JEPYXIIKCITY KBA

AEPHKABHA CITYKBA 3 JIKAPCHKHX 3ACOEIB

TA

BYIL. bepes
E-mai

KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
KiBCBKa, 29, Kuis, 02098, ten./dake: (044) 550-23-55, Tey, (044) 550-20-55

; dIs.kyiv@dls.gov.ua,ht_tps://www.dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
PO AIKICTH BBE3EHOr 0 B Ykpainy nikapcbxoro 3acoly
03.12.2020 Ne 66865/20/26
& BAHKOMIIIUH-BICTA
(HafiMenyBanus TikapcLKoro 3acoby ariHo 3 peecTpauiinum TIOCBIAYCHHSIM)
Jiogirizar piay PO39nHy 1as indysii no 1000 mr, crasmi tnaxonn 20 ma, mo oJHOMY
Guaxony B kapTonniii KopoGui
(dopma Bunycky, JO3YBAHHA, BHJ NAKYBAHHA NiKAPCEKOTO 3acoby)

Homep peectpaniitnoro [mocsinuenna UA/18265/01/02 CTPOK 1T peecTpanitinoro moceinuenns 17.08.2025
Cepis nikapcskoro zacofy Ne 007010 Kinekicts Besenoro mikapcbkoro 3acoby 10000
Bupobuuk BEM Inau Cas. se Tix. A.C,, Typeyunna

Baeseno 8 Vipainy

Iporoxon BisyannHorg

Jlabopatopustit ananis sy

JI1"LenTpansua na
_(M.KuiB, Byn.Kynpsis

(HaltvenyBanns BHpOGHUKa TiKapeLKoro 3acoby, KpaiHa MOXO/KeHHs)

ToBapucreo 3 o6mesxenoro BigmoBizaaLHicTIO :
"®APMAUEBTHYHA KOMIIAHISI BICTA", inent. xox: 37642513

(HafiMeryBauns Ta kon 3a COPTICY opuaugHoi ocobu abo npissnule, iM'a, o GaTeKOR] bizugnof
0c0o0H - nianpuemus, Ti Micue TMPOKHBAHKA Ta peecTpauiiami HoMep o6ikosol KapTKy MOaTHHKa
nojiatkis abo cepis Ta Homep acnopra)

KouTposmo Bix 26.11.2020 N 3807/3.

ocTi Jikapeskoro 3acoGy 3aiitcHemmi:

Doparopis 3 ananisy sxocri mik

APCHKIX 3aco6iB i MeHunoT poyKIiT"
cbka 10r)

(naitMen]

BucHOBOK mono sxocTi A
Pesynbrati naGopatopng

BHMOraM METOMIR KOHTp

3a pesynbratamu nep
AOTPHMAHHSNM ny|

YBAHHA T& MiCUE3HAXOLKEHHS naGoparopii, o npopena naboparopuui ananis AKOCTI)

ixapesKoro sacoby, Bugarmit naGopatopicio sin 02.12.2020 No 3460

PO aHANI3Y AKOCT] MKAPCHKOTO 32c0BY 32 NepeBiPeRMME HOKATHAKAN BianoBixaloTH
MO AKOCTI (aHAII THYHO-HOPMATHRHOT JOKyMeHTauii).

(KABHOTO  KOHTPOMIO BCTRHOBJIEHO, INO IHKAPCHKHY  3aci6 BBE3CHO B Vipalny 3

MOT" 3aKOHOAABCTBA 1OMIO 3a0e3NeYeHH SKOCT 11 KapchbKHX 3acobis,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUPUKAT AKOCTI rOTOBOT NPOAYKUII

Name of product / Hassa npoaykty
(strength, dosage form, package size and
type / posyeaHHs, nikapcoka dpopma,
po3mip i TMN yNnaKkoBKu)

VANCOMYCIN-VISTA, lyophilized powder for solution for infusion
of 1000 mg glass vials of 20 ml, one vial in a carton box /
BAHKOMILMH-BICTA, niodinisat ana po3umny ana indysii no
1000 mr cknaHi paakodu 20 ma, no ogHomy GrakoHY B KAPTOHHIN
Kopobui

Active substance / Potency/ Oitoua
peyoBMHa/ BMICT fAiK040T PEHOBUHM

Vancomycin 1000 mg / BaHkomiyuu 1000 mr

Manufacturing country / kpaiHa BupoGHMK

Turkey / Typeuuunna

MA number / Homep peecrpauiiinoro
nocsifgyeHHs

UA/18265/01/02, valid till 17.08.2025 /
UA/18265/01/02, pie no 17.08.2025

Batch number / Homep cepii 007010

Batch size / Posmip cepii 37152 vials / 37152 ¢nakoHis
Date of manufacture / flata supobuuurea | 18.07.2020

Expiry date / Tepmin npuaaTtHOCT 06.2022

=
Name, address and license number of
manufacturing site / Hasea, agpeca ta
Homep AiueHsii BUpoBHUYOT AiNbHUL

