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(@ antibiotic

. BATCH CERTIFICATE OF ANALYSIS.OF MEDICINAL PRODUCT -
. CEPTH®IKAT SKOCTI CEPII IIKAPCBKOTO 3ACOBY

Ne 1674

‘Name of product/Hazsa nponyxry
(strength, dosage form, package size and
type/ nosyBaHHS, Jikapcbka (opma,
PO3MIp 1 THIT YIIAKOBKH)

TOBRINEXT, eye ointment, 5 g in an aluminum
foil tube with cannula and plastic screw cap; 1
tube per pack with the labeling made in
Ukrainian / TOBPUHEKCT, mases oyma, 10 5T
Ma3i y Ty6i 3 amominierol (ONBTH 3 KaHIOIEIO Ta
[IaCTMaCOBOIO KPUINETKOIO, hile]
HarBHHYyETLCs; o 1 Ty6i B KapToHHiH xopobni
3 MapKyBaHHAM YKPaiHCEKOK MOBOIO

Active substance/ 1i0ua pe4OBHHA

1 g of the ointment contains tobramycin sulfate
equivalent to 3 mg of tobramycin/ 1 r wmaszi
MICTHTE ToOpaMinuHy cynsdart, o

EKBIBAJIEHTHO TOOpaMiluHy 3 MI'

Manufacturing country/ xpaina- | Bulgaria/ Bonrapis
BHPOOHIK

MA number/ Homep PI1 Ne UA/17882/01/01
Batch number and size/ Homep ta posmip | 426225

cepif 7000 packs

Date of manufacture / Jlata Bupobuunrtsa | 23.10.2025

Expiry Date/ CTpox npunaTHOCTI 10.2028

Name, address and license number of
manufacturing site/ Haspa, aznpeca i
HOMEp JineH3il BUpoOHUHOl NUIBHHUI

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd:, Razgrad 7200,
Bulgaria

BAJTIKAHO®APMA-PASTPAL ALl

Byn. Anpincko sactanie 68, Pasrpan 7200,
Bonrapis

Manufacturing authorization for medicinal
products in Bulgaria from 17.12.2024 Ne
BG/MIA-0482 / Jliuensist Ha BHPOOHILTRO
Jgikapcekux 3acobie B Bonrapii Bix 17.12.2024
Ne BG/MIA-0482

Buotkanpharma-Rozgrad AD

Unitet: Bugaricn Bank

Page | of 3

bphrez@antiliotic.by
val 8GR2604A3E2E

68, fprilsizo vastenie Bhvd..
lazqra¢ 7200, Buigana

Bank Cadz UBBSBESF

b ooe WS G

IBAN BEESUBBST 3701010000210



Indicator/Tloxaznur

Specification/Cneundiraumin

Result/Pezynnrar

Appearance/ Onnce Ointment with uniform consistency/ ‘\/Ia;b 3 | Meets acceptance
sl , OJHHIODIAHOI0 KOHCHCTEHUIEIO criteria/ Birnoginae
LColour/ Kouip White to pale yellow / 13m Ginoro 1o Meets _acceptance

Hnino- mon TOro

criteria/ Bianosinae

Identification/
Jzenmdixania
- Tobramycin /ToGpamiumn

- Methyl
Parahydroxybenzoate/
Merunnapariapokcubensoar

- Propyl
Parahvdroxybenzoate/
Tlponinnaparinpoxcudensoar

TLC/TUIX,

HPLC/ BEPX

HPLC/ BEPX

HPLC/BEPX - ,

Meets acceptance
criteria / Bipgnosinae
Meets acceptance

criteria / Binnorinae

Meets acceptance
criteria / Binnosinae

Meets acceptance
criteria / Bignosijsae

Homo«mneny/l OMOTEHHICTD Homog nous/ T'omorenna Meets acceplance
criteria / Bigrosinac

Minimum fill, g / Maca To comply with the test / Mac signosinars 5.1
BMiCTY, T BHMOIam BUIIPOOYRanHS

Particle size, pm/ Po3mip

IACTHHOK, MKM

-none/ »oara >90 0

-max. 20 particles/ maxe. 20 | > 25 0
YaCTHHOK

-max. 2 particles/ maxc. 2 > 50 0
YaCTHHKH

Content of: /Bmicr:

~Methyl From 0.0475 to 0.055 / 0.0488
Parahydroxybenzoate, %/ Bin 0.0475 no 0.0553

