HA3BAHUWE NPOOYKTA

CEPTUOWUKAT AHANTM3A

Certificate of analyses

Cneaa HaTypanbHa

xannu mainble

Product name Tears Naturalo 15m) OTC<CIS
OATA NPOWU3BOACT BA 19109/18
Manufacturing date
Aptuxyn ITEM 1D 0502170080
[OOEH 0 15109722
Expiry date
CTPAH cis
Country code
Homep cehinku VO 201954730
VO ra'rlerence number
Product code 802176
H P DAPTW 19118GA
Baich number
azme 14.0CT-12
Date of dispositioned
XHNAYECKAA AHAITH3
Chemistry
H3a) 0] 101 80-110% oY aareneHHore
henzalkonlum chieride COLEPXAHUA
% of |abal clalm
[lexcTpaK 88.9 90-110% ot 388BNEHHCIO
Dextran COpEpPRAHMA
% of label claim
Ounatpus SACTAT 881 00-110% OT 3@RBNEHHOMD
Di- Sodiym Edetate (887) COACPAAHUR
% of label claim
THnpoManieln 101.2 90-110% ©T JaRBNEHHON
HPMC (02585) CONEPHAHWA
% of label elalm
c X8, T Cnerka pAYKAR HOALKACTS
Appearance slightiy viscaus liquid slightly viscous liquld
[inoap Ay ﬂgg;gauumﬂ EN
Clarity Claar Clear, LE RS
Becusernsd BacuaeTHLIMEE
Calor Coloress Coloress, LE B8
MMHHACTY Ot A XNOpKAA COOTHETCTRYET GooTnoTCIBYeT
|0 Benzalkonium chlorde Test E 648 Basy
EKCTDA CooTeeTCTByAT CoaTaeTCTRYAT
| 10 Dexiran (HPLC) Pass Pasg
MHH WHATOWRA, ey COOIBETCTBYQT T
D Di- Sodiun Edetata (887) P Pass
HH v a ! CoorpeTcToyer CooTeTgThYAT
ID HPMC B 3 Pags
0 0CTL TV bl CooTReTRTBYET Ja]3) 6T
1D HPMC (02595) _Pass Easg
X2 i) u QICYTCTRYIOL [IPAKTU4ECKA OIGYTCTRYIOT
| Pasticles (RU) Free {rom particles Practically fres from partictes
S o) OTeyTaTayior TpaKmi«g oM OTCYTCTBVOT
Particulate matter (RU) Free from pariicles Practically free from particles
pH 7.0 6.6-7.6
HedghoMeTOUA 7 LE 25 CNU
Nephelomglry
OcMoNANEHOCT 283 250-305 mOsm/kg
Qsmolality
Koadbuue v 5-15 mPa.s
Viscosi
AﬂgHKP OEHONOrviA
icroblology
_"‘&&L{'L oTOCTCTOYCY CoonereTnyer
Sterility Pa Pass
HOKYME, TANBHbIN XOHTPOIIL
| Documeant control__
V3anexashn! f 15.043
Fill volume

Tt is hereby certified that this product — including Thtermediate products end active substnces, has been m_aanact}u!d in lcwld-?ncabwi?h the
plies with the requirements specified in the Marketing Authotisation in the country {ies) indicated

current Good Marufacturing Practices and com
in the "country code" of this cenificate and that

this product i3 seleased.




Hactunmuis DOATBEPANACTCH, TV ITOT BPOAYKT, BRIWYAR QPOMEKYTOTHE NPOLYKTLL B SKADNLIE BEMECTRN, Gurn maroTonnitn b
COOTBETCTBIH ¢ AelicToyIomedt Raanemameli HponIBoACTRENEOR npaxraxoll 0 cooraererayer Tpelonanuss, YKATANALIM R PAIPCLICHAD
©4 DpORAEY B CTPaHE (CTPARRL), yrarauooli B (HoRe CTRANED ITOT CepTEQUKAT i FTO 3TOT KPOIYKT BLIBYLIEH UIR HPOALKL,