VEM llac San. ve Tic. A.S.,Cerkezkoy QOrganize Sanayi Bolgesi,
Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli / Tekirdag / Turkey/
BEM Inau Can. se Tik. A.C., Yepkeskoi OpraHaii3 CaHait boonresi,
Kapaaray Maxaneci, ®arix bynbsapi Ne 38 Kanaxni / Tekipaak /
TypeuuunHa

TR/0Y/2019/5-0

GMP certificate or EudraGMP reference
numbers / GMP ceptudikar abo
nocunaHHsa Ha EudraGMP

TR/GMP/2018/180

06'exkT BUNpobyBaHHA Cneuymdikauin PesynbTar
Appearance / Onuc _ White or almost white lyophilized powder / Complies /
Binvi abo maitxe 6inunid nioginizoBaHMit nopoLLOK Bignosigae
Water content / BmicT Bogu Not more than 3,0 % / He 6inbw, Hixx 3,0 % 0,9%
Uniformity of dosage units / Complies with Ph.Eur. 2.9.40 / Complies /
OaHopiagHicTb fo30BaHMX oaMHULb | Y BignosiaHocTi 3 Ph.Eur. 2.9.40 Bignosigae
Identification of Vancomycin B / The principal peak in the chromatogram obtained with test
IaeHTUdiIKaLia BaHkomiuuHy b solution is similar in retention time to the principal peak in
4 the chromatogram cbtained with the reference solution / Complies /
OcHOBHUWIA NiK Ha XxpomaTorpami AOCAiAXYBaHOro posvuHy | Bianosigae

NOBWHEH BiANOBIAATH 4Yacy BMXOAy OCHOBHOIO nNika Ha
XpOMaTorpami po3ynHy NORIBHAHHA.

Assay / KinbkicHe Bu3HauyeHHA:

Vancomycin (Microbial)/
BaHkomiumHa (mikpobioaoriyHmm
METOA0M)

95,0% - 105,0%

Vancomycin B / BaHkomiumHy B

Min. 88,0% / He meHwwe 88,0%
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Related impurities / CynposiaHi gomiwku:
- Any impurity / Byab-Aaka aomiwka | <4,0% 3,76 %
- Total impurities / Cyma fomiwok | <10,0% 401%
Microbiological controls /Mikpo6GionoriuHmii KoHTpons
Sterility / Must be sterile / Sterile /
Crepu/bHicTb Mae ByTu cTepuabHUM CTepuabHKiA
Bacterial endotoxins / <2,5EU/ml/ <2,5EU/ml/
BakTepianbHi €HL,0TOKCHHM < 2,5 MO/mr < 2,5 MO/mr
After reconstitution / BigHoBneHuit posuux
Appearance / Onuc Clear, colored solution / Complies /
Mpo30pUin, KOALOPOBUIA PO3YUH Bianosigae
pH 2,5-4.5 3,6
Particulate matter / MexaHiuHi BRAOYEHHA
Sub-visible particles / 210 um < 6000 /vial / = 10 um < 6000 /dnakoH 3525,33
HeBUAaUMI YacTkm = 2 25 pum < 600 /vial / 2 25 pm < 600 /dbnakoH 328
Visible particles / Should not be found / Complies /
Buanmi yacTMHKK MatoTb 6yTH BigCYTHI Bignosigae
Dissolution time / Max. 1 minute / 29 seconds/
Hac BigHOBNEHHA He Binbliel xs. 29 ceryHA,

The batch meets the requirements of QCM for MA Ne UA/18265/01/02 /
Cepin sianosigae sumoram MKA go PN Ne UA/18265/01/02.

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/2018/180) /
Unm a ni,u,rsep,u,myro,ﬂ Lo HaBedeHa Bulle iHpopmalis € pocToBipHow | TouHot. La cepia npoaykuii 6yna BuroTosneHa
{BKAIOYAIOYM YNEKOBKY / MapKYBaHHSA) | NPOBEAEHMI KOHTPONL AKOCTI Ha 3a3Ha4EHOMY BMPOBHMUYOMY MARAAHYMKY Y NOBHINH

signosigHocti go Bumor GMP,

BCTAHOBMEHMMM MICLEBUM PEry/fIATOPHMM OPraHom, a TakoX Y BignoeigHocTi 3i

cneuudikauiero ao PIN Ha npenapat. MPOTOKOAM BUMpPOBHWULTBA, YNaKOBKKM Ta aHanisis Byaw nepernaHyTi i BCTaHOBAEHO
BiANOBIAHICTE BMMmoram GMP (NeTR/GMP/2018/180).

Remarks / 3ayBakeHHA : ---

Prepared by / MigrotoeneHo
{function, full name, signature
Date)

Quality control approved by
/3atsepmxeno

{function, full name, signature
Date)

Quality control approved by /
3aTBEpAXEHD

{function, full name, signature
Date)

Status/Cratyc

(t-) Approved/
3aTBepAMEHD

( ) Rejected/ BiaxuneHo
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