MeTHanaparinpokcubensoar,

%o

-Propyl '
Parahydroxybenzoate %/ From 0.009 to 0.011/ 0.010
nporninnapariapoxcnGensoar, | Bix 0.009 no 0.011
%

Related substances

Tobramyein, %/ Cynyrui

aomimxn ToGpaminuny, %

-~ any impurity/6ynp-sxa | Not more than 1.5 /He 6inbie 1.5 0.08
IOMIlXa
- total/seworo momimox | Not more than 2.5 /He Sinbue 2.5 0.28

Content of Tobramycin, %/ | From 0.285 to 0.36 /

Bumicr Tobpamiunny,% Bin 0.285 10 0.36- 0.311

Sterile./ CrepusbHuii -

Sterility/ CreprasnicTs

Belkonpharma-Rozgrad A0

linited Prdganes Bank

n

B8, Apnlsko vasianic Blvd.. - 30% RS

Rargiad 7200, Bulysia

Banli Cadz U

BEILGSY

1815218
- 358 @4 638 277

Sterile / Crepunsunii
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The batch meets the requirements of QCM for MA Ne UA/17882/01/01/ Cepis sinzorinae
srmoram MIC no PIT Ne UA/17882/01/01.

The packing, labeling and expiry date comespond to the requirements of QCM/ Vnaxosxa.
MapKyBaiHs Ta TEPMIH IPHAATHOCTI Binnosigarots sumoram MESL.

Storage: Store in the original package in order to protect from light. Do not store at temperature
above 25°C. Keep out of reach of children. /36epiratu B opuriHajpHili yIaKoBui, B 3aXUIICHOMY
BiZ CBITJIa Micui, ripu Temmepatypi He Bumle 25°C. 30epiraTd ¥ HELOCTYIIHOMY IS JUTeH Mici.

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the lccal health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for investigational
medicinal product. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP requirements and were signed by the responsible persons of the
above mentioned manufacturer./ IluM s mipTBepIDKYIo, MO HapeleHa BmIE iHdopManis e
JOCTOBIPHOIO Ta TOYHOIO. Llg cepis mpomykmii Oyiia BUroTOBNEHA, BKJIIOYAIOMH IAKyBaHHS,
MapKyBaHHS Ta MPOBENCHHS KOHTPOMIO 11 sKOCTi Ha 3a3maueHill BUpoOHMUIH xingHui y moeHil
BIADOBLAMOCTI. 3. BuMoramMy GMP, BCTaHOBNEHHMH MICHEBHM DETYJSITOPHEM OPraHOM, a, TAKOX
Binnosizmno Ko crenmdiranii, mo Mvic;m'rr;csl B peceTPaLiiiHOMY 10ChE, 3aTBEPKEHOMY B YKpaiHi
JUTS IOCJDICYBAHOTO TKapehkoro 3aco6y. ITpoToKom BHpOBHIITEE, HAKYBAHHS Ta IPOBCACHHS
anam3iB  OyaM .IHepeBipeHi, BCTAHOBIEHO BimmoBimmicTs BHMoram GMP  Ta mianmcano
BLANOBIAANBHUME 0coOaMu BUPOOHHKA.

Issued b)’/BI_IlIaHOZ Diapa-Aleksandrova

T an GRS

Date/ Jlata; PE f{i Z/W

Fage 5 of 3

Balkanphiarma-Rezyrad 40 88, Apiitsico vasianie Blvd.,
Raxgrad 7200, Bulgan

Usited Bulgariar Bork Bank Cade USBSBGESE BAK SEERUBESTI79101000021C






JEPKABHA CJHYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIFO 3A
HAPKOTUKAMMU Y KHIBCHKIN OBJIACTY

npoB. Ceitiunol Hagil, 3, a.Kuiis, 02099, Ten/darce: (044) 363-06-30
E-mail: dls.kof@idls.gov.ua, Koa CAPIIOY 37078774

BHUCHOBOK
HPO AKICTL BEE3CHOT0 B YKpPAIHY JiKapchKoro 3acody
10.09.2024 Nt 44023/24/10
TOBPHHEKCT

{zaiine1yBanHa NiKapcsKoro acofy 3riano 3 peecrpanifinga nocsigueHRIM)
Ma3b 0una, 3 MI7T; Mo 5 r Mazi y TYGI 3 amontiniesol Gosbri 3 KAHIOIEI0 T2 IIACTMACOBOIO
KPHIIEYKO0, HI0 HAIBHHUYCTHCH; 110 1 TYGI B kapTouuiil kopobui

