JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

28.05.2026 Ne 25576/26/10

BI3YJITA™

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Kpaiwii o4Hi, po3uun, 0,024 %; no S Ma y mismmi 3 KpaneJabHHLe0, 1o 1 mismmi 3
KpaneJbHHIEI0 Y KAPTOHHIH Kopooui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaerns UA/18307/01/01 ctpoxk nii peectpauiitnoro noceinuenns 11.09.2026

Cepis nikapcskoro 3acoby Ne 506761 Kinekicts BBe3eHOro sikapceskoro 3acody 7488
Bupo6Hyik baym enn JTom6 Inkopnopeiiten, Cnomydeni Illtatn AMepuku
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-eCTOHChKe MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremnd, i Miclie NpoKHUBaHHS Ta peecTpaniifHuii Homep 001ikoBOT KapTKH MJIaTHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 21.05.2026 Ne 1449/1.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)

TRIAL MODE - a valid license will remove this message. See

ds property of this POF for maore information.



Cepradikar BinnosipnocTi

MigroToBKa Ta 3aTEEPANEHHA OOKYMEHTA

Kapin Barkuems -




BAUSCH + LOMB

Emau mg omB bopnop siTeg
¥iaam Flaep N 4, BAT

Tmns, AL F337 CiLA
LLE L
e P
”
CepradixaTr Ananizy
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024 wiun}
Howmeg nepTi i 506761 ([ ETE BMr CITEE MBHHA 29.11.2035
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Beviszh & Lemb Iroopanated

B.Au 5 : H + ln“ﬂ 3500 Hirden Kiver Prrkvung
Tawaa, FL 33637 USA
See batier. Live better, A e T TOn

wrara hausch.cam

Certificate of Compliance

 robuct Eiyazt:m;sﬁ:edgﬁéj ”éﬁﬁﬂ;-fﬁ?f ;ﬁutinn: 3.24 mgimly | M 128 St

ot | searet e I 11129125 o | oos

oclet | ousaoT | Markst | Ukraine gty | 282

il ESERe: (' gapmasomionion ] EE =S TR 1600113778 | DUNS | D79587625

| hereby cartily that the above information is authentic and accurate, This bateh of product has been
manulactured, including packagingAaballing and quatity contrel al lhe above-mentioned site(s) in full
compliance with the GMP reguiramants of the logal Regulstary Authority and with the specifications In the
Marketing Authonizatlon of the importing country or product specification file for rvastigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compllahcs
with GMP
For additicn quality cartificate requirements see he CofA
Parckaging: 5 mi In a dropper battls; 1 droppar bottle in a cardboard bex,

Docurnent Preparaion and Approval

Preparad ByiDate: Yerilied By!Data:
X II|I| II| lrlf : ] -a?;:-.-"' ""-d
4o L R s B el s .
| E{'f&mi" -‘ll"z ! f'!i,"ll;‘?;ﬁ‘ ,-3-{."'.'}"-.":-':.':1 _-5"-':-. ."".;':-'!'._"-':.f.-'t':':ﬂ. 2 -"--*IC':'s _,.".. ',l"_;'-‘-'.-:'i-'-"' - '*-,;-F
Wanufacturing Ctuality Assurance Auditor v Manufacturing -ﬁ‘lualit'_-.f Assurance Supenisor
Maria Yalicheva Ryan Kealay

Thle document, and the information contained hergin, ama considarad proprietany to
Bausch & Lomk, Ine. ammd are not to be copied, relaased, or disclozed to third periess.

CLIEDG 201 7-02-UA] verified hy G. Pazik 07/ 5720021




B ch & Lomh pesct
BAUSCH+LOMB s Lomh rorpote!

