AEPKABHA CIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaif Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
npo AKICTL BBE3eHOro B YKpaiHy Aikapenkoro 3acody

01.01.2024 Ne 155/24/2611

BAHKOMILIUH-BICTA

{natiMenyBatHs NikapeekoTo 3acofy arigHo 3 peecTpallifHMM NOCBIAMEHHAM)

diodinizaT ann po3uuny and indysiii no 500 mr; 1 ckaanuil gpuaxon 3 miodinizaTom,

micTkicTio 10 Ma B KapTOoHHINA Kopobui

((popMa BHMycKy, JO3YBAHHA, BHA NIAKYBAHHS JTIKAPCHKOro 3aceby)

Howmep peectpauiiinoro nocsigdennn UA/18265/01/01 crpok aii peccrpauiitvoro nocsiguenna 17.08.2025

Cepin nixapcekoro 3acoby Ne 3265007 KinbkicTs BBE3eHOTO Nikapcwkoro 3acoby 15000
BupoGunk BEM Inau Can, Be Tik. A.C,, Typeuunna
{HaHMeHyBaHHA BHpoGHMKa Nikapeekoro 3acofy, KpalHa NOXOMKEHH
BeeseHo 8 Ykpainy ToBapuctBo 3 06mexeHo0 BianosixaabRicTIO "BYCT ®APMA",
inent. kon: 44107410

{HaltmeHyBarHA Ta ko4 3a €APTOY ropranyHol ocobi abo npissuie, iM'4, Ro|

GaTbkoBi

disuuHoT 0cobH - nianpuemus, Ti Micue NpokMBaHHA Ta peccTpallifiHvi Homep pOnikosoi
KapTkH NIaTHuka NoaTkie 200 CEpia Ta HOMEp nacmopTa)
TpoTokoa Bisyansnoro koutpomo sia 01.01.2024 Ne 4211/1.
3a pesyibTaTaMH JEpXKaBHOrO KOHTPOJIKO BCTAHOBJIEHO, IO JliKap kil 3aci6 BBeseHo B VkpaiHy 1
JOTPHMAHHA 3aKOHO/1aBCTBA 11010 3a0e3ne4yeHHs AKOCTI ;ré:pcucm( 3aco0iB.
I /
Hauann Mukona XOJIOJIEHKO
(nmoc (nianmc) (iniuianu Ta npifsuie)




AEPKABHA CJIIYKEBA 3 JIKAPCBKUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitauunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPITIOY 37079055

BUCHOBOK
Npo AKICTh BBE3eHOro B YKpaiHy JikapcbKoro 3acoly

21.12.2023 Ne 66302/23/26

BAHKOMIIIMH-BICTA

(HaitMeHyBaKHs nikapcbkoro 3acofy 3riIHO 3 peecTpauifiHMM MTOCBIAYEHHAM)
agiodimizaT pns posuuHy Ans ingysii no 500 mr, 1 ckasuuii paakon 3 miodinizaTom,
micTkicTio 10 Ma1 B KapTonHii kopodui

((popma BHIyCKy, 103yBaHHA, BUI NAKyBAHHA NiKaPCLKOro 3acoby)
Homep peectpauiitioro nocsigyenns UA/18265/01/01 ctpok aii peectpauiituoro nocsiauenns 17.08.2025
Cepis nikapcskoro 3acoby Ne 3265007 KinsxicTs BBe3eHOr0 Aikapcskoro 3acoby 500

BupoGHuk BEM Lnay Can. se Tik. A.C., Typeyunna

(nalimeHyBanns BupoGHuKa nikapebkoro 3acofy, KpaiHa MOXOKeHH:)

BaeseHo B YkpaiHy TOBAPUCTBO 3 OBMEXKEHOIO BIIIMOBIJAJBHICTHO
"BYCT ®APMA'", inenT. xon: 44107410

(nalimenysanns Ta koa 3a C/IPTIOY opuanunoi ocobu abo npissmiue, iM's, no GaTekosi (iznanol
ocobu - mianpuemus, ii Micue MPOXHBAHHA Ta peccTpauilinuit Homep 00NiKOBOT KapTKM NIaTHHKA
noaartkis abo cepis Ta HoMep nacnopra)

Mporokoa BisyansHoro koutpomo sin 22.11.2023 N 3692/3.
JlaboparopHuit ananis skocTi likapcekoro 3acoly 3aikicHeHuii:

JlepaBHa HayKOBO-OCHiIHA TabopaTopis 3 KOHTPOJIO SKOCTI JliKapchKuX 3aco6iB JlepxkaBHol
yctaHoBH "[HCTUTYT rpomasicekoro 310pos's iM. O.M. Map3eesa HAMH Vkpainn" (m.Kuis,
ByJ.ITonynperka 50)

(HaliMeHyBaHHA Ta MicuesHaxomxeHHa naGoparopii, wo nposena JabopaTopHHit aHaNi3 AKOCTI)

BHCHOBOK 110210 AKOCTI JikapcKoro 3acoGy, Bunanuit naGopatopicio sin 19.12.2023 Ne 2636

PesynkTaTi 1a6OPaTOPHOro aHANi3y AKOCTI NikapcLKoro 3acoby 3a nepeBipeHUMH Moka3HMkamMu BLANOBIAAIOTH
BUMOTAM METOAIB KOHTPOJIKO SKOCTI (aHANITHYHO-HOPMATHBHOT 1OKYMEHTaUIT).

kapcekuit 3aci6 BeezeHo B VkpaiHy 3

}kapcwux 3acoGis.

Muxkoma XOJIOJJEHKO

(nc}ca.nonﬁ oco6a opraHy ACpKaBHOTD KOHTPOIIO) (nianmc) (iniuiany Ta npissuuLe)

3a pesynabTaTaMd OEPKAaBHOIO KOHTPOJIO BCTAHOBJEHO, IO
JAOTPHMAHHSAM BUMOr 3aKOHOAABCTBA OO 3a0e3neyeHHs 4

HavansHuk

“M.ITS
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product

(strength, dosage form, package size and

VANCOMYCIN-VISTA, lyophilized powder for solution
for infusion of 1000 mg glass vials of 20 ml, one vial

type) in a carton

Active Substance / Potency \Vancomycin Hydrochloride/1000 mg
Manufacturing Country Turkey

MA number UA/18265/01/02, valid till 17/08/2025
Batch Number and Size 3264012 / 40000 vials

Quantity of Vials for Ukraine

Date of Manufacture 19 /09 /2023

Expiry Date 08 / 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 Kapakli

| Tekirdag / Turkey
TR/UY/2019/5-3
g:ﬂr:b(;i;uﬁcate or EudraGMP reference TR/GMP/2022/158
TEST & METHOD SPECIFICATIONS RESULT
DRY POWDER
Whitish
Appearance White or almost white lyophilized powder lyophilized
powder
Water Content Maximum 3.0 % 0.8%
The principal peak in the chromatogram
" " . obtained with test solution is similar in retention ;
eotiBaaiion of Vancemyzay B time to the principal peak in the chromatogram Complies
obtained with the reference solution.
(For n=10, (AV)<L4 (L1=15.0) ; For n=30 (AV)
Uniformity of Dosage Units <Ly (L1=15.0) and each dose not less than Complies
(1-0.01L2) M or (1+0.01 L) M (L2=25)
Assay Vancomycin 95% - 105% 101 %
Assay Vancomycin B (HPLC) Min. 88.0% 96.5 %
Related Substance (HPLC)
Any Impurity <40% 0.59 %
Total impurity <10.0 % 3.7%
AFTER RECONSTITUTION
Appearance Clear, colored solution Complies
pH 2.5-45 34
Dissolution Time of Lyophilized : ’
Powder With 20 mL Water Addition WU 1 IieRE 0.5 minses
Visible Particles Should not exist Complies
o 210 ym < 6000/vial 1555.00
Subvisible Particles 2 25 um < 600/vial 48.00
Microbiological Controls
Bacterial Endotoxin £ 0.33 EU/mg Complies

Sterility

Must be sterile

Complies

Format No Form No :

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

Tarih Date 25/03/2023

172
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

type)

VANCOMYCIN-VISTA, lyophilized powder for solution
for infusion of 1000 mg glass vials of 20 ml, one vial in
a carton

Active Substance / Potency

Vancomycin Hydrochloride/1000 mg

Manufacturing Country Turkey

MA number UA/18265/01/02, valid till 17/08/2025
Batch Number and Size 3264012 / 40000 vials

Quantity of Vials for Ukraine

Date of Manufacture 19/09 /2023

Expiry Date 08 / 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 Kapakli /
Tekirdag / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

The batch meets the requirements of QCM for MA 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/2022/158 27/04/2022)

