JAEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnnanoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo SIKIiCTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

19.01.2024 Ne 2040/24/26

JIIHEBIOTHUK

(naliMenyBaHHA TikapcLKOro 3acoby 3riTHO 3 peecTpalifHUM MOCBITIEHHAM)
po3umn aust indysiii, 2 mr/ma, no 300 ma y daaxoni, no 1 gaakory y kapTousiii Kopo6ui

((popma BuIyCKy, 103YBAHHS, BUJ NAKyBaHHA JTiKapCHKOro 3acoby)
Homep peeérpauiiitoro noceizuenns UA/18904/01/01 crpox xii peecrpauiiisoro noceizuenns 11.08.2026
Cepis sikapcskoro 3acoy Ne 3188020 Kinskicts BBeseHoro Jiikapeskoro sacoGy 200

BupoGHuK BEM Inau Can. Be Tik. A.C., Typeuunna

(naliMenyBanis BUpoGHHKa JTiKapchKoro 3acoby, kpaiHa uoxu,mxcuus:)

Beeseno B Vipainy TOBAPUCTBO 3 OBMEKEHOIO BIAIIOBIJAJIBHICTIO
"BYCT ®APMA", inenr. xoa: 44107410

(naiiMenyBauus Ta koj 3a EJIPTIOY ropuauunol ocobu abo npizsuiie, iM's, no GaTbkoBsi dizuunol
oco0H - mianpHem, ii Miciie MpoXHBAaHHA Ta peecTpauifHKi Homep 00niKoBOT KapTKH NUIATHHKA
nopatkis abo cepis Ta HOMep macrnopra)

[poTtokoa Bisyaasnoro kourpomio sin 18.12.2023 Na 4007/4.
JlaGopartopHruii aHani3z AKocTi NikapceKoro 3acoby 3ailicHeHuit:

JlaGopatopist 3 KOHTpOIIIO siKOCTi Aikapebkux 3aco6is TOB "JJOBPOBYT-JIKHUJIAB" (M. Kuis,
ByJ1. HoBropon-CiBepchka, 6y1.3, HEXKUTIOBI NpuMimIeHHS 92)

(naiiMenyBanns Ta Micue3HaxopkeHHs Jaboparopii, mo npoeesa jaboparopHuii ananis AKOCTi)

BHCHOBOK IO AKOCTI JTiKapchkoro 3acoly, Buxanuii nadoparopicio sia 18.01.2024 Ne 673-23

PesynsTaTi 1aGOpaTOPHOrO aHailisy sKkocTi Jlikapebkoro 3acoby 3a nepeBipeHUMH nokasHukamu BiIMOBIAI0Th
BAMOraM METOZIB KOHTPOJTIO AKOCTI (aHaNiTHYHO-HOPMATHBHOI 10Ky MEHTaLii).

3a pesynbTaTaMH JIEPKAaBHOTO KOHTPOMIO BCTAHOBIACHO, IO JiikapchKkWii 3aci6 BBeseHo B YKpaiHy 3

JOTPHMAHHAM BHMOT 3aKOHONABCTBA 1010 3a0€3NeYeHHA AKOCTI JIiKay 3acobis.
HavatbHak /;;m;\\ Muxosna XOJIOJIEHKO

(nianmc) (iHiuianm Ta npissyIIE)




JlaGopaTopis 3 KOHTPOJII0 AKOCTI JiKAPCHKHX 3ac00iB

TOB "AOBPOBYT-JIKUJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuis, syn. Hosropoa-Cisepceka, 6ya.3, HexuTnosi npumiwenHs 92, 097-0300797

BucnoBok moao sikocri Ne 673-23 sig 18.01.2024

JIITHEBIOTHK po3uun mns indys3ii, 2 mr/ma, no 300 M y ¢nakosi, no |

Hasea npenagary: ¢nakony y kapToHHiii kopoGui

Peectpauniiinunii Homep: 673-23
Bupobuuurso: BEM Inau Cau. Be Tik. A.C., Typeuunna
Homep cepil: 3188020
Posmip naprii Bix sikoi Biziépano 200
3pasoK:
Tepmin npnaarHocri: 08/2026
TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBITAJIBHICTIO "BYCT
Biniopano/oaep:xano Bia: OAPMA", Anteunuit cknan Ne 2, M, Kuis, Byn. Enexrpukis, 6yautHok 3,
nosepx 1, niTepa A, rpyna npumineHs Ne 5
Hara orep:kanns: 27.12,.2023
Bua koutpoaio: Hanpasnenns TJIC na naGopatopuuii anamiz (902)
MKSA (MK, cnenndikanii), MK no PIT Noe UA/18904/01/01
BiANOBiAHO 10 AKOT NPOBOAHTHCS
ananuis:
Hokasnuku Bumozu MKA Pezyromam
Onue [Tpo3opuii, oaHopiaHuil 6e3k0NBOpOBHIT 200 CBIT/IO-KOBTHH Binnosinae
pO3uHH
Inenndikauis - BEPX Bianopinuuii yacy yTpHMaHHs Ta CIEKTPY MOrJTHHAHHSA Bianoeinae
BUMPOGOBYBAHOIO Ta CTAHIAPTHOIO PO3UHHY
pH 45-52 5.0
MexaHiuHi BKITFOYEHHS: IloBuHHI GyTH BiACYTHI Bignosinae
BUIMMIi YaCTKH
MexaHiuHi BKITFOYEHHS: YacTok 3 po3mipom > 10 mkm - He Ginbie 25 on/mm; Yactok3  Bianosinae
HEBHIMMi HaCTKH po3mipom > 25 MKM - He Ginbiue 3 oa/mn
O6'eM, 1110 BUTATAETHCS > 300 ma Bianosigae
KinbkicHe BU3HAYSHHS - 95.00 - 105.00 % 101.20 %
BEPX
YnakoBka 3riguo 3 sumoramu MK Bianosinae
MapkyBaHus 3riqHO 3 BUMOraMH TEKCTY MApPKYBaHHA Binnosinae
BUCHOBKHU: IMepeeipenuii 3pazok JIIHEBIOTHK pozuun ana indysiit, 2 mr/mim, no 300 may

