC) 06
OT3bIBE MapKETHHIOBLIX YAOCTOBEpEHH HEHAPKOTHYECKHX @HAIBIeTHKOB, COAEDKAILIHX
¢baynrprHH.

JaHHoe pemenye 65UI0 MPHHATO B CBSI3K C TeM, YTO, HeCMOTpA Ha npunsreie EMA
B 2013 romy orpaHHdeHHs B BHIe OrpaHHYEHHA MaKCUMAIBHOH AJHTENBHOCTH
NPUMEHCeHNA Nperiapara AByMs HeeAAMY B HeoOXONHMOCTH NNPOBEACHHS eXKEHEXEIBHOTO
MOHHTOPHHra QYHKUUH IledeHH B HEPUOR JIEUCHHS, NPOLOIDKAIOT OTMEYATHCH CIIydau
CePBE3HEIX IOpPKEHUH NeYeHH NpH HX NMpHMEHEHWM, BKIIOYas pa3BHTHE MEYCHOYHOIA
HeZloCTaTOYHOCTH. BmecTe ¢ TeM EMA npHIILIo K BRIBOXY O HEBO3MOIKHOCTH pa3paboTky
JOTNIONHHUTENBHBIX MEp, IMOBHIIAIOINMX IIPHBEPXECHHOCTE K CODMIOAEHHIO 3THX
orpaHuyeHuH. Msydenue cimyyacB pa3sBuTHS NMOpakeHHH NedeHH, BIIOYad 23 ciaydas
OCTpO} NeYeHOYHOH HEHOCTATOHHOCTH, KOTOpasd 3aBEpUIMIIACH JIeTaNbHBIMH HCXOJaMH,
nubo notpeboBana TPaHCIIAHTAUMA NEYEHH, [T0OKA3AN0, YTO AaHHbIE peakuHl ABNANHCH
HEIpPEeNCKAalySMEIMH, & TOYHEIH MEXaHW3M, TpH XOTOpPOM (QNYNHPTHH BHI3LIBAET
NopaxkeHHs IeYEHH IIPOAOIDKAET 0CTaBaThC HeusBecTHEIM. KpoMe Toro, B xone mectu
HabmonaTensHpIX Hecnenopaduil GBUIO ITOKA3aHO, YTO MEpPHI, IIPU3BaHHEIE 0fecnednTs
CHIDKEHHE relaTOTOKCHYHOCTH B PEaNbHOM NpakTHke He coOmOmaloTCA B NOCTATOYHOH
CTEIICHH.

Perynsatoproe pemienne EMA ocHoBHBaeTCs Ha HEBO3MOXKHOCTH B JOCTATOYHOM
Mepe CHH3HTH pPHCKHM NOpa)keHUA NeYeHH NpH NpHMeHeHKHH QIynHupTHHA, B TOM YHCIE H
IIOCPEACTBOM ofecneueHys BHCOKOH IpHBEP)KeHHOCTH PEKOMEeHAALIMAM HHCTPYKIUHMH.

B cB#3W ¢ 3THM, 4 TaKKe C YIETOM HATHYUS AJIFTEPHATHBHEIX BAPUAHTOB JIEYEHHS
6onesoro curapoma, EMA NpHULIO K BEBOAY O TOM, YTO [10JI532 HaHHBIX NPENapaToB He
NepeBeIiBaeT BO3MOXHEIX PHCKOB IIPH WX NPHMEHEHHH M PEKOMEHIOBAI OTO3BATh HX
MapKEeTHHIOBEIE paspeleHu.!

