AY

AEPJKABHA CJVXXBA 3 JIKAPCbKHUX 3ACOBIB TA KOOTPOJIIO 3A
HAPKOTHKAMMHA Y KHIBCHKIH OBJIACTI

npos, Ceirmsunoi Hagil, 3, smKuis, 02099, Ten/taxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
HPo AKICTH BBE3EHOr0 B YKpainy Jdikapcekoro 3acody

06.11.2023 Ne 54144/23/10

HEBAHAK®

(HaiivMelTysaHma ATKapCHROL0 2acoBy 3rinHO 3 peecTpatiiiHim nOCRiTICHHAM)
kpamii ouni, cycrienzis, 1 ser/ma, mo 5 v y daaxoni-cpanensuniui " dpoin-Teiiuep®"; no 1
GIIaKoHY B ROPOGII 3 KapTORY

(hopma BIMYCKY, AO3YBAMHA, Eit NAKYBAHHA HKAPCEROTO 30c00Y)

‘Howmep pecerpaniiisoro nocsiguenns UA/13522/01/01 crpox aif peecrpauiiinoro nocsinuenns 01.01.2099

Cépia nixapcsroro sacoby Ne VWOB1D KinskicTs BEC3CHOFO Aikapeskoro 3acoby 1500
BiipoOruEk Anron-Kyspsop, Benbris
{naiimenysarnms prpobHIKa JIKAPCHROro 3acofy, kpalHa NOX0KEHHT)
Baeseno B Ykpainy Cninsie ykpalichK0-ecTOHCBKE NiARPHEMETBO Y Popmi ToBAPUCTBA
3 ofMexen010 BinnosizaasHicTIo "' OnTtiMa-Papm, T, igent. xon:
21642228

(rafivenyRaung Ta Ko 3a €IPIIOY wopuaminol ocolbn ado npizsnme, iM'a, 1o Oatekori I3HTHOT
OcOBI - NiANPHEMLS, Il MiCLIG BPOXKHBAKHA T peccTpauiiinmit 10Mep ofiaiKOBOL RADTRI IAATHIIKS
noAATKiB A00 cepid Ta HOMEp MacRopTa)

potokea sisyansinore xourpomo sia 02.11.2023 Ne 3493/11.

32 peynBTATAMI JEPXABHOLD KOHTPO/A:d BCTAHOBMAEGHO, INO nikapceriil sacib BeeseHo B YEpaimy 3
OOTPHMAHHSIM RuMOT 30KOHOJARCTRA IOAO 3ab¢3NCYCHHS AKOCT] JIKAPCHRIX 3acoOiB.

Biramiit b OHJIAPEHKO

{ininiasm Ta npisssie)




U NOVARTIS

HAJBA NPENAPATY:
PRODUCT NAME:

POIMIP TA TUT YNNAKOBKM:
PACKAGE SIZE AND TYPE:

CUNA BIIAKTUBHIC T
STRENGTH/IPOTENCY:

PEECTPALINKE NOCBIOYEHHS Ne:
MARKETING AUTHORIZATION Ne:

CEPTUDIKAT CEPIi
BATCH CERTIFICATE

HEBAHAK® kpanni oymi, cyeneHain, 1 sarfmn

NEVANAC® eye drops, suspension 1 mg/m|

Mo 5 mn, dinakoH-kpanenbHULA «Opon-Tenrep®myn, Noi

5 ml, «Drop-Tainer®», Ne1

HenadeHay 1.0 mrimn
Nepafenac 1.0 mg/mi

UAM3522/01/01
UA/M3522/01/01

MARS KOQ:

MARS CODE:;

741729
741729

z

sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 880 27 17

HOMEP CGEPJ[: VW381D OB'€M CEPIi, BUNYLLEHOI ANS YKPATHI: 20180 ynakosok
BATCH NUMBER: VWOB1D BATCHVOLUME RELEASED FOR UKRAINE: 201B0 packs
TEPMIH IPMOATHOCTI:  06/2025 HOATA BUPOEBHULUTBA: 17/0712023 DBATA BANYCKY CEPH: 05/09/2023
EXPIRY DATE: 0672025 MANUFACTURING DATE: 1710712023 BATCH RELEASE DATE: 05/09/2023
HA3BA, AQPECA BUPOEBHMKA: ANTKCH-KYBPLOP, PINKCBET 14 B-2870 NYYPC, GENLIIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILIEH3I BUPOSHIAKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: He 3acTocoBRHo
COMMENTS: Not applicable