Tannps, FL 33637 L5A

Les hatter. Live better, 813 BPE-TTO0
s banzch.ca
Certificate of Analysis
[ Yyzulta ™, eve drops. salutlon, 0.024% s
G {Lelanoprastens Bunod Qohthelric Solution, 0.24 mginil) Gilsize il
Lol Mumkber GOFTET Manufactura Dale | 112025
Froduct Muembsar | 50407 Explration Dae 10123
Tast Description Relegae Acceptancs Critada Rk it
Appoarance Clear and colordass to slightly yelow sclilian Colarms
B : ; [Retertinn time of -he saniple atehes that of the
[dentlfication-A JLIFLG) reference standsard. . ot s
\edentification 5 V) Sampla U spMUgaT;;?Ees that of ~efaranca o
B 0-110.0% ot latwol clairm ' .
Aseay Latanoproatana Bured LC =024 I:ing.-‘ml’:- ! *JE.-.T:.'n:-
Latanoprast Acid FIT 07504 <(1.05%
' Rl MA
1 o ] MeA
Related Suhstaricas '"“’gﬁﬁ;ﬂi‘ﬁd MIAT 1.00% ] MR
B[] MIA
E— - 5 [ M,
Toatal Related Substaness MMT 1.5%, <[, 1%
: : . ar-110% of label claim
Assay: Banealkanum Chigrice (L.C. = 0.2 mail) D&%
pH 5.3-4.8 )
Camolslity 2603440 mOsmidky 298 midsmikg
MMT 50 paeticlesiml = 10 urr 1 parliclesmb
. Particulate Mattar MATT § particlaztiml = 25 um O partic esiml
MKT 2 parliclosiml = 50 um % 2arlcleamL
Sharilily hMests UEP raquirgmcnts Conforme
Fill vidume? MLT latal clalm Confor me

Thia lat h=e been manufactired and testad in aocordance with Current Gond Marufacturing Practices, current varsin
EU-GMP, 21 CFR Pard 211. The bedaw skgnatures carfily this to be a e representation of acceplabls product testing
conduested by tha Cualily Contrel Beparmnent af Bausch & Loimk, Ip:j.:.

" This fest is requized at ime of ralessa only.
2 This does rol includé 2ynthelle process impuritiss wéict ane controlled in the drup substance.
3 This test performed in-proness 16 ENsuUre fill woduma =t tima of relapse.

Dotunmient Preparatlon and Approval

i . -
Freprred By Cale: . erfied BywData:
i/ ./# 3 5 | {2 A e o i
o D Algoprs B Brtides w30l
——e A L b ! -
Manufaciaring Cuality As.surgnce Auditor < Manufaciur no Qefdlity AssUrancs Supendiacr
Maria Waltcheva Ryan Kealey

Thls dacumeni, and {he infeetnation contained bersin. ara considered proprietacy o
Baus:ch & Loanb, bne, and ara nat o be capsed, releaszed, ar discloesd tu third paries.

1AM [ TL2- 8] verifiad oy G, Pash (75506



AEPIKABHA CIIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU ¥ KBIBCHKIA OBJACTI

npog. Ceitsinuirol Hagaii, 3, m.Knis, 02099, Tea/daxe; (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3CHOTO B YKpaiHy JiKapcehbKoro 3acody

18.06.2025 Ne 28203/25/10

BI3VIITAT™
(maftmenyssiing nikapckkore 2acaby 3riaua 3 peectpaitis HOCBIRNCHHAM )
Kpartiti ouni, posunn, 0,024 %; no 5.3 y maswi 3 Kpaneapineo, 1o 1 nasmui 3
_KPAaHCIbHHLEK Y KAPTOHMIli kopobui
{opma pnyeky, A0IYBAHHA, BT NAKYBARKA JKAPCEROTO zacoby)

Houep peecrpanifinoro nocsinsenna UA/18307/01/01 crpox aii peectpaniitnoroe nocsiguenna 11.09.2025
Cepin aikapesxore sacody Ne 491131 Kiaskicts sbesenoro aikapesxoro sacoby 11664

Bupobaik baym enx Jlom6 Iekopropeiites, Cronyyesni Illtaru AMEpPHKH
{naiinterrypanss supoGimka fixapesxoro 3acody, kpaiks rOXOLKEHIN)

