BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPII JIKAPCBKOTO 3ACORY

Mo 1227

Name of product / Hazsa TIPORYKTY
(stremgth, dosage form, package size and
type / uosymamms, nikaperka Popua,
pozmip i THR ymaxosxu)

TetralMext, eye ointment 10 mgfg, 5 g in tube; 1
lube per pack with the labeling made in
Ulcrainian language / Terpalexcr, mass oung
1040, "o 5 1y TY6i; mo 1 T1v6i y Daqui 3
MADKYBAHHIM YKPATHCLKOIO MOROIO

Active substance / gifoua pegoapna

I g of the ointment contains 10 mg tetracycline
hydrochloride / T t masi micturs TeTPRNIIUTIEY
rigpoxnopugy 10 wr

Mamafacturing  country  / Kpaina-
BApPODHM

Bulgaria / Bourapia

MA number / Homep PIT

Ne UANT7694/01/01

Batch number and size / Homep Ta
poaMip cepii

400823
7000 packs / 7000 ynaxonox

Date of manufacture / Zara BHpPOSHATITRA

07.2023

Expiry Date / Crrpox npumatroen

07.2025

Name, address and jicense number of
manufacturing  site/ Haszea, agpeca i
HOMEP niuersii supoSuract rimmmi

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd., Razgrad 7200,
Bulgaria

BATIKAHEAPMA-PASIPAT] AL

Lyn. Anpinexo macranie 68, Pazrpan 7200,
Bosrapin

Manufacturing authorization for medicinal
products in Bulgaria from 20,00.2022 M
BG/MIA-0326 / Minensia na BHpOGHHIITED
Tikapesiax 3acobis & Bonrapii sig 20.09,2022
Ne BG/MIA-03246

Page | from 3
Balkaupfmmm—ﬁ'azgrad.ﬁﬂ 50, Aprilzke vastanie Biug, {-350 0613318 bphirozBentibiotic. by
Rragrad 2200, Buljaria - 308101) 824 272 VAT BG3Z6047826

Hnted Bulganon Ban; 8znk Codp UBRSEGSE I4k 8G66UBRS7 3731010000210




Indicator/ Hokazanw

Specification / Cnenudikanin

Result / Pesynsray

Appearance / Onnc

Ointment with uniform consistency / | Meets
Masy onuopianoel koncueTeni;

acceptance
criteria / Blanonigae

Colour / Koaip

Yellow to dack yellow / Bin wosroro | Meels
00 TeMHO-KOBTOro

aueeplance
criteria / Binnopinac

Identification / Inerrrudpinanin
- Tetracyeline hydrochloride /

Meets acceptance

Terpamsaiuy riapaxnopuny | TLC/ TIUX criteria / Bignosigae
Meets acceptance

HPLC/BEPX critens / Biagosinae

-Metlryl Parahydroxybenzoate )

/ MetannapariapoxcH- HPLC / BEPX Meets acceptance

GewzoaTy criteria / Binnorigae

-Provyl Parahydroxybengoate /

{Ipomwamapariapokcu- HPLC/BEPX Meets acceptance

Bedzoary

Homogeniety / Omuopisnicrs

Homogenous / Onuopinga

criteria / Biznoeimae
Meets acceptance

criteria / Bianosinac

Particle size, no/ Mexauiuni -
RICNEOSTCHII, MKM
-none /o =00 0
-max. 20 patticles / MakcuMym
20 sacTunOK > 25 0
-max. 2 panticles! mawcumym 2
YACTHHKH > 50 o

L. Average mass of the content — not
Minimum fill, g / less than § / Cepeins Maca sMieTy — 5.2
M istiaaaom, ws it BMICT, T 116 MEIIIE 5
Related substamces, % /
Cymyrai gominm, %
- 4 epitctracycline
hydrochloride / 4-
emiTCTpauHIsIiHY Nol more than 3 %/ He Ginewe, mix 1.4%
Fifipoxiyiopuay 3%

- 4 gpianhydrotetracycline

hydrochloride / 4+
ETIAHMIAPOTE T PALHKIIH Y
rigpoxnopumy Not more than | % / He Sinsme, Hix Nat detected / I1e

1% BHABNEHO
- anhydrotetracyeline
hydroeldoride/ -
SHTIAPOTETPALLKIINY
THIPOIOPHIY Not mere than 1 % / He Ginpiue, nbi 0.32%

1%
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Balinnpharme-fazgrod A0

B, tpriskn vastame Blvd.,
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J— N — ‘
j Assayy/ Kiatkicue !
BI3HAY LI

; -Methyl Parabydroxybenzoate,

{ Yo/ Mernnupariapos- From 0.645 to 0.055 7 ¥a 0.045 o 0040
cubenzoary, % 0.035

- Propyl Parabydroxybenzoate

k]

%o £ ponmanaparizpoccs- From 0,004 to 0.011 7 Bia 5,009 10
Densoary, Y% 0611
Fa .{\ ! Kinnkicne

‘E B3N TIen R :
| Tetracyeling hvdrochloride, % i
 F Terpanmxiny
ripoxIonIaY, % From 09510 1.05 / Bix 0.95 20 1.05 1.02

| Sterility / Crepuanmicrs Sterile 7 Creprirsna

The batch meets the requirements of QCM for MA Mo UASI 769401701 / Cepia sluoninae
srivorast MICT a0 PTT Ne UA/T7604/01/01.

