antibiotic

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHO®IKAT AKOCTI CEPII JIKAPCBLKOI'O 3ACOBY

Ne 0356

Name of product/Hazra npomykTy
(strength, dosage form, package size and
type/ mosyBaHHs, JiKapcekka (opma,
PO3MIp 1 THII YIAKOBKH)

TetraNext, eye ointment, 10 mg/g, 5 g in a tube;
1 tube per pack with the labeling made in
Ukrainian language / TerpaHekcrt, ma3e ouna,
10Mr/r , mo 5t y Ty6i; mo 1 Ty6i y maumi 2
MapKYBaHHAM yKpaiHCBEKOK MOBOIO

Active substance/ aixo4a peyoBHHA

1 g of the ointment contains 10 mg tetracycline
hydrochloride/ 1 r ma3i MictuTe TeTpanmKny
rigpoxnopuzny 10 mr

Manufacturing country/ xpaina- | Bulgaria/ Bonrapis
BHPOOHEK
MA number/ Homep PI1 Ne UA/17694/01/01 till 17.10.2024./

Noe UA/17694/01/01 mie no 17.10.2024

Batch number and size/ Homep Ta po3mip

402420

cepii 7000 packs
Date of manufacture / ara supobunutsa | 02.2020
Expiry Date/ CTpok npuaatsocTi 02.2022

Name, address and license number of
manufacturing site/ Hazpa, anmpeca i
HOMep IueH31i BUpOOHAYO] AiIEHUI

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd., Razgrad 7200,
Bulgaria

BAJIKAH®APMA-PA3TPAZT ALL

Bysn. Anpincko sacranie 68, Pasrpag 7200,
Boarapis

Manufacturing authorization for medicinal
products in Bulgaria from 19.01.2017 NeP-1-07-
021/B-1-07-008 / Jlinensis na BHpoBHUITRO
nikapcekux 3aco6ie B Bourapii in 19.01.2017
NeP-1-07-021/B-1-07-008

GMP certificate / GMP ceptudixar

Certificate Ne:019/2018/GMP from 13.04.2018/
Cepradixar Ne:019/2018/GMP Bix 13.04.2018

/Z%K agt. 14556 f?@ Oy Cof 1040

Bafkonpfiarma-Rargrad A

United Bulgarian Bank

68, Aprilsko vastanie Blvg.,
Razgrad 7200, Bulgania

Bank Cotie IBBSBGSF

1 +359 1B4: 813 318
[ -35904:834 272
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Indicator/Ilokaznnk Specification/Cnexndixanis Result/Pesyastart
Appearance/ Onuc Ointment with uniform consistency/ Maszb | Meets acceptance
OAHOPIAHOT KOHCHCTEHILT criteria / Bignosinae
Colour/ Koaip Yellow to dark yellow / Bin »xosrore no Meets acceptance
TEMHO-JKOBTOIO criteria / Bianoginae
Identification/

Inenrudikania

- Tetracycline
hydrochloride/Terpa-
LMICTIHY TIAPOXNopUIy
TLC/TIIX

HPLC/BEPX

On the chromatogram the spot obtained with
Test solution is equivalent (by Rf-value) to
the spot obtained with Reference solution/
Ha xpomatorpami mnsMma, oOTpHMaHa 3
BHNpofoBYBAHOTO PO3UHHY, €
eKBIBaNeHTHOIO (33 3HAueHHsSM KoediuieHTy
YTPHMAHHA), MIAMi, OTPHMaHIH 3 PO3UMHY
NOPiBHAHHS

The retention time of the major peak of
Tetracyeline hvdrochloride in the
chromatogram of the assay solution should
correspond to that of the major peak of
Tetracycline  hydrochloride in  the
chromatogram of the Reference solution./
Yac yrppmanHs  miky Terpaumkniny
TIOPOXJIOPHAY Ha XPOMATOrpaMi, OTpUMaHiH
3 sunpoboryBaHoro pPO3UHHY, Mae
BIAMOBIAATH  wacy  YTPMMAaHHA MKy
Terpauukniny rigpoxnopuny Ha
XpoMaTorpami po34HHy NOpiBHAHHS.