Bsesero 5 Yipainy Crinpue yrpaiucero-ecTonchie nixnpuemcrso y Gpopai Tosapucrsa

3 gnemxmenolo einnosinaasnictio " Onrima-Gapsr, JTTA", iaenr. rox:
21642228
(Haitmenyeanas Ta kon 3a CAPTIOY wpuaninof 0caGH abo npizsilie, iM'A, 70 GATLROB] st

ocolit ~ nianpresus, 1l Micke TPOXIBALHS Ta peccTpauiiinuii HoMep 0Gnik0ROT HUPTRY DIATHITKA
nojatkie alio cepis ta HOMEp NacnopTa}

Itporoxon sizyaannore rourpenw sizx 18.06.2025 N 1834/1.

33 peayABTATaMH  EPKABHOTC KOHTDOMIO BCTBHOBHEHO, IO JIKAPCHKAI 3acid  mReseno B Yepainy 3
ACTPHMAHHAM mivor 3ak080A4BCTSA 1OAC 3a6e30e8eHHS AKOCTL T KapchKiX sacobia,

Omra EPLOMEHKO

] lxmnpuma’) {rianuc) {ininiamy 2 npiasmne)




Bayw eHa Jiomb IHKopnopeuTes
XigaeH Pisep Napkseit, 8500
Tamna, FL 33637 CLUA
813-975-7700

Bisynra™, Kparini o4Hi, po34nH 0,024% -
MpoaykT (OhTansMOROrivHNA PO3HMH naraHonpocTeHa OB6'em HaMOBHEHHSA / . ‘
GyHogy, 0,24 mr/mn) ]
Homep napTii | 491131 [lata BUroTOBNEHHS - 10.01.2025 ‘\
Homep NpoayKTy | 50407 TepMmiH npuaaTHOCTI 12027 l‘
Onuc TecTy KpuTepil NpUAHATTS BUNYCKY Pesynbraru ‘
o Bia nposoporo i 6e3bapBHOro A0 3nerka >KOBTOIO . : \
3
OBHILLHIN BUTNAA DO3MUHY Bignosigae |
IpenTudikauis-A Yac yTpumaHH 2 BiA\NOBIA3€E ETANIOHHOM |
(BucokoedekTueHa PiANHHAE YipuMaHia spsax BIA Ade ° Y Bignosigae l
xpomarorpadis)’ TaHAapTy- ‘
!
|aeHTudikauin-B Yoy yd-cnekTp 3paska Bignosisae eTanoOHHOMY CTaHaapTy. Bignosigae i
N 90,0-110,0% iHchopmaLlii Ha eTukeTu Y 1~
Anania; JlaTaHonpocTiHa GyHoa (LE. = 0,24 mr/mn) i % 44‘
KucnoTa naTtaHonpocTy He 6irbLue Hix 0,75% g <0.05% y N
0 |
oA |
! % H/B J
| v \
i % H/B
. Okpemi cnopiaHesi . . g ] 7
CynyTHi peqoBuHM DEMOBMHN He Ginbwe Hix 1,0% : o H/B |
v \
: 7 % H/B !
% H/B N
BcbOro CynyTHIX POHOBUH? He Ginbiue Hix 1,5% 0.1 y 1\
' (4]
N . 90-110% iHchopmaLlii Ha eTukeTu Y ‘ \
AHania; 6eH3ankoHiK xnopua (LE. =0,20 ME/MA) ; % |
— : i
pH 53-58 . 56 |
OcMonAnNbHICTb 260-340 mOcm/kr 295
MOCM/KI ;
He Binblue Hix 50 4acTUHOK /mMn 2 10 pm 4 \
— - —
3BaXeHi TBEPAi pevOBUHU He 6inblue HK 5 4acTUHOK /mn > 25 um ; <1 LM l
g 1
He Binbiue HK 2 YaCTUHKY /MR > 50 um =1 UM \
CTepuUNbHICTb Bignosigae BUMOram tpapmakonei USP Bignosigae
O6'em HanoBHeHH:® He MeHLUe Hix B iHdhopmauii Ha eTukeTu Bignosigae
Lito naptito Byno BUpoBeHo Ta BUnNpobyBaHo BiANOBIAHO A0 HanexHoY BUPOBHUUOT NPAKTVKK, NOTOYHA sepcia EU-GMP, YacTuha 211, 21 CFR.