The packing, labeling and expiry date correspond Lo the requirements of QUM / Yyarouka,
MAPKYBAUING Ta TEPMIM NPUAATHOCT BUTNOBLAIGT, BIMOrEM M.

Slerage: Do ol store ot {emperature above 25°C, Store in the ariginal package. EepiraTi v
Opariaan il yoakerui npis Temrepatypi ve Rinpe 23°C.

I hereby certilfy that the above information is aathentic and accuraie. This bateh of product s
been manufactured, inchuding, packingy labeling and quality control at the above mentioned site in
fldl campliance with the ELF GMP requirements assigned by the ocal healih anthority and also in
accordance with specitication of repistration documentation afSnmed in Ukraine for mvestigational
mexdicinal product, The balch processing, packaging and analysis records were reviewed and found
to be in complianes with GMP reguirements and were signed by the resprasible persons of the
above menticned manufacturer, 7 Ilum o HIATRERIGRYIO, 110 HABCHCHA Beie irhopManis ¢
AecToRiprow Ta Toune. 1l cepin UPCIVEILT Gyia BRLOTORCHE, BRINOW G HARYRAHIL

MUDKRYBUHMY T2 FIPOBEACHIT ROHTPOMO ¥ AKOCT] Tt Rasiateel] i BRPOGHRYTI MAsind v nopuif
BLANOBIAIOCTE 3 BEMoramn GMP. BCTRAOBIACHEME MICHICEHM PEUVHRTODHEM ORIANeM, 8 TAKOK
BlANSLLIIO 4o crrenudikanis, mo M & peeCTRATiff oMy I0CLE, IATBCRIREHOMY B YRpaia
JUTR JOCHGRYRIHOTO 1IKAPCERM T 2acoby. Hpovoroms nepodannree, akyrames 1a PO e H k51
auanizin. Oyan  neperipedi.  BeTanomneno slosiARicT:  Buvoram  GMP T2 niridearo
BAATIOR G M 0208aMI 1 poGimKa,

Issued by'Bus@po: Neli Minkova
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JEPHIIKCIAYIKBA
AEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 2A
HAPKOTUKAMH Y BIHHHUILKIR OBJIACTI

BYIT. XMeALnHEKe woce,7, m. Binnnua, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls.yn@dls.gov.ua, region.dls.gov.ua Kon € IPTIOV 37084828

BHUCHOBOK
lpo AKicTh BReseroro B Vpainy HIKapChKOTO 3ac06y

14.09.2023 Ne 46817/23/02

TETPAHEKCT

(HaliMeHynaaws Nixapeskoro sacoby righo 3 PeecTpanifingy nocsinuenHang)
Mash 0UHa, 10 Mr/r mo 5 ry Ty6i; no 1 TY0i y nawi

(thopma sinycky, nosysasiy, DHA NAXYRAHHA MKAPChiOro 3acoly)

Homep pecetpaitinore noceimzcnns UA/17694/01/01 ctpok Ail peectpaniiivoro nocsinvenns 17.10.2024

Cepin nixapepkore sacofy Ne 409823 Kinnkiczs BRe3CHOTO Nikapcasoro sacoby 6407 yII.
Bupobhuk BAHKAH(DAPMA—PABFPA,[[ Al Bonrapia
(ratisenypanng pupofinuka MEAPCLKOTO 3808y, Kpaina NOXOIKCHHAY
Buesero b Vicpainy Crimene yrpatsacsko-icnadceke TiAIpHEMETBO y hopmi TOBapPHCTBA 3
cbmexenow sinnosigansricTo "CIIEPKO VKPATHA", inenr. xon:
20112362

(waliMertysania Ta xoq a CHPTIOY 1opuanunoT ocobi 660 apisuuine, v, 1o GarLkoni rinunoi
0CO0H - NELIPHEMI, T Micue UPHHBARNHA Ta peecTpauiliidi wosep offikono] KAPTKH OIATHKMKA
noxarkin afo cepis Ta HOMED TacnopTa)

Ipotoron visyansroro komporna sin 14.09.2023 e 373/0/01 02-23/9.

3a pesynrTartamu pepiasroro KORTPOMO BCTAHOBIEHO, WG MiKapcskHil 32Ci6 BBeIeHO B Yxpainy 3 JOTPHMATTHAM
BEMOT 3aKOHORABCTRA OO 3abesnievenun koot JRAPCHRUX 3aC06IE, ’

)
Hauansrux cnywén / ) Ipuna BIIACHOK
<y

L2 =
(nocenona ocoba opramy e HABHOCG KOIL IITHE inilianu Ta npispHute
prany aep iy

M.IT.