CoriacHo cBefeHWMAM 3MeKTPOHHON Oashl HaHHBIX ['oCymapcTBeHHOro peectpa
JIEKApCTBEHHBIX CPEACTB, pasMelleHHOH Ha ojuunanbHom cadte MUHHCTepcTBa
3apaBooxpaHenus Poccuiickoit Penepatuy, no cocrostuio Ha 21.06.2018, B Poccuitckoit
Denepanny 3aperuCTPUPOBAHBI ClEAYIOUINE IEKAPCTBEHHEIE IperapaThl QUIyIHpTHHA:

y hitp://www.cma.europa.cuw/docs/en_GD/document_library/Referrals_document/Tlupirtinc-

containing_medicines/Recommendation_provided_by_ Pharmacovigilance Risk_Assessment_Committe
e/WC500243553.pdf




- Apnanor, xancymst 100 mr, npousBopctea AO «Bepodapm», Poccus
(perucrTpaimoHHoe yaocTorepenne JIII-003860 ot 27.09.2016);

- Karanonon, xancyns: 100 mr, mpomseoactsa Tesa dapmalepTHuecKHe
ITpepnpustus JItn, Mspawis ([I NO15611/01 ot 27.04.2009);

— KaranonoH, kancynst 100 mr, npoussoactsa ABI.dapma I'M6X 1 Ko.KT,
'epManma  (peructpaumoHHoe yaocrosepenne II NO1S611/01 ot
27.04.2009);

— Karagomon ¢Qopre, Tabnerkd mNponoHrdposanHoro geitcteus 400 wMr,
npousBonctea Tesa ODapmauestwueckue Ilpeanmpustus Jltao., Wspauns
(peructpaimonHoe yaocroseperue JITI-001320 ot 02.12.2011);

~ He#ipononon, xanmcynst 100 mr, npomssoactea 3AQ «Kanondpapma
nponakumy (JIIT-003082 ot 10.07.2015);

~ Honogarak, xamcynel 100 mr, OAQ «X®K «Axpuxun», (JI1-002822 ot
14.01.2015);

— Qnyrecux, xancynel 100 mr, mpomssopcrsa JlomuH JImmurren, Unpus
(II-003516 ot 22.03.2016);

— OunyndpruH, Kancyns! 100 Mr, mpomssopcrsa AO «Bepreke», Poccus,
(JIT1-004860 ot 24.05.2018);

— Omymuprua-C3; kancyns! 100 mr, 3A0 «CeBepHas 3pesga», Poccus
(JITI-004773 ot 03.04.2018).

Ilo pawmneM AVIC PocsppaBramsopa Ha (7.06.2018 r. sapeructpuposaHo 38
cooOmern# 0 34 cnydagX pasBATHA HEXENATeNbHBIX pPEaKLMH C IIOJ03pEHHEM Ha
npenapatel QaynupteHa. B ocHOBHOM coobmianoce o cny4asx HeaQ(eKTHBHOCTH
[IpenapaToB, a TalOKe O PasNHYHBEIX [POABIEHHAX ANNEPrUYecKHX peakuHil ApH mx
IIPUMEHEHHH.

Ilpr 3ToM, 38pPETHCTPHPOBAH OAMH CIydal pasBHTHS HEKETATENBHOH peaKIUH co
CTOpOHB! NeYeHH B BHIE IOBLIUEHWS YPOBHA OGHIMpYOMHA, >KENTYUMIHOCTH KOXHEIX
NOKPOBOB, CnabOCTH, CHIDKEHHS AaNIeTHTa C BO3MOXHOH NPHYHHHO-CIEACTBEHHOM
CBA3BIO,

B ampec PocsnpaBuanszopa moerynmno mucsmo OOO «Tesa» (BX. 7853 oT 13
deBpana 2018 r.) 0 HaMepeHHH HANPABUTE 3aIPOC Ha IpeKpalleHHe oGpAlEHHA BCex
PETHCTPAIHOHHBIX  YIOCTOBePSHHH J[UIs mHpenapaToB, COAEpXKalMX (IYMHPTHH
(Karagonon, Katagonor ¢opre) M 0T03BaTh BCE OCTABIUHECS NADTHMM IpenapaTa Ha
YPOBHe allTex,

