HEPKABHA CJIYXKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMU y m. KUEBI

syJ. bepesusikisenka, 29, Kuin, 02098, ren. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon CIPTIOY 37079055

BUCHOBOK

npo AKicTbL BBE3eHOro B Ypaiuy Nikapesroro 3acoby

04.07.2023 Ne 33919/23/26

TAUTELMKIIH-BICTA

(nadiMenyBais aikapenkoro sacafy 3rino 3 peeerpaltifiinum nocsizneHnas)
gaiodinizar ans posumity i indysiii o 50 mr; o 10 paraxonis 3 NopomIKom y KApToHHi
Kopobui

((hopMa BUILYCKY, ACSYBRHHS. BI/L HAKYBAIHS JHKAPCLKOTO 3ac0Gy)

Homep pecerpauiitnoro nocsinvenns UA/18387/01/01 erpok it pecerpauifinore nocsinienns 15.10.2025

Cepis nikapcnroro sacofy Ne 3256001 Kinbkicts spesenoro nikapeskoro sacoty 1000
BupoGik BEM liay Can. se Tik. A.C.. Typeuunna

{HATMENY BANHS BHPOOHHKL JTRAPCLKOTO 30c00) . KPaTHA NONO/KCHIN)

Beeseno s YViepaiiy Tosapucrso 3 odbmekenoro sinosinaasnicro "bYCT ®APMA™,
inenr. won: 44107410

(nadiseuygamis ra o s CAPTHOY wopiinrmol ocobi ado npissinue. is's. 00 darbkosi
Biznanol peolu « nianpresE, 1T cHe apoRIBLHIE Ta pecerpattiiiindi nosep odaikano’
RUPTRH NTHIRS 001K a0o cepis Ta voMep gacnopra)

poToxon sisyansnoro xonrpomo sia 13.06.2023 N 1645/1.
JlaGoparopunit ananis skocTi sikapeskoro sacoy siiftcrenuii:

[T "HenrpansHa naGoparopis 3 anami3zy Kot Jikapehkux 3aco0in i MeJIMUHol 1poy kil
(M.Kuis, Byn. Kyapsascbka 10r M. Kuis, Byn. Kyapsseska 8B Kuisebka obnacrs, ¢. Hosi
[erpinui, Byn, [Bana dparka, 19)

(HaiMCHY BaHBH TA MiCHE3HAXOAKEHIS 0o PaTOPIT. 110 NpoBeia 2abOPATOPHII anaail AKOCTT)

BUCHOBOK 1010 SKOCT] JHKAPCHKOIO 3acoBy. BHaariii aaboparopicio sin 04.07.2023 Ne 1094
Pesyaptari mafopatopiaro ananily arocti Alkapeskoro 1acody 3 Nepesipeinmi noxasikasy BUUTOBINAIOTE
BHMOIAM MCTOAIB KOHTPOIIO AKOCT (AHAATTHHO-HOPMATHRIOT A0KY MeHTaLT),

OB d

m rxcprkam;&:) KOHTPOMO  BCTAHOBACHO., U0 AiRapehkiil  3acid  sseseno 8 Ypainy 1
Oy
ﬂM“miMQl

1O AABCTBA L0 3a8e3neyenns aKoCTi Jikapehbrix 3acobis.

MHKOIId ,\O]IO}II“* HKO

wmpomo) (nianwuc) (mnua A4 TY NPIsRAIE)




Hepxasra eyxba Yipaitn
3 JUKAPCHKUX 3aC00iB T4 KOHTPOIMIO 30
HAPKOTHRAMY

State Sexvice of Ukraine on Medicines
and Drugs Control

Hepxasne nignpuemcrno "Uewrpasnna State Enterprise "Central

JAaboparopist 3 ananisy sicoeri JiRapeLKHx Laboratory for Quality Control of
3acoBin i meananoi npogyienii Medicines and Medical Products”

Yipaina, 04053, m.Kuis, sy, Kydpseceka 101
menjhaxe (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel/Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudixkar apagizy Ne 1094 Bing 04.07,2023

