AEP>KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JliKapchbKoOro 3aco0y

25.09.2024 Ne 49286/24/26

TAUT'EIUKJITH-BICTA

(HaliMeHyBaHHS NiKapcLKOro 3acoby 3rifiHo 3 peecTpauifHUM MOCBIAYEHHAM)
giodinizar xusa posunny s indysii no 50 mr, no 10 grakoHiB 3 NOPOMIKOM Y KapTOHHIH
KopoOui

(dopma BUMyCKy, 103yBaHHA, BHA NAKyBaHHA Jikapchkoro 3acofy)

Homep peectpauiitnoro nocsinuenns UA/18387/01/01 crpok aii peectpauiiinoro nocsinyenns 15.10.2025

Cepis nikapcbkoro 3acoby Ne 4256002 KinbkicTs BBe3eHoro nikapcskoro 3acoby 1000
BupoGHHK BEM Inauy Cau. Be Tik. A.C., Typeuunna
(naiimenyBanHis BHpoOHHMKa niKapchKkoro 3acoly, KpaiHa NoxomKeHHs)
BBeseHo B Vkpainy Tosapucrso 3 oomesxkenoro Bixnosinanbuictio "BYCT ®APMA",
inent. xon: 44107410

(naiiMenysanns Ta koj 3a €JIPTIOY opuanunoi ocobu abo npizsuuue, im's, no G6arskosi (iznunoi
ocobu - nianpuemus, ii MicLie NPOXHBAHHA Ta peecTpauiiinuii Homep 06nikoBOT KApPTKU NIATHHKA
nojatkis abo cepis Ta HOMEp nacnopra)

IMpoTokon Bisyaasnoro kourpouo sin 29.08.2024 Ne 2906/2.
JlaGopaTtopHuit aHaii3 sikocTi Jikapcbkoro 3acolby 3ailicHenuii:

JII1 "L{enTpanbHa naboparopis 3 aHaTi3y SKOCTI JiKapchkuX 3aco6iB i MeuyHOT mpoayKuii"
(m.Kuis, Byn. Kynpsscbka 10r m.Kuis, Byn. Kyapssceka 8B Kuiscbka obnacts, ¢. Hosi Ilerpisiti,
ByJ1. IBana ®panka, 19)

(naiiMeHyBaHHs Ta MicLie3HaXoLKeHH Jaboparopii, 1o nposena naboparopHui anais skocTi)

BHCHOBOK L0/ AKOCTi JiKapchKOro 3acoby, Buaannii nadoparopieio sin 24.09.2024 Ne 1925

PesysbTaTi 1aGOpaTOpPHOTO aHai3y AKOCTI JIikapchKoro 3acofy 3a nepeBipeHHMH NOKasHUKaMH BiAMOBIAAIOTH
BHMOTaM METO/LIB KOHTPOJIIO AKOCTI (@HaliTHYHO-HOPMATHBHOT IOKY MEHTALLIT).

3a pesyNbTATAMH JCPKABHOTO KOHTPONO BCTAHOBIEHO, WO JiKapchkuii 73aciG  Beeseno B Vipaiuy 3
AOTPHMAHHSIM BHMOT 3aKOHOJABCTBA LIO/0 3a0e3neyeHHs AKOCTI nixapcsué 3aco0iB.

/

Mukona XOJIOJIEHKO

(nianwuc) (iniuiany Ta npizsuine)




3 JUKAPCHKHX 3ACO0IB Ta KOHTPOIO 3a m) uﬂ and Drugs Control
SR
9p

HAPKOTHKaMK
HAepxasue nianpuemerso "Henrpanuna State Enterprise "Central
aaGoparopisn 3 ananizy aKocTi JikapeLKnx Laboratory for Quality Control of
3acobiB i meanunoi n i Medicines and Medical Products"
Yipalia, 04053, m.Kuls, eyn. Kydpsacsxa 101 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./ipaxc (044) 272 57 98 Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua
Ceprudikar ananizy Ne 1925 i 24.09.2024
Hassa spaska: TAWUTELIMKIIH-BICTA, niofinisar s posunny ans indysid no 50 mr, no 10
e (pnakouis 3 nopowkoM y kapronniil kopoGui
- Pecerpauiiinnit nomep: 1911.24
h Bupobunk: BEM Inau Can. se Tik. A.C., Typeuunna
- Homep cepil: 4256002
- Micue sinGopy 3paska: TOB "BYCT ®APMA"
] ._-ff_Sl_h_lonnmt: Hepxkasna cnykba Vipaiuu 3 nikapchkux 3aco0is Ta KOHTPOMIO 3@ HAPKOTHKAMH

BiAHKIT AOKYMCHT! Jiner Ne 7369-002.0.1/002.3/2-24 sin 03.09.2024 p.

r BinGopy 3paska: Ne Bin 09.09.2024

H 3pa3ka: 3pasok B CTaHi NPHAATHOMY JUIS IPOBEACHHSA BHNPOOYBAHb

OTPHMAHHS 3pa3ka: 09.09.2024

 BHKOHAHHS pobiT: 10.09.2024 - 24.09.2024

3a posnopswkeHHam JlepikaBHol crykOn YKpaiHH 3 JikapchKux 3aco6iB Ta KOHTPOTIO
3a napkotukamu ("IM", IToctaHosa 902)

JIT1 «LlentpansHa naGopatopis 3 aHani3y SKOCTI JIKapchbKHX 3aco0iB i MeauyHOT
NPOAYKLIT