¢nakoni, no | ¢nakony y KapTOHHii’i Kopoﬁui cepii 3188020 BupoGuuuTea BEM Inau
ngH Be Tik. A.C., Typeuunna sinnosizae sumoram MK no PIT Ne UA/18904/01/01
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Afjem

CEPTU®UKAT AAKOCTI FOTOBOI NPOAYKLLIT

Hassa npogykry
(po3yBaHHA, nikapcbKa popma, po3mip i Tmn
YNaKoBKM)

NMIHEBIOTUK, posumnH ana indysii 2mr/mn, no 300 mn (600mr)
y $bnaKoHi, no ogHomy pnaKkoHy B KapTOHHI Kopobui (B/B)

[Litoua peuosuHa/ BMIcT Aitouoi peyoBUHU

Nine3sonin / 2mr/mn

KpaiHa BupobHuk

TypedyumHa

Homep peectpauiiiHoro nocsigueHHs

UA/18904/01/01

Homep Ta po3smip cepii

3188021/ 3290 ¢pnakoHis

[arta BupobHuMuUTBa

28/09/2023

TepmiH npugaTtHoCTi

08/2026

Hasga, agpeca 1a Homep niyeHsii BUpobHMuoi

BEM Inau CaH. se Tik. A.C., Yepke3koi OpraHaii3 CaHai
Bbonresi, Kapaaray Maxaneci, ®atix bynbsapi Ne 38 Kanakni /

AinbHUL Tekipaak / TypeuumHa
TR/UY/2019/5-3

GMP ceprudikar abo nocunavua Ha EudraGMP | TR/GMP/2022/158
TECT / METO4UKA CNEUUDIKALIA PE3Y/IbTAT
Onmc Mpozopui, csimo-m‘osmvﬁ abo 6e3konboposmii Bez3ba pB‘HPI ﬁ,vn po3opwuit

OAHOPIAHUIA PO34YUH OAHOPIAHWIA PO34MH
pH 4,5-5,2 5,0
06’em WO BUTATaETLCA MiHimym 300mn 302 mn
lpentudikauis - Nlinesonig (BEPX) BIANEBIAHIETBHAEY Y IRUMYE SHHA TS CNEWIDY Bianosigae

NOT/IMHaHHA TECTY Ta CTAHAAPTHOrO PO34YMHY

Bmict (BEPX) 95,00%-105,00% 98,76 %
CynyTHi gomiwKun BEPX
Jomiwka A £0,15% He BuABneHo
JdomiwKa B <£0,15% He BuABneHo
JomiwKa C £0,15% He BuABneHo
byab-AKa HeBigOMa AOMILLKa <0,10% 0,013 %
Cyma gomiwok <1,00% 0,03 %
Buaumi uactm Buanmi yacTkm noBuHHI ByTK BiaCyTHI Bignosigae
TR T— > 10MKm € 25 oa/mn 2,73

> 25MKM < 3 oa/mn 0,00
bakTepianbHi eHAOTOKCUHU < 0,5 MO/mr Bignosigae
CrepunbHicTL Mae 6yTu cTepunbHUM Bignosigae

Cepis signoeigae sumoram MKA go Pl Ne UA/18904/01/01

Uum A nigTBepmkyo, WO HaBedeHa Bulle iHbopmauis € OOCTOBIpHOK | TodHOow. Ll cepis npoaykuii 6yna
BUIOTOBIEHA (BKNHOYAKYKM YNAKOBKY / MapKyBaHHS) i NpoBeAeHWIA KOHTPOIb AKOCTI Ha 3a3Ha4eHOMY BUPOOHUYOMY
MangaH4YMKy y noBHiW BignoeigHocTi Ao sumor GMP, BcTaHOBNEHUMU MICLEBUM PErYNSATOPHUM OPraHoM, a TakoX y
BignosigHocTi 3i cneundiikauiero go Pl Ha npenapart. lNpoTokonu BUpoBHWMUTBA, YNakoBKWM Ta aHanisie 6ynu
nepernaHyTi | BcTaHOBNEHO BignoigHicTe Bumoram GMP (NeTR/GMP/2022/158).

Pemapku
NiarotosneHo: KoHTponb AKOCTI Mikpob6ionoris CxganeHHa | FapaHTia AKocTi Crartyc
3aTBEpAKEHO: nabopartopil: 3aTBEpAMKEHHSA: 3aTBepaKeEHO
[ BigxuneHo
Alicine ledikni KepisHuk 8iddiny KA GBepHa MNoHnexnisaH KyHeym Bockypm
2o0mosoi npodyKuyii MikpobionoziyHuli aHanis | KepieHuk i3 3a6e3ne4eHHA
nionuc Adem AKim niénuc AKkocmi
niénuc nfidonuc
14/11/2023 14/11/2023 14/11/2023 14/11/2023

Format No Form No :