OnuospeMerHo ¢ 3TuM 28.05.2018 1. (8X. 30305) AQ «AKPHXHHY» B HHHLIHATHBHOM
nopanke B PocsagpaBHazsop Obw1 npencrasneH IlnaH ynpaBieHHst PHCKaMd JUIA
JlekapcTBeHHOro npenapata Honogarax (MHH - dnynuprun), xancynsf, 100mr
(3apeructpupoBal B pasgene «[lepHonHdeckuii OT4ET) HOACHCTEMEL «DapMaKoHaA30pP»
AHWIC PocagpasHanzopa 3a HomepoM 10134). B maHHOM IOKyMEHTEe He IpPETOKEHO
KaKHX-TH6O JOMONHHTENLHEIX MEp TI0 MEHHMU3AUAK PHCKOB, CBA3AHHBIX ¢ BO3SMOMKHEIM
Pa3BHTHEM (IYNAPTHH-UHAYIHPOBAHHEIX [IOPOKEHUH [EYeHH, BKIIOYai OCTPYIO
NEYEHOYHYIO HENOCTARTOUYHOCTb.




B macToflllee BpeMms NOKasaHH® K MPHMEHEHMIO IPENapaToB (YNMPTHHA
OrpaHMHeHb! JiedeHueM OCTPol Dox Nerkoif u cpeaHeil creneHy TIKECTH Y B3POCIIBIX,

Ilp 3TOM OAHHM H3 BaXXHEIX MACHTHQUUMPOBAHHEIX PHCKOB IDH NPHMEHEHHH
NpenapaToB ¢ HNaHHBIM [OEHCTBYIOIIMM BELISCTBOM SBJIACTCH pPa3BUTHE TAXENBIX
NEKapCTBEHHO-YHAYIIMPOBAHHEIX NOPAKEHHH NIeYeHH Y NALHEHTOB.

AHanus riao0anbHEIX AHHEIX DO §e300acHOCTH (IYNUPTHHA IOKA3BIBAET, 4TO
TSOKECTh NOPAXEHHA NEYeHHM MPH €ro MpHMEHEHHH, a4 TaKXe OTCYTCTBHE HANSKHBIX
IIPSIMKTOPOB IENAaTOTOKCHYHOCTH HE NO3BONAKT paspaborate Mep no 3¢eKTHBHOH
MUHHMHA3AUMH JaHHOrO pHCKa, 06€CIIeYMBAIOIMX NIPEBBIILICHHE OXKHAACMOMH NOMB3E! Hax
BO3MOXKHBIM PHCKOM NIpHMEHEHHs NaHHBIX JIeKapCTBEHHRIX pernapaToB.

PocanpaBHansopom GbUIO 3ampoiieHo MHeEHHe CHEUMATMCTOB Bceepoccuiickoro
00wmecTBo HeBponoros o6 3hdexTHBHOCTH M GE30MaCHOCTH NPUMEHEHHMS [periapaToB
¢uynupTHHa It NeyeHHs GoneBoro chuApoma. COINacHO NOJyYeHHOMY OTBETY OT
16.05.2018 r. (xonus npunaraercs) IIpesuauym Ilpasnenus Beepocenitckoro obuectsa
HEBPOOroB pacCMOTPEN BOIMPOCH PHCKOB HAWOCHHKPATHYECKOTO NMOPAKCHUA NEYCHH H
NpHIIeN XK 3aKMOYEHHIO O HEBO3MOXKHOCTH BbLAECNICHHA KATETOPHM ITAllUEHTOB, I
KOTOpBIX NpUMEHEHHE IPenapaTos (GuyIupTHHA ABJIIOCH 651 Ge3anbTepHaTHBHEIM, H IIPH
3TOM MOJIB3a OT HX MPHMEHEHHS NpeBbIllana BO3MOXKHbBIE PUCKH. B ¢BA3M ¢ 3THM Gbli0
PEKOMEHIOBAHO ANA KYIHPOBaHHA OCTPBEIX H XpOHHYecKHUX OOJIEBBIX CHHADOMOB IDH
NIaTONOTHH LEHTPAIbHOH HIH nepu¢epruteckol HEpBHON CHCTEMBI MCIIOAE30BaTh Hosee
Oe3onacrrle anETepHATHBHEIE IEKapPCTBEHHEIE IPEMapaThl C aHANbreTHYECKHM 3ddekTom
B Ka4ecTse MOHO- MM KOMOMHHPOBaHHOIl Tepantu.