E. Varbruggsn

[pouanoncTeeHNpd_hapMaLient, YIONKOMQUENHOE koanAhMUAOBIHNOE NILD

Industrial Pharmacist, Autherized Qualified Person

October 14,2019




) o HNavartis Technlcal Oparations
; NOVARTIS i et
. o . RjkEweg 14, 2870 Puors, | Belgium
CERTIFICATE OF ANALYSIS Telegione +3235202711
Fax+323830 2717
PRODUCT NAME TEARS NATURALE 15ML OTC<CIS
‘MANUFACTURING DATE 19:09-19
TIEMID. 0602170090
EXPIRY DATE 190922
Country Cade CIs
VO (Packaging) Hef Number 201954730
PRODUCT CODE : 61217G
Batch Number 19T19GA.
Date Of Disposition: 14-0CT-19
EEBMSTRY ]
Test, Result Specs it Reléase Test Procedure
Beizalkonfum Chlozide 101 % of Iabel claim 90— 110% Label BEMET-Q085BAC (1)
Dexwan- 999 %:of labe] claim. 50 - 116% label _wga.oaagﬁnﬁbz
Di-Sodizm Edetate(887) 981 % of labiel clefm. 90 - 110% lzbzl BEMET-0088AEDTA
HPMC(02595) 1012 % of lakel claim 50~ 110%% label' BEMET-02595\BPMC
Appearance, . wucomﬂnx VISCOUS Slightly viscoes liquid BEMET-00295\APPEARANCE
QUID
Clarity CLEAR Clear, LERSL “BEMET-00293\CLARITY
Colac COLORLESS Colorless, LEBY BEMET-002\COLOR
ID Beazalkoninm chloride TestE PASS Pass BEMET-00308\D BACTESTE
1D Dextean(HPLC) PASS Pass BEMET-(0634UD DEXTRANCHPLC)
ID Di-Sodinm Edetar(387) PASS Pass BEMET-00887\(D EDTA
IDHEPMCB PASS Pass BEMET-00316\D HPMC B
1D HPMC(02595) PASS Pass BEMET-025950D HPMC
‘Particles m‘w.rﬂﬂna‘ﬁﬂ FREE Practically fres from pasticles BEMET-00486FARTICLES:
FROM PARTICLES. ’ "
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U5 NOVARTIS

Novartis Technizal Operations:
sEAonColVTElr Y
. . . RiXsweg 14, 2570 Puurs, Belgheny
CERTIFICATE OF ANALYSIS s AN
‘ o X BT Fax+32389027 17
ERODUCTNAME ) TEARS NATURALE 1SML OTC<CIS:
MANUFACTURING DATE ‘39-09-19
ITEM D 0662178090
EXPIRY DATE 19-09-22-
ﬁo:ﬂﬁ.,ﬁm&m . rﬁm
ackaging) Ref Number 201954730
PRODUCT CODE 60217G
Batch Nomber 19119GA.
‘Date Of Disposition 14-0CT-19
[cHEMISTRY ]
Pasticles(RU) FREE FROM Free fom particles BEMET 00436PARTICLES(EY)
PARTICLES o o . .
Visible Particulate mianter(Russia) PASS Meefs Rus. P, GPM BEMET-04156\VIS. PARTICULATE MATTER( RU)
H 70 66-76 BEMET-00293PH,
Nephelomietry 7 CNU LE 25 CNU BEMET-0035ANEPHELOMETRY
Oismolality 283 nOsm/kg 250 - 305 mCaiky. BEMET-0029310SMO
Viscosity 7 mPas 5-15mPas BEMET00345\VISCOSITY
BIICROBIOLOGY ]
Test Result Spees at Release: TestProcednre.
Stesility PASS Pass BEMET-00174\STERILITY
[POCUMENT CONTROL _—
Fill volume 15.043 ‘ml

1t {5 Hereby cozsified thak this product ~ incluling intermiefiate prodics = i
with thie requirecaents specified in o Marke fing AuitFosization inthe country (i) Indicated in e "country 'code™ of this cemificate and tat this poodustisrcleassd.

October 14,2019
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