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

Tarih Date 25/03/2023




"\K/em CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product LINEBIOTIC, 1.V Solution for Infusion 2 mg/ml, 300 ml
(strength, dosage form, package size and type) | (600 mg) in vial ,one vial in a carton box
Active Substance / Potency Linezolide /2 mg/ml
Manufacturing Country Turkey
MA number UA/18904/01/01
Batch Number and Size 3188020 / 3290 vials
Quantity of Vials for Ukraine
Date of Manufacture 28 /09 /2023
Expiry Date 08 / 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 / Turkey
TR/UY/2019/5-3
GMP certificate or EudraGMP reference
D TR/GMP/2022/158
TEST & METHOD SPECIFICATIONS RESULT
i Colorless, clear,
Appearance Light yellow-colorise;i,ﬁc:)lﬁar, homogeneous homogeneous
solution
pH 45-52 5.0
Extractable Volume Min. 300 mL 302 mL
Identification -Linezolid Conformity of retention time and absorption Ci
(HPLC) : spectrum of test and standard solution P
Linezolid Assay (HPLC) 95.00%-105.00% 98.86 %
Related Substances HPLC
Impurity A Max. 0.15% Not detected
Impurity B - Max. 0.15% Not detected
Impurity C Max. 0.15% Not detected
Unknown Impurity - Max. 0.10% 0.015%
Total Impurity Max. 1.00% 0.03 %
Visible Particles Visible particles should not exist Complies
: o . 210um Max.<25 piece/mL 2.20
Subvisible Particles > 25um Max.<3 piece/mL 0.00
Bacterial Endotoxin Max. 0.5 IlU/mg Complies
Sterility Must be sterile. Complies
Format No Form No : FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023
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Afem

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

LINEBIOTIC, L.V Solution for Infusion 2 mg/ml, 300 mi
(600 mg) in vial ,one vial in a carton box

Active Substance / Potency

Linezolide /2 mg/ml

Manufacturing Country Turkey

MA number UA/18904/01/01
Batch Number and Size 3188020 / 3290 vials
Quantity of Vials for Ukraine

Date of Manufacture 28/09/2023
Expiry Date 08 /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 / 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/18904/01/01

| 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)

Remarks

272

Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by R —
name, signature | (function, full name, | Approved by (function, full name, PP
date) signature date) (function, full name, [ signature date) O Rejected
: signature date)
ﬂJa\\ e
liine OZKURT
/ﬂ/ Orad xecutivy
tu(4112023 1112023 ’{U(ULZDU 4/ ulan
Format No Form No : FORM.QC.522-04/SOP.QC.004
Tarih Date 25/03/2023



JAEPKABHA CJYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

nipoB. Hanii Ceitaununoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo AAKiCTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
19.01.2024 Ne 2140/24/2611
JITHEBIOTHK

(HaiiMeHyBaHHS JiKapChbKOro 3aco0y 3rifHo 3 peecTpaulifHHM NOCBi4EHHAM)

po3umH st iny3iii, 2 mr/mi, mo 300 M y duraxoni, no 1 daakony y kapToHHiii Kopo6ii
(hopma BHIyCKy, /103y BaHHSA, B 114Ky BaHHS JIiKapchKoro 3acoby) '

Howmep peectpaniiitoro nocsimuenns UA/18904/01/01 crpok xii peccrpauiiitoro nocsinuenns 11.08.2026

Cepis nikapcskoro sacoby Ne 3188014 KinbkicTs BBe3eHOrO Nikapehkoro 3acody 2189
BupoGHuK BEM Inay Cas. Be Tik. A.C., Typeuunna
: (HalimeHyBaHHS BHPOOHHKa TiKapCLKOTro 3acoby, KpaiHa MOXOKEHHS)
Bsesero B Vkpainy TosapucTso 3 06Mexenolo BignosigaasuicTio "BYCT ®APMA",
inent. kon: 44107410

(naiimenyBanns Ta ko 3a €JIPI10Y ropuan4nol ocodu aGo npizeuie, iM's, 110 GaTbKOBi
diznunoi ocobu - miampremu, 1 Micle NpoKUBaHHA Ta peecTpallifiHui HoMep o6ikoBoT
KapTKH TUIATHUKA 10arkis abo cepis Ta HOMep nacmopTa)

TpoTokon Bisyaasuoro kourpomo six 01.01.2024 Ne 4211/9.

3a pesynsTaTamMH JICP)KABHOrO KOHTPONKO BCTAHOBIEHO, MO JiKapchbkuil 3acid BBeseHo B YkpaiHy 3
AOTPHMAHHSIM BHMOT 3aKOHO/IABCTBA 11010 3a0e3NeyeHHs AKOCTI JIiKapCLKUX 3aco6iB.

o

Muxkona XOJIOIEHKO

(ininiau Ta npissuine)




JAEP)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

' BACHOBOK
\ Npo SAAKICTH BBE3CHOI0 B YKpaiHy JiKapcbKoro 3acody

19.01.2024 Ne 2073/24/2611

JITHEBIOTHK

(HaiiMeHyBaHH# Jikapcbkoro 3acofy 3rifHo 3 peecTpalliifHuM MOCRiUCHHSM)
po3ganH s indysii, 2 mr/mir; no 300 ma y duakoni, mo 1 ¢gaakony y kaprouniii kopooui

(dopma BHNYCKY, 103yBaHHS, BHJ NaKYBaHHA JiKapchKoro sacoly)

Howmep peectpauiiiroro nocsiguenss UA/18904/01/01 crpok aii peectpauiitnoro nocpimuenns 11.08.2026

Cepis nikapeskoro sacoby Ne 3188014 Kinbkicts BBe3eHoro sikapcskoro 3acoby 680
Bupobnuk BEM Dinay Cas. Be Tik. A.C., TypequnHa
(HalimenyBanHs BHpoOHuKa dikapeekoro saco0y, kpaina noxomcms)
Beeseno B )‘chpa‘iuy TOBAPUCTBO 3 OGMEXEHOIO BIAITOBIJAJIBHICTIO
"BYCT ®APMA", inenr. voa: 44107410
(HaliMcHyBaHHs Ta ko 3a €JIPIIOY ropunu4Hol 0cobu aGo npissuue, iM'a, mo atkoBsi (iznunoi

ocoBu - mianpHemI, T MicLe NPOKUBAHHA Ta peecTpauifinuii Homep 00iKoBOT KApTKH NIATHHKA
rofiatkis abo cepis Ta HOMEP Macnopra)

Mporokon Bisyaasuoro xontpomo six 09.01.2024 Ne 47/12.

