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JAEPKABHA CAYXBA 3 JIIKAPCLKI_;’_[X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN ¥ KHUIBCHKIH OBJACTI

npos. Csitmwanot Hapi, 3, m.Kuig, 02099, ten/(axe: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog €IPIIQV 37078774

BHUCHOBOK
HPO AKICTH BBE3€HOr0 B YKpainy Jikapenkoro 3acofy

28.12.2023 Ne 65287/23/10

TOBPATEKC®

A5

{HaliMEHYBANNA NIKAPCHKOTO 3ac0By Irimuo 3 peceTpatiitammg ROCBINTeHAIM)
Ma3k 04Ha, Ho 3,5 T y Ty6i; mo 1 Ty6i y kopo6ui 3 kaprony

{(bopxa prnycky, J03YRAHKSA, BHI NAKYRAHHS JixapesKoroe acoy)

Homep peectpauilidoro nocsiguesns UA/2448/02/01 crpox ail peecrpauiiinoro nocriguenns 01.01.2099
Cepix nikapeskoro sacoby Ne YV414C Kinbkiczs BBE3EHOrO MiKapehxoro sacody 4320

Bupofunk Anxou-Kysprop, Bensris

{HAIMCHYBAHHA BupobHIKA TiKapcsROro 3acoby, XpaiHa NOX0mHeHS)

Baeseno B Yipainy CninbHe yxpallicbKo-eCTOHChKeE MAIPHEMCTBO ¥ $opMi TorapHcTEa
3 00MeReH010 BignoBiaagLRicTIO "Ontinta~-Papms, ITH", igenr. xoz:

21642228

(maiiMenyBaHRA T2 Koii 3a €/IPTIOY topnasasol oo abo npiseyine, iv'a, no GaTekesi ol
ocofit - mianpseMuy, i micue NPORUBANAS Ta peccTpauiiinnil Homep 0GIKOBOT KAPTKH HAATHMEK
nOAFTKIB alo cepint Ta HOMEpP [ACHOPTa)

Ipororen sisyanaenoro xonrponio sin 26.12.2023 N2 4161/13.

3a  pesyaeTaTAMII  JEPWABHONG KOHTPONIO BCTAHOBNEHD, MO miKapcexii  3acid  peeteno B Vipaiwy 3
AOTPHM2HHAM siMOr 3aK0HCAABCTRA U0 3a0e3eTe M SKOCTI aiKapckkux 3acobin.

Bio. :aac-*r-ymigfcﬁg_ dUamEHMICA BITAIY 1
_ A e MR Tat 3L e
AlepxasHoi ¢ YRGB 4E

_ A i}{ RN
'3&00615:1‘3'—-KG,?;_"?P%:‘; :

A Eas s ny o d ik ke p Y R

[pina IHATTAMAU

(ininiann Ta.nprispwe]

P Rk
WesHora

M.IL,



!! NOVARTIS

HAJBA NPENAPATY;
PRODUCT NAME:

PO3MIP TA TUN YNAKOBKH:
PACKAGE SIZE AND TYPE:

CUNA OIIAKTUBHICTL:
STRENGTH/POTENCY:

PEECTPALMHE NOCBIOYEHHS Ne:

MARKETING AUTHORIZATION Ne:

CEPTUDIKAT CEPII
BATCH CERTIFICATE

TOBPAOEKC®. mais o4Ha
TOBRADEX®, eye ointment

Mo 3.5 ry Ty6i, Ne1
3,5 g in tube, Net

Tobpamiumny 3,0 mr/r, nexcamerason 1,0 mrir

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

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

Tobramycine 3,0 mg/g, dexamethasone 1,0 mgig

LUAI2448/02/)1
UAI2448/02/01

MARS KOH:
MARS CODE;

142264
7142264

HOMEP CEPIT: VV414C  QB'EM CEPI, BHTYUWIEHO! ANA YKPATHM: 37020 ynakosok
BATCH NUMBER: VV414C BATCH VOLUME RELEASED FOR UKRAINE: 37020 packs
TEPMIH NIPUAATHOCT: 0772025 BATA BUPOBHUMUTBA: 28/08/2023 DATA BANYCKY CEPII: 29/09/2023
EXPIRY DATE: 0772025 MANUFACTURING DATE: 2810872023 BATCH RELEASE DATE: 29/09/2023
HAJBA, AIPECA BAPOBEHWKA: ATNTKOH-KYBPLOP, PIMKCBEN 14, B-2870 RYYPC, BENLIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NIUEH3I BUFOBHUKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 M
KOMEHTAPI: He acTocoBHO
COMMENTS: Not applicable