(hopma BuRyCKy, ADIYBUHHA, BUA NAKVEAHHA JIKIPCHKOTO sacaby)
Hotep pecerpanifinoro nocsimuenus UA/17882/01/01 crpox aif pecerpauiitsoro nocinenns 17.01.2025
Cepis aikapcesxoro sacoby Ne 415324 KinskicTb BBE3EHOTO AiKapchkoro 3acofy 6444

Bupobunk BAJIKAHDAPMA-PA3I'PAT AL, Boarapis

(raityeHyBanis BHPolHIKD BIKEPCLEOTO 3ac00Y, Kpiita NoxommeHR)

Beescuo B Yxpainy ChinpHe ykpaiHCcbKO-eCcTOHCHKE NIIIPHEMCTRO ¥ (opari
TOBAPHCTBA 3 00MeeHO00 Bianosizaasuicrio "OntiMa-Dapm,
JITHM, taent. won: 21642228
(naiisenyeanns 1a ko3 3a CAPIIOY wpiauuor ocobn afo npissiue, is'y, o Garskon

thiznunoi ocofiu - mianpuenmua, ¥ sicue npowneawis 1a peecrpaniiingit kosep ofnikosal
KAPTRY MAATHHRS Rogarkis afo cepis Ta BoMep nacnopTa)

Hporoxoa eizyansuoeroe konrpow eig 04.09.2024 N2 2617/3.

3a pesynsTaTaMM  JepiKaBHOFO  KOMTPOMK) BCTAHOBACHO, WO JHixapesknil 3aci6 pseseno B Vepalwy 3
AOTPHMARHNAM BHMOT 32KOHOIABCTRA U100 330e3neNeHHS AKOCTI JHKapChKiX 3acodis,

//5- @JZ/ Biktop CTE®KIBCHKMIA

//’ S e 4
(74 (finecy™ (1HiLliany T3 npilsuHue}
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antibiotic

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHDIKAT SIKOCTI CEPIL JIKAPCHKOI'O 3ACOBY

Ne 1142

Name of product/Hazsa mpoxykry
(strength, dosage form, package size and
type/ IozyeaumEs, Jixapceka (opma,
PO3Mip 1 THIT YIAKOBKH)

TOBRINEXT, eye ointment, 5 g in an aluminum
foil tube with cannula and plastic screw cap; 1
tube per pack with the labeling made in
Ukrainian / TOBPUHEKCT, masp ouxa, no Sr
Mazi y Ty6i 3 amominieBoi GoNbrH 3 KaHIONEo Ta
IIACTMACOBOIO KPHIIEYKOIO, 1o
HarBuHYYyeThCs; 110 1 TyOi B KapTOHHi# Kopobui
3 MapKYBaHHIM YKPaiHCEKOIO0 MOBOO

Active substance/ niroga peuosuna

1 g of the ointment contains tobramycin sulfate
equivalent to 3 mg of tobramycin/ 1 r ma3zi

MICTHTB ToOpaMinuHy cynbar, mo
exBiBaTeHTHO ToOpaminuny 3 mr
Manufacturing country/ Kpaina- | Bulgaria/ Bonrapis
BHPOOHHK
MA number/ Homep PIT Ne UA/17882/01/01 till 17.01.2025./

Ne UA/17882/01/01 mie mo 17.01.2025

Batch number and size/ Homep ta posmip
cepii

415324
7000 packs

Date of manufacture / Jlata BupoGumuTEa

02.07.2024

Expiry Date/ Ctpok npunatHocTi

07.2027

Name, address and license number of
manufacturing site/ Hassa, agpeca i
HOMED minen3il BUpoOHHI0] AimpHuI

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd., Razgrad 7200,
Bulgaria

BAJIKAHOAPMA-PA3TPALL AL

byn. Anpincko Bacranie 68, Pasrpazn 7200,
Bonrapis

Manufacturing authorization for medicinal
products in Bulgaria from 23.07.2024 Xe
BG/MIA-0450 / Jlinen3ig Ha BUPOOHHITEO
Jikapeskux 3aco6is B Bonrapii Bix 23.07.2024
Ne BG/MIA-0450