TECT CRELUNOUKALIIA PE3YNBTAT

TESTS SPECIFICATIONS RESULTS
S0BHIWHIN BUrNSA cyeneHaii:
Appearance of suspension:
KonipHicTe BiZl CBITNO-XOBTOFO A0 WOBTOMO Binnosinac
Colour Light yellow to yeliow Pass
GaHopiaHicTb QnHopifiHAa cycneHain Bionoeigae
Uniformity Uniform suspension Pass
laeHTHdiKkaLig:
Identification:
Henadenak (AL-8515) {TLLUX) [TosuTunHO Ho3autTuesnHo
Nepafenac (AL-6515) (TLC) Positive Fositive
HenadeHak (AL-6515) (BEPX) [1O3UTUBHO [1o3nTUBHO
Nepafenac (AL-6515) {HPLC) Positive Positive
beHsankonik xnopuay (BEPX) NosntneHo [losntusHO
Benzalconium chloride (HPLC) Positive Positive
OvuaTpivo enertaty aurinparty ( BEPX) floauTBHO [103UTUBHO
Disodium edetate (HPLC) Positive Positive
KinbkicHe BnaHayeHHs Henadedax (Al - 95 — 105 % Big 3a98neHGro BMICTY 98.8 %
55186) (BEPX) 95— 105 % of deciared content 98.8 %
Nepafenac Assays (AL-8515) (HPLC)
Somiwkm (BEPXY:
Impurities (HPLC):
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! NOVARTIS

HA3BA NPENAPATY:
PRODUCT NAME:

PO3MIP TA TUN YNAKOBKMW:
PACKAGE 81ZE AND TYPE:

CUTA ANAKTUBHICTb:
STRENGTHIPOTENCY!:

PEECTPALIYHE NOCRIAYEHHS Ne:

MARKETING AUTHORIZATION Ne:

CEPTUDIKAT CEPI|
BATCH CERTIFICATE

HEBAHAK® xpanst ousi, cycnenais, 1 mrivn

NEVANAC® aye drops, suspension 1 mgfml

sa Afcon-Couvreur ny

Rijksweg 14, 2870 Puurs, Belgium
Telephone +32 3 890 27 11

Fax +32 3 890 27 17

1o § mn, thrakon-kpanenwrvuna «Opon-Teinen®», Noi

5 ml, «Drop-Talner®», No1

Henadhexaw 1.0 Mrimn
Nepafenac 1.0 mg/ml

LUAM3522/01/01
UA/13522/01/01

MAKRS KOf:
MARS CODE:

7417249
741729

HOMEP CEPY; VW981D OB'€éM CEPII, BUNIYLWEHO! ANS YKPATHM: 20180 ynakoBok

BATCH NUMBER: VWO81D BATCH VOLUME RELEASED FOR UKRAINE: 20180 packs

TEPMIH IPUAATHOCT]; 06/2025 OATA BUPOBHKUTBA: 1710712023 OATA BHNYCKY CEPI: 05/09/2023
EXPIRY DATE: 062025 MANUFACTURING DATE: 1710712023 BATCH RELEASE DATE: 05/09/2022
HA3BA, ABPECA BUPOBHUKA: ANKOH-KYBPLOP, PIMKCBET 14 B-2870 NYYPC, BEITRIA

NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILEH3IT BUPOBHUKA® 176 H

MANUFACTURING AUTHORISATION NUMBER: 178 H

KOMEHTAP!: He zacTocoeHo

COMMENTS: Not applicable

BxasaHi_npoayktv pgerpanadii Henaenraky:

Nepafenac Specified Degradation Products:

Keto-amhenax (AL-39187) He Binblue 0.2 % BiA BMICTY aKTUBHOI DEYOBUHW Q %
Keto-amfenac (AL-39187) Not more than 0.2 % of active subsiance content 0%
AmcheHak {AL-6295) He finsuwe 0.2 % Big BMICTY akTMBHOT DEYOBUHM Q %
Amfenac (AL-6295) Not more than 0.2 % of active substance content 0%
[akzam {AL-12383) He Ginbwe 0.2 % Bin BMICTY akTBHO! peMosuHY 0%
Lactam (AL-12383) Not more than 0.2 % of active substance content 0%
Homivika @ RRT 0.21-0.26 He Binbwe 0.2 % 8ig BMICTY aKTHBHOT DEYOBUHM 0 %
impurity @ RRT 0.21-0.26 Not more than 0.2 % of active substance content G %
Homitugxa @ RRT 0.67-0.73 He &inbie 0.2 % Bin BMICTY axTusHO! pevuoBuky 0 %
Impurity @ RRT 0.87-0.73 Nect more than 0.2 % of active substance content 0%
Homiwka @ RRT 1.93-1.98 He binbwe 0.2 % Bif BMICTY aKTURHOI DEYORUHN O %
impurity @ RRT 1.93-1.98 Not more than 0.2 % of active substance content G %
byOb—-fKa OKPEMa HEBKA3AHA ACMILLKA He Binblle 0.2 % Bifi BMICTY SKTWUBHOI DEYOSUHM 0 %
Any single unspecified impurity Not more than 0.2 % of active substance content 0%
JaranbHa KiNeKICTs AOMILIOK (BKR3AHWAX | He Sinble 0.7 % 8ia BMICTY aKTWBHOI DEYOBURY 0%
HeBKkalaHnx) Not more than 0.7 % of aclive substance content 0%
Total impurities (specified and unspecified)

KinbricHe BruaHaveHHn Gensankosiio 90 — 110 % Bin 3aRBNEHOrC BMICTY 98.5%

xriopugy (BEPX)
Benzalconium chloride assay (HPLC)

90 - 110 % of declared content

KinbkicHe Buanauerns AuHaTpio eneraTy
gurigpaty (BEPX)
Disodium edelate assay (HPLC)

00 — 110 % Bif 38ABNEHOIC BMICTY
90 - 110 % of declared content




sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CEPTU®DIKAT CEPII
BATCH CERTIFICATE

HA3BA NMPENAPATY;
PRODUCT NAME:

POSMIP TA TN YOAKQBKMW:
PACKAGE SIZE AND TYPE:

CUNA RIIAKTUBHICTb:

HEBAHAK® kpanni ouHi, cycoenais, 1 mrimn

NEVANAC® eye drops, suspension 1 mgiml

flo b mn, thnakoH-kpanenbHUUA «Apon-Telnep®»n, Noi

5 ml, «Drop-Tainer®,, No1

Henadena 1.0 mrfmn

STRENGTH/POTENCY: Nepafenac 1.0 mg/ml
PEECTPALIUHE NOCBIAYEHHS Ne: UAM3522/01/01 MARS KOI: 741729
MARKETING AUTHORIZATION Ne: UA/M3522/01/01 MARS CODE: 741729

HOMEP CEPH: VWe81D OR'EM CEPI, BUNYIWEHO! BNA YKPAIHM: 20180 ynakosok

BATCH NUMBER: VWS81D  BATCH VOLUME RELEASED FOR UKRAINE: 20180 packs

TEPMIH HPMD.ATHOC-T[: 06/2025 OATA BUPOBHUUTBA: 17/0712023 OATA BUNYCKY CEPII: 05/09/2023
EXPIRY DATE: 06/2025 MANUFACTURING DATE: 1710712023 BATCH RELEASE DATE: 05/09/2023

HASBA, ALIPECA BUPOEBHUKA.:

NAME, ADDRESS OF MANUFACTURER:

HOMEP NILUEH3II BUPOBHWUKA:

MANUFACTURING AUTHORISATION NUMBER;

ANKOH-KYBPLOP, PINKCBET 14, B-2870 NYYPC, BENLIA

ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

KOMEHTAPI: He 3aCTOCOBHO
COMMENTS: Not applicable
pH 7.0-80 7.5
OCHONANEHICTE 280 — 320 mOcMm/Kkr 291 mOcm/kr
Osmolality 260 — 320 mQOsm/kg 291 mOsm/kg
PecycnergosadicTs He Binbile 5 ¢ 5¢
Resuspendability Not more than 5 s 58
B'siakicTs (@ 60 0b/xe, CP-62 LVT) 70 — 130 mlMaec 84 mla«c
Viscosity (@ 80 RPM, CP-52 LVT) 70— 130 mPars 84 mPars
Pa3smip vacrok (HIACY:
Particles size (HIAC):
He meduie 85.0 % < 10 MKm 88.8 %
Not less 85.0 % < 10 uym
He meHwe 99.5 % < 25 MM 100.0 %
Not less 99.5 % < 25 um
He meHwe 89.85 % < 50 MKM 100.00 %
Not less 89.95 % < 50 ym
He merwe 100.0 % < 75 MKM 100 %
Not fess 100.0 % < 75 um
CTepuabHICTL {(Eap. @, 2 .6.1) CTepUnbHO CrepunuHo
Sterlity (EU Ph. 2.6.1) Sterile Sterile
Ob6'eM HENOBHEeHHS® Biginoeigae sBumoram €.C. 5083 mrifmi
Fili volume™® Meets EU Requirements

"BUKOHYETECA B NpoUeci BUPOGHULITES

*Performed as an in-process control
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é’ N OVA l{T I S sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

CEPTUDIKAT CEPIi Telephons +32 5 850 27 11
BATCH CERTIFICATE v

HA3BA NMPENAPATY: HEBAHAK® kpanni ouMi, cyenenaia, 1 mrimn

PRODUCT NAME: NEVANAC® eys drops, suspension 1 mg/ml

PO3MIP TA TUN YNAKOBKIA: o 6 mn, chnakon-kpanenshuus «Avon-Telinep®@s, Nat

PACKAGE SIZE AND TYPE: 9 ml, «Drop-Tainer®», Ne1

CUNA BIEAKTUBHICTb: Henadbenar 1.0 mrimn

STRENGTH/POTENCY; Nepafenac 1.0 mg/ml

PECCTPALIMHE NOCBIOYEHHSA Ne: UAM3522/01/01 MARS KOHO: 741729

MARKETING AUTHORIZATION Ne: UAM3522/01/01 MARS CODE: 744729

HOMEP CEPII: VWeg1D  OS5'eM CEPIl, BUNYLUEHO! AN YKPATHWU: 20180 ynakopox

BATCH NUMBER: VWS81D BATCH VOLUME RELEASED FOR UKRAINE: 20180 packs

TEPMIH NPUAATHOCTI:  05/2025 OATA BUPOEHULITBA: 1710712023 OATA BUNYCKY CEPII: 05/09/2023
EXPIRY DATE: Q612025 MANUFACTURING DATE: 171072023 BATCH RELEASE DATE: D5/09/2023
HA3BA, AOPECA BUPOBHUKA: AIKOH-KYBPLOP, PIUKCBET 14, B-2870 NYYPC, BENLIS

NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HOMEP JIUEH3II BUPOBHUKA:: 176 H

MANUFACTURING AUTHORISATION NUMBER: 178 H

KOMEHTAPRI: He sacTocosHo

COMMENTS: Not applicable

Llum 1 sasipsio, Wo BrLLEBKaZaHS iHhopMaLin € TouHo! Ta gocToeiprow. Hawa cepin npoayxty Gyna aupobneda, BknovuaOYW YNakoeky i
MAapkyBaHHa 7a npOBEAEHO KOHTPONb 1 AKOCTI Ha BWLIEIAZHAYEHIA BUDOGHMIIR AinbHUUL Y noeHifl BianosiaHecTi 3 Bumoramu HEI,
BCTAHOBAEHWMN MICUSBIM PEFYNATOPHKM OPraHoM, 8 TAKOX Yy BignosiaxocTi i3 cneundbikauinmu, HaseneHnmn B PEECTPEUMHOMY [OCLE,
[poTokony BMpOBHULTEE, NAKYBAHHS TA aHanidis Oynu nepernanyTi T8 BCTaHOBNEHA BiANOBIAMICTL BuMoram HETT.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling
and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the

specifications in the Marketing Autharization. The batch processing, packaging and analysis records were reviewed and found lo be in
compliance with GMP.

Ninnuc: dara:
Signature: Date: 05/068/2023

[IpomycnoerubapmanesT, YOOBHOBa)XEHA 0coBa: ®. BeppeceH
fndustrhﬁhﬁrmacistl Qualified Person: K. Verresen
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