OnxospemeHHO Poc3ppapHan3op 3alpocwi TO3HIMIO O TOpAAKe AanbHEHiero
TIPHMEHEHHS JIEKapCTBEHHBIX I@pernapatoB (UyNHpTHHA Yy T[NAaBHONO BHEWUTATHOTO
CHeLMalKCTa N0 [HalHaTHBHOH momolyn Mun3sgpaBa Poccus, rnaBHoro epada I'BY3
«Ilepsaii Mockosckuit Xocmuc uM. B.B. Munnonmmkosoit» J3M I.B. Hes3oposoi.
Cornacso otsety J.B. HeB3oposoit (mucsMo ot 27.07.2018 Ne347-01/18 npusnaraercs)
JIeKapCTBEHHEIE IpenlapaThl  ¢UIYNHPTHHA «HE HCHOJB3YIOTCA IIPH  OKasaHuu
NA/UIHATHBHOH MEXHIMHCKOH IMOMOLIH ¥ He HAlMA CBOETO OTPaKEHHA B KIMHHYECKHX
pPeKOMEeHJaLHAK, pa3paboTaHHEIX AccoimanHeif xocnucHo# nomowmy B 2016 roay, mo
NeYeHUI0 JONeporo CUHAPOMA Y B3POCHEIX NAUWEHTOB, HYXAAOMMKXCA B OKASaHUM
TaJNTHaTHBHON MEIULIMHCKON [TOMOLIAY,

Ha ocHoBanMH H3NOXMEHHOro Poc3mpaBHag3op NPHXOAXT K 3aK/TIOMEHHIO, HTO
BO3MOXKHOCTh PAa3BHTHA TAKENBIX [MOPaXCHHH CO CTOPOHBI NEYEHH, B COUETAHHU C
HEBO3MOXXHOCTBIO pa3paloTKM aleKBaTHEIX Mep MHHHMHM3AaLMH JaHHOIC DHCKa,
OKka3plaeT 3HAYMTEILHOE BIMAHUE HA COOTHOIUEHHE «IIOJB3a-PHCK» IJIA JIPHMEHEHHS
npenapaTtoB QIyNMHPTHHa K JEUeHUS KyMHPOBaHHA OCTpol M XpoHudeckod Oonu, u
Jenaer ero HeOIaronpUATHBIM.

B ceasu ¢ arum, PocagpasHapsop cuuTaer ienecooOpasHbIM peKOMEHROBATh
paccMOTpeTs BONPOC OTMEHBl TOCYNAapCTBEHHOR perucTpaLMy  JleKapcTBeHHBIX
npenaparoB GIIyIHPTHHA Ha TeppuTopHH Poccuitckoit Peepauyn.

B coorercTBUHM © myHKTOM 1 crateM 32 DemepansHOro 3akoHa oT 12 ampeins
2010 r. Ne 61-®3 «OG ofpamleHHH JEKapCTBEHHEIX CPEACTB» FOCYAapCTBEHHAs




PerHCTpalHa JICKAPCTBCHHBIX IPENapaToB ¢ MEeXIYHApOAHLIM HENaTEeHTOBAHHBIM
HaUMEHOBaHHeM QIYNMHUPTHH B JIeKapCTBEHHBIX GOpMaXx AJIA TepOPanbHOro NPUMEHEHN ,
MOMJIEKHT OTMEHE,

Pykosoaurens LierTpa no MoHHTOpHHTY

3 dexTUBHOro, 6e30NMacHOTO U PAlMOHATBHOTO

MPUMEHEHHA NeKapCTBeHHEIX cpencts OPIBY s

«MIMLIDY AOCMIT» Pocanpasuanzopa /% B.A. [TonusanoB

3amecTHTENb Ha4aJIbHHKA YIIpaBIeHHA
- HaYaJIbHUK OTAENa OpraHU3alHH
¢apMaxKoHan30pa Y IIpaBieHHs

roCyapCTBEHHOI'C KOHTPONA KayecTBa
MenMuHMHcKol npoaykumu PocsppasHaasopa C.B.I'narones

oc. 08T

Bpuo HadankHuka YnpaBieHHA rocylapCTBEHHOTO
KOHTPOJIS Ka4YeCTBa MEAHLUHUHCKON TIPOAYKUNH
PocsapasHansopa E.M. Kyapssuesa

03.09.8
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0 HAR3OopY B cepe 3ApaBOOXpaHEHHA
A.m.i. Mypamiko M.A.

I'mySoxoysaxaemeiit Mhxaitn AhsGeprosuy!

lpesanuym IIPdenenina Boepectuifckoro obiectsa HEBPONOTOB PACCMOTpEN  BONPOC
of  sbpexrwBHOCTY M Ge30MACHOCTH  MEKAPCTBCHHBIX  MpenapatoB  QUIyNHpTHHA,
38pernCipHpOBAHHMX M paspelleRHEDE K IPHMCHEHHIO Ha TepphTopHH Poccuiickolt Penecpauun
(Apparon kancynst 100 mr, KatamanoR kapgywier F00 mr., Kergnomon ¢opre xancyau HO mr.,
Hefipongon kancyne F00 ®r, Howonerex “kancynse 100 mr., Onyrecux xancynw 100 mr.).
[Ipx noAroTOBKe pelERHs 110 ITOMY BONpocy OLUTE yuTeHH pekomenzauunn Komutera no oucHxe
puckos B chepe ¢apmakoramsopa (PRAC) Esponefickoro areHTCTBa2 N0 NEKAPCTBEHHAIM
npenmaparaM (EMA), pesynsraTsl MeKAYHApPOAHBIX KIHHHYECKHX HCCNEAOBAHMA pPasAHyHbIX
KOLOPTL. 3K£eRTHbIe MHEHHA, 8 Takwe JaHHble OTEUCCTACHHLIX KIHHWYECKHX HCCACAOBaHHN ©
HEXETLTLRBHEN NEKAPCTBEARAIX PESRUMAX C NOJOIPEHHEM Ha NpendpaThl (PyNBpIHHA 4depes
"AHC Pociapadnansops” HA 0cHoBEHAY=00EEKTHBREDY HHQNAMALHOHHO-AHANATHYECKHX JaHHBIX
0 HEOMArONPHATHOM COOTHOIUCHHN «PHCK/MONB3An AAA NpeNapatoR QAYNHPTHHA, KOTOpoe
00ycAOBACHO HAHOCHYKpasHYeCkHM  QAyNAPTHH-HHAYHREOBAHHBIM  [OPLKCHHEM  [EYCHH
H OTQYTCIBHeM <BA3H HEXeNAGrensinlX JICKApCTBeHHBIX peakuHit ¢ gosoit  npenapara,
ANHTENBHOCTBIO  JINEHAS, OTCyTCTBHEM wnocofa MACHTAPHKAUMM  yA3BMMBIX MOMYASUMH
NaUKEHTOB H HY3KQH AhbexTHRHOCTHIO Mep HaAlQpa NpH HasHaseHuy (uynuprana, [IpesuauyM
[Tpasnenun Beepoccuitckoro oGmecTBa HEBPONOTOS He PEKOMCHIAYET fipMMEeHEHKE TIPEHApATOB,
COREpRAMX GAYIEPTHHE JUIA NIEHeHRR X NPOQHUIaKTHKY GONEBLIX CHHAPOMOB DPH PasAHYHBIX
HEBPONOTHHECKHX 38600eBaHHAX. YUHTHBaY AaHHbIE KIKHUYECKHX RCCIEAOBAMHH H CIIOHTAHHAEIX
coobimierult, 8 Hacrogwee BpEMA, HE IPEACTABAACTCH BOIMOXHEIM BBUIEJGHHE KATErOpHH
NAUHEHTOB, JJIA KOTODWX NpPHMEHEHHe (QIYNUPTHHA ABisieTcd GEIanLTEPHATHBHEIM, W MOXET
UPERRUNATL HOIMOMBER ‘phCkY MIRCCHHKRATHYELKOND NQPAKEHMA Nevenn. s KynmupoBaks
OCTPHIX H XPOHHHECKHX GQEBEX CUHADOMOB NIPH MATONOTH UEHTpanbHOH MR nepudepudeckoit

HepBHOM  cHereMd HeoGxommMoO Hcnonb3oBaT: Gonee  Gea
Pocaapasranaop
Ynpasnenvwe penamn
OTtaen nenonpouaBOACTER
U apxuea
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NEKANCTBEHHEIE QpENapaThi ¢ BHANBFETHYECKHM 3QpexToM B KAJECTBE MOHO HIH coueTaHHOH
Tepanyw. B cBAM ¢ BEUUEHIMONKCHHEIM, PEKOMEHIYETCA MPCKPAMEHHE POATHIALRH. NEPCladu,
npumendinga Iifefiapitos $hynuprina, FaperucIpPHpOBAHHEX K paapeméﬂam K IpHMEHEHHIO Ha
teppaTOpitn PoceHitoxoft Qenepausn.

C rnySoxsm yBakeHHEM,
Cnasystlt sremraTHEL cnenquamigT-sepponor PO
Ipeacenarens INpassterns Beepoceafickpro O6LecTsa HEBPOIOTOB

Axanemsk PAH E.H. T'yces

Vieumit cexperaps BtepucchfiCRord obmectba HeppomOroB |

Mpoteccop W A.B. Text




31 HON208  Taaronesy C.B A
JENAPTAMEHT 3IPABOOXPAHEHH S ' mm” m
'OPOJA MOCKBDB! 1
Tocynapcreennoe GiofmeTHOE yupexaeHue
3ApaBoOXpaHeHHA ropoaa Mocksm
«MOCKOBCKH#I MHOIOIIPO®HJIBHBIN
IEHTP NAJIIMATHBHOMN NMTOMOIUH
JNENMAPTAMEHTA 3APABOOXPAHERMSI
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366809
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rorPOJA MOCKBEI» PykosoauTenio Peaepanbnoii

(T'BY3 «UEHTP NAJLTHATHBHOMN
ITOMOIIH J3M»)

cnyx6bt mo Hagsopy B chepe

Duanan «lepeniii mockopexnii xocnue e
umenn B.B. Muaanonmukosoi»
IOpuanueckuit anpec: M.A. Mypawxo

127018, r. Mockaa, ya. [isuHues, a. 6, ctp. 3
daxrnveckuit agpee:
. 119048, r. Mockea, yn. Jlosatopa, a. 10
ren. +7 (499) 245-59-69, daxc +7 (499) 245-43-22
e-mail: hospis | @zdrav.mos.ru
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¥Yaxaemsntii Muxann AnnGeproBru!

B orser Ha Bawe nucemo Ne01-31622/18 or 12.07.2018r. o npeactaBnenuy
MO3HUMH O (OpARKe Jansiielfliero NPUMEHEHHS JIEKapCTBEHHBIX NPENapaTos
¢bynupTHHA coodUIalo, YTO AaMHBIE JIEKAPCTBEHHERIE CPE/ICTBA HE HCTIONB3YIOTCA npH
OKa3aHUH MaNNRATUBHON MeIMLIMHCKOM MoMoliuW U HEe HallIH caoc-ro OTpaXKeHHs B
KIRHHYECKUX PEKOMeHIauMAX, paspaboTaHHBIX AcCOUHAUMed XOCMUCHOH NMOMOUIM B
2016 roay, mo ;eueHu0 XpoHHyecKkoro Gonesoro CUHAPOMA y B3POC/LIX NALMEHTOB.

HYXLaloWKBXca B OKa3aHKK nann HaTUBHOH MEANLIMHCKOE NOMOLIH.

Cnemyer OTMETHTB, 4TO OQHUHANBHAd  HHCTPYKLHA K  Npénapartam
NpefyCMaTpUBacT MX MpUMEHEHWe TONbKo npW ocTpod Gonn nerkodl W cpenneit

HHTCHCHBHOCTH.

C yBaxeHHEM,

3amecTHTENb ABpeEKTOpa
I'BY3 «leutp nannnatusroi novowu A3M»

I'naBubIll BHEIUTATHRIA CNEUHANUCT
rio nannuarysuoil noMoum M3 PO

Yy npaanenue Aenamu
A.A. TpankoBsa w apxusa

OTpen oenonpousBsoncTea
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