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U) NOVARTIS CEPTUDIKAT CEPII Novartis Technical Operations

sa Alcon-Couvreur nv

BATCH CERTIFICATE Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11

Fax +32 3 890 27 17

HA3BA MPENAPATY: HEBAHAK® kpanni ouHi, cycnensia, 1 Mrimn
PRODUCT NAME: NEVANAC® eye drops, suspenslon 1 mg/ml|
PO3MIP TA TUN YNAKOBKU: 5 mn, dinakou-kpanentHuua «Apon-TeiHep®», Ne1
PACKAGE SIZE AND TYPE: 6 ml, «Drop-Tainer®», Ne1

MARS KOL: 741729
MARS CODE: 741729

CUNA QIAKTUBHICTb: HENAGEHAK 1,0 MI/MAN

STRENGTH/POTENCY. NEPAFENAC 1.0 MG/ML

PEECTPALIAHE NOCBIAYEHHS Ne: UA/M3522/01/01
MARKETING AUTHORIZATION Ne:: UA/M3522/01/01

HOMEP CEPIl:  20D08JA OE'EM CEPIl, BUNYLUEHOI NS YKPAIHWA: 50016 YNaKoBOK
BATCH NUMBER: 20D08JA

BATCH VOLUME RELEASED FOR UKRAINE; 50016 packs

TEPMIH NPUJATHOGTI: 03/2022 OATA BUPOBHUUTBA: 08/04/2020 OATA BUTYCKY CEPII: 04/06/2020

EXPIRY DATE: 03/2022 MANUFACTURING DATE: 08/04/2020 BATCH RELEASE DATE: 04/06/2020

HA3BA, AIIPECA BUPOEHUKA: ANKOH-KYBPLOP, PIMKCBEI" 14, B-2870 NYYPC, BENbLIIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILEH3I{ BUPOEHUKA; 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: HE 3ACTOCOBAHO
COMMENTS: NOT APPLICABLE

TECTITESTS CNEUNDBUKALLIS /SPECIFICATIONS PE3YNbTAT/
RESULTS

3OBHIWHIA BUrNaQ CYCNEH3I:

APPEARANCE OF SUSPENSION:

KonipHicte Big esitno-xoeToro a0 xoeTora Bignoeigae
Colour Light yellow to yellow Pass
QnHopiaHicTs OgnHopigHa cycnenais Binnosigae
Uniformity Uniform suspension Pass
IQEHTMCDIKAQIH:

IDENTIFICATION:

HepadeHak (AL-6515) (TLUX) : NO3UTUBHO NOINTUBHO
Nepafenac (AL-6515) (TLC) positive positive
Henathenax (AL-6515) (BEPX) NG3UTUBHO NO3NTUBHG
Nepafenac {AL-6515) (HPLC) positive positive
Bengarnkonio xnopuay (BEPX) no3uTnaHo 103UTHBHO
Benzalconium chloride (HPLG) positive positive
Dvnarpiio eaeraty gurigpary (BEPX) NO3UTUBHO NO3UTUBHO
Disodium edetate (HPLC) positive positive
KINbKICHE BU3HAYEHHSA:

ASSAYS:

Henadenax (AL-8515) (BEPX)Y 25-105 % Big 3aRBReHOM BMICTY 98 %
Nepafenac (AL-6515) (HPLC) 95-105 % of declared contant 98 %

Domiwku (BEPX);

Impurities (HPLC);

BrasaHl npogykru aeroagauji HenadeHaky:
Nepafenac Speclified Degradation Products:

KETO-aMQgBHaK(AL-391B71 He Ginbwe 0.2% Big BMIcTY akrvsHoi EYOBUHU 0%
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(b NOVARTIS CEPTM(D'KAT CEPIT Navartis Technical Qperations

sa Alcon-Couvreur nv

BATCH CERTIFICATE Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 B9G 27 17

HA3BA MPENAPATY: HEBAHAK® kpanni ouni, cycnensia, 1 mrimn
PRODUCT NAME: NEVANAC® eye drops, suspension 1 mg/m|
PO3MIP TA TUN YTIAKOBKM: 5 mn, hnakon-kpanenLuuus «lpon-TefHep®», Ne1
PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainer®», Ne1

MARS KO[1: 741729
MARS CODE: 741728

CUNA DITAKTUBHICTh: HENA®EHAK 1.0 MI/MA
STRENGTH/POTENCY: NEPAFENAC 1.0 MG/ML

PEECTPALIMHE NOCBIAYEHHA Ne: UA/13522/01/01

MARKETING AUTHORIZATION Ne:: UA/M3522/01/01

HONMEP CEPIl:  20D08JA OB'€M CEPIl, BUNYLIEHOI ANA YKPAIHW: 50016 ynakosok

BATCH NUMBER: 20D08JA BATCH VOLUME RELEASED FOR UKRAINE: 50016 packs

TEPMIH NPUOATHOCTI: 0372022 OATA BUPOEHULITBA: 08/04/2020 OATA BUNYCKY CEPII: 04/06/2020
EXPIRY DATE; 03/2022 MANUFACTURING DATE: 08/04/2020 BATCH RELEASE DATE: 04/06/2020

HA3BA, AIPECA BUPOBHUKA: ANKOH-KYBPLOP, PIAKCBE 14, B-2870 NYYPC, BENLIIH
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NMILEH3I BUPOBHUKA® 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAP!: HE 3ACTOCOBAHO
CONMMENTS: NOT APPLICABLE

Keto-amfenac (AL-38157) Not more than 0.2% of active substance content 0%
Amdenak (AL-6295) He Binbwe 0.2% Big BMICTY aKkTUBHOT DEYOBMHM 0%
Amfenac (AL-6295) Not more than 0.2% of active substance content 0%
Nakram (AL-12383) He 6inbwe 0.2% Bia emicTy axTBHOT peuoBuHA 0%
Lactam (AL-12383) Not more than 0.2% of active substance content 0%
Oowmiwka @RRT 0.21-0.26 He Binsle 0.2% Bia eMicty akTBHO! peuoanHy 2%
Impurity @RRT 0.21-0,26 Not more than 0.2% of active substance content 0%
omilka @RRT 0.67-0.73 He &inbwe 0.2% sia BMICTY aKTMBHOT PEYOBUHY 0%
Impurity @RRT 0.67-0.73 Not more than 0.2% of aclive substance content 0%
oMiwxa @RRT 1.93-1.98 He Ginsiue 0.2% gig BMICTY 8KTWBHO! PEYOBUHN 0%
Impurity @RRT 1.93-1.98 Not more than 0.2% of active substance content 0%
Byne—-sxa okpema HeBkasaHa AoMiluka He Ginble 0.2% sig BMicTY akTuBHO! peyosmMHY 0%
Any single unspecified impu rity Not mare than 0.2% of active substance content 0%
daranbHa KinbKicTs AoMiLIok {BKa3aHux i He Binbwe 0.7% sin BMICTY GKTUBHGT DEYOBUHM 0%
HEBKA3aHUX) Not more than 0.7% of active substance content 0%
Total impurities (specified and unspecified)
Kinbiicke BuaHaueHHs GeH3ankoHiio Xnopuay 80-110% sia 3asenenoro emicry 87.8 %
BEPX) 80-110% of declared content
Benzalconium chloride assay {(HPLC}
Kinbxiche BuanaveHns Junatpho eaerTary 90-110% Bia 3amsneHoro BMiCTY 1016 %
awrigpaty (BEPX) 90-110% of declared content
Disodium edetate assay (HPLC)
pi 7.0-8.0 7.5
OCMONANLHICTL 260-320 mOcm/ixr 290 mOcmikr
OSMOLALITY 260-320 mOsm/kg 290 mOsmikg
PECYCMEHAOBAHICTH He Binble 5 ¢ 5g
RESUSPENDARBILITY Not more than 5 s 5s
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U) NOVARTIS CEPTMQ)IKAT CEP" Novartis Technical Operations

sa Alcon-Couvrsur nv

BATCH CERTIFICATE Rijksweg 14, 2870 Puurs, Bslgium

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

HA3BA MPENAPATY: HEBAHAK® wpanni ounl, cycnensla, 1 Mrimn ;
PRODUCT NAME: NEVANAC® eye drops, suspenslon 1 mg/ml ;
PO3MIP TA TUN YNAKOBKU: 5 mn, dinakod-kpanenkHULs «flpon-TeAHep®n, No1

PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainer®», Ne1

MARS KOL; 741729

MARS CODE: 741729

CUNA [IiIAKTUBHICTh: HEMA®EHAK 1.0 mr/mn

STRENGTH/POTENCY: NEPAFENAC 1.0 MG/ML

P EEaw ey

PEECTPALUVHE NOCBIQYEHHS Ne: UA/13522/01/01

MARKETING AUTHORIZATION Ne:: UA/13522/01/01

HOMEP CEPIl:  20DgBJA OE'EM CEPIi, BUNYWEHOI ANA YKPAIHW: 50018 YIEKOBOK

BATCH NUMBER: 20D08JA BATCH VOLUME RELEASED FOR UKRAINE: 50016 packs

TEPMIH MPUOATHOCTI: 03/2022 OATA BUPOEHULITBA: 08/04/2020 OATA BUNYCKY CEPII: 04/06/2020
EXPIRY DATE: 03/2022 MANUFACTURING DATE: 08/04/2020 BATCH RELEASE DATE: 04/06/2020
HA3BA, AIIPECA BUPQEHUKA: ANKOH-KYBPLOP, PINKCBET 14, B-2870 [YYPC, BENLIIS

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

HOMEP TMILIEH3IT BUPOBHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAP!: HE 3ACTOCOBAHO
COMMENTS: NOT APPLICABLE

B'AJKICTb (@ 60 OB/XB, CP-52 LVT) 70-130 m0a-c 80 m0a-c
VISCOSITY (@ 80 RPM, CP-52 LVT) 70-130 mPa-s 80 mPars

PO3MIP YACTOK (HIAC):
PARTICLES SIZE (HIAC):

He MeHwe 95.0 % < 10 mxm 89.5 %
Not less 95.0 % < 10 um

He meHwe 99.5 % < 25 mkm 100.0 %
Not less 99.5 % < 25 ym

He meHwe 99.95 % < 50 Mkm 100.00 %
Not less 99.95 % < 50 pm

He meHwe 100.0 % < 75 MM 100 %
Not less 100.0 % < 75 pm

CTEPUNBHICTE

CrepunsHo Crepunbho
STERILITY Sterile Sterile
OB'EM HANOBHEHHS* Bianosigae puMoram €C. 5,086 mn/mi

FILL VOLUME* Mests EU Requirements

“BHKOHYETECA B NpoUec] BUpOBHULTES
*Performed as an in-orecess control

AKOCTI Ha BUU{B3AdKAYEHIH BHDOBHWYIA AlnbAuy ¥ noBHli Bianosigrocti 3 aumoramu HEM, BCTAHOBAEHWMY MIGUEBYM PEryNATOPHKM OPrakoM, a TaKom y sinnosignocriia
CNeUkQIKaLRMH, HABEAEHUMH B PeecTpauiiiomy Aocse. MpoTokonm BUPO0HHYTAa, NakyBaHKR T2 aHanisip Bynu nepernriyTl Ta scrasosneua BIANOBIRHICTL  Bumoram HBM.
I hereby ceriify that the above Information is authentic and accurale. This balch of product has been manufaclured, including packaging/labeling and quality control at the above

mentioned site in lull compliance with the GMP requirements of the local Regulatory Authority and with the specifications In the Marketing Authorisation. The batch processing,
packaging and analysis records were reviewed and found Lo be in compliance with GMP.

Mianuc Dara
Signature Date: 26/06/2020

YnoBHOBAXEHA ocoba
ualified Person K. Verresen

Industrial pharmaci
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A

JIEPXUJIIKCITY XBA YKPATHU
JTEPKABHA CJIIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHKIA OB.JIACTI

npocrekT Banepis JlobaHoBerkoro, 51, m. Kuis, 03110, Ten/ti)a;(c. (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Ipo AKIiCTH BBE3€HOro B Y KpaiHy JiKapcbKOro 3aco0y

16.07.2020 Ne 33095/20/10

HEBAHAK®

(nailiMedyBaHHS JiKapchbKoro 3acoly 3rifHo 3 peectpauifHuM nociainquHﬂM)
Kpanii o4Hi, cycrensist, 1 Mr/mJ, mo 5 may (}maxcom-lcpanenbnnm "Ipon-Teitnep®'; mo 1
dJiakoHy B Kopolui 3 KapToHY

(bopma BUIYCKY, HO3YBaHHS, BUX IAKYBaHHS JiKapchKoro 3acoby)

Howmep peecrpaniitaoro nocsixaenrst UA/13522/01/01 crpox aii peecrpaniﬁHorof nocgimaenns 01.01.2099

Cepis nixapcrkoro 3acoGy Ne 20D08JA KinbKicTs BBE3EHOTO J'IiKapCLiKOI‘O 3aco6y 1500
BupoGHuK Ankon-Kysprop, bensris
(HaliMenyBaHHs BUPOGHUKA JIIKAPCEKOr0 3aco6y, KpaiHa MOXOMKEHH)
Bgeseno B Ykpainy CuijibHe YKpalHChK0-eCTOHCHKE Hl}ll‘[pI/IEMCTBO y ¢popmMi TOBapucTBa
3 00MEKEeHO0 BilIOBIXATbHICTIO "OIITlMa -®apwm, JTA", inenr. xon:
21642228 ;

(uaiiMeHyBauns Ta kox 3a EPITOY ropuamaroi oco6u aGo npissue, im's, 110 GaTbKoBi GismHamol
ocobH - MiAnpHeEMI, i Micle IpoXHUBaHHS Ta peecTpaniiiHuii HoMep 00MiKOBOI KapTKH IUIATHHKA
moarkis abo cepis Ta HOMEp Nacnopra)

HpoTokoa Bisyansnoro xontpomo eix 09.07.2020 Ne 2147/1.

3a pesymbTATAMH MNEP)KABHOTO KOHTPONIO BCTAHOBIGHO, IO MiKapchKui = 3aci6 BBeseHO B VYkpaiHy 3
JOTPHUMAHHSM BHMOT 3aKOHONABCTBA IO/I0 3a0€3MeYSHHS AKOCT NiKapCHKUX 3ac00iB.

N
w’ff”;ﬂt f % 7\} .
N B w
3acrynHHK Ha{{agbﬁg ( Onmnexciit COJIOAPAU

(nocazxoB \’/(ninnpxc) (iminianu Ta npisBULIE)
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U) NOVARTIS CEPTUDIKAT CEPII Novartis Technical Operations

sa Alcon-Couvreur nv

BATCH CERTIFICATE Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11

Fax +32 3 890 27 17

HA3BA MPENAPATY: HEBAHAK® kpanni ouHi, cycnensia, 1 Mrimn
PRODUCT NAME: NEVANAC® eye drops, suspenslon 1 mg/ml|
PO3MIP TA TUN YNAKOBKU: 5 mn, dinakou-kpanentHuua «Apon-TeiHep®», Ne1
PACKAGE SIZE AND TYPE: 6 ml, «Drop-Tainer®», Ne1

MARS KOL: 741729
MARS CODE: 741729

CUNA QIAKTUBHICTb: HENAGEHAK 1,0 MI/MAN

STRENGTH/POTENCY. NEPAFENAC 1.0 MG/ML

PEECTPALIAHE NOCBIAYEHHS Ne: UA/M3522/01/01
MARKETING AUTHORIZATION Ne:: UA/M3522/01/01

HOMEP CEPIl:  20D08JA OE'EM CEPIl, BUNYLUEHOI NS YKPAIHWA: 50016 YNaKoBOK
BATCH NUMBER: 20D08JA

BATCH VOLUME RELEASED FOR UKRAINE; 50016 packs

TEPMIH NPUJATHOGTI: 03/2022 OATA BUPOBHUUTBA: 08/04/2020 OATA BUTYCKY CEPII: 04/06/2020

EXPIRY DATE: 03/2022 MANUFACTURING DATE: 08/04/2020 BATCH RELEASE DATE: 04/06/2020

HA3BA, AIIPECA BUPOEHUKA: ANKOH-KYBPLOP, PIMKCBEI" 14, B-2870 NYYPC, BENbLIIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILEH3I{ BUPOEHUKA; 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: HE 3ACTOCOBAHO
COMMENTS: NOT APPLICABLE

TECTITESTS CNEUNDBUKALLIS /SPECIFICATIONS PE3YNbTAT/
RESULTS

3OBHIWHIA BUrNaQ CYCNEH3I:

APPEARANCE OF SUSPENSION:

KonipHicte Big esitno-xoeToro a0 xoeTora Bignoeigae
Colour Light yellow to yellow Pass
QnHopiaHicTs OgnHopigHa cycnenais Binnosigae
Uniformity Uniform suspension Pass
IQEHTMCDIKAQIH:

IDENTIFICATION:

HepadeHak (AL-6515) (TLUX) : NO3UTUBHO NOINTUBHO
Nepafenac (AL-6515) (TLC) positive positive
Henathenax (AL-6515) (BEPX) NG3UTUBHO NO3NTUBHG
Nepafenac {AL-6515) (HPLC) positive positive
Bengarnkonio xnopuay (BEPX) no3uTnaHo 103UTHBHO
Benzalconium chloride (HPLG) positive positive
Dvnarpiio eaeraty gurigpary (BEPX) NO3UTUBHO NO3UTUBHO
Disodium edetate (HPLC) positive positive
KINbKICHE BU3HAYEHHSA:

ASSAYS:

Henadenax (AL-8515) (BEPX)Y 25-105 % Big 3aRBReHOM BMICTY 98 %
Nepafenac (AL-6515) (HPLC) 95-105 % of declared contant 98 %

Domiwku (BEPX);

Impurities (HPLC);

BrasaHl npogykru aeroagauji HenadeHaky:
Nepafenac Speclified Degradation Products:

KETO-aMQgBHaK(AL-391B71 He Ginbwe 0.2% Big BMIcTY akrvsHoi EYOBUHU 0%
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(b NOVARTIS CEPTM(D'KAT CEPIT Navartis Technical Qperations

sa Alcon-Couvreur nv

BATCH CERTIFICATE Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 B9G 27 17

HA3BA MPENAPATY: HEBAHAK® kpanni ouni, cycnensia, 1 mrimn
PRODUCT NAME: NEVANAC® eye drops, suspension 1 mg/m|
PO3MIP TA TUN YTIAKOBKM: 5 mn, hnakon-kpanenLuuus «lpon-TefHep®», Ne1
PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainer®», Ne1

MARS KO[1: 741729
MARS CODE: 741728

CUNA DITAKTUBHICTh: HENA®EHAK 1.0 MI/MA
STRENGTH/POTENCY: NEPAFENAC 1.0 MG/ML

PEECTPALIMHE NOCBIAYEHHA Ne: UA/13522/01/01

MARKETING AUTHORIZATION Ne:: UA/M3522/01/01

HONMEP CEPIl:  20D08JA OB'€M CEPIl, BUNYLIEHOI ANA YKPAIHW: 50016 ynakosok

BATCH NUMBER: 20D08JA BATCH VOLUME RELEASED FOR UKRAINE: 50016 packs

TEPMIH NPUOATHOCTI: 0372022 OATA BUPOEHULITBA: 08/04/2020 OATA BUNYCKY CEPII: 04/06/2020
EXPIRY DATE; 03/2022 MANUFACTURING DATE: 08/04/2020 BATCH RELEASE DATE: 04/06/2020

HA3BA, AIPECA BUPOBHUKA: ANKOH-KYBPLOP, PIAKCBE 14, B-2870 NYYPC, BENLIIH
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NMILEH3I BUPOBHUKA® 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAP!: HE 3ACTOCOBAHO
CONMMENTS: NOT APPLICABLE

Keto-amfenac (AL-38157) Not more than 0.2% of active substance content 0%
Amdenak (AL-6295) He Binbwe 0.2% Big BMICTY aKkTUBHOT DEYOBMHM 0%
Amfenac (AL-6295) Not more than 0.2% of active substance content 0%
Nakram (AL-12383) He 6inbwe 0.2% Bia emicTy axTBHOT peuoBuHA 0%
Lactam (AL-12383) Not more than 0.2% of active substance content 0%
Oowmiwka @RRT 0.21-0.26 He Binsle 0.2% Bia eMicty akTBHO! peuoanHy 2%
Impurity @RRT 0.21-0,26 Not more than 0.2% of active substance content 0%
omilka @RRT 0.67-0.73 He &inbwe 0.2% sia BMICTY aKTMBHOT PEYOBUHY 0%
Impurity @RRT 0.67-0.73 Not more than 0.2% of aclive substance content 0%
oMiwxa @RRT 1.93-1.98 He Ginsiue 0.2% gig BMICTY 8KTWBHO! PEYOBUHN 0%
Impurity @RRT 1.93-1.98 Not more than 0.2% of active substance content 0%
Byne—-sxa okpema HeBkasaHa AoMiluka He Ginble 0.2% sig BMicTY akTuBHO! peyosmMHY 0%
Any single unspecified impu rity Not mare than 0.2% of active substance content 0%
daranbHa KinbKicTs AoMiLIok {BKa3aHux i He Binbwe 0.7% sin BMICTY GKTUBHGT DEYOBUHM 0%
HEBKA3aHUX) Not more than 0.7% of active substance content 0%
Total impurities (specified and unspecified)
Kinbiicke BuaHaueHHs GeH3ankoHiio Xnopuay 80-110% sia 3asenenoro emicry 87.8 %
BEPX) 80-110% of declared content
Benzalconium chloride assay {(HPLC}
Kinbxiche BuanaveHns Junatpho eaerTary 90-110% Bia 3amsneHoro BMiCTY 1016 %
awrigpaty (BEPX) 90-110% of declared content
Disodium edetate assay (HPLC)
pi 7.0-8.0 7.5
OCMONANLHICTL 260-320 mOcm/ixr 290 mOcmikr
OSMOLALITY 260-320 mOsm/kg 290 mOsmikg
PECYCMEHAOBAHICTH He Binble 5 ¢ 5g
RESUSPENDARBILITY Not more than 5 s 5s
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U) NOVARTIS CEPTMQ)IKAT CEP" Novartis Technical Operations

sa Alcon-Couvrsur nv

BATCH CERTIFICATE Rijksweg 14, 2870 Puurs, Bslgium

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

HA3BA MPENAPATY: HEBAHAK® wpanni ounl, cycnensla, 1 Mrimn ;
PRODUCT NAME: NEVANAC® eye drops, suspenslon 1 mg/ml ;
PO3MIP TA TUN YNAKOBKU: 5 mn, dinakod-kpanenkHULs «flpon-TeAHep®n, No1

PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainer®», Ne1

MARS KOL; 741729

MARS CODE: 741729

CUNA [IiIAKTUBHICTh: HEMA®EHAK 1.0 mr/mn

STRENGTH/POTENCY: NEPAFENAC 1.0 MG/ML

P EEaw ey

PEECTPALUVHE NOCBIQYEHHS Ne: UA/13522/01/01

MARKETING AUTHORIZATION Ne:: UA/13522/01/01

HOMEP CEPIl:  20DgBJA OE'EM CEPIi, BUNYWEHOI ANA YKPAIHW: 50018 YIEKOBOK

BATCH NUMBER: 20D08JA BATCH VOLUME RELEASED FOR UKRAINE: 50016 packs

TEPMIH MPUOATHOCTI: 03/2022 OATA BUPOEHULITBA: 08/04/2020 OATA BUNYCKY CEPII: 04/06/2020
EXPIRY DATE: 03/2022 MANUFACTURING DATE: 08/04/2020 BATCH RELEASE DATE: 04/06/2020
HA3BA, AIIPECA BUPQEHUKA: ANKOH-KYBPLOP, PINKCBET 14, B-2870 [YYPC, BENLIIS

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

HOMEP TMILIEH3IT BUPOBHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAP!: HE 3ACTOCOBAHO
COMMENTS: NOT APPLICABLE

B'AJKICTb (@ 60 OB/XB, CP-52 LVT) 70-130 m0a-c 80 m0a-c
VISCOSITY (@ 80 RPM, CP-52 LVT) 70-130 mPa-s 80 mPars

PO3MIP YACTOK (HIAC):
PARTICLES SIZE (HIAC):

He MeHwe 95.0 % < 10 mxm 89.5 %
Not less 95.0 % < 10 um

He meHwe 99.5 % < 25 mkm 100.0 %
Not less 99.5 % < 25 ym

He meHwe 99.95 % < 50 Mkm 100.00 %
Not less 99.95 % < 50 pm

He meHwe 100.0 % < 75 MM 100 %
Not less 100.0 % < 75 pm

CTEPUNBHICTE

CrepunsHo Crepunbho
STERILITY Sterile Sterile
OB'EM HANOBHEHHS* Bianosigae puMoram €C. 5,086 mn/mi

FILL VOLUME* Mests EU Requirements

“BHKOHYETECA B NpoUec] BUpOBHULTES
*Performed as an in-orecess control

AKOCTI Ha BUU{B3AdKAYEHIH BHDOBHWYIA AlnbAuy ¥ noBHli Bianosigrocti 3 aumoramu HEM, BCTAHOBAEHWMY MIGUEBYM PEryNATOPHKM OPrakoM, a TaKom y sinnosignocriia
CNeUkQIKaLRMH, HABEAEHUMH B PeecTpauiiiomy Aocse. MpoTokonm BUPO0HHYTAa, NakyBaHKR T2 aHanisip Bynu nepernriyTl Ta scrasosneua BIANOBIRHICTL  Bumoram HBM.
I hereby ceriify that the above Information is authentic and accurale. This balch of product has been manufaclured, including packaging/labeling and quality control at the above

mentioned site in lull compliance with the GMP requirements of the local Regulatory Authority and with the specifications In the Marketing Authorisation. The batch processing,
packaging and analysis records were reviewed and found Lo be in compliance with GMP.

Mianuc Dara
Signature Date: 26/06/2020

YnoBHOBAXEHA ocoba
ualified Person K. Verresen
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JIEPXUJIIKCITY XBA YKPATHU
JTEPKABHA CJIIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHKIA OB.JIACTI

npocrekT Banepis JlobaHoBerkoro, 51, m. Kuis, 03110, Ten/ti)a;(c. (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Ipo AKIiCTH BBE3€HOro B Y KpaiHy JiKapcbKOro 3aco0y

16.07.2020 Ne 33095/20/10

HEBAHAK®

(nailiMedyBaHHS JiKapchbKoro 3acoly 3rifHo 3 peectpauifHuM nociainquHﬂM)
Kpanii o4Hi, cycrensist, 1 Mr/mJ, mo 5 may (}maxcom-lcpanenbnnm "Ipon-Teitnep®'; mo 1
dJiakoHy B Kopolui 3 KapToHY

(bopma BUIYCKY, HO3YBaHHS, BUX IAKYBaHHS JiKapchKoro 3acoby)

Howmep peecrpaniitaoro nocsixaenrst UA/13522/01/01 crpox aii peecrpaniﬁHorof nocgimaenns 01.01.2099

Cepis nixapcrkoro 3acoGy Ne 20D08JA KinbKicTs BBE3EHOTO J'IiKapCLiKOI‘O 3aco6y 1500
BupoGHuK Ankon-Kysprop, bensris
(HaliMenyBaHHs BUPOGHUKA JIIKAPCEKOr0 3aco6y, KpaiHa MOXOMKEHH)
Bgeseno B Ykpainy CuijibHe YKpalHChK0-eCTOHCHKE Hl}ll‘[pI/IEMCTBO y ¢popmMi TOBapucTBa
3 00MEKEeHO0 BilIOBIXATbHICTIO "OIITlMa -®apwm, JTA", inenr. xon:
21642228 ;

(uaiiMeHyBauns Ta kox 3a EPITOY ropuamaroi oco6u aGo npissue, im's, 110 GaTbKoBi GismHamol
ocobH - MiAnpHeEMI, i Micle IpoXHUBaHHS Ta peecTpaniiiHuii HoMep 00MiKOBOI KapTKH IUIATHHKA
moarkis abo cepis Ta HOMEp Nacnopra)

HpoTokoa Bisyansnoro xontpomo eix 09.07.2020 Ne 2147/1.

3a pesymbTATAMH MNEP)KABHOTO KOHTPONIO BCTAHOBIGHO, IO MiKapchKui = 3aci6 BBeseHO B VYkpaiHy 3
JOTPHUMAHHSM BHMOT 3aKOHONABCTBA IO/I0 3a0€3MeYSHHS AKOCT NiKapCHKUX 3ac00iB.
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