MK no p.n.Ne UA/18387/01/01, 3aminn po MK Bia 05.05.2022 nakas Ne 753, amisn

[ Bumoru HJl |  Pesynuratm
NiodhiniaosaHnit NOPOLLOK NOMapaH4YeBoro Konbopy Bignoeinae

Yac yTpuMaHHR OCHOBHOrO Niky Ha xpoMmaTorpamax sunpobysadoro  Bianosigae
PO34YnHy BiANOBIRAE Yacy YTPUMaHHA CTAHAAPTHOIO PO3YUHY

159,0 + 10 %: 143,10- 174,90 164,30

50,00 mr/chnakon (90,00-110,00 %) 54,2 mr/conakoH
: 45,0 - 55,0 mr/cbnakoH

Mpo30pui, XOBTO-NOMapaH4eBuil PO3UnH Bianosigae
Minimym 5,0 mn Bianosigae

| - Makcumym 1 x8. Bignosinae

~ [Mosuuni 6yTy siacyTHi Bianosinae
. ey

* qgl MkM s 6000/chnakon Bignoeinae
51
Bianosinae
Bianosinae
4,09,2024 niaTnep/ukye, WO MepeBipenNil 3palok npenapary
s posumiy i indysiit no S0 mr, no 10 gaakouis 3
bl 256002, supoGunurso BEM Luau Can. se T AC




Afiem CERTIFICATE OF ANALYSIS FOR FINISHED PRODUC

Name of Product
(strength, dosage form, package size and
type)

TIGECYCLINE-VISTA 50 mg I.V. Lyophilized Powder for
Solution for Infusion, Vial of 50 mg glass, 10 vials in a carton

Active Substance / Potency

Tigecycline / 50mg

Manufacturing Country

Turkiye

MA number

UA / 18387/01/01 valid till 15/10/2025

Batch Number and Size
Quantity of Packs for Ukraine

4256002 / 1.000 boxes

Date of Manufacture

28 /06 /2024

Expiry Date

05 /2026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi Bolgesi,
Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli / Tekirdag /

Turkiye
TR/UY/2019/5-6
GMP certificate or EudraGMP reference
it TR/GMP/2023/209
TEST & METHOD SPECIFICATIONS RESULT
DRY POWDER
Appearance Orange lyophilized powder Orangpeoggzrlhzed
Average Vial Content 159.0 mg £ 10% (143.10 — 174.90 mg) 171.29 mg
Water Content (KF) Max. 2.5% 0.8 %
In assay, the retention time of the main peak in the
. " Do chromatogram obtained with the test solution is the
-Tigecyeling denfification same as the retention time of the main peak in the Corforme
chromatogram obtained with the standard.
(AV)=L1(L1=15.0) for n=10, (AV)=L1 (L1 =15.0) for
Mass Uniformity n=30, and each dose( L(; —2.2%1)L2)M or(1+0.01L2)M Conforms
It should not be less than its value.
Related Substances HPLC
-Tigecycline open ring Max. 0.15% Not detected
-Tigecycline 12-oxo-11-hydroxy Max. 0.50% Not detected
-Impurity B Max. 0.70% Not detected
-Epimer Max. 2.00% 0.772 %
-Tigecycline Quinone Analog Max. 0.30% Not detected
-Tigecycline Tricyclic Analog Max. 0.50% Not detected
-Unknown Impurity Max. 0.20% 0.060 %
-Total Impurity Max. 6.00% 0.833 %
50.00 mgl/vial (47.50-52.50) mg/vial 51.93 mg/vial
it e 95.0%-105.0% 103.9 %
AFTER RECONSTITUTION
: . Clear, orange
Appearance Clear, yellow-orange solution o
Dissolution Time of : :
Lyophilized Powder Max.1 minute 0.6 minutes
Extractable Volume Min.5.0 mL 5.2mL
pH 45-5.5 5.2
e . 2 10 um <6000 / vial 260.33
Subvisible Particles > 25 ym < 600/ vial 133
Visible Particles Should not be found Conforms
Sterility Must be sterile. Conforms
Bacterial Endotoxin < 1.75 EU/mg Conforms

Format No Form No : FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023
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" vem CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product -
2 TIGECYCLINE-VISTA 50 mg 1.V. Lyophilized Powder for
S:Jr:)ngth, dosage form, package size and Solution for Infusion, Vial of 50 mg glass, 10 vials in a carton
Active Substance / Potency Tigecycline / 50mg
Manufacturing Country Turkiye
MA number UA / 18387/01/01 valid till 15/10/2025
Batch Number and Size 4256002 / 1.000 boxes
Quantity of Packs for Ukraine
Date of Manufacture 28 /06 /2024
Expiry Date 05/ 2026
Name, Address and License Number of | VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Manufacturing Site Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli /
Tekirdag / Turkiye
TR/UY/2019/5-6
GMP certificate or EudraGMP reference
mbers TR/GMP/2023/209

The batch meets the requirements of QCM for MA Ne UA/18387/01/01

| hereby certify that the above information is authentic and accurate. This batch 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 local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP (Ne TR/GMP/2023/209)

Remarks
Prepared by Quality Control Microbiology : Quality Assurance | Status
(function, full Approved by Laboratory Approved by & Approved
name, signature (function, full name, Approved by (function, full name, |-=—Rejected
date) signature date) (function, full name, signature date)

signature date)
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Format No Form No : FORM.QC.522-04/SOP.QC.004
Tarih Date 25/03/2023
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