HapeneHi Huk4e fignucn NiATBEPAXYIOTb, WO Lie CNpaBxHe nipTBEPAKEHHA BUNPoGYBaHHA NPOAYKTY, AKAA 33/4,0BONBHAE TEXHIUHAM YMOBAM, nposefeHoro

[lenapTamMmeHTOM KOHTPONO akocTi komnanii «Bausch & Lomb, Inc.»

"Lle BunpoByBaHHa noTpibHe nuLle Nia 4ac BUNYCKY.
2 | {e He BKMOYae CTOPOHHI AOMiLLKK, siKi KOHTPONIOIOTLCA B nikapChKilt peyoBuHi.
3 Lie BunpoBysaHHs NpoBOAUNOCA nig yac npouecy BUpoBHULTBA, wo6 3abeaneqntn 06'eM HaNOBHEHHA nia Yac BunNycKy

NiarotoBKa Ta 3aTBEPAKEHHA LOKyMeHTa

MigroTosneHo /fata: 07.02.2025 MNepesipeHo/[laTa: 07.02.2025 ;
AyanTOD i3 3abe3neverHHs AKOCTI BUPOOHULTBA v AyauTop i3 3abesneyeHHs aKoCTi BupobHuuTsa v
Banopi lopaoH Paitan Kini

Llelt fOKYMEHT Ta iHchopmalLis, Wo MICTUTBCA B HBOMY, BBaXAKOTbCA BRacHicTio KomnaHil
«Bausch & Lomb, Inc» i He MoxyTb 6yTu ckonifiosaro, nepeaHo abo poskpuTo TpeTim ocobam.

CU 504 [2017-02-UA] nepesipeHo I".Macik 15.07.2021
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Bayw eHg Jlomb IHKOpropeiTes
8500 XiaaeH Pisep Mapkeed
Tamna FL 33637, CLUA
813-975-7700
www.hausch.com

Biaynta™, kpanni 04Hi, po3quH 0,024%

MpoayKT (OchTansMOnNOriUHNUA PO3UNH naTaHonpocTeHa 06'em HanNOBHEHHS = M
GyHoay, 0,24 mr/mn)
i| e | Pama Ciootzs | | D
Homep napTi MrOTOBNEHHS Tepmit npugatHocT! | |
Cu50407 PuHoOK YkpaiHa BunyLeHo, KinbKicTb | | 23472
NPOAYKTY ,
Homep csigouTtsa npo laeHTudikaTop
pecCTpaLilo UA/18307/01/01 ycranosu FDA 1000113778| YCH[ (079587625

Livm 3aceiguyto, Lo BULLEBKa3aHa iHcbopMaLlif € [LOCTOBIPHOIO Ta TouHoto. Lito napTito NPOAYyKTY oyno
BUpOBNEHo, B TOMY YUCT ynakoBka/MapKyBaHHA Ta KOHTPOTb AKOCTI, Ha BULLIE3rafaHii AnAHL B MOBHIN
BiAMOBIAHOCTI 3 BUMOramu HanexHoi BUpoBHUYOT NPaKTUKA MicLieBoro PerynsTopHoro opraty Ta 3i
cneumndikauiamm y peecTpauintHomy nocBigUEeHHi Ha NikapCbK1i 3aci6 kpaiHu-imnopTepa abo pocbe
cneumdikaLiin Ha [OCHiIKYBaHWUA nikapcbkuid 3acif. 3anucy WoAo 06poBku NapTil, ynakosku Ta aHanisy 6ynu
nepernsaHyTi Ta BUSHaHI BignoBigHMMN HanexHin BUPOBHMYIN NPaKTULL.

