PA3SPEHIEHHE
Ha BBOJL B IpxJIaHcKuil 000poT B Poccuiickoit @eliepalyifl CCpUH HIH NIApTHH
npou3sesienHoro B Poceuiickoit Dejiepallii WK BBO3UMOTO B POCCHICKYIO denepaunio
HMMYHOGHOIOTHYECKOTO IEKAPCTBEHHOTO npenapara
or 28.07.2021 Ne 004719721

Buigano OB1IecTBY ¢ OIPAHUMCHHOH OTBETCTBCHHOCTBIO "Amnnepras CHI' CAPJI", Poccus,
109004, r. Mocksa, ya. CraHHCNaBCcKOro, AOM 21, crpoenne 2, nomemenue Ne I,
WHH: 7709771398.
(HAUMEHOBAHMC IOPHAHYCCKOTO JIHUR, 1oprauseckuit anpec, HHH)
Depepanbian cayxba no napopy B cepe 30paBoOXpaHenusi WA OCHOBAHHM
saaouenust  MOCKOBCKOH — HCIBITATENBHOMH nabopatopun  KOHTPOJIA  Ka4CCTBa
jlekapcTBeHHbIX cpeacTs DefepaibHOrO roCylIapCTBEHHOTO GHOKETHOIO YHPCKICHHS
"MHbOPMAIIHOHHO-MCTOILMHECKHH LCHTP 110 JKCTEpTH3e, YHETY ¥ aHanusy OOpamiCHUA
CPEACTE MEIMIMHCKOTO npumenenns” DepcpanpHoH cnyx6ul 110 Hamsopy B cdepe
3[PABOOXPAHEHHA.
(HauveHoBanue GENEPAILHOIC FOCYIAPCTBEHIOIT GHOIKETHOIO YHPEHICHHR)
or 26.07.2021 Ne 1610[K-11/21 pa3peiaer BBOI B rpaaanckuii 0dopor
{nata) (nomep)
B Poceniickoii Meepanin MMMYHOGHOIOTHYECKOTO JCKAPCTBEHIOTO npenapara
Borokc®
(TOPrOBOC HAMMCHOBAHME)
BoTy/ HHHYECKHI TOKCHH THIIa A-rcMarrIioTHHHH KOMILIEKC
{Me#YHAPOIHOC HENATEHTOBAHHOC HAXMCHOBAHHC FPYTIITHPOBOMHOE HIH XHMHYECKOE)
arohHIM3AT LIS [IPUIOTOBICHHA pACTBOPA /15t BHY TPHMBIILIEUHOTO BBEACHHA 100 EJ -
duraxomsl (1 WT.) - MaYKH KAPTOHHBIC
(thopma BLIIYCKA € YKA3AHHCM s1ekapeTReHHON GOPMbI, JOIHPOBKH, (BaCOBKH 1 KOJIMHECTBO B YIIAKOBKE)

cepun C6919C3  , o0beM CepHH HIIH MAPTHH 57944 e
{HOMEp cepHn) (KONHHCCTHO YIAKOBOK
ronen g0 02.2024 .

(cpox rOANOCTH)
HPOM3BONCTBA AJUiepras DapMackIOTHK13  AHIPIIHL, Wpnanmus, Castlebar Road,
Westport, Co. Mayo, Ireland.

(HaMMEHOBAHHE H AJPEC IPOHIBOIITE C yKazaHHeM craaui NPOM3BOICTEA)
Perncrpannonnoe yrocropepense Ne T1N011936/01 or 18.01.2008.
JlepskaTeshb  PErMCTPALMOHHOIO  YAOCTOBCPEIMA AnnepraH

Aftapnan, Upnanaus, Castiebar Road, Westport, Co. Mayo, Ireland.
(HAHMEHOBAHKE, apec)

o3)
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JIOKYMEHT [KJINTHCAH
AMEKTPOHHON NOUTHCRIO
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COI1 BEPR33
Macrep Ne IR21

Hpunomenne 11

CEPTHO®UKAT AHAJIU3A (Poccus)

HAMMEHOBAHUE MPOJYKTA: Boroxe® 100 EX

CEPHA Ne C6919C3
MPOU3BELEHO: 03.2021

CPOK MGJIHOCTH: 02.2024

¢ Allergan

# PAPMACKHIOTHEING ARIPNIHD

Annepra
Castiebar Road, Westport, Co Mayo, Iraland

Ten: +353 (0}98 25222
Taxc: *353 (0)98 25791
www allergan.com

Crpanuua 1 u32

JEKAPCTBEHHAS ®OPMA: JIHO@KJIPIBA'I.T' AU IIPHTOTOBJIEHHS PACTBOPA I
BHYTPHMBIWEYHOTO BRBEJEHUS

[POU3BOJIMTEJNL AKTUBHON
DAPMALIEBTHYECKOW CYBCTAHLMM: Annepran Buocaiienc JlaGoparopus, 503 Vandell Way,
Suite E, Campbell, CA 95008, USA

HOPMATUBHAS JOKYMEHTALIMA: 42-14028-06

PASMEP CEPHMH: 39,553
VITAKOBKA: | nauka c | drnaxonom

TECT METOI JIONYCTHUMBIE KPHTEPKH PE3VYJILTAT
Onucauue BusyansHblit Jivodunuzar Genoro upeTa B BHJAe  YA0BIETBOPSET
TOHKO#H [UICHKH WK Y3KOr0 (JlaGoparopiible JaHHbie)
KOIbUA, PACHONOMEHHOIO HE [IHE
raxoHa
pH IToreHunomeTpH- BoccranonncHHbli pacTeop Obpazen 1: 0,2
vecknil, E® AQIIKEH HMETL 3Hatenke pH 8 O6pazey 2: 0.3
npeaenax £ 0,5 equuniy oF Obpazen 3: 0,3
HCXOAHOTO 3HaueHnd pH (JlaBopaTopHsie faHHbBIE)
pacrBopuTens (nartpus xaopiaa 0,9
% JUIR AHBEKIHE)
BaxyyM Bakyymmerpus Bakyymmerputicckoe gasaenue e 84
menee 68 klla (JlaGoparopusie qanusie)
Onucanne Busyansnuiit Tpospaunsii cnerxa skentosatuiii  Yiosnersopser
BOCCTAHOBACHHOO pacTBOp ¢ ferkoi onanecuenuuel,  (Jlabopatopusie ﬂam:m% =
pacropa cpoBOAHBIH OT NOCTOPOHUKX _
BRJIIOYEHRR
Boaa HI1 He Gonee 3,0% 0,8 % $
(J1 aﬁopampm:e gﬁnmc)—
CTepuiabHOCT MeTon memGpaiHoH [Mpenapar aokes GbiTh Y ponnersopaert :

GUALTPALIMH, CTEPHIBHBIM (Haﬁopmogm,;c ziaagme

Eep.® / ®.CLIA [ e
Bakrepuaibble NATT-recr, He Gosee 3,5 E3/dnakon <0,06 E ﬁmxm
AHACTOKCHHbI Crp.® / ©.CUIA (j'!aﬁo } su%ﬁatruue}

Buonoruucckuii
merou, EO

Creunuyeckas
AKTHBHOCTD

Ot 80 a0 125 EJl/dnaxon
(80-125% ot zaspneHnoll
AKTHBHOCTH)

frfrr% i
#K;‘gxx
r ¥ i




s Allergan

Annepran QapmacsioTuxani ARapnasa
Castiebar Road, Westport, Co.Mayo, ireland
Tem: +353 (098 25222
Daxe: 4353 (0)08 25791
www allergan.com
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Mactep Ne IR21
CEPTUDOUKAT AHAJIN3A (Poccus)

CEPHA Ne C6919C3

MoanunnocTs Hmmyro- Orrowenue He-cneunduyeckoro  Yaosnerpopaer
(epmenTHbii ananus  curuana k He-necneunduueckomy  (Jlabopatopusie pattie)
cyruany a.6. 25,0

Mexauuueckue CuetHo- He Gorce 600 vacTrw/gnakon = 0 vacTan/¢naxon
BROUEHHA: thoromeTpHUecKHil 25um

Josuansmsle Esp.® / D.CILHA He Goaee 6000 vacth/dnakon > 42 yactuupi/dnakon
YacTHILBI 1Opm (JlaGopatopHsie gaHnbie)

*Cpox zodnocmu = [lama npousgodcmea niloc YIMGEPIcAeHHbLI CPOK ZOOHOCY.

T poNIROACTRERHBIC IITAMMEL: B COOTBETCTBHH C HOPMaTHBHOH RoKyMeHTaluel
Ynakoswa: B COOTBETCTBHH ¢ HOpMaTHBHOH Jloky MeHTau el

MapKHpOBKA: 8 COOTBETCTBHY C HOPMATHBHOMN JHOKYMeHTalleH

TpancnopTHPOBAKME I Xpanesne: npy Temneparype ot 2 10 8 °C v Munyc 5 °C 4 Hike
Cpox roasocti: 3 roa (¢M CpoK roaHOCTH)

HacTosmuM f HONTSEPKAAI0, YTO RCE NPOHIBOACTBENHBIC JTANLL XANHOIH CCPHIl FOTOBOIO NPYIVKTA
GLITH BLINONHEHLI B OJIHOM cooTBeTcTRIN Beem Tpebopannsm GMP, HopmaTHpnbiv MEHTAM 3
PErRCTPAIONHOMY YAIOCTOBEPCHAIC CTPAHBI/CTPAI HAZHATIEH ML - e

JAKJIHOYEHHME: Cepus poinyieHa,
Hoanues: 2mu Hoprod

Hasi: Suu Hopron
Y H0AHOMOYEH BT TT0 Ka4eCTBY.

3aperdCTPOBAHHLIA OUC: €M, Bbllle
3aperucTpuposano B Wpnaiaws, N2 komnaruy 514125 VAT # 983994 1K

NpexTtopat: Mon Xodchs, Anax Onaunepy; [enHu XopaH
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