Haspa spaska; TAHATELIMKIITH-BICT A, mioinizar s posduuy ans indyaiit no 50 mr, wo 10
(haxouie 3 nopomKom y kapronmilt kopoGui
Peecrpauiitunii nomep: 1080.23
Bupobuu: BEM Inay Can. se Tik. A.C., Typeuunya
Haowmep cepii: 3256001
Micue Binbopy spasxa: TOB "BYCT GAPMA"
3amoBHHK: Heprapna cayxGa Yipaiun 3 sikapeskux 3aco8iB ta KOHTPOMO 3a HAPKOTHKAMH
Cynponixauii goxymesns: Jhier Ne 4520-002.0.1/002.0/2-23 Bin 16.06.2023 p.
ART Biabopy 3paska: Ne six 19.06,2023
Cran spaska: 3pasox B cTaui NPHAATHOMY IS IPOBEENHS BUTTPOSYBAID
Hara orpumanus spaska; 23.06.2023
Jatn Bukonauns pobir: 23.06.2023 - 04.07.2023
Bug kowrpomo: 3a posnopsamrennan Hepraprol ciryw6u Vkpaiun 3 JIKAPCHKHX 32CO0IB T KOHTPOIIO
3a maproTHkamu ("M, ocranoa 902)
Micue nposenesns HIT «llenrpaspua naboparopist 3 apanizy skocTi gikapenkux 3acofin i Meamuno]
pistbroCT: HPOAYKIITY
HA, sianosiane ao sxoy MICH a0 p.n.Ne UA/I8387/0 /01, amin 8ig 05.05.2022, nakas Ne 753
HPOBOJIBCS AHAJS:
[Tokazumukmu [ Bumoru HE T Peaynurath
Onue NliodhinizoBanuii nOPOLIOK NOMAPAHHEBOTO KONbopy Bianosinae
inenTndikalin Yac yTpumanHs 0CHOBHO Niky Ha xpomaTorpamax sunpoBysanoro  Bianosigae
PO3YUHY BIANOBIAAE YACY YTPUMAHHS CTAHAAPTHOTO PO3UUHY
Cepepnrin smict dnakody  159,0 £ 10 %; 143,10 - 174,90 170,80
KinbkicHe BU3HadeHHs 50,00 mr/chnaxon (90,00-110,00 %) 54,1 mridinakon
(TaireLukniny) 2450 - 55,0 mr/thnakon
Onue (BiaHoOBREHUA Mpo3opuit, XoBTO-NOMAPAHYEBNI PO3UUH Binnosinae
PO3UNH)
O6'em, WO BUTAracTLCH Minimym 5,0 mn Bignosinae
(BIBHOBMEHMI PO3YMH) 5.0
Yac po3unHeHHs Makcunym 1 xs. Bignosinae

Niohini3oBaHOro NOPOLLIKY
(BIAHOBNEHNI POIUNH)

Buaumi yactin MosuHHi ByTi BlACY THI Bignosinae
(BIAHOBNEHAY PO3HIH)

Hesuaumi yacTku 2 10 mkm 5 6000/ hnakod Binnosinae
(BlAHOBNEHUA POZUUR) 2 28 wmym < 800/hrakon

pH sigHoBNeroro poguuHy 4,5- 5,5 5.0
Yiakopka 3rigHo sumor MKR Binnosinae
MapxyBaHHs 3rigHo sumor MKH Binnosinae

BUCHOBKH:  Ceprudixar awanizsy No 1094 sin 04.07.2023 mixrsepipkye, Wo nepesiperuil 3pasok penapary
TAWCELMKIH-BICTA, siodinizar _gma po Wiy s indysiit mo 50 mr, no 10 daakomis 3

fopouikom y kaproniii kopobid, Né“eepii;325600T, BupoGuuureo BEM Drau Can. e Tik. A.C.,