Remarks
Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by wApproved
name, signature | (function, full name, Approved by (function, full name, | o Rejected
date) signature date) (function, full name, signature date)
signature date)
@sd BEDRL!
_ Cine O0ZKURT
%/ ' Prod Executiye
| 7%lf01023 31/

23 )w0]2027 23 (0]2023

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

Tarih Date 25/03/2023

212
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CEPTU®UKAT AKOCTI TOTOBOI NPOAYKLLT

Haszsa npogykry

(mo3yBaHHA, nikapcbka dopma, po3mip i TMN

YMaKoBKH)

BAHKOMIUMWH-BICTA, niodinizat ana posumHy gna iHgysii no 500 mr
cKnaHi dpnakoHu 10 mn, no ogHoMy PpAaKOHY B KapTOHHI Kopobui

[iro4a pevyoBUHa/ BMICT Ai040T pEHOBUHM

BaHKomiuuHy riapoxnopug / 500 mr

KpaiHa BUpobHUK

TypeyynHa

Homep peecTpauiiHoro noceig4eHHa

UA/18265/01/01, aiiicHui1 ao 17/08/2025

Homep Ta po3mip cepii

3265007 / 20000 ¢pnaKoHis

Date of manufacture / lata Bupo6HULTBA

20/09/2023

Expiry date / TepmiH npuaaTHocTi

08/2025

Hassa, agpeca Ta Homep niueHsii BUpobHU4oi

BEM Ina4y CaH. Be TiK. A.C., Yepreskoi OpraHains CaHai bBbosresi,

AiNbHUL Kapaaray Maxaneci, ®atix Bynbeapi No 38 Kanakni / Tekipaak [
TypeyynHa
TR/0Y/2019/5-3
GMP cepTudikat abo nocunaHHa Ha EudraGMP | TR/GMP/2022/158
TECT / METOAMKA CNELUUDIKALIA PE3Y/IbTAT
Onwmc Binuit abo maiixke 6innin niodinisosaHniA NOPOLLOK Bl MO b SDEHAR
NOpPOLLIOK
BmicT Bogu He 6inbw, Hix 3,0 % 0,9%
OCHOBHMMA MiK Ha XpomaTorpami A0CAiOMKyBaHOTo
laeHTMdiKaLia BaHKkomiunHy B pO34MHY MOBWHEH BiANOBIAaTW Yacy BMXoAy OCHOBHOro | Bignosigae
niKa Ha XxpomaTorpami po34nHy NOPIBHAHHA.
Ansn =10, (AV) < L1 (L1 = 15,0); Ansa n = 30 (AV)
OAHOpPigHICTb A030BaHMX 0AMHUUL | < L1 (L1 = 15,0) i KoxHa go3a He meHwe (1 - 0,01L2) M | Bignosigae
a6o (1 +0,0112) M (L2 = 25)
KIHbKICI—!e BW3HAYEHHA 95,0% - 105,0% 101.9%
BaHKomiumHa
;:Hb:;ﬂ'*ii::‘j”sa:;;:? He meHLe 88,0% 96,6 %
CynpoBiaHi AOMiLLKK
Byab-fika gomiwka <4,0% 0,58 %
Cyma JOMILLOK <10,0% 3,6 %

BiaHoBNEHWIA PO3YMH

Mpo3opwid, KONLOPOBUIA

Onuc Mpo30pUHiA, KONLOPOBWMIA PO3YUH -

pH 2,5-4,5 3,4

Yac BigHOBAEHHA He 6inbwel xs. 0,8 XBUNAWHNK

BUAaMMI YaCcTUHKM MatoTb 6yTH BiACYTHI Bignoeinae

I — > 10 um < 6000 /dnakoH 1082,00
>25 um < 600 /dnakoH 15,00

MikpobionoriyHuin KOHTpO/Ib

BakTepianbHi EHAOTOKCHHM <£0,33 MO/mr Bianoeinae

CTepubHICTb Mae 6yTh cTepUNBHUM Bianosigae

Cepia Bignosigae sBumoram MKA go PIM Ne UA/18265/01/01.

Uum A nigTeepmxylo, WO HaBegeHa BUlle iHPoOpmaLia € OOCTOBIPHOW i TO4HOK. LA cepia npoaykuii 6yna BUrotossieHa
(BKNtOYalOYM yNaKoBKY / MapKyBaHHA) i NpoBeAEHW KOHTPOAb AKOCTI Ha 3a3HaYeHOMY BUPOOHMYOMY MAWAAHYMKY Y
NoBHiW BignosigHocTi Ao Bumor GMP, BCTAHOBNEHMMWU MICLEBMM PEryIATOPHUM OPraHom, 2 TaKOX Y BignosigHocTi 3i
cneuudikauiero go PN Ha npenapaT. MpoToKonn BUpPOBHUUTBA, YNaKOBKWM Ta aHanisis By nepernaHyTi i BCTAaHOBNEHO
BignoBigHicTb BUMoram GMP (NeTR/GMP/2022/158 27/04/2022).

Pemapku

MNidnuc
27/10/2023

Kepie+uk giddiny koHmposio
Aakocmi 2omoeoi Npodykyi
27/10/2023

Midnuc
27/10/2023

BidnosidaneHa ocoba i3
3abe3neyeHHA AKocmi
31/10/2023

. . MikpobionoriuHuit aHanis lapaHTiA AKocTi CraTyc

MiaroToBneHo KoHTponb AkocTi
3aTBeparKeHo 3aTBepaeHo M3arsepaKeHo
(nocaaz; ik SATBEpANEHO (nocaga, Ni6, gaTta O BigxuneHo
baTta nianucy) (nocaaa, Nib, gata nignucy) . ) i
nignucy)
: z j K b

. . .. Adem Axim / Midnuc FEPH? ﬁOPfHEX{;‘I‘SG‘H . yHeym. ociypim/

Alicino ledikni MikpobionozidHuli aHaniz Nidnuc
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

VANCOMYCIN-VISTA, lyophilized powder for solution for
infusion of 500 mg glass vials of 10 ml, one vial in a

type) carton

Active Substance / Potency Vancomycin Hydrochloride/500 mg
Manufacturing Country Turkey

MA number UA/18265/01/01, valid till 17/08/2025
Batch Number and Size 3265007 / 20000 vials

Quantity of Vials for Ukraine

Date of Manufacture 20/09 /2023

Expiry Date 08 /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 Kapakli /

Tekirdag / Turkey

TR/UY/2019/5-3
Sllllﬂr:bt;er;tlflcate or EudraGMP reference TR/GMP/2022/158
TEST & METHOD SPECIFICATIONS RESULT
DRY POWDER

. . - Whitish lyophilized
Appearance White or almost white lyophilized powder powder
Water Content Maximum 3.0 % 0.9%

The principal peak in the chromatogram
it ot Vananmseia B obtained with test solution is similar in retention
Y time to the principal peak in the chromatogram Sainisliss
obtained with the reference solution. P
(For n=10, (AV)sL, (L1=15.0) ; For n=30 (AV)
Uniformity of Dosage Units <L (L4+=15.0) and each dose not less than Complies
(1-0.01L>) M or (1+0.01 L2) M (L>=25)

Assay Vancomycin 95% - 105% 101 %
Assay Vancomycin B (HPLC) Min. 88.0% 96.6 %
Related Substance- HPLC
Any Impurity <4.0% 0.58 %
Total impurity <10.0% 3.6%

AFTER RECONSTITUTION

Clear, colored

Appearance Clear, colored solution solitios
pH 2.5-4.5 3.4
Dissolution Time of Lyophilized . "
Powder With 10 mL Water Addition Meax. 1 mipdte 0.8 minutos
Visible Particles Should not exist Complies
_ . 210 pum < 6000/vial 1082.00
Subvisible Particles > 25 um < 600/vial 15.00
Microbiological Controls
Bacterial Endotoxin < 0.33 EU/mg Complies
Sterility Must be sterile Complies

Format No Form No :

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

Tarih Date 25/03/2023

1/2
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

VANCOMYCIN-VISTA, lyophilized powder for solution for
infusion of 500 mg glass vials of 10 ml, one vial in a
carton

Active Substance / Potency

Vancomycin Hydrochloride/500 mg

Manufacturing Country Turkey

MA number UA/18265/01/01, valid till 17/08/2025
Batch Number and Size 3265007 / 20000 vials

Quantity of Vials for Ukraine

Date of Manufacture 20/09 /2023

Expiry Date 08 / 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 Kapakli /
Tekirdag / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/18265/01/01

| 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/2022/158 27/04/2022)

Remarks
Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by ELA al
name, signature | (function, full name, Approved by (function, full name, aal
date) signature date) (function, full name, signature date) O Rejected
signature date)
@gll Geoild
Ciine KURT
- Executjve
H /2077
23 (212023 2. Hoj2o2) H 3t o>

Format No Form No :

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

Tarih Date

25/03/2023

2/2



http://www.tcpdf.org

