HOEPKABHA CIIYVIKEA 3 JIIKAPCLKI;[X 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHM Y KHIBCHKHAL OBJIACTI

npoB, Ceitanuroi Haxii, 3, m.Kuis, 02099, Tea/daxe: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHCHOBOK
Hpo AKICTH BBE3EHOr0 B YKpaiHy Jikapchbkoro 3acody
11.09.2024 | Ne 44918/24/10
HEBAHAK®

(HaitMenyBaHHs HiKAPCHXOro 3acoBy 3TiAHO 3 PeECTPALIHHENM NOCR ATe M)
Kpamii o4Hi, cycnensis, 1 mr/mia, no 5 M y gaaxeni-kpaneassuni; no 1 guakony s
~_Kkopodui 3 Kaprouy
(bopme Bunycky, K03yRAHHA, BIA NaKYBAHIA TKAPCHKOTO 30c06y)

Howmep peectpauiiisoro nocsinenns UA/13522/01/01 crpok aii peecrpaniiizoro nocsiggenns 01.01.2099
Cepist nikapchkoro sacoby Ne VEJ8GE KinskicTs BBe3eHoTO Mikapeskoro zacoby 1200

BupoGuux Anxou-Kyepnop, bespris
{HaitmeHyBakHs BipoOHHKa JIIKApCLKOTO 300y, KpalHa MOXOMKCHHS)

Beeseno B Yxpainy CrinbHe yrpaiHCBLKO-CTONCHKE TANPHEMCTBO Y thopi
TOBAPHCTEA 3 00Me:KenoI0 BixmoBigaabHicTIO " OxriMa-Dapm,
JTH", inenst. kom: 21642228

[maitmenyBanns Ta kog 3a CIAPIIOY wopuauuol ocofn afo npizpuiie, im's, no Garbkosi
{piznanol ocobu - nizupremus, i Micue npoRHBAHEA TA peccTpauiinmi romep ofrikopol
KapTEE MAATHEKA TOOATKIB 200 cepis Ta HOMED rmacnopra)

Tperorea sisyasuoro kewrpomo eix 09.09.2024 N 2669/12,

3a pesynsTaTaMH JEPKABHOTO KOHTPOAK BCTAHOBICHO, W0 Rikapcekuit 3acil eseseno B Vipainy 3
AOTPUMAHHAM BiMor 3akOHOJARCTRS 1040 3afe3nedeHHs SKOCTI MKapepKix 3acobir,

//g : @5/ Bitrop CTE®KIBChKHIA
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HA3BA MPENAPATY:
PRODUCT NAME;

PO3MIP TA TUN YIAKOBKN:
PACKAGE SIZE AND TYPE:

CUNA ATAKTUBHICTD:
STRENGTHIPOTENCY:

PEECCTPALIMHE NOCBAYEHHS Ne:

CEPTUDIKAT CEPI|
BATCH CERTIFICATE

HEBAHAK® kpapni ouni, cycnenain, 1 meimn
NEVANAC® eye drops, suspension 1 mg/ml

sa Alcon-Couvraur ny
Ritksweg 14, 2870 Puws, Belgium

Telephone +32 3 890 27 11
Fax +32 3 800 27 17

00 5 MN Y GNAKOHEKPANENLHKUL N0 1 ¢NAKOHY B KOPOEL 3 KAPTOHY

5 ML IN DROPPER CONTAINER, 1 CONTAINER iN CARTCN

HenadieHak 1.0 mrimn
Nepafenac 1.0 mg/ml

UAM3522101/01 MARS KO

MARKETING AUTHORIZATION No:

744728

UA/M3522f01/01 MARS CODE:

749728

HOMEP GEPI: VFJI86E  OG'€@M CEFH, BUNYWEHO! ANA YKPATHM: 32310 ynaxosoK

BATCH NUMBER: VFJB6E  BATCH VOLUME RELEASED FOR UKRAINE: 32310 packs

TEPMIH OPUOATHOCTI:  02/2026  UATA BUPOBHMWLITBA: 27/03/2024  LATA BUIMNYCKY CEPII: 2810512024
EXPIRY DATE: 02/2026 MANUFACTURING DATE: 27103/2024 BATCH RELEASE DATE:  28/05/2024

HA3BA, AlIPECA BUPOEHWKA:
NAME, ADDRESS OF MANUFACTURER:

HOMEP MILEH3H BUPOBHWUKA;
MANUFACTURING AUTHORISATION NUMBER:

KOMEHTAPL: He zacTogomHho
COMMENTS: Not applicabie

AJICH-KYBPHOP, PIAKCBEL 14, B-2870 MTYYPC, BENLIIA

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

176 H

176 H

TECT CNELNDUKALLFF PE3YIIBTAT

TESTS SPECIFICATIONS RESULTS
S08HILLHIA BUINAA CyCcnEHail;
Appearance of suspension;
Konipicrs Bin cBiTRO-KOBTOMO 30 MOBTOMO Binnosinae
Colour Light yellow to yellow Pasgs
OpHopinHICTE OpHopigHa cycnersis Bianceigag
Uniformity Uiniform suspension Pass
lnenTrdikadin:
Identification:
Henaderak (AL-G515) {TLIX) [loavTheHO oanTreHO
Nepafenac (AL-68515) (TL.C) Positive Positive
Henachenak {AL-6515) (BEPX) NoanTupRrO No3uiueHO
Nepalenac (AL-8515) (HPLC) Positive Positive
Benaankorig xnopuay (BEPX) [MoanTuBHO MNoauTnaHo
Benzalconium chlgride (HPL.C) Positive Positive
Luruatpio enerary aurigpaty (BEPX) MosutneHo [to3nTMBHO
Disodium edetate (HPLC) Positive Posilive
KinbkicHe suadaqerHn Henadenak (AL- 85 — 105 % sif 3aAsfeHOr0 BMICTY 89.2%
6515) (BEPX) 95 - 105 % of deciared conlent $9.2%
Nepalenac Assays (AL-6515) (HPLC)
Homiuky (BEPX):
impurities (HPLC);
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sa Alcon-Couvraur ny

Rijksweg 14, 2870 Puurs, Belgium

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

Brazani npoaykTy Aerpanaull Henadenaxy:
Nepafenac Specified Degradation Products:
KeTto-amdenrak (Al -39187) He Ginbwe 0.2 % g BMICTY AKTWBHOT PEHOBWUHM 0%
Keto-amfenac (AL-39187) Not more than 0.2 % of active substance content 0%
Amdredak (AL-8235) He Ginbwe 0.2 % Bin sMicTy AKTMBHOT PEHOSUEN 0%
Amfenac (AL-6295) Not more than 0.2 % of active substance content 0%
Nakram (AL-12383) He Ginbiwe 0.2 % Big eMicTy aKTUBHOI DEYHOBUHK 0%
Lactam {AL-12383) Noet more than 0.2 % of active substance content 0%
Howidika @ RRT 8.21-0.26 He Ginbwe 0.2 % Bifl BMICTY AKTMBHOT peYoBMHY 0%
Impurity @ RRT 0.21-0.26 Not more than 0.2 % of active substance content 0%
Odomiwka @ RRT 0.67-0.73 He Sinbwe 0.2 % Bia BMICTY aKTMEHOT pEMOBUHU 0%
tmpurity @ RRT 0.67-0.73 Not more than 0.2 % of active subslance content 0%
Homiwka @ RRT 1.93-1.98 He Binbwe 0.2 % sia BMICTY aKkTUBHOT PEUCBUHU 0%
Impurity @ RRT 1,83-1.08 Not more than 0.2 % of active substance contenl 0%
Byab—sika okpema HeBkazaHa goMitKa He Binpwe 0.2 % sin smicTy akThaHol peuosrRK 0%
Any single unspecified impurity Not more than 0.2 % of active substance content 0%
3arantHa KinbricTb AOMILLOK (BXasanyy | He Ginbue 0.7 % sig BMICTY aKTYBHOT DEYOBMHW 0%
HeBkasanux} Not more than 0.7 % of aclive substance content 0%
Total impuiities (specified and unspecified)
KinobgicHe suakavedHA BedsankoHio 80 — 110 % sig 320BNEHOMY BMICTY 96.1%
xnopuny (BEFX 90 — 110 % of declared content
Benzalconium chloride assay (HFLC)
KinbkicHe BmasayeHHs AvHaTpile egeTarTy 90 — 110 % ein 3asBNEHOMo BMICTY 97.8%
aurinpary (BEPX) 90 - 110 % of declared content
Disodium edelate assay (HPLC)
pH 7.0-8.0 7.5
OcmonansHicT, 260 — 320 MOcmiir 29 1mCemikr
Osmolality 260 — 320 mOsm/kg 291mOsmikg
PecycneHaoBaHicTe He Binbwe 5 ¢ &c
Resuspendability Not more than 5s 58
B'aakicts {@ 60 obixe, CP-52 LVT) 70—130 milac 78mlasc
Viscosily (@ 60 RPM, CP-52 LVT) 70— 130 MPa*s 78mPa-s
Poamip vactok (HIACY:
Particles size (HIACY:
He menuwe 95.0 % < 10 mrm 99.4%
Not less 95.0 % < 10 um
He meHwe 98.5 % < 25 mkm 100.0%
Not less 99.5 % < 25 pm
He MeHte 99.95 % < 50 Mkm 100.00%
Not less 89.95 % < 50 um
He menwe 100.0 % < 75 mim 100%
Not [ess 100.0 % < 75 pm
Crepunsiicts (E8p.®. 2.6.1) Crepuikro CrepuisHe
Sterility (EU Ph. 2.8.1) Sterile Sterlle
O6'em HanOBHEHHA® Bingnosinae Bumoram £C, 5.026mn/ml
Filt volume* Meets EU Requiremenis

*BrkodyeTsca B npoueci supobHuYTEa
*Performed as an in-process control

Livm 5 2a8ipaio, Lo puieBrasana iHtpopmauin € Tou

Helo Ta pocTosiprolo. Jara cepist npogykry Byna supoBnena, punicHae-y ynakossy

i_mapiysatHs Ta ND0BEABHO KOHTPONb i SKOCTI Ha BMUIe3a3HAYSRI BUpOGHUIA AiAeHULT v NosHiA sianosigHocTi 3 Bumorami HBM,
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{’ b Alcon-C
* NOVARTIS Rikeweg 14, 2670 Puurs, Belgiurn
Telephone +32 3 890 27 11
Fax +32 3 890 27 17

BCTAHOBREHWMM MICLEBUM PEFYNATOPHUM CPraHomM, a Takox y signesinHoctl is cneuvikaliamy, HapegeHuMY B PBECTPALIRHOMY ADCHE,
MNpoTekonu BMpoGHMLTRE, NAaKyBaHHA T aHanisis Gynu nepernsiHysl Ta seraHopeHa pignosigHicTe BrMoram HBT.

I hereby cerlify thal the above information is authentic and accurate. This baich 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 focal Regulatory
Authorily and with the specificalions in the Marketing Authorization. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP.

e Qata;  28/05/2024
Date:

MNpomucnoswi dhapmauesT, Ynosropaxera ocoba; K. Me#Haptc
Industrial pharmacist, Qualified Person: K. Meynaerts
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