3a pesynbTaTaMd JEPXKABHOTO KOHTPOJIO BCTAHOBJIEHO, 1o Jjikapckkuii 3aci6 BeeseHo B VkpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHO/IABCTBA 1110/10 3a6e3neyeHHs AKOCTI JIIKapCHKHX 3a

Miikona XOJIOJIEHKO

(imitiany Ta npissuuLE)

HauanpHuK

(i



JEPXKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB :
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo SIKIiCTH BBE3eHOr0 B Y KpaiHy JiKapcbKoro 3acody

19.01.2024 : : _s Ne 2042/24/26

JIIHEBIOTHUK

(nailiMeHyBaHHS NiKapckkoro 3aco6y 3rijiHo 3 peecTpauiliHiM MOCBiAYCHHAM)
po3umH st ingysiii, 2 mr/ma, mo 300 mar y paraxoni, mo 1 gprakony y kaproniii kopobui

; (dhopma BHITYCKY, 2103y BaHHS, BUJL NaKyBaHHA mxapcr.xoro 3acoby)
Homep peectpauiiinoro nocsizuenns UA/18904/01/01 crpox nii peccrpamﬁuoro nocsinuenns 11.08.2026
Cepis JikapcsKkoro 3acoy Ne 3188014 KinbkicTs BBe3eHOTO Jikapcskoro 3acoby 200

Bupobruxk BEM Inau Can. Be Tik. A.C., Typeuunna

(naiiMenyBanus Bupo6HHKA NiKapcLKOro 3acoby, KpatHa NOX0KEHHN)

BgeseHo B Vipainy TOBAPHCTBO 3 OBMEKEHOIO BIIIIOBIIAJIBHICTIO
- "BYCT ®APMA", inenr. xon: 44107410

(matimenysanns Ta koj 3a €JIPIIOY topuanuHoi 0co6u aGo npissHite, iM'a, no GaThkoni dizuanoi
0co6H - mANpHEMILA, iT MiCLIE IPOXHBAHHESA T PeECTpaLliiuit HoMep 06/IIKOBOT KapTKH NIATHHKA
noaarkie abo cepis Ta HOMep nacnopra)

Mpotokon Bisyansuoro koutpomo sia 07.12.2023 Ne 3883/4.
JlaGoparopHuii anaiis AKOCTI JiKapchKkoro 3acoly 3mificHeHuH:

Jlaﬁopampm 3 KOHTPOJTIO SIKOCTI JTIKaPCHKUX 3a0061|3 TOB ",IIOBPOEYT I[[KI/IJIAB" (m. Knis,
Bys1. Horopon-Cisepenka, 6y.3, HeXHTJIOBI IpuMinieHHs 92)

(HafimenyBanus Ta MicuesHaxompkenus naboparopii, mo nposena nabopaTopHuii aHani3 4KoCTi)

BHCHOBOK 111010 SIKOCTi Jlikapchkoro 3acoby, Braanmit naboparopieio Bix 18.01.2024 No 597-23

PesynbTaT 1aGOpaTOPHOTO aHANi3y AKOCTI JliKapehKkoro 3acoly 3a nepeBipeHHMH NOKa3HAKaMH BIANIOBIIA0TH
BHMOTaM METO/IIB KOHTPOIIO AKOCTi (aHATITHIHO-HOPMATHBHOT IOKYMEHTALLT).

3a pesyibTaTaMH JIEPKABHOIO KOHTPONIO BCTAHOBJGHO, WIO JiKApChKMi 3aci0 BeseHo B VYkpainy 3
JAOTPHMAHHSM BUMOr 3aKOHOAABCTBA WIO/I0 3a0e3neueHHs AKOCTi JliKapchKge3acobis.

£

Muxona XOJIOJIEHKO

(mignuc) (ininiaum Ta npissuiue)




JIaGopaTopisi 3 KOHTPOJIIO AKOCTI JiKapPCHKHX 3ac00iB

TOB "JOBPOBYT-JIIKUJIAB"
Medicines Quality Control Laboratory

]

LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuis, Byn. Hoeropoa-Cieepcbka, 6ya.3, Hexutnosi npumilexHs 92, 097-0300797

BucHoBok moao sikocti Ne 597-23 Big 18.01.2024

Hasea npenapary:

Peecrpauilinuii Homep:
Bupobuuureo:
Howmep cepii:

Po3mip maprii Bix sakoi Bigibpano

3pa3ok:
Tepmin npuaaTHOCTI:

Biniopano/ogepxano Bin:

Jara onepskaHns:
Bua konTposio:

JIIHEBIOTHK pozuun mns indysii, 2 mr/mi, no 300 ma y duakoni, mo 1
dnakoHy y KapToHHIH KopoOLi

597-23

BEM Inay Can. Be Tik. A.C., Typeuunna

3188014

200

08/2026

TOBAPHUCTBO 3 OBMEXKEHOIO BIATTOBIAAJIBHICTIO "BYCT
DAPMA", Anteunwuii cknan Ne 2, m. Kuis, Bys. Enexrpukis, 6ynunok 3,
noeepx 1, jiTepa A, rpyna npuMimieHs Ne 5

19.12.2023

Hanpaenenus TIIC na naGopatopuuii ananis (902)

MKS (MKS1, cneundikauit), MK no PIT Ne UA/18904/01/01

BiNOBiAHO 10 AKOT NPOBOAHTLCH

aHai3:

Hoxazuuxu Bumozu MKA Pezynomam

Onuc Ipozopuii, oaHOpiaHUI 6€3K0ILOPOBHIT a00 CBITIO-KOBTHI Binnosinae
PO3YMH

Inentudikauis - BEPX Bianosianuii acy yTpUMaHHS Ta CIIEKTPY MOTJIMHAHHS Binnosinae
BUIPOOOBYBAHOrO Ta CTAHAAPTHOIO POYHHY

pH 45-52 5.0

MexaHi4HI BKIIFOUEHHS: [ToBuHHI OyTH BiaCYTHI Binnosinae

BHAMMI YaCTKH
MexaHi4Hi BKITIOYEHHS:
HEBMIMMI YaCTKH

Yactok 3 posmipom > 10 mkm - He Ginbiue 25 on/mm; YacTok3  Bianosinae
posmipom = 25 MKM - He Oinbiue 3 on/mn

O0'eM, 110 BUTATAETHCS > 300 mn Binnoeinae
KinpkicHe BU3HAUYEHHA - 95.00 - 105.00 % 104.40 %
BEPX

VYnakoska 3rigno 3 Bumoramu MK Binnosinae
MapxyBaHHS 3rifHO 3 BAMOTAMH TEKCTY MapKyBaHHS Binnosinae
BHCHOBKMH: INepeipennii 3pasok JIIHEBIOTUK posuun mis indysiit, 2 mr/ma, mo 300 mn y

3asizyBa4 1abopa’ 3

(rakoHi, mo 1 ¢nakony y KapTOHHii& kopo6ii cepii 3188014 pupobauursa BEM Inau
CaH Be Tik. A.C., Typeuunna signosinae sumoram MK no PIT Ne UA/18904/01/01

H BHLIE MOKa3HHKaMH

‘} C UM



Afjem

CEPTU®UKAT AAKOCTI FOTOBOI NPOAYKLLIT

Hassa npogykry
(po3yBaHHA, nikapcbKa popma, po3mip i Tmn
YNaKoBKM)

NMIHEBIOTUK, posumnH ana indysii 2mr/mn, no 300 mn (600mr)
y $bnaKoHi, no ogHomy pnaKkoHy B KapTOHHI Kopobui (B/B)

[Litoua peuosuHa/ BMIcT Aitouoi peyoBUHU

Nine3sonin / 2mr/mn

KpaiHa BupobHuk

TypedyumHa

Homep peectpauiiiHoro nocsigueHHs

UA/18904/01/01

Homep Ta po3smip cepii

3188014/ 3290 ¢pnakoHis

[arta BupobHuMuUTBa

26/09/2023

TepmiH npugaTtHoCTi

08/2026

Hasga, agpeca 1a Homep niyeHsii BUpobHMuoi

BEM Inau CaH. se Tik. A.C., Yepke3koi OpraHaii3 CaHai
Bbonresi, Kapaaray Maxaneci, ®atix bynbsapi Ne 38 Kanakni /

AinbHUL Tekipaak / TypeuumHa
TR/UY/2019/5-3

GMP ceprudikar abo nocunavua Ha EudraGMP | TR/GMP/2022/158
TECT / METO4UKA CNEUUDIKALIA PE3Y/IbTAT
Onmc Mpozopui, csimo-m‘osmvﬁ abo 6e3konboposmii Bez3ba pB‘HPI ﬁ,vn po3opwuit

OAHOPIAHUIA PO34YUH OAHOPIAHWIA PO34MH
pH 4,5-5,2 5,0
06’em WO BUTATaETLCA MiHimym 300mn 302 mn
lpentudikauis - Nlinesonig (BEPX) BIANEBIAHIETBHAEY Y IRUMYE SHHA TS CNEWIDY Bianosigae

NOT/IMHaHHA TECTY Ta CTAHAAPTHOrO PO34YMHY

Bmict (BEPX) 95,00%-105,00% 99,22 %
CynyTHi gomiwKun BEPX
Jomiwka A £0,15% He BuABneHo
JdomiwKa B <£0,15% He BuABneHo
JomiwKa C £0,15% He BuABneHo
byab-AKa HeBigOMa AOMILLKa <0,10% 0,019 %
Cyma gomiwok <1,00% 0,03 %
Buaumi uactm Buanmi yacTkm noBuHHI ByTK BiaCyTHI Bignosigae
TR T— > 10MKm € 25 oa/mn 3,2

> 25MKM < 3 oa/mn 0,07
bakTepianbHi eHAOTOKCUHU < 0,5 MO/mr Bignosigae
CrepunbHicTL Mae 6yTu cTepunbHUM Bignosigae

Cepis signoeigae sumoram MKA go Pl Ne UA/18904/01/01

Uum A nigTBepmkyo, WO HaBedeHa Bulle iHbopmauis € OOCTOBIpHOK | TodHOow. Ll cepis npoaykuii 6yna
BUIOTOBIEHA (BKNHOYAKYKM YNAKOBKY / MapKyBaHHS) i NpoBeAeHWIA KOHTPOIb AKOCTI Ha 3a3Ha4eHOMY BUPOOHUYOMY
MangaH4YMKy y noBHiW BignoeigHocTi Ao sumor GMP, BcTaHOBNEHUMU MICLEBUM PErYNSATOPHUM OPraHoM, a TakoX y
BignosigHocTi 3i cneundiikauiero go Pl Ha npenapart. lNpoTokonu BUpoBHWMUTBA, YNakoBKWM Ta aHanisie 6ynu
nepernaHyTi | BcTaHOBNEHO BignoigHicTe Bumoram GMP (NeTR/GMP/2022/158).

