HEKJIAPATIZEL O COOTBETCTBIIL

AEITAPART, TIPIFEVAYONTEH ATKIIAPAIIIO O COOTBETCTBHY
000 "Hoeapmue Bapsa®

Japezucmpupocano : Meapaitonnas ureneryyd OHC N 46 no 2.Moekse OI'FH 1067761 778083 om
27,12.2006

Adpac:125315, 2 Mockaa, Henunzpadexkuii npocnexm, o, 72, xopnye 3, Tenedion; 8(495)967-12-70,
B nutye:Tenepansnuii duperanop Koneposa H.A.

Hotapennoo nuyos Coporua B,
Aleoepemiocimy: 6/it om 29,03.17

SAABIMALT, YTO

Aekaponioeiitoe cpedeman: Onamanon, xannu ziasusia 0.1%5 A, naron-ranensnuye “Droptainer™'yy
HORUSHUNERA HUsK0T nnomoom (1), nayky kapuionnete, pea No JIC-000661 om 07,04,2010 eu1daiio

000" Ankon Qapyayeemura", Pocows, cepua 17H024B, napmun 71520 Yynraxosax, 20den do 02,08.2020,
Mpouseodemaa o.q. Anron-Kyapep n.a.,, FBemvaun, s.a. Aleon-Couvreyr .., B-2870, Puyrs, DBelgium, xod OKIIN2

21,20,10.261, x0d TH B3 3004900002, xoumparm Ne NPHLLC-2012 om 01.05.201 2, uneoite Nz 2001265299
onr 12.09.2017

COOTBETCTBYET TPEEOBAHMSIN
IC-000661-070410 ussr, Mol

ALKITAPAIIELS IIPAORGITA BA OCEOBAHHH
npomoxon ucneunanuit No 17-907131 o 21.09.2017 000 “HIIC "Buomexnonozun”, ammecman
axkpedumayuu RA.RU,21PM04, Cepmugpikan POCC BE,®M11.C57730 om 22.09.2017

AATA. TPAESTTHST NEXOTAPATIAN 22, 09,201 7

y i
Capokuna B,JI,

TOfyuLCs SG.U.0

CBEJEHWS O PECVICTPATIAN

OPI'AH IO CEPTH I HKATAY, SAPEIACTPAPOBABIIIIA HJEKJTAPAXIHIO
RARU.I1OMII OPYAH ITO CEPTHOHKALHH PO VRLHH OFI[ECTEO C Ol PAHUYERHOL
OTBETCTBEHHOCTEIO "POFPMA T KAYECTBA"Y, adpac opearusayuu : 109428, &, Mockea, I-v1ii Busogcxuii

npoesd, 9, 5, emp, 1, adpec opeana no cepmughurayuu 129626, 2, Mocxea, 1-an Movmuugunckas, 9, 25, men,
(495) 783-19-08

ALKIIAPAITASI O COOTBETCTBHEA SAPETHCTPHPOBAHA N POCC BE, OMILA95623
HATA PEIIACTPAYAX 22.09.2017
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CEPTUOUKAT AHATTU3A
Certificate of analyses

Hanaune mpenapara (PRODUCT NAME)
HNpominomrens (Manufacturer)

Hata npomisogersa (MANUFACTURING DATE)
Fopen jio (EXPIRE DATE)

Kon expanr (COUNTRY CODE)

HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER)

KOI MPOJTYKTA (PRODUCT CODE)
HOMEP CEPUY (BATCH NUMBER)

Onucanue (Appearance)
Tlopnunuocts ononataausa reapoxnopuya (BRXX) (ID
Olopatadine HCI) (HPLC)

TTopnumnocTs Gensanxonns xnopwia (ID Benzalkonium
chloride) : |
Tpoapagnoors (Clarity)

ITserroctr (Color)

pH of solution (pH pacreopa)

Mexanuueckue snovekua (Particulate matter)
Ocuonaneuocrs (Osmolallty)

Poncrsenusie npumecy, ITpoayxrst pacnagg Ononaramia

(Related impurities, Olopatadine degradation products):

N-oxeun (N-Oxide)

Sox

JhioGas npyrad npunmecs (Any unspecified degradation

product) ;

Cymuma npumeceit (Total degradation products)
Ononaranuk ruapoxnopus (Assay Olopatadine HCL)

Bensanxonna xnopux (Assay Benzalkonium chloride)

Crepumsuocts (sterility)
Hasnexaemsiii ofsem (Fill volume)

Onataron® , karm roasnste 0,1%, S mn
e.n. Anron-Kyspep w.n.. Beasrus
02/08/2017

02/08/2020

CIS

201714748

GOS02E

1TH02AB

CootseTcTByeT{pass)
Coornererayer(pass)