Typeaunna sianosizac sumoram MKSL e 8387/01701, sminm sin 05.05.2022, wakas Ne

753 3a HapeACHHMHY BHILE |1ux2131ﬂ»§§§§»@3

gl

Hupexrop 2o oman MAPKIH

& : 3 Yo 8 4 vyt TITT $6 S T A feq e
Ceprudixar ananisy He niansirac nopnomy abo *;3101"KOB%$;53 aigreoperiie e nossoay [T “Llenrpansua saboparopis 3
. 308 s SO sl § svigy
AHANIBY AKOCT JKAPCHLKMX 3aCOTBTMeIHOT npoLyKiuy’

Kineus ceprugikara anaaizy Ne 1094 gin 04.07.2023

SQP/G-5.10/D1 Cron. 1ia 1
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUC

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

TIGECYCLINE VISTA 50 mg LV. Lyophilized Powder for
Solution for infusion, Vial of 50 mg glass, 10 vials ina
carton

Active Substance / Potency

Tigecycline / 50mg

Manufacturing Country

Turkey

MA number

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

Batch Number and Size

3256001 / 8372 packs

Date of Manufacture

05/05/2023

Expiry Date

04 /2025

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 Kapakii /

Tekirdag / Turkey
TR/UY/2019/5-3
GMP certificate or EudraGMP reference TRIGMP/2022/158
numbers
TEST & METHOD SPECIFICATIONS j RESULT
DRY POWDER
Appearance Orange lyophilized powder Conforms
Average Vial Content 159.0 mg % 10% (143.10 — 174.90 mg) 171.53 mg
Water Content (KF) Max. 2.5% 0.8%
In assay, the retention time of the main peak in the
“Tigecycline Identification chromatogram foiaimec? with m'e test §c>tumcn_|s ’fne Conforms
same as the retention time of the main peak in the
chromatogram obtained with the standard.
(AVsL1(L1=15.0) for n=10, (AV)sL1 (L1 =15.0) for
Mass Uniformity n=30, and each dosea(é;-g.zog)Lz)M or{(1+0.01L2)M Conforms
it should not be less than its value.
Related Substances
-Tigecycline open ring Max. 0.15% Not detected
-Tigecycline 12-ox0-11-hydroxy Max. 0.50% 0.046 %
-Impurity B Max. 0.70% 0.072%
-Epimer Max. 2.00% 0.550 %
-Tigecycline Quinone Analog Max. 0.30% Not detected
~Tigecycline Tricyclic Analog Max. 0.50% 0.104 %
-Unknown Impurity Max. 0.20% 0.046 %
-Total Impurity Max. 6.00% 1.013%
Assa 50.00 mg/vial (47.50-52.50) mglvial 51.72 mglvial
y 95.0%-105.0% 103.44 %
AFTER RECONSTITUTION
. Clear, yellow-
Appearance Clear, yellow-orange solution orange solution
Dissolution Time of the - .
Lyophilized Powder Max.1 minute 0.33 minutes
Extractable Volume Min.5.0 mL 5.0 mL.
pH 45-55 5.0
e . =10 ym = 6000/ vial 154.00
Subvisible Particles > 25 um < 600 / vial 0.67
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.522-04/30P.QC.004

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

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

type) ‘

carton

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

Active Substance / Potency

Tigecycline / 50mg

Manufacturing Country Turkey

MA number UA/18387/01/01 valid till 15/10/2025
Batch Number and Size 3256001 / 8372 packs

Date of Manufacture 0570572023

Expiry Date 04 /2025

Name, Address and License Number of
Manufacturing Site

Tekirdag / Turkey
TRIUY/2019/5-3

VEM llac 8an. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakii /

GMP certificate or EudraGMP reference
numbers

TRIGMP/2022/158

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

I 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/2022/158 27104/2022)

Remarks

Prepared by
{function, full
name, signature
date)

Quality Control
Approved by
(function, full name,
signature date)

Microbiology
Laboratory
Approved by
(function, full name,
signature date)

Quality Assurance
Approved by
(function, full name,
signature date)

Status
sApproved
o Rejected

& L T ) "
Busl 6207

- el
e

30105 | 2024

Format No Form No :

FORM.QC.522-04/SOP.QC.004

Tarih Date

25/03/2023
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