Pemapku
NiarotosneHo: KoHTponb AKOCTI Mikpob6ionoris CxganeHHa | FapaHTia AKocTi Crartyc
3aTBEpAKEHO: nabopartopil: 3aTBEpAMKEHHSA: 3aTBepaKeEHO
[ BigxuneHo
Alicine ledikni KepisHuk 8iddiny KA GBepHa MNoHnexnisaH KyHeym Bockypm
2omosoi npodyKyii MikpobionoziyHuli aHanis | KepieHuk i3 3a6e3ne4eHHA
nionuc Adem AKim niénuc AKkocmi
niénuc nfidonuc
14/11/2023 14/11/2023 14/11/2023 14/11/2023

Format No Form No :

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

Tarih Date 25/03/2023




N vem

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

LINEBIOTIC, 1.V Solution for Infusion 2 mg/ml, 300 mi
(600 mg) in vial ,one vial in a carton box

Active Substance / Potency

Linezolide /2 mg/ml

Manufacturing Country Turkey

MA number UA/18904/01/01
Batch Number and Size 3188014 / 3290 vials
Quantity of Vials for Ukraine

Date of Manufacture 26 /09 /2023
Expiry Date 08 /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 / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/IGMP/2022/158

TEST & METHOD SPECIFICATIONS RESULT
g Colorless, clear,
Appearance Light yellow-colorless, _clear, homogeneous homogeneous
solution :
solution
pH 45-5.2 5.0
Extractable Volume Min. 300 mL 302 mL
Identification -Linezolid Conformity of retention time and absorption s o
(HPLC) spectrum of test and standard solution P
Linezolid Assay (HPLC) 95.00%-105.00% 99.22 %

Related Substances HPLC

Impurity A Max. 0.15% Not detected
Impurity B Max. 0.15% Not detected
Impurity C Max. 0.15% Not detected
Unknown Impurity Max. 0.10% 0.019 %
Total Impurity Max. 1.00% 0.03 %
Visible Particles Visible particles should not exist Complies

Subvisible Particles

=10um Max.<25 piece/mL 3.2

= 25um Max.<3 piece/mL 0.07
Bacterial Endotoxin Max. 0.5 IU/mg Complies
Sterility Must be sterile. Complies

Format No Form:-No :

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

Tarih Date 25/03/2023
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Afiem

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

LINEBIOTIC, 1.V Solution for Infusion 2 mg/ml, 300 ml
(600 mg) in vial ,one vial in a carton box

Active Substance / Potency

Linezolide /2 mg/ml

Manufacturing Country Turkey

MA number UA/18904/01/01
Batch Number and Size 3188014 / 3290 vials
Quantity of Vials for Ukraine

Date of Manufacture 26/09/2023
Expiry Date 08 /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 / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/IGMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/18904/01/01

| 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/2022/1 58)

Remarks
Prepared by ‘Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by 9 Aniseved
name, signature | (function, full name, | Approved by (function, full name, Dbl
date) signature date) (function, full name, | signature date) [0 Rejected
signature date)
P&(ja\ QEo
gl Eiineyt/BO0ZKURT
7%,?’/ A Doz Prod ecutiye
"'
i 13 Foan Luf11]P02) /[U/HLD Yluf 2000

Format No Form No :

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

Tarih Date 25/03/2023
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JAEPKABHA CJYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npo.. Hanii Ceitiiunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
NPo SIKICTH BBE3EHOr0 B YKpaiHy JIiKapcbKoro 3acody

19.01.2024 ' Ne 2074/24/2611

JIHEBIOTHK

(naiiMenyBanus nikapckkoro 3aco0y 3rifiHO 3 peecTpauiifiHiM 10CBiIMEHHAM)
po3unH s indysii, 2 mr/mur; no 300 ma y gaaxoni, no 1 gaaxony y Rapmuulu KopoOui

(hopma BHIIYCKY, 103yBaHHS, BHA NaKyBaHHS JNiKAPCHLKOro 3acoby)
Homep peectpauiiitoro nocsimuenns UA/18904/01/01 crpok aii peccrpaniitioro nocsizuenss 11.08.2026
Cepis nikapcekoro 3aco6y Ne 3188015 : Kinekicts BBe3eHOrO Mikapcbkoro 3acoby 2864

Bupo6uuk BEM Inau Cas. Be Tik. A.C., Typeuunna

(HaHmenyBanna BupoGHMKa JlikapeLKOro 3acoby, kpaiHa MoXo/KeHHS)

BeeseHo B VkpaiHy TOBAPHUCTBO 3 OBMEKEHOIO BIIIIOBLIAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410 '

(HaliMeHyBaHHs Ta Koj 3a €JIPTIOY opumitHoi ocoGu abo npizeume, im's, no Oarkkosi pisHaHOT
0COOH - miAMpHeMILA, 1T Miclie MPOXHBAHHS Ta PeccTpaLiiHii HoMep 06MiIKOBOT KAPTKH MIaTHHKA
nosiatkie abo cepis Ta HOMEpP NacnopTa)

Mporokon Bisyansuoro kourpouo Bix 09.01.2024 Ne 47/13.

3a pesynbTaTaMM JICPKaBHOrO KOHTPOJIO - BCTAHOBIEHO, IO JiKapchkuii 3acid BeeseHo B Yikpainy 3
JOTPHMAHHSAM BHMOr 3aKOHOABCTBA M0N0 3a0e3neyeHHs AKOCT Jikapchkux 3acobiB.