Nopatkosi BUMOTr¥ 0 cepTudikaTy AKocTi HaBefeHi y cepTudikati aHaniay.
Tun ynakoBku: No 5 My nRALWLI 3 KpanenbHueto, no 1 AnSLWwLi 3 KpanenbHUUet y kapTOHHIN kopoBLi

MigroroBka Ta 3aTBepAXeHHs AOKYMEeHTa

NigrotoeneHo /ata: MepesipeHo/aTa:
Mignuc 12.02.2025 Mignue 12.02.2025
AyanTop i3 3abe3sneveHHn AKOCTI BUPOOHULTBA v AvavTop i3 3abesneveHHn AKOCTI BUPOBHMUTBA »
~ Banopi FopaoH v | Monika Pisepo N

Llei AOKYMEHT Ta iHcbopmaLlis, WO MICTUTbCS B HEOMY, BBAKAIOTHCSA BIACHICTIO KOMMNaHIT
"Bausch & Lomb, Inc" i He MOXyTb ByTH ckoniiosaHo, nepeaaHo abo Po3KpnTo TpeTim ocobam.

CU 504 [2017-02-UA] nepesipeHo I.MNacik 15.07.21







Bausch & Lomb Incorporated

Certificate of Analysis

8500 Hidden River Parkway
Tampa, FL 33637 USA
813-975-7700

vy ) Wi

Vyzulta ™, eye drops, solution, 0.024% .
| Dbt {Latanoprostene Bunod Ophthalmic Solution, 0.24 mg/ml} Fill Size 5mi
Lot Number 491131 Manufacture Date | 01/10/25
Product Number - 50407 Expiration Date 12/27
Test Description Release Acceptance Criteria Results
Appearance Clear and colorless to slightly yellow solution Conformé .
e Retention time of the sample matches that of the
o 1
Identification-A (UPLC) reference standard. Conforms
e Sample UV spectrum matches that of reference
o) ]
Identification-B (UV) standard. Conforms
. 90.0-110.0% of label claim o
Assay: Latanoprostene Bunod (LC=024mgml) 99.2%
Latanoprost Acid NMT 0.75% <0.05%
0.1%[_1 N/A
- %<l N/A
Related Substances Individual Related NMT 1.0% % NIA
%Rd NIA
%] N/A
Total Related Substances ? NMT 1.5% 0.1%
) ; . 90-110% of iabel claim o
Assay. Benzalkonium Ch.lf)rlde (L.C. = 0.20 mg/ml) 97%
pH 53-5.8 5.6
QOsmolality 260-340 mOsm/kg 295 mOsm/kg

Particulate Matter

NMT 50 particles/mL > 10 um

4 particles/mL

NMT 5 particles/mbL > 25 um

<1 particles/mL

NMT 2 particles/mL > 50 um

<1 particles/mL

Sterility

Meets USP requirements

Conforms

Fill volume 3

NLT label claim

Conforms

EU-GMP, 21 CFR Part 211. The below

conducted by the Quality Control Department of Bausch & Lomb, Inc.

This lot has been manufactured and tested in accordance with Current Good Manufacturing Practices, current version
signatures certify this to be a true representation of acceptable product testing

1 This test is required at time of release only.

s This test performed in-process to ensure fill volume at time of release.

2 This does not include synthetic process impurities which are controlled in the drug substance.

Document Preparation and Approval

Pp;;pared By/Date:

o

- . o / f/'i s
~ f?/?ﬁ%’*&** b D7/ 7 ¢ A9

Z

ManLITacturing Quality Assurance Auditor

Valorie Gordon

Ryan Keeley

This document, and the information contained herein, are considered proprietary to
Bausch & Lomb, Inc. and are not to be copied, released, or disclosed to third parties.

CU504 [2017-02-UA] verified by G. Pasik 07/15/2021







5 @ m§ %‘% Bausch & Lomb Incorporated
. g 8500 Hidden River Parkway
Tampa, FL 33637 USA
813-975-7700

v, hausch .oom

Certificate of Compliance

Product X_y;:l;z;‘asegi; gl?r?éc? c?)lgtl‘?(aal?n?f Aéo(/;lution, 0.24 mg/mi) Fill Size | 5ml

h‘{’}mber oo g:gufacture poSoue, 28 O g’;‘fgat"’”m/z?

Nomber | CUS0407 | Market Udaine | Pomases (B2
ﬁiﬂgj‘“o” Ce”‘ﬁCft‘f | uansa07io10l EZﬁti‘%zzab“Shme“t 1000113778 | DUNS ‘i 079587625 |

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above-mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP

. For addition quality certificate requirements see the CofA.
Packaging: 5 ml in a dropper bottle: 1 dropper bottle in a cardboard box.

Document Preparation and Approval

'Prepagg/}d By/Date: Verified By/Date:

i

V!

,
i f A ¢ ; ;

i RV @ O B e .

¥ VP i e

LA Sy O | [olot D

s

A
1 ¥}

Sy

\
A3

Manufacturing Quality Assurance Auditor
Valorie Gordon Monica Rivero

i

This document, and the information contained herein, are considered proprietary to
Bausch & Lomb, Inc. and are not to be copied, released, or disclosed to third parties.

CU504 [2017-02-UA] verified by G. Pasik 07/15/2021






Product

Lot Number | 491131

Product Number 50407
Test Description
Appeafénce '

identification-B (UV) "

Assay: Latanoprostene Bunod
Related Substances

Assay: Benzalkonium Chloride

Osmolality
', Particulate Matter

 Sterility
. Fill volume ®
" “This lot has been m

Vyzij:ita k*"”", éye d'ropé‘,ms‘oihtioh,kk()'k."('k)éitib);
| {Latanoprostene Bunod Ophthalmic Solution, 0.24 molml) .
Manufacture Date — 01/10/25

{dentification-A (UPLC)

Certificate of Analysis

| Fill Size

Bausch & Lomb Incorporated
8500 Hidden River Parkway

Tampa, FL 33637 USA
813-975-7700

i;Sml

Expiration Date

Release Acceptance Criteria
Clear and colorless to slightly yellow solution ;
Retention time of the sample matches that ofthe
- referencestandard. ..
Sample UV spectrum matches that of reference
i standard.
90.0-110.0% of label claim
_iLC=0.24malml

NMT 0.75%

Latanoprost Acid

Individual Related

Substances NMT 1.0%

" Total Related Substances * NMT 1.5%
‘ 90-110% of label claim
(L.C.=020mamb;
5358

260-340 mOsm/kg
. NMT 50 part lcleslmLzmum o |
NMTsp amcxes/m L 2 25um o

. NMT 2 part[cles/ml_ 3 50 Um IR

Meets USP requirements

NLT blébel claim

factured and tested in a
EU-GMP, 21 CFR Part 211. The below signatur
conducted by the Quality Control Department of Bausch & Lomb, Inc.

12727

Results
Conforms
Conforms
égn%or‘118

“99.2% |

<0.05%

_0.1%[INA
REINIA
O,

0.1%
Q7%

e 56
295 mOsm/kg

4 particlesimL
<1 particles/mi.

<1 particles/ml.

Conforms

Conforms

eordance with Current Good Manufacturing Practices, current version
es certify this to be a true representation of acceptable product testing

" This test is required at time of release only.

2 This does not include synthetic process impurities which are controfled in the drug substance.

s This test performed in-process 1o ensure fill volume at time of rel

This document, and the information contained herein, are considered proprietary to
Bausch & Lomb, Inc. and are not to be copied, released, or disclosed to third parties.
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