CoorserctByet(pass)

CoorsercrpyeT(pass)
Cootsorcrayer(pass)

7.1

Coorsercrnyet{pass)
290 MOcm/ir (mOsnvkg)

0% ot 3asenennoro copepxanus (% of label)
0% ot sansnennoro copep:anus (% of label)
0% ot 3anBneruoro copepxanns (% of label)
0% ot 3aasnenxoro conepxarns (% of label)

98.9% ot zammaonHoro copepsxanus (% of
label)

99,1% ot 3asenenuoro copepxarnua (% of
label)

CrepunsHent (sterile)

5,089 mn (ml)

This product has been produced in accordance with the E.C, dircctives und GMP requirements, It complies with product specifications as per
product dossier, All product requirements are fulfilled, the specifications are met and the product is released for sale.

Bauemi opoaysT uponIneen B coorvercTUE ¢ AnpexTusamn E.C, u Tpeboraneamin GMP, Cootnercrayer cuenaduKanman
HPOAYKTS COXNBCHO Rocke UPOAYKTE, Colaioaerst noe TPe6ouauan K TpOAYKTY, DPOAYKT COOTREVCTBYeT TPeboBaumas cOenBdAKAURE

¥ BRIDYMIEH A8 NPOAMKA,
Name/signature

[pou3soncTseHHsli thapmalesT

Y. Wernlers !
Industrial Pharmaclst
29/08/2017
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Hnusenouannce aepwarenn (vaosgenvua)
PErieTpANNOIITOro yrOCTOBEPCH NS
JICKAPCTRCNHOIO npenapnTa
o M o o Lo LA

ebdpgradreip i ot

Pernerpatmonitoe y we LoBepeltnY
SACKAPCIBCHIONO HPCURPATR 110 MG I LHICKOL O NPUMCHCIY

JIC-000661

{uomp PEFRCTPRUIIONIOND YAOCTOBCPSHIIA NCKApCTEeHIOre upenapara)

—f—-

ARpec MeCTONAXTHATHNS
ACTERATCAN (Bt A6 LIY) PeriteTpaunonuoro
AOCTQBEDNCIIH JICKAPCTUCULIOID IPLHANATA
PYAQETOREPEUIIA AICKAPETLEUIOrD UpenapaT
Jlata rocyaapernesuoii perucIpanii
JCRAPCTBCIEOrO npenapaTa
ks gt Uil >

it ot & o ¢~ Faiie

Cpok actiersun PeTHCTPANIOHNOrD
YAOCTOBCCIIN ICKAPTTBEHIIOT0 RPeRAPATa

Nata Buecenitn wimencuutii o perueTpannoNno
YROCTOBEPRIILE NCKAPCTRENNOND HpENNpUTA
(mara 3aMenw: pereer panuomioro
YROCTOBCPCNIN JEKAPTTHCNNOTO np‘nnupg[a)

1

HomapTite ®apma AT, el uapis
Novartis Pharma AG

Lichistrasse 35, 4056 Basel, Switzerland
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Hndopsauia o sapericrpipos

Toprosoe vanmenovanue

Mexaynapoanoe HEnarenToLAINIOL, HAN
TPYRAUPODOOC, I XML CKOE
HARM IO RULHE

Jlekaperoeitnasn dopsra

ononaramisa ruapoxnopna 1,11
(Gensuakoma xnopiy pacTsop (
runpodocdara sozekariapar (
onnucumupouauuaﬂ WA HaTpis Mpokeig, soma QuIiLLeHIaA)
Wopna sLmycky (AekapeTucHiun dopma,
A0INPOBICY, NEPBIINAN YHAKOLKE, KOJHYCCTLO
[1eRapeTBeiol dopass b nepouvuod
yuakooke, KO.INYCCTBO NePBuYN0l ynokonKy p
norpebureanckoll ynukaenie, KOMIICKTIOCTL)

EPcnnuJum nopmariunoil noRyseHTRILIL
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UIOM JICKAPCTREHIION npenapare;

- mehme = mesiie - ———

KanJi rnasnvie

>

Kaueetoeunuil coeran i vomreweerneiwii cocTaB gefleTBYION BewecTn
BENMOMOraTeaLuLIx neulecTn

MT (9KBuBANCHTHO ononarauiny 1.0 mr),
IKBHBATEHTHO Gellankonia Xnopiy),

HRaTPiY docdioT noexarnapar), kica

R e _,.{

il KavrecTBCUNLIl cocTan

AbHLC peulecTBa
HATPIIA X0piA, KATPHA
OTa XNOPUCTOBOJOPOJIHAR

- —— = e U —

Jlams raazante, 0.1 %6 (daakon-knnennsmp

————— m—

1IC-0006
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