/‘
Hauansnuk Muxkona XOJIOJJEHKO
(mocanoea ocoba : Efc'iﬁl@éﬁ _‘r %Hrpomo) (mi : ' (iHiLﬂaﬁIH Ta NPI3BHILE)

qu‘\-mH”
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JAEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK .
Npo SAKiCTH BBE3eHOr0 B YKpaiHy JIiIKapcbKOro 3acoly

19.01.2024 Ne 2047/24/26

' : JIHEBIOTHUK

(HaiiMeny BanHs JlikapcbKoro 3acofy 3riziHo 3 peecTpauiiiHuM nou.sw.qcunau}
po3amH s indy3ii, 2 mr/mi, no 300 ma y daaxoni, no 1 paakony y kaprossiii kopoOui

(thopma BHMyCKY, /103y BaHHS, BHI NaKyBaHHs JiKapCEKOro 3acoby)
Howmep peectpauiitnoro nocsiauenns UA/18904/01/01 crpox aii peectpauiitnoro nocsinuenns 11.08.2026
Cepis nikapcrkoro 3acoby Ne 3188015 Kinekicts BBe3eHOro nikapeskoro saco6y 200

BupobHuK BEM Inau Cas. Be Tik. A.C., Typequnna

(HaHMeHyBaHHA BHpOOHHKA NTiKapCBKOTO 3acoby, KpaiHa NOXO0KEHHS)

Bresero B Vkpalny TOBAPUCTBO 3 OBMEKEHOIO BI,HHOBIILAJII)HICTIO
"BYCT ®APMA", inenr. kon: 44107410

(HaliMenysanns Ta koa 3a €/IPIIOY 1opuanaHoi ocobu abo npissuine, imM'a, 1o 6arekosi Giznanol
0cobH - nianpuemus, ii Miclie NPOKHBAHHSA Ta peecTpallifiHui HoMep o0NiKOBOT KApTKH NAaTHHKA
nogarkis aGo cepis Ta HoMep nacnopra)

\

TMpotokon Bisyansnoro kourposo six 07.12.2023 Ne 3883/5.

Haﬁopampﬂnﬁ aHani3 akocTi Nikapchkoro 3acoly 3xiHCHEHHIH:

JlaGoparopis 3 KOHTpOJIO sKocTi Hikapeskux 3aco6is TOB "JOBPOBYT-JIKUJIAB" (M. Kuis,
Bys1. Hosropoa-CiBepcbka, 6y1.3, HEKHTIORI mpuMilieHHs 92)

(naiiMeHyBaHHS Ta MiclLIE3HAX0/KeHHS 1aGopaTopil, 1o npoeena 1abopaToOpHUH aHali3 AKOCTi)

BHCHOBOK OO AKOCTI JiKapCLKOro 3acoby, Branuii nabopatopicio six 18.01.2024 Ne 598-23

PesyssTaTh 1a60paToOpHOTO aHaslisy SAKOCTi Jikapehkoro 3acofy 3a nepeBipeHHMH NokasHukaMH BIAIIOBIZa10Th
BUMOTaM METO/IIB KOHTPOIO AKOCTI (aHANITHYHO-HOPMATHBHOT JIOKYMEHTALLT). :

3a pesyibTaTaMM JEPKABHOIO KOHTPOMIO BCTAHOBIEHO, IO JiKapchbKWii 3aci6 BBezeHo B VYkpaiHy 3
JAOTPHMAHHSAM BHMOT 3aKOHO/IABCTBA 1110/10 3a0e3ne4eHHs AKOCTI TiKapc 3acobiB.

I

Muxona XOJIOAEHKO

(mianmc) (ininjaan Ta npizsrIe)




JlaGopaTopisi 3 KOHTPOJIIO SIKOCTI JIiKapchbKAX 3aC00iB

TOB "JOBPOBYT-JIIKHUJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuis, Byn. Hoeropoa-Cisepcbka, 6ya.3, HexuTnosi npumiieHHa 92, 097-0300797

BucHoBok moxo sikocti Ne 598-23 Big 18.01.2024

Hazea npenapary:

Peectpauiiinnii Homep:
Bupobuuuteo:
Howmep cepii:

Po3smip naprii Bia axoi Bigibpano

3pas’oK:
Tepmin npuaaTHOCTI:

Biniopano/oaep:xano Bin:

Jdara onepiaHus:
Bua konTpoaio:

JIIHEBIOTHK po3uun ans indy3iit, 2 mr/mi, mo 300 ma y dutakoi, mo 1
¢drakoHy Y KapTOHHII KOpoOLi

598-23

BEM Inau Caw. Be Tik. A.C., Typeuduna

3188015

200

08/2026

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIAAJIBHICTIO "BYCT
GAPMA", Arrreunnii cknan Ne 2, m. Kuis, Bys. Enextpukis, 6ynuHok 3,
nosepx 1, nitepa A, rpyna npuMimiens Ne 5

19.12.2023

Hanpagnenns T/IC va naGopatopHuii ananis (902)

MKS (MK, cnenudikauii), MK no PIT Ne UA/18904/01/01

BiANOBiAHO 10 K0T NPOBOAHTECH

aHagis:

Hoxazuuxu Bumozu MKA Peszyaomam

Onuce ITposopuii, ogHopiaHui GeskonsopoBuit abo cBiTI0-KOBTHI Binnosinae
pO3YUH

Inentndikanis - BEPX BinnosigHuii 9acy yTpUMaHHA Ta CHEKTPY NOMTMHAHHSA Binnoginae
BHIPOOOBYBAHOTO Ta CTAHAAPTHOTO PO3YHHY

pH 45-52 5.0

MexaHiuHi BKITIOUEHHS: [ToBuHHI OyTH BigCyTHI Binnosinae

BH/IMMI YaCTKH
MexaHiuHi BKITIOYEHHS
HEBHUMI HYaCTKH

Yactok 3 po3mipom > 10 Mkm - He Gimbiue 25 og/mi; Yactok 3 Bianosinae
po3mipoM > 25 MKM - He Ginbiue 3 oa/mn

O6'eM, 1110 BUTATAETHCA > 300 mn Bianosizae
KinbkicHe BU3Ha4YeHHs - 95.00 - 105.00 % 98.40 %
BEPX

VnakoBka 3rigso 3 BumoramMu MK Binnosinae
MapkyBaHHs 3riiHO 3 BUMOraMH TEKCTY MapKyBaHHs Bianosigae
BHCHOBKMU: INepegipenuii 3pazok JIIHEBIOTHUK po3zuun mna indysii, 2 mr/mi, mo 300 mn y

o
K‘.

