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CEPTUOUKAT COOTBETCTBHA
Ha MPOAYKIIHIO, BKAKYCHHYH) B SAHHBIH Hepeuetb NPOAYKIIH,
noaaexaiiges 005337eALHO cepTudHKaHY
No POCC IE.©M(8.B03908
Cpox aeicrnnac  01.08.2017 110 01.08.2018
OPrAH 11O CEPTUHOMKALIHHU No 0043570

RA.RU. 11 PMO8 QPTAH 11O CEPTHOHKALHH HPOIVKIHH OBLECTEBO C OFPA HHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH UEHTP KOHTPOAN KAYECTBA", uopec opeanuzayuu: 103062, Poccus, &
Mockea, Bypyanwoni nepeyirax, 10, 1, adpee opeana no copmuiunaifui: 115280, Poccun, 2. Mockea, yi. Macmeprosa, 4. 3,
men: (495)788-02-88, harc: (4951675-47-89
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OO0 "Aunepzan CHI CART",

HHH :7709771398 , Adpec : 109004, . Mocxea, yi. Chiantciaseroco, 0.21, emp.2, novetjentie Al
Tenechon:8(495)974-03-33.

H3rOTOBHTEAD : ; ’
Arrepoan Papvacsiomusies Aiapaand. Allergan Pharmacenticals Ireland. Castlebar Road, Westport, Co. Mayo, lreland,
Hpanoun
rop OK
Yk.l." HA OK 034-2014 (KIEC
.qggﬁmaeu 0 cpedcmeo: Fomoke, AuoPuANIam 01 RPUSGMOSTENUS PACMBOPA 0AR B (;08) (OKII I—é’-)
o anympuvibiesnoeo esedenus 100 BT, duarons (1), noddons kapmonivte (1), a4k kapmoiisie, 21.20.21.126 :
PV Ne 1 NOJ1936/01 om 18.01.2008 (dama nepeodiopmrenun 26.67.2016), e
cepuiiiblit 6uiNY K koa TH BOA
3002909000
COOTBETCTBYET TPEBOBAHUAM HOPMATHBHbBIX AOKYMEHTOB i<l £pp
HIT 42-14028-06 usv. No 1-6 Mel =

:%‘-,':i'*_-'-gjgl;"’-’

CEPTHO®MUKAT Bbl HA OCHOBAHHHK
pomoxon ucnstmanuu Ne 1835 6 om 25.07.2017 H OO0 HI "DAPMOEOPOHA", ammecmem askpedumayun POCC

RU.0001.2 1DIT40, Cepmugburam coomeemeniaivt Cucieysl Mencoxcnemmd kuteemda o Cucniene Qo8poGoTEHON
- eepmudpuraruu @A PM-PETCHCTP Ne POCC 1E auKH0.K. 00133, cpox deicmsus ¢ 31.07.2017 & no 22.12.2 018 2, QOO
"Oxpyocnolt yenmp konmpons kavecmea”, 103062, 2 Mockea, dypatanmmis nepeyaos., 0.10, emp- 1
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AQ Orugaon=, Mockua, 2016, B maiErdva Ne 05-05-08/003 PHC PP, T3 N2 1636 Tea (a95) T2R-4T-42, |
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e=—  ANJNIEPTAH
®APMACBIOTHUKI/13 AUIP/IDHA

Kac.afap Poan, Beeruopt, Ko, Maiio, Hpaawing
TENEDOH: +353-58-25222
TENEDAKC: +353-98-25791
WMHTEPHET CAWT; www.allergan.com
Crpannua | u3 2

COI1 BEPR33
MacTep NelR17

TMpunoxkente 11

CEPTUD®UKAT AHAJIM3A (Poccus)

HAMMEHOBAHHWE TTPOJIVKTA:
CEPH# Ne C4863C3
MPOU3BEIEHO: 01 oxtabpsa 2017 r.
JIEKAPCTBEHHAS ®OPMA: IHODHIIM3AT JUIA IPUTOTOBJIEHUSA PACTBOPA JUISA