TECT CNEUMDIKALIA PEIYINBLTAT

TESTS SPECIFICATIONS RESULTS
SOBHILLMIK BWINAA T8 Konip: OpHopigHa magkb Binoro abo maibke Binoro konbopy Bignosinas
Appearance, colour: White to off-white, homogeneous ointment Pass
|neHTudhikauin:
|dentification:
Hexkcamerazouy {TLUX) T103UTUBHO [TO3UTUBHO
Dexamethasone (TLC) Dasitive Paositive
dexcamerasony (BEPX) [No3UTHUBHG T1O3UTHUBHO
Dexamethasone (HPLC) Paositive Positive
TobBpamituuy {THIX) [103UTUBHO [103aNTHUBHO
Tobramycin (TLC) Fositive Positive
TobBpamiuvuy (BEPX) [103UTUBHO [lO3MTUBHO
Tobramycin (HPLC) Positive Positive
Xnopbyranony [o3anTURHO [1CAWTUBHD
Chiorobutanaot FPosilive FPositive
KintkicHYMRA smicr:
Assay.
flexcamerasoHy 93 — 107 % Big 3asBnNeHoro BMICTY 96.9%
Dexamethasone 93 - 107 % of labe! claim
TobSpamiunay 83 — 108 % Bip aanasnedoro sMicTy
Tobramycin 93 - 108 % of label claim
XnopGyradony 90 — 110 % Big 3aaBNEHOrO BMIC
Chicrobutanaol 20~ 110 % of label claim




! NOVARTIS

CEPTU®DIKAT CEPII

BATCH CERTIFICATE

HA3BA NPEMAPATY;

TOEBPANEKC®, maan ouHa

PRODUCT NAME:

PQ3MIP TA TUM YNNAKOBKW:

TOBRADEX®, eye ointment

Mo 3.5 ry ty6i, Noi

PACKAGE SIZE AND TYPE:

CWUNA HIAKTUBHICTL:

3,5 gintube, N1

Tobpamiuny 3,0 Mrir, nexcamerazoH 1.0 mrir

STRENGTH/POTENCY; Tobramycine 3,0 mg/y, dexamethasone 1,0 mglg
PEECTPALIVHE NOCBIAMEHHA Ne: UAI2448/02/01 MARS KON 142264
MARKETING AUTHORIZATION No: UAI2448102101 MARS CODE: 742264

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

Telephone +32 3 890 27 11
Fax +32 3890 27 17

HOMEP CEPY[: VV414C  OB’€EM CEPIl, BUNIYUIEHO! AR YKPATHU: 37020 ynakoag
BATCH NUMBER: Vv 414C BATCH VOLUME RELEASED FOR UKRAINE: 37020 packs
TEPMIH NPUOATHOCT): 0772025 OATA BUPOEHUUTBA:! 28/08/2023 OATA BUNYCKY CEPII: 29/09/2023
EXPIRY DATE: 07/2025 MANUFACTURING DATE: 281082023 BATCH RELEASE DATE:  29/09/2023
HA3BA, ATIPECA BUPOEHUKA: ANKOH-KYBPLOP, PIAKCBET 14, B-2870 NYYPC, GENBIIA
NAME, ACDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NIUEM3I BUPOBHUKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: Ho 3actocorHD
COMMENTS: Not applicable
Oponyrrn gerpapauii fekcamerasony;
Dexamelhascone Degradation Products:
AL-5202 He Binswe 0.2 % pnexcameTaaony 0%
NMT 0,2 % of Dexamethasone
Al-585 He Binbwe 0,5 % AekcamMeTasgHy 0%
NMT 0,5 % of Dexamethasone
AL-5447 He Ginbliie 0.2 % nekcamerasouy 0%
NMT 0,2 % of Dexamethasone
Bynb-akui HeskalaHWik NPOAYKT Alerpanalli He BinbLie 0,2 % nekcameraiony 0%
Any Unspecified Degradation Product NMT 0,2 % of Dexamethasone
BCooro npoaveTis gerpanadli He Binsine 1.5 % gexcamerasgHy 0%
Total Degradation Products NMT 1,5 % of Dexamethasone
{1DOAYKY nerpagauii Tobpamiuusy: He Binswe 1.5 % Tobpamiunny 0%
Tobramycin Degradation Proeduct: NMT 1,5 % of Tobramycin
HeGpamiH
Nebramine
Poamip “acrox: Binnosinae sumMoram £8p. Gapm. Bianosigac
Particle size: Complies with Eur.Ph. requirements: Complies
He BinbLie 20 yactok > 25 MKM 0 Yactok
NMT 20 particles > 25 um 0 Particles
He Oinbuie 2 yacrok > 50 mMxm 0 Yacrok
NMT 2 particles » 50 pm 0 Particles
HacTku sigcyTHi > 90 MKm 0 YacTok
Particles absent » 90 ym 0 Particles
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N () V A }{ T I S sa Alcon-Couvreur nv