Meets acceptance
criteria / Binniosinae

Meets acceptance
criteria / Bianoeinae

-Methyl
Parahydroxybenzoate/
MeTwinapariapokch-

The retention time of  Methyl
parahydroxybenzoate peak in the
chromatogram obtained with a Test solution

Meets acceptance
criteria / Bianosinae

GeH3oaTy should correspond to the retention time of
HPLC/ BEPX Methyl parahydroxybenzoate peak in the
chromatogram of a Reference solution./ Yac
YTPHMAaHHS MKy  METHINapariapoKCcH-
GenzoaTy Ha Xpomarorpami, OTPHMaHi# 3
BHITPOGOBYBAHOTO PO34uHY, Mae
BIAMOBiZaTH  uwacy  YTPWUMaHH]  OiKy
METHIIIapariIpokcubeH3oaTy Ha
XpoMarorpaMi po34HHY NOPIBHAHHA.
-Propyl The retention time of Propyl | Meets acceptance
Parahydroxybenzoate/ parahydroxybenzoate peak in the | criteria / Bignogizae
ITponunnaparizpoxcu- chromatogram obtained with a Test solution
bensoary should correspond to the retention time of
HPLC/ BEPX Propyl parahydroxybenzoate peak in the

chromatogram of a Reference solution./ Yac
YTpHMaHHS MKy  NpONHNnaparipokcu-
GensoaTy Ha Xpomarorpami, orpuMaHiii 3
BUNPOGORYBAHOTO pO3UHHY, Mae
BiInopizaTM  €acy  yTpUMaHHI  TIKY
npormnnapariapoxcufieHscaTy Ha
XpoMaTorpami posuMHY NOpPIBHAHHSL.

Balkaupkaerma-Rezgrad AL

United Buigasian Bank

68, Aprilsko vastanie Blvd.,
Rezgrad 7200, Bulparia

Bank Corfe UBBSBGSF

1 +358 {84} 613318
{+3091845 634272
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Homogeniety/
Onnopinnicrs

Homogenous/ Onnopinna

Meets acceptance
criteria / Binnoeinae

Particle size, pm/
Mexaniuni BIIIOYEHHE,
MM

-none/ K0 aHi

-max. 20 particles/
MakcuMyM 20 HacTHHOK
-max. 2 particles/ Makcumym
2 YaCTHHKH

>00
> 25

> 50

[{S]

Minimum fill, g /
Minimanouuil BMicT, ©

Average mass of the confent — not less than
5/ Cepeansa mMaca BMICTy — He MeHILE 5

53

Related substances, %/
CynyTai nominmcu, %

- 4 epitetracycline
hydrochloride / 4-
ENITETPALIMKITIHY
riapoXIopUIy

- 4 epianhydrotetracycline
hydrochloride / 4-
eTliaHriAPOTETPALHKIIHY
TiIIPOXTOPHILY

- anhydrotetracycline
hydrochloride/ -
aHIIAPOTETPALMKIIHY
FiAPOXAOPHIY

HPLC/ BEPX

Not more than 3 %/
He Ginsure 3 %
Not more than 1 % /
He Ginpwie 1 %
Not more than | % /

He 6inpme 1 %

2.2%

Not detected/ He
BHMSIBIIEHO

0.71%

Content of:/ Kinsxicue
BI3HAYEHNS:

-Methyl
Parahydroxybenzoate, %/
MeTunnaparigpox-
cubensoary, %

- Propyl
Parahydroxybenzoate, %/
Iponuanaparinpoxcu-
Benzoary, %

HPLC/ BEPX

From 0.045 to 0.055 /

Bin 0.045 no 0.055

From 0.009 to 0.011 /

Big 0.009 mo 0.01]

0.049

0.010

Content of Tetracycline
hydrochloride, %/
KinbkicBRe BH3HAYEHHS
Terpanuxniny
rixpoxaopuay, %o
HPLC/ BEPX

From 0.95 to0 1.05 /

Bin 0.95 1o 1.05

1.00

Sterility/ Crepuasnicrs

Sterile / CtepunsHa

Sterile / Crepunsna

* reviewed and accepted

Balkanpharma-Razgrad AD

United Bulgarian Bank

88. Aprilsko vastanie Blud..
Razgrad 7200, Bulgaria

Bank Code UBBSBGSF

t + 360 841613 318
1+3b9 1841634 272
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The batch meets the requirements of QCM for MA Ne UA/17694/01/01/ Cepis pimmosinae
sumoram MKS no PIT Ne UA/17694/01/01.

The packing. labeling and expiry date correspond to the requirements of QCM/ VYnakogka,
MapKyBaHHS Ta TePMIH MPHAATHOCTI BIATIOBI 20T BuMoraM MK,

Storage: Do not store at temperature above 25°C. Store in the original package./36epiratn B
OpHriHaNbLHIR YIIaKoBUi IIpH TeMuepaTypi He Buwe 25°C.