Boroke® 100 EJ
CPOK IOOHOCTH: 09/20

UHBEKLIUHA
PA3MEP CEPMH: 59 461

PA3MEP YITAKOBKH: 1 kopofka c | duakoHom

TECT HOPMEBI PE3YJILTAT
Onncaxue Jlnocdunuzar 6enoro useta B Buie  CoOTBETCTBYET
Y3KOro TOHKOIO Kpyra (JlabopaTopHble NaHHbIE)
pACroNOkKeHHOTo Ha aHe (uiakoHa
pH Hamenser pH pactsopHTens He Obpasen 1: 0,3
6onee, yem Ha £0,5 eqHHHL O6pazey 2: 0,4
OGpazen 3: 0,4
(JTaBopaTopHbie faHHbBIE)
Bakyym He mexee 68 klla 83
(JlaGopaTopHble AaHHLIE)
BusyansHas uHcToTa [Tpo3spayusiii, cierka wentopateiit  COOTBETCTBYET

BOCCTAHOBNEHHOrO pacTBoOpa

pacTBOp ¢ Nierkoi
onanecueHurei, ceoboanbt ot
NOCTOPOHHHUX BKJIIOYEHHH

(JlaGopaTopHsie Aaum_{:ji’

P

CojepkaHue BOAb!

He 6onee 3,0%

1.0 % : [
(JTaGopaTopHBIe AHHBIE).

CTepuLHOCTD Y nossneTropseT CooTBeTCTBYET '\ .
(Cornacso ®.CLLIA/ Enp, (JlaGopaTopHEIe HaBRHLIE)
@/ NG

BaK’FL‘pHa.‘lBHI»lC 3HAOTOKCHHBI

He Gonee 3,5 ED/dnaxon

<0,06 ED/¢dnakoH N
(JlaGopatopuble naHHbIE)

Crneundinvicckas akTHBHOCTh

80 — 125 E[l/dnakoH

CootaeTcTBYET
(JlaBoparopHsie JjaHHble)

HMmmyHoxumuvecKas
NOANHHHOCTE

OTHowenue He -
cnenuduueckoro curiana k He —
HecneuupHUECKOMY CHIHalY
nomicHo ObiTh > 5,0

CoorseTcTByeT
(JlaGopaTopHbIe AaHHbIE)
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- AJINEPTAH

PAPMACBOTHUKIN3 AHE)PHBHA
Kacabap Poan, Becrnopr, Ko, Maiio, Hpaawanu
TENEDPOH: +353-98-25222

TENEGAKC: +353-98-25791

MHTEPHET CAWT: www.allergan.com

COIT BEPR33 [Mpunokenue 1| Crpannua 2 13 2

Mactep NelR17
CEPTHOUKAT AHAJIM3A (Poccun)

CEPHA Ne C4863C3

Mexannyeckne BrmoveHus (tect  He Gonee uem 600 0 uacTuw/dpnakox
AN MHBEKUMOHHLIX [penapaToB)  4acTHW/diakoH= 25uM
He Gonee uem 6000 102 uactuw/daakon

vyactui/prakon= 10pum
{JlaGopaTopHble naHHbIE)

*Cpox eodnocmu - oama npou3eoocmaa NAIOC ymeepiCcOen bl Cpok 200HoCmu.

Huoicecnedyiowum st nodmsepacdaro, €mo ece cmaduu nPou3sodcmed 0anHol cepui 20mo8o20 RPodykma
8bRONHEHbL 8 NoiHoM coomeememaul ¢ mpebosanuanu GMP, Hopmamusnozo floxymenma u
Pe2ucmpayuonHozo 00Cbe CMPaHbl/CMpPan HAsHAYeH U,

PA3PEITEHHE HA BBIITYCK: cepus seinyuena,

IMoanucaHo: YNONHOMOYEHHBIM JTIHUOM Hara: 31 MAPTA 2018 r.
Ynonunomoueninoe Jnuo: pactundposka NoAnUcH

c .
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MUHUCTEPC FBO BIIP»‘\BOOXPM{HIHE :
: POCCHICKON ®EJIEPALIMH

PEI"HCTPAHHOHHOE YHOC‘TOBEPEHI/}E

u;JICKElpCTB@HHOTG npeﬂapd'ra AiA MeﬂﬂlﬂiliCKGTO HpHMEHEi%PIH'

Hﬁneﬁ pemcrpsunoﬂnoro YAOCTOBEpPEHHS:

I NO11936/01

,E{mpﬂnc-rpauun- 18.01.2008
ﬂa'm nepeoqaopmnennn perucrpanmonsoro  (26.07.2016 :
yAOCTOBEpeHnAs:

Pernéfﬁauno'nnoe'ynocroepenne BBIIAHO: Geccpoquo

\ Hanuenona:me H ajpec aepxareas HiIH

BJIa/1€IbIA PErHCTPALHOHHOTO
YAOCTOBepeHRs! JIeKapCTBEHHOr0 Npenapara:

Upnanpus
Allergan Pharmaceuticals Ireland,

Castlebar Road, Westport, Co Mayo, Iréland SR

ToproBoe HAHMEHOBAHHE JEKAPCTBEHHOrO
npenapara:

Boroxc@

8 | MekxyHapoiuoe HeNaTeHTOBANHOE, HITH

| IPYNIHMpPOBOTHOE, AT XHMHYECKOe

 |HaUMeHOBaHAE JeKAPCTBEHHOro npenapara;

BOTy/HHHUeCKHH# TOKCHH THNA A-
rﬁMarrﬂlOT“H“H KOM“HCKC =

= Jleléapcikennan q:opma, f03upoBKa (-1):

BHYTPHMBILIEYHOTO BBE/CHHS, 100E0

NHO(pUIHIAT AN npurm'ormeum pac'rnopa Jmu 3t

= Coc'ran NeKapCTBEHHOro CPeACcTBa N
~ |(xauecTBeHHBIH H I(OJIH‘IBC’I'BCHBMﬁ coCTaB eliCTBYIOMHX H BCIOMOraTe1bHbIX nemec'm), 2

Gorynunnteckuii TOKCHHA THNA A - reMarroTHHUH komtiieke 100 EJL, Bcnouora'renbnme
_ |BemecTea (am.ﬁymm qenoBeka cmnopo'roqﬂmﬁ 0.5 mr, HaTpua xnopua 0.9 mr)

@opuu BBITYCKS (nexapc-meuuas dopma,
0IMPOBKE, nepBAYHAS YNAKOBKA,
KOJHUECTBO eKAPCTBERROI (opMbI B
e;fmmnoﬁ yHaKoBKke, KOJIHYECTBO
u‘e’pmmimﬁ yHaKoBKH B HoTpeburenscxoi
gxonme, lcpunnemnom)

AMODHIHAAT NS npﬂroroanemm pacmopa

[1o peuenty

Jit Yc.npnnq oTHycKa:

lfexpnsu’m nopmamsuoﬁ AOKYMeRTAIHH:

BN 7 ENEETCS G HHOT byAATDN, cumoaten SAD o< IO (s arms b 03
S L LR e VB e R CEL EEE LT g

AELTELL R

HJ142-14028-06

smmlm M vw-a YiM"Ew «AY‘ T 'var o s, v Mocung 2 g
3 799 :




|Hassanus B aKTHYECKHE ATpeca NPOH3IBOACTBEHRBIX NJI0MAZO0K, YHACTBYOMHX B PO
UPOM3BOACTBA JIEKAPCTBEHHOr0 NPENAPATA, ¢ YKA3AHAEM ITANA IPOHIBOACTBA:

Hpouseapumegb (Bce cmaduu npouseodcmaa) |Annepran dapmackioTuions Afip

Allergan Pharmaceuticalsiireland,

K

g

Castlebar Road, Wcstport_,{ggk“ Mayo, Ireland