3aBigyBau naﬁo?a

¢nakoni, o 1 duakony y kapronHii kopo6ui cepii 3188015 Bupobuuursa BEM [nau
Can. Be Tik. A.C., Typeuunna Bianosigae umoram MK no PIT Ne UA/18904/01/01




Afjem

CEPTU®UKAT AAKOCTI FOTOBOI NPOAYKLLIT

Hassa npogykry
(po3yBaHHA, nikapcbKa popma, po3mip i Tmn
YNaKoBKM)

NMIHEBIOTUK, posumnH ana indysii 2mr/mn, no 300 mn (600mr)
y $bnaKoHi, no ogHomy pnaKkoHy B KapTOHHI Kopobui (B/B)

[Litoua peuosuHa/ BMIcT Aitouoi peyoBUHU

Nine3sonin / 2mr/mn

KpaiHa BupobHuk

TypedyumHa

Homep peectpauiiiHoro nocsigueHHs

UA/18904/01/01

Homep Ta po3smip cepii

3188015/ 3290 ¢pnakoHis

[arta BupobHuMuUTBa

26/09/2023

TepmiH npugaTtHoCTi

08/2026

Hasga, agpeca 1a Homep niyeHsii BUpobHMuoi

BEM Inau CaH. se Tik. A.C., Yepke3koi OpraHaii3 CaHai
Bbonresi, Kapaaray Maxaneci, ®atix bynbsapi Ne 38 Kanakni /

AinbHUL Tekipaak / TypeuumHa
TR/UY/2019/5-3

GMP ceprudikar abo nocunavua Ha EudraGMP | TR/GMP/2022/158
TECT / METO4UKA CNEUUDIKALIA PE3Y/IbTAT
Onmc Mpozopui, csimo-m‘osmvﬁ abo 6e3konboposmii Bez3ba pB‘HPI ﬁ,vn po3opwuit

OAHOPIAHUIA PO34YUH OAHOPIAHWIA PO34MH
pH 4,5-5,2 5,0
06’em WO BUTATaETLCA MiHimym 300mn 302 mn
lpentudikauis - Nlinesonig (BEPX) BIANEBIAHIETBHAEY Y IRUMYE SHHA TS CNEWIDY Bianosigae

NOT/IMHaHHA TECTY Ta CTAHAAPTHOrO PO34YMHY

Bmict (BEPX) 95,00%-105,00% 99,31 %
CynyTHi gomiwKun BEPX
Jomiwka A £0,15% He BuABneHo
JdomiwKa B <£0,15% He BuABneHo
JomiwKa C £0,15% He BuABneHo
byab-AKa HeBigOMa AOMILLKa <0,10% 0,019 %
Cyma gomiwok <1,00% 0,03 %
Buaumi uactm Buanmi yacTkm noBuHHI ByTK BiaCyTHI Bignosigae
TR T— > 10MKm € 25 oa/mn 4,33

> 25MKM < 3 oa/mn 0,07
bakTepianbHi eHAOTOKCUHU < 0,5 MO/mr Bignosigae
CrepunbHicTL Mae 6yTu cTepunbHUM Bignosigae

Cepis signoeigae sumoram MKA go Pl Ne UA/18904/01/01

Uum A nigTBepmkyo, WO HaBedeHa Bulle iHbopmauis € OOCTOBIpHOK | TodHOow. Ll cepis npoaykuii 6yna
BUIOTOBIEHA (BKNHOYAKYKM YNAKOBKY / MapKyBaHHS) i NpoBeAeHWIA KOHTPOIb AKOCTI Ha 3a3Ha4eHOMY BUPOOHUYOMY
MangaH4YMKy y noBHiW BignoeigHocTi 4o sumor GMP, BCTaHOBNEHUMM MICLLEBUM PErYNSATOPHUM OPraHoM, a TakoX y
BignosigHocTi 3i cneundiikauiero go Pl Ha npenapart. lNpoTokonu BUpoBHWMUTBA, YNakoBKWM Ta aHanisie 6ynu
nepernaHyTi | BcTaHOBNEHO BignoigHicTe Bumoram GMP (NeTR/GMP/2022/158).

Pemapku
NiarotosneHo: KoHTponb AKOCTI Mikpob6ionoris CxganeHHa | FapaHTia AKocTi Crartyc
3aTBEpAKEHO: nabopartopil: 3aTBEpAMKEHHSA: 3aTBepaKeEHO
[ BigxuneHo
Alicine ledikni KepisHuk 8iddiny KA GBepHa MNoHnexnisaH KyHeym Bockypm
2omosoi npodyKyii MikpobionoziyHuli aHanis | KepieHuk i3 3a6e3ne4eHHA
nionuc Adem AKim niénuc AKkocmi
niénuc nfidonuc
14/11/2023 14/11/2023 14/11/2023 14/11/2023

Format No Form No :

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

Tarih Date 25/03/2023




Afem

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

LINEBIOTIC, L.V Solution for Infusion 2 mg/ml, 300 ml
(600 mg) in vial ,one vial in a carton box

Active Substance / Potency

Linezolide /2 mg/ml

Manufacturing Country Turkey

MA number - UA/18904/01/01
Batch Number and Size 3188015 / 3290 vials
Quantity of Vials for Ukraine

Date of Manufacture 26 /09 /2023
Expiry Date 08 /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 / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

TEST & METHOD

SPECIFICATIONS RESULT
; Colorless, clear,
Appearance Light yellow—colorl:oslsl;titz:ﬁar, homogeneous homogeneous
solution
pH 45-52 5.0
Extractable Volume Min. 300 mL 302 mL