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 (Certificate Ne: 019/2018/GMP from 13.04.2018) requirements and
were signed by the responsible persons of the above mentioned manufacturer/ Ilum s
MATBEPIKYO, 110 HaBeneHa BHUIE iHQoOpMallis ¢ mocToBipHOW Ta TouHOK. Llg cepis mpomykuii
Oyna BHrOTOBNIEHA, BKIIIOYAIOYY 1IAKyBAHH, MAPKYBaHHS Ta TPOBENEHHs KOUTPOIIO il AKOCTI Ha
3a3Ha4yeHi# BUPOOHHYIN NiNAHUI y HOBHIA BignmosimHocTi 3 BHMoraMH GMP, BCTAHOBIEHHMH
MICIEBMM DPETYyISTOPHHM OPraHOM, a TaKOX BIANOBiAHO no crmemmdikami#t, MO MiCTATHCH B
peecTpallifHOMY JAOCBE, 3aTBEP/UKEHOMY B YKpalmi AUl HOCHUDKYBAHOTO JIKAPCHKOTO 3acofy.
[IpoTokomu BHpOOHMNTBA, IAKYBAHHS Ta [IPOBEJEHHS aHANI3iB OYIM IIepeBipeHi, BCTAHOBICHO
sinoeinnicte BuMoram GMP (Ceprudixar Ne:019/2018/GMP  sin 13.04.2018) Ta mimmucano
BIITTOBITATLHHEMHE 0co0aMH BUPOGHHAKA.

Issued by/Bunano: Violeta Peneva

Qualified Pepspn/ YnoeHoBaxkeHa ocoba:

i M s RS ANE R
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TEPYKIIKCITYKBA VKPATHU
TEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KIIBCHKIU OBJACTI

npocnext Banepis Jlo6aHOBCHKOTO, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail; dls.ko@dls.gov.ua, Kon CIIPTIOY 37078774

BUCHOBOK
npo siKicTL BBE3eHOro B Ykpainy AiKapebKoro 3aco0y

05.05.2020 Ne 19862/20/10

TETPAHEKCT

77

(nakMeHyBaHHA TIKAPCLKOro 3ac08y 3MiAN0 3 PEECTPALIHHIM [OCRIAMEHIHAM)
ma3p ouna, 10 Mr/rroSry Ty6i; mo 1 TyGly rayvii

((popmMa BUIYCKY, 103YBAHHA, BUIL naxyBaHHs Nikapcbroro 3acoby)

Homep peecTpaLiiiHoro nocsinuenHs UA/17694/01/01 crpox nif peecTpaltifisore nocsinseHHs 17.10.2024

Cepis nikapcbioro 3acoby Ne 402420 KinbiicTh BBE3EHONO Mikapcekoro 3acoby 6547
BupobHik BAJIKAHOAPMA-PA3TPAIT ALL Bonrapis
(iraifiMery BaILs BUpOOLIKKE NKapeLEKOro sacofy, kpaina MOXOMIKEHHA)
Bresetio B Ykpaity CrniapHe yRPAMCLKO-eCTOHCEKE nianpuemerso y Gpopmi TOBApHCTEA
3 0GMEIKEH 010 BUINOBIAATLHICTIO "Onrima-Oapm, JTH", inent. kon:
21642228

{naliMeHyBallHg T2 KO 38 CAPTIOY topuansHol ocobn afo npiaguiue, iM'a, 110 Batokosi (iznunOl
0coBH - nianpuesmus, T Micile NPOAHBAHHA TA peecTpauiiiui HoMep obnixopol KAPTKH NAaTHAKA
nopatkip 200 cepis Ta HOMED nacropTa)

TpoToKo Bi3yadbioro KOHTPOALO Bid 10.04.2020 N2 1209/8.
TlaGopaTopHuii aHanis akocri nixapcbkoro 3acoby 3ifiCHEHNH:

JIIT "[{enTpansHa naBopaTopis 3 anaisy 4KOCTI TKapChLKHX 3ac00iB i MeMIHOT TIPONYKIii"
(m.Kuie, syn.Kyapssepka 10r)

(HafiMeryBaHHA T MiCUE3HAXDIIKCHHS naboparopii, o nposesia nabopaTopHui ananiz AKOCTI)

BHCHOBOK 100 £KOCTI NiKapebKoro 3acoby, BHAAHHH naBopaTopieto Bill 30.04.2020 Ne 1600

PesynsTaTh naboparoproro aHaNI3Y AKOCTI NiKapCLKOro 3acofy 3a nepenipeHMHU NOKasHHKaMH BianoBinanTbL
SHMOraM METOAIB KOHTPOIO AKOCTI (aHan {THH HO-HOPMATHBHOY JOKYMEHTaLLT).

3a  pe3yibTaTaMH  AEPKABHONO  KOWTPOMO BeTALORMEHO, 110 nikapeskuit 3acib  BeeseHo B Vxpainy 3

L[OTpHMElHHﬂM BMMOT 3aKOHOJABCTRA LIOA0 sabe3neuyerHHa AKOCTI NiKapCbKHX 3acobiB.
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Hepaxarna cuyxba Vipaian i {a N State Service of Ukraine on Medicines

. ) 7 “]
3 JIKapCLKuX 3aco6iB Ta KOHTpomio 3a ! h‘;‘ }( ;!J ;J and Drugs Control
| {
HAPKOTHKAMH ﬁ /A o l
| T
\ S X
Hepaasne nianpnemerso "Ilenrpannua f,;;, State Enterprise "Central
a126opaTopis 3 ananisy sxocri JiKApCLKRHEX Laboratory for Quality Control of
3aco0iB i Meauunoi npoayxuii” Medicines and Medical Products"
Yepaia, 04053, m.Kuie, 8yn.Rydpsigceka 101 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./thake (044) 272 57 98 TE{./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-maif- centrallab@clab.com.ua web: www.clab.com.ua, e-mail- centrallab@clab.com.ua

Ceprudikar aHauisy Ne 1600 Bix 30.04.2020

Hassa 3paska: TerpaHexer, Mass 04Ha, 10 M/, 1o 5 ry 1y6i; no | Ty0i ¥ naunj

Peccrpauiiinmii HOMeEp: 1594.20

Bupobuix: BAJTKAH®APMA-PA3I PAJT AJT, Bonrapis

Homep cepii: 402420

Micue sindopy 3paska: Crifibre ykpaincrko-ecTonChKe TiEmpHEMCTBO ¥ topmi TOR "Onrima-®apm JIT]1"

3aMoBHUEK: Hepxasna ciymxGa Yipainu 3 nikapeskix 3aco6ip 1a KOHTPOJIIO 33 HAPKOTHKAMHA

Cynposimnuii qocyment: Jhuer Ne 3101-002.0, 1/002.0/2-20 pin 23,04.2020 p.

AKT Bigbopy 3pazka: Ne rig 27.04,2020

Cran 3paska: 3pasok B cTami TIPUAATHOMY JUISl IPOBENCHHS BUIPOGyBans

Mata oTpumanns 3pasica; 29.04.2020

Haru pukonanng pobir: 29.04.2020 - 30.04.2020

Bup wonrpenio; 3a posnopamkennam HepikaBHoT cmysx6y Yxpainn 3 nikapeskix 3aco6i 1a KOHTPOJIO
3a HaproTHkaMi ("TM", TTocranosa 902)

Micue nposeaenns AT «Uentpannra naGoparopis 3 ananisy sxocri MKapehKAX 3aco6is i Meguyyof

BITBHOCT: npoaykity

HJ, sinnosinso no sicor MK? mo p.m. Me UA/17694/01/01

NPOBOANBCY aHAi3;

Mokazuukn Bumoru Hf] [ Peaynutaru _\

Onuc Masb ogHopigHoT KOHCUCTEHLYT Bignosigae
Konip Big xonvoro no TEMHO-XO0BTOro Bianosigae
OanopignicTs OnHopigna Bianosigae
Mexaniuni Bkmiouenns - Xoami: > 90 mkm Bianosigae
- Makcumyn 20 vactioux: > 25 MKm
- Makcumym 2 dactumis: > 50 MKM
Misiransuuit smict CepegHs maca BMICTY - He MeHwe 5 1 Bigricsigae
Ynakoaka 3rigHo Bumor MKS Bianoeigae
Mapkysating 3riaHo sumor MKS Bianosigae

BHCHOBKH: Cepragikar aHamizy Ne 1600 pig 30.04.2020 NinTBEpmIcYe, wo nepeBipeHuii 3pazok npenapary
TetpaHexcr, mazp ouHa, 10 Mr/r, mo 5 r Y Tyl no 1 ty6i y oaui, Ne cepii 402420, BupoGuuyTBO

BAJIKAH®APMA-PA3T PAI AL Bonrapi}ifj/,gm%ﬁ{,ﬂ,}g' Bimoram MKA 1o p.n. Ne UA/| 7694/01/01
38 HaBENCHUMH BHILE MOKA3HHKAMYL, & Y
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Kinenp cepTHdikaTa ananisy Ne 1600 g
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