Balkanpharma-Rargrad AD

Uniterl Bulgarian Bank

’}7*\ xa g""v/ 1

68, Aprilsko vastanie Blyd.,
Razgrad 7200, Bulgatia

Banl Cote IBBSBGSF

28
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Indicator/Iloxasuui Specification/Cnenndixania Result/PesynsTar
Appearance/ Onuc Ointment with uniform consistency/ Mass 3 | Meets acceptance
0JTHOPIAHOK KOHCHCTEHLIEID criteria/ Binnosinae
Colour/ Konip White to pale yellow / Bin 6inoro no Meets acceptance
6,11 J0-KOBTOrO criteria/ Binnoeinae
Identification/
InenTadixanin
- Tobramycin /ToBpamiuun TLC/THIX, Meets acceptance
criteria / Binnosinae
HPLC/ BEPX Meets acceptance
criteria / Binnosinae
- Methyl
Parahydroxybenzoate/ HPLC/ BEPX Meets acceptance
Metuinapariapoxcubensoar criteria / Bigroeinae
- Propyl Meets acceptance
Parahydroxybenzoate/ HPLC/ BEPX criteria / Bianosinae

[poninnaparigpoxcubensoar

Homogeneity/Tomorennicts | Homogenous/ I'omorenna Meets acceptance
criteria / Bianosigae
Minimum fill, g / Maca To comply with the test / Mae Bianoeinatu 5.1
BMICTY, I BMMOIaM BUNpoOYBaHHS
Particle size, pm/ Po3mip
YACTHHOK, MKM
-none/ sx0aHa >90 0
-max. 20 particles/ makc. 20 > 25 0
YaCTHHOK
-max. 2 particles/ maxc. 2 > 50 0
YACTHHKH
Content of: /BnicT:
-Methyl From 0.0475 to 0.055 / 0.0484
Parahydroxybenzoate,%/ Bin 0.0475 no 0.055
MeTHnapariipokcbensoar,
%
-Propyl
Parahydroxybenzoate,%/ From 0.009 to 0.011/ 0.009
nponianapariapoxcubensoar, | Bix 0.009 no 0.011
%
Related substances
Tobramycin, %/ CynyrHi
aomimxcn ToGpaminnuy, %
- any impurity/6yas-aka | Not more than 1.5 /He 6inble 1.5 0.63
Jomiuka
- total/sesoro gomiwor | Not more than 2.5 /He Ginbwie 2.5 0.87
Content of Tobramycin, %/ | From 0.285 to 0.36 /
Bumict To6paminnny,% Bin 0.285 no 0.36 0.32]
Sterility/ CrepuabgicTs Sterile / Ctepunpuuii Sterile / Ctepunsuuii
Page 2 of 3
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United Bulgarian Bank

Razgrad /200, Bulganz

Bank Cotle UBBSBGSF
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VAT BOB26D43628

{BAN BGELUBBS73701010000210



The batch meets the requirements of QCM for MA Ne UA/17882/01/01/ Cepis planosigac
pamoram MK qo PIT Ne UA/17882/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ VYnaxogrka,
MAPKYBAHHS T4 TEPMIH NPHIATHOCTI BIANOBLAIOTH BiMoraM MEKS.

Storage: Store in the original package in order to protect from light. Do not store at temperature
above 25°C. Keep out of reach of children. /36epiraTi B oprriHanbHil YIAKOBUI, B 3aXUIICHOMY
B CRITVIA Micud, npu Temnepatypl He puwe 25°C. 36epirati y HEXOCTYITHOMY AJIst UTeH Micui.

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for investigational
medicinal product. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP requirements and were signed by the responsible persons of the
above mentioned manufacturer/ IluM s nigrsepivkyio, WO HapereHa suumie iHQopMauis ¢
HOCTOBIPHOW Ta TO4HOW. Llg cepis mpoxayxuil Gyia BArOTOBICHA, BKIOYAOUN NAKYBAHHS,
MAPKYBAHHS T4 [POBCACHHS KOHTPOMIO 11 SKOCTI HA 3a3HadeHiit BHpoOHNUIN AinsHml y 1ToBHIN
BiamoBinHOCT! 3 BUMOraMu GMP, BCTAHOBJICHHMHE MICUEBUM PETYJTODPHHM OPraHoM, a TAKOXK
BUIHOBLAHO JIO crienn(ikaiif, mo MicTaThes B peecTpallifiHoMY HOChE, 3aTBEPILKEHOMY B Yipaini
IS ROCALDKYBAHOIO JHKapehkoro 3acofy. TIporokony BupOoCHIIITEA, HAKYBAHES TA [IPOBEICHH
anamzie  Oynu  nepesipeni, BCTAHOBNEHO Bimnopimmicts BuMoram GMP  rta  riamucano
BLOBINANEHIIME 0coBaMu BUpoSHuKA.

[ssued by/Buaano: Diaga Algk

Date/Ilara: 26/07/2024
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