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

CEPTUDIKAT CEPI{ Fax +32 3 890 27 17
BATCH CERTIFICATE

HA3BA MNMPEMAPATY: TOBPAAEKC®, masw ouHa

PRODUCT NAME: TOBRADEX®, oye ointmeant

POIMIP TA TWN YNAXOBKA: Mo 3,5 7y Ty6i, Not

PACKAGE S1ZE AND TYPE: 3,5 g in tubg, Ne1

CHUNRA OWAKTURHICTL: ToGpamiuuwi 3,0 mr/r, nekcamerason 1.0 mrfr

STRENGTH/POTENCY: Tobramycine 3,0 mg/g, doxamethasone 1,0 mg/g

PEECTPALIVMHE NOCBIAYEHHSA Ne: UA/2448/02/01 MARS KO 742264

MARKETING AUTHORIZATION Ne: UAI2448/02101 MARS CQDE: 742264

HOMEP CEPI: VV414C QOB'EM CEPH, BUITYWEHO] ANA YKPATHW: 37020 ynakoroK

BATCH NUMBER: VVv414Q@ BATCH VOLUME RELEASED FOR UKRAINE: 37020 packs

TEPMiH DPURATHOCTI: 07/2025 DBATA BUPOGHULTBA: 28/0812023 OATA BURIYCKY CEPIl: 28/09/2023

EXPIRY DATE: 07/2025 MANUFACTURING DATE: 28/08/2023 HATCH RELEASE DATE: 29/09/2023

HASBA, ALIPECA BUPQEHUKA: AJTKOH-KYBPLOP, PIMKCBET 14, B-2870 NYYPC, BENbLI'IA

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

HOMEP MHUEH3) BUPOBHWKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 M

KOMEHTAPI: He aactocoBHG

COMMENTS: Not applicable

KinbkicTh MeTanesunx Yacrox He Binkitie 8 yacrok 2 50 Mkm/1 TyDa D YacTox

Metal particle count: NMT 8 particies =2 50 um/1 tube 0 Particles

He Binkwe 50 vYacToxk = 50 mrm/10 Tv6 O YacTox

NMT 50 particles = 50 um/10 tubes 0 Particles

Bopa He 6inbwe 1.0 % 0.0 %

Water NMT 1,0 %

CrepunbricTs (E8p. @, 2.6.1) CrepunbHo CTepunbHo

Sterility (EU Ph. 2.6.1) Slerile Sterile

Lium 7 3asiprio, wo svujeskasada iHdopmalis € TOHHOIO Ta AocTosipHoo. [lana cepia npoaykTy Byna empobneHa, BKAOMAKOUM YIaKoBeKy |
MEpKYBaHHA Ta  NPOBEAEHO KOHTPOANL i AKOCTI HA BUUE3asHaueRIR BUPOGHWUIK AinbHULL y ROBKHIN BignogigrocTi 3 aumoramu HAT.
BOTAHOSAGHWMY MICLIBAUM PEIYNATOPHKM OPraHoMm, @ TAakoX Y BIAAOBIAHOCT! 13 cneuvdikalinaMu, HABeaeHUMY B PEECTPAUIMHOMY [OCHLE.
MNpoTokonn BupoGHYLTRE, NaKyBAKHA Ta axanisis Gynu nepernanyTi ra BCTaHOBNEHE BignosigHiCTs BMoram HB[.

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

specilications in lhe Markeling Authorization. The balch processing, packaging and analysis records were reviewed and found o be in
compliance with GMP,

[ignuc; [ara;

Signature: Date: 28/09/2023
i IpomucnoeufiSapMaueeT, YnosHoBa)xeHa ocoba: K. BeppeceH
Industrial pWa?::ist. Qualified Person: K Verresen
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