COOTBETCTBYET IKCNEPTHOMY OTYETY
ot 20.12.2023 Ne 26710
MHUHUCTEPCTBO 3/IPABOOXPAHEHHUS POCCUMEKOI GOF AEPATTA |

HWHCTPVYKIIMA
1O MEJUILIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O IIPEITAPATA

CEPMHOH®

Perncrpanuonnstii nomep: 11 NO11253/02

TOpI’OBOB HAHMCHOBAHHE: CCpMHOH®

Me:xnyHapoaHoe HeNATEHTOBAHHOE HJIH IPYNNHPOBOYHOE HAHMEHOBAHME: HULIEPIOIMH

JlexapcrBennasi gopma: THODUIN3AT JUIA IPUTOTOBIICHKA pacTBOpa AJIsS MHBEKIMI

Cocrtas:

1 ¢hnaxoH ¢ JMOPHUIM3ATOM COMEPIKUT:

Oelicmeyroujee geugecmeo: HULEPrONUH — 4 MT;
gcnomozamenvHole seujecmea: NAKTO3bl MOHoruapar 40 Mr, BUHHas kuciora 1,04 Mr.

1 aMnyna ¢ pacTBOPUTENEM COOEPIKHUT:

Harpus xjopuj 34 mr, 6eHsankoHus xjopus 0,2 Mr, BoAa s MHBEKUHMH q.5. 10 4 MIL.

Onncanne:
JIuodunuzar: ModUIU3UPOBAHHEIIA IIOPOLIOK MM IOpHcTas Macca 6eforo 1pera.

Pacrsopmens: Ipo3paiHasn OecLBETHAS JKXUAKOCTD.

®dapmakoTepaneBTHYECKas rpynna: aasda-agpeHob10KaTop
Kox ATX: C04AE02

dapmakojorunyecKkue cBoiicrsa

Dapmaxoounamuxa

Huueproive — NpOU3BOAHOE SProjiMHa, YJydllaeT MeTaGoNuvecKMe M TeMOAMHAMHYECKHE
IpoIECChl B TOJOBHOM  MO3r€, CHMXKAET arperaguid  TpoMOOLMTOB M yJIydIIaeT
reMOpEOJIOTHYECKHE [IOKA3aTeNld, MOBBILAET CKOPOCTh KPOBOTOKA B BEPXHMX M HHXKHHX
KOHeuHocTaX. Huuepromun npossnser ol-anpeHoOONOKMpyIOlee AEHCTBUE, MPUBOAAILIEE K
YAYYIIEHHIO KpPOBOTOKa, M  OKasplBaeT InpsAMoe Bo3AeicTBHE Ha  lepedpanbHble
HEMpPOTPaHCMUTTEPHBIE  CHCTEMBI —  HOPalpeHEpPrHuecKylo, Jo(paMUHEPrHHMECKYl0 H

ALCTUNXONNHEPTUYCCKYIO. Ha (I)OHB NpAMCHECHHUsI Mpenapara YBCIUYUBACTCH AKTHBHOCTH
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
: or 2012 2023 N2 26710
HOpAJ[PeHePriyeckoll, HopaMMHEPrHuecKol | AUETHIXOMHACHTARECKOIH Tiepebpartinm cucrem,

YTO CNOCOGCTBYET ONMTUMM3ALMM KOTHUTHBHEIX MpPOIECcOB. B pesynbpTare MMTENbHOH Tepanuu
HUIIEPrOJIMHOM HaONIOAAeTCA CTOMKOE YNydlleHHe KOTHUTHBHBIX (YHKUMH H YMEHBIIEHHUE
BBIP@KEHHOCTH [OBEJIEHUECKUX HapyIleHHH, CBA3aHHBIX C JAEMEHLHEH.

Dapmakoxunemuxa

OcHOBHbIE MPOAYKTHI Mera0onuaMa HuueproiuHa: 1,6-maMeTin-8f-ruapokcumernn-10o-
metokcudpromv  (MMDL, npomykT ruaponuza) u - 6-metun-8f-ruppoxcumerui-10o-
meTokcuapromuy (MDL, npoayKT JeMeTunupoBaHus noj aeiicteueM uzodepmenta CYP2D6).
CooTHolIeHHEe 3HaYeHHil [IOMWAAN NMOJ KpUBOH «KxoHLeHTpanus-BpeMs» (AUC) ans MMDL u
MDL npy BHYTPMBEHHOM BBEAEHWH HULEProJMHA YKa3bIBAET HA BBIPAXKEHHBI MeTaboIU3M IpH
«TIEPBOM TPOXOXKACHUM» uepes neucHb. MccnenoBanns MOATBEPKAAOT OTCYTCTBUE HAKOIICHUS
npyrux MmerabomuroB (Bkmoyas MMDL) B kposu. Ilpuem mumum uiau neKapCTéeHHaa ¢dopma
HE OKa3bIBAIOT CYLIECTBCHHOTO BJIMAHWA HA CTENEHb U CKOPOCTh BCAChHIBAHWS HHLEPTOJMHA.
Huuepromuu aktusHo (> 90 %) cBa3biBaeTcs ¢ O€NKaMH I1a3Mbl, IPUYEM CTENEHb €r0 CPOACTBA
K Ol-KHCIIOMY TJIUKONPOTEMHY Oolblie, uYeM K ChIBOPOTOHHOMY ansOymuHy. OO0beM
pacnpefieNneHls HULEeProjlMHa AOCTaTOYHO BeNHK — > 105 JHTPOB, 4TO, BEPOSTHO, CBA3AHO C
ero MeTaloJM3MOM B KPOBM M pacnpefelieHMeM B KIETKM KPOBM W/MIM TKaHH.
dapMaKOKMHETHKA HULIEProlMHa NMpPH NMPUMEHEHHH 103 10 60 Mr HOCHT JIMHEHHBIH XapakTep
HE MEHAETCA B 3aBUCUMOCTH OT Bdapacra nalyeHTa.

Huuepronuu BeiBoauTcs B GopMe MeTabONMTOB, B OCHOBHOM, MoukaMu (npumepHo 80 % or
obmeit o3el), 1 B HebonpioM KonuuecTe (10-20 %) — yepe3 xuuIeyHUK. Y GONBHBIX THOKEION
MoYeYHOW HEJOCTAaTOMHOCTBIO HAOMIOAANOCs 3HAUUTENBHOE CHHDKEHHE CTENEHH BBIBEACHHUS
NPOAYKTOB MeTaGojM3Ma C MOYOH MO CPAaBHEHHIO C MAlMEHTaMM C HOPMalbHOH (yHKLMeR

MNOYECK.

IToxkazanus K NpUMEHEHHIO0
YMepeHHbIe KOTHUTHBHBIE HAapYLUEHH Y OXKMIIBIX JIOJEH ¢ COCY IMCTOM MaTOIOTHEH, B TOM YHCIe

pU JEMEHLHH.

IIpoTuBONOKa3AHNSA

HepaBHo nepenecenHbiil HH(apKT MUOKapa, OCTPOE KPOBOTEUEHHE, BbIpAXKEHHAs OpaavKap/us,
OpTOCTaTUYeCKas TMIOTEH3Hs, NOBBIICHHAA UYYBCTBUTENBHOCTh K HMUCProJUHY, APYTMM
NPOM3BOAHBIM JProTaMHHa MM JPYTMM KOMIIOHEHTaM Ipenapara, Bo3pacT a0 18 e,

GepeMEHHOCTD, IEPHOJ] TPYAHOTO BCKapMIJIMBaHHS.
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COOTBETCTBYET ZKCNEPTHOMY OTYETY
ot 20.12.2023 N= 26710
C 0CTOPOKHOCTBIO (Bxopmwmit M3 N=4230664)

['MnepypuKeMusi MM TTOfIarpa B aHaMHe3€ W/HJIM B COYETAHHHU C JIEKAPCTBCHHBIMH CPEJICTBAMH,
KOTOpBIE HAPYINAIOT METAbONM3M MM BbIBEIECHHE MOUEBOH KHCIOThL. OJHOBPEMEHHBIA IIPHEM

C arOHUCTaMU CHMIIATOMUMETHKOB (ailbda- 1 OeTa-).

IlpuMeneHne npu GepeMeHHOCTH H B EPHOA I'PYAHOr0 BCKAPMJIHBAHMS

B cBsa3u ¢ OTCYTCTBHEM CIICLHANBHBIX HCCIICAOBAaHUHA B nepuon 6epeMeHHocm CCpMHOH®

NpoTHBONOKa3aH. Ha BpeMsi mpuMeHeHus npenapaTa HEOOXOAMMO OTKa3arbCsi OT [PYAHOrO
BCKAPMJIMBAHHMS, TaK KaK HHULEProlMH M MPOAYKTHl ero Merabosu3Ma NMPOHHKAOT B MOJOKO
MaTepu.

B uccnemoBaHuAX Ha KUBOTHBIX HE OTMEYAIH BIIMSHHA HULEProJIMHA Ha (bepTPIJIBHOCTI:.

Cnoco6 npuMeHeHns H X03bI

Brympumvrueyno: 2-4 mr (2-4 M) aBa pasa B CyTKH.

Buympueenno: memiendas unoysus 4-8 mr B 100 ma 0,9 % pactBopa HaTpusa Xjuopuia MM
pacTBopa aexcTpo3bl 5 % - 10 %; o Ha3HaYEHHUIO Bpaya 3Ty [103y MOJKHO BBOAUTH HECKOJILKO pas3
B JICHb.

Buympuapmepuaneno: 4 Mr B 10 mn 0,9 % pactBopa HaTpus XJIOopuja; Npernapar BBOAAT B
TeyeHHe 2 MUHYT. '

BoccTanoBsieHHBIA pacTBOp PEKOMEHYETCS MCIONB30BATh cpa3sy 1ocie npurotopieHus. Jlosa,
JUIMTELHOCT Tepanuu U crnocob BBeJEHUS 3aBUCAT OT XapakTepa 3a0osneBaHus. B HEKOTOpBIX
CllyyasiX TPEANOUTHTENLHO HayaTh TEPaNHIo C MapeHTEpaJbHOrO BBEICHMs, a 3aTeM [EpedTH

Ha [IpMEM Mpenapara BHYTPb U1 MONIEPKUBAIOLIETO JAEYECHHUS.

BonbHbIM ¢ HapymeHdeM (GyHKIHAM noyex (CHIBOPOTOYHBIN KPEATHHHH > 2 MI/UI) CepMHOH®

PEKOMEH/Ty€eTCA PUMEHATD B 60JIce HU3KUX TEPaneBTHYECKUX JI03aX.

ITo6ounoe AelicTBUE

CueremHo- Ouenp (Yactnte | Heuacrbie Peakne |Ouens |Yacrora

OpraHHbIif yacrbie |>1/100 | >1/1000 >1/10 000| penkne |HEeH3BECTHA

Kaace >1/10 |mo<1/10| po< 1/100 a0 <1/10,000| (HeBO3MOAKHO

< 1/1 000 OLICHUTHL  HA

OCHOBAHHH
HMeIoIMXCs
JAHHBIX)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 20.12.2023 N= 26710

Hapywenus TICHXAMOTOPHOE (BExoaAwmia M3 N=4E30664)
ACUXUKU BO30YXi(ICHHE,
CIIyTaHHOCTh
CO3HaHuS,
OeccoHHMIIA
Hapyutenua co COHJIMBOCTb, OLIYIIEHHE
CmopoHs! TOJIOBOKPY xapa?
HepeHOU JKEHUe, TOJIOBHaAsA
cucmembl 6oie
Hapywenus co CHH)KEHHE
CMOPOHbL apTepuanbHOro
cocyooe napnenus (AJl), B
OCHOBHOM TIOCIE
napeHTepanbHOro
BBEJICHHUS,
«TIPHIIUBBD)
KpOBH K KOXe
Hapywenua co oulyiie | auapes,  3amnop,
CMOpOHbL HUe TOLIHOTA,
JHcenyoouHo- JUCKOM | JIMCTICITHYECKHE
KUWLeUHo20 ¢dopra B sABIEHHA
mpaxma KUBOTE
Hapywenus co KOXHBIA 3y1 KOXKHbIE
CMOPOHBI KOJICU BBICHITAHUA"
U NOOKOJICHHIX
mKanei
Jlabopamop MOBBIIICHHE
Hble u KOHLIEHT palluu
uHCmpyme MOYEBOH
mansHole KHCJIOTBI B KPOBH
oannvle | (aToT 3ddexT He
3aBHCHT OT JO3BI
M JUINTENBHOCTH
TEpanyH)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.12.2023 N2 26710
Obwue (Bxogmwuin M3 N4 Bitpos?

paccmpoucmeéa

U HapywieHus 8

Mecme

ssedeHUn

Hapywenua co anjepruycc
CMopoHb KHE pPEeaKLUuu
UMMYHHOU B BHIE
cucmembl KOXXHOTrO

3yJiau CHIIK

3 Ouenka 4actorhl HJIP BBINONHSNACHE Ha OCHOBE JAHHBIX, NONYYEHHBIX B XOAC HCCICAOBAHHH,
KOTOpBIE OMMCaHbl B KOMIUIEKCHOM pe3toMe mo 6esomacnoctn (HJIP, BosHukuine mocne Hadana
neueHds, Mo0od NpUYMHHONM OOYCNOBNEHHOCTH). JTOT OOBEAMHEHHBI anauu3 Oe30macHOCTH
BKJIIOYAET JAHHBIE H3 8 BOMHBIX CNENBIX KOHTPOIUPYEMBIX HCCIEA0BAHUI Y TALIMEHTOB C JIETKOH MIIH
yMepeHHOIl nemeHLuel, 1246 13 KOTOphIX NoNyYany Huueproaut. «[IpaBuno Tpex» He IPUMEHSIOCH,
TIOCKOJIBKY IPHBEICHHbIE B KOMILIEKCHOM pe3tome 1o GesonacHocTH (KPB) nannbie ObUlK nOIyYeHs!
NpH NPUMEHEHNH HULIEPTONHHA B NOMYJIALMH, BKto4aswed menee 3000 nauueHTos.

Beita oTMeueHa CBA3b pa3BUTUS (HOpo3a (HanpuUMep, JIETOYHOro, CEpPAEYHOro, Kiamasos
CepAlla M PETPONEPUTOHEANTBHOIO) MPU NMPUMEHEHUH ANKaNOMAOB CIIOPBIHBH, O00NaJalomInX
AroOHUCTHYECKOH aKTUBHOCTBIO 110 OTHOLIEHHIO K SHT2p peienTopaM cepoToHHHA.

CuMITOMB!I 3proTH3Ma (BKAIOYAs TOLIHOTY, PBOTY, AHapelo, Oonk B O01acTH XMBOTa H
nepudepruecKky0 Ba3OKOHCTPUKIIMIO) OTMEYAIHCh IIPA INPHEME HEKOTOPBIX aIKaIOMIOB

CIIOPBLIHBH H HX ITPOU3BOHDBIX.

Ilepeno3npoBka

CuMnToMBI: Npexofsiiee BoipaxeHHoe cHikeHne AJl. CrnenuanbHOro jeueHus OOBIYHO HE
Tpebyercs, 60JIbHOMY JOCTATOYHO HA HECKOJBKO MMHYT NPHHATH FOPU3OHTAILHOE ITOJIOKEHHE.
B HCKIIOYMTENBHBIX CNy4YasX OpY PEe3KOM HapyLIEHWH KPOBOCHaO)KEHHMs TOJIOBHOTO MO3ra M

cepailla peKOMEHOIYCTCA BBEAEHHME CUMIIATOMHUMCTHYCCKHMX CpEACTB IIOX  [NOCTOSHHBIM

KoHTposem AJl.

B3anmopaetlicTBHe ¢ APYTHMH JIEKAPCTBEHHBIMM CPEACTBAMH

®

Cepmuon MOXET  yCWIMBaTh  JIeHCTBME  THIIOTEH3MBHBIX  CpPEJCTB. CCpMPIOH®

metabonusupyercs nop AefictBueM usodepmenta CYP2D6, nosatoMy HeNnb3d HCKIIOYHTH
BO3MOXHOCTb €r0 B3aMMOMEHCTBUA C MpENapaTaMu, KOTOpbIe METabONU3UPYIOTCA TIPH y4YacTHU

3TOro xe (epMenra.
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COOTBETCTEYET 2KCNEPTHOMY OTUETY
ot 200122023 N2 26710
[lpH [pMMEHEHHM HUUEPTONMHA C AUETHN¢ATMUMIOBOH Hdieheton; Bosmoxkso ysemuenne

BPEMEHH KPOBOTEYEHHMS.

Hunepronun BausieT Ha MeTabOIN3M H IKCKPELHIO MOYEBOH KMCJIOTBI, B CBA3M C 4eM, CIeoyeT
cobmoaaTs 0CTOPOXKHOCT MPH €ro NPUMEHEHUH C NperapaTamMH, BIHAIOIMMH Ha MeTabommzmM
MOYEBOI KUCIIOTHI.

HuuepronuH noteHupyer aeicTre O6eTa-afapeHo610KaTopoB Ha CEPALE.

Huuepronun obnagaet aHTArOHHCTHYECKAM JAEHCTBUEM I10 OTHOIIEHHUIO K COCYAOCY)KUBAIOLIEMY

3¢)peKTy CHMIaTOMHMETHKOB [OCPEACTBOM €ro ajbda- aapeHoOIOKUPYIOILEro BIUAHHS.

Ocobble ykazanus

B kiuHHYECKHX HCCIEAOBaHMAX OBLIO MOKa3aHO, YTO MpPH OMHOKPATHOM HJH MHOTOKPAaTHOM
NpPUMEHEHHH HULICPrOJIMHA MOXKET OTMEUAThCsi CHIDKEHHE CHCTONMYECKOTO H B Gonblei cTeneHu
JMACTOJIMYECKOrO apTEPHANILHOIO JABJICHUSA Y MAlMEHTOB ¢ HOPMAJIBHBIMU [TOKA3aTENSAMH U C
TOBBLILEHHBIM APTEPUAIIGHBIM JIaBIeHUEM. ITH pe3y/bTaThl MOI'YT BAPbHUPOBATH, TaK KaK JApyrde
HCCNIE/IOBaHNS HE II0Ka3ajiM M3MCHEHHS B 3HAUCHHUAX apTEPHATbHOTO AaBNEHHA. BONbHBEIM
PeKOMEHYeTC HaXOAUTHCS B TOPH3OHTATLHOM NOJNIOXKEHHH B TEUEHHE HECKOILKMX MUHYT [I0CIIE
unbekuun Cepmuona®, oco6eHHO B HaYase JIeYEH s, M3-3a BO3MOXKHOTO BHIPAKEHHOTO CHIMKEHMS
AlLl.

Beuia oTMeyeHa cBs3b pa3BUTHA (uOpo3a (HampuMmep, AEro4YHOro, CEpJAEYHOro, KIIANaHOB
CepAlla U PETPONEPUTOHEANBHOr0) MpH TPUMEHEHHH alKallOMJOB CIOPBIHBH, OOnafaommux
arOHMCTHYECKO# aKTUBHOCTBIO 10 oTHOLIEHHIO K SHT2B penentopaM cepoTOHUHA.

CuMmnToMel 3protusma (BKJIKOYAs TOIIHOTY, PBOTY, AMapero, Oonb B 06MacTH JXKMBOTa H
nepudepryecKyt0 Ba3OKOHCTPHUKIMIO) OTMEYallMCh MpU MPHUEME HEKOTOPHIX AlKaIOHIOB
CTOPLIHBHY M UX MIPOU3BOAHBIX.

Bpaux JomKHBI MMeTh IPEACTABIEHHE © BO3MOXHBIX CHMITOMaX [EPEAO3MpPOBKH
npenaparaMy CIOpPbIHBH A0 Ha3HAYEHHS 3TOTO Kjlacca penaparos.

Bcnomozamenvnuie gewyecmed

HuuepronuH nuo¢unn3aT Ang NPHTOTOBICHHA PacTBOpa JUI MHBEKIMH CONEPXHT JIAKTO3Y,
TMOY4eHHYIO U3 KOPOBBETO MOJIOKA.

Crenyer nposBIsTE OCTOPOXKHOCTD Y NALMEHTOB € U3BECTHOH WM NMPEANONaraeMoi OBLILICHHON
4yBCTBHTEILHOCTHIO K KOPOBHEMY MOJIOKY HJIM €ro KOMIIOHEHTaM HMIK JPYTHM MOJOYHBIM

MpOAYKTaM, IOCKOJIEKY OHM MOTYT COAECPIKaTh Clie/lbl MOJIOYHBIX HHI'DEIUCHTOB.

crp. 6 u3 9



COOTBETCTEYET 2KCNEPTHOMY OTUETY
or 2012 2023 N2 26710
BiusiHMe HA CNOCOGHOCTL YNPABIATD TPAHEMOPTHLIMM CPERETBaMH, Mexanhamam’ |

Hecmorpﬂ Ha TO, 4TO 'CepM140H® yJIy4yliaeT peakiMil M KOHLEHTpauurd BHHMaHHA, €ro
BO3ACHCTBUE HA CIOCOOHOCTD YOpaBiATh aBTOTPAHCOOPTOM W IIOJIB30BATHCA CIIOXKHOM
TEeXHUKOH crnenyajbHO HE M3yqalloch. B nrotom cny4ac, Cleayer co6mo,uan> OCTOPOXHOCTD,
YYUTBIBAs XapakTep OCHOBHOIO 33.60113B3HM$[, 0co0eHHO MpUHUMAsT BO BHHMAaHHE, HYTO B

HEKOTOPBIX CJIyYasX MOTyT pa3BUTLCS TOJIOBOKPYIKCHHUC UIIH COHJIMBOCTb.

®opma BhINyCKA

JInohunusar 1ist IPUrOTOBJIEHHS PacTBOPa A HHBEKLHUH, 4 M.

JTuopunuzam Ons npuzomoenenus pacmeopa Ons uHbekyuil: o 4 MI HULIEProiuHa B 6€CLBETHOM
CTEKIAHHOM (hrlakoHe THma I, yKynopeHHOM pe3nHOBOH npoOKoi 1 3areyaTaHHOM ATIOMAHHUCBBIM
KOJNAYKOM C BKJIaJIbIIIIEM B BHJIE INIACTUKOBOIO JIUCKa;

Pacmeopumens: 10 4 Mn B GeCLIBETHOH CTEK/IAHHOM ammy.e Tuna I.

[To 1 ¢makony ¢ yuodunusaTtoM 1 1 ammyne ¢ pacTBOpUTENEM BMECTE ¢ MHCTPYKUHMEH IO
NPMMEHEHHIO OMELAIOT B HHAMBHAYAIbHYIO KAPTOHHYIO [1a4KY, COCTOAILYIO U3 ABYX OTAEICHHUIH,
C KOHTPOJIEM [IEPBOTO BCKPHITHA WK 6e3 Hero. 4 MHAUBKHAYalbHble KAPTOHHBIE NAYKH OMELIAIOT

B 0OIIYIO KAPTOHHYIO aUKy C KOHTPOJIEM NIEPBOro BCKPBITHSA HIH O€3 HETO.

Ycnosnsa xpaHeHHs
Xpauuts npu TeMneparype He Boiue 25 °C.

XpaHuTh B HEAOCTYITHOM IS IETEH MecTe.

Cpoxk rogHocTH
JIuodunusar —4 roaa;
PacTBopurens — 5 ner.

‘He ucrons3o0Bath 1Mo UCTEYEHUHU CpOKa roIHOCTH, YKa3aHHOT'O HA YIIAKOBKC.

YenoBus oTnycka

OTmycKaloT no peuernTy
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.12.2023 N= 26710

JlepaTeb perncTpanuoOHHOTO YA0CTOBEPEHN: (Bxoaswwmit M3 N=4230664)

Buatpuc Cretmanta 9n3nCu, CILIA
Komnnuus ®eppu Poyn, 3711, MopranTtays, 3anagsas Bupmxunua 26505, CLLUA

Viatris Specialty LLC, USA
3711 Collins Ferry Road, Morgantown, WV 26505, USA

IIpousBoauTe b

Juodhunuzam:

IIpou3BoauTeNHL FOTOBOM JiekapcTBeHHOH (hopmbl/ PacoBLIMK (TEpBHYHAS YNIAKOBKA):

Baiter ®apma C.A., Ucnanus

Aytoeua nen Hopre Al, km 23, neceuo Ansrere, kv 1, Can CebacTban sie noc Peitec, Manpun
28700, Hcnauus;

Wyeth Farma S.A., Spain

Autovia del Norte A1, Km 23, desvio Algete, Km 1, San Sebastian de los Reyes, Madrid 28700,
Spain

VnakoBigk (BropuuHas/ TpeTuyHas yrakosxa)/ Beimyckaroluii KOHTPOJIb Ka4eCTBa:
IMaiizep Manrodakuypunr bensrust H.B., benbrus

Pniixceer 12, ITopc, 2870, bensrus

Pfizer Manufacturing Belgium NV, Belgium
Rijksweg 12, Puurs, 2870, Belgium

Pacmeopumens:
[TpousBoauTEND: _
[aitsep Mautodaxuypunr bensrus H.B., bensrus

Puiixceer 12, [Trope, 2870, benbrus

Pfizer Manufacturing Belgium NV, Belgium
Rijksweg 12, Puurs, 2870, Belgium
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

ot 20.12.2023 N= 26710

G 1 T

IIperen3un noTpeduTeeii HANPABIATD N0 AAPeECy: (Bxoamuwwmia M3 N=4230664)

Poccuiickas ®eaepauus

000 «Buarpuc»

125315, r. MockBa, JIeHHHIpaZCKuii TPOCHIEKT, A. 72, K. 4, 2-# 3Tax, oM. 9, kom. 1
Tenegou: (+7) 495 130 05 50

dakc: (+7) 495 130 05 51

AnexTponHas movta: ru.info@viatris.com

Menemxep No perucTpaiyu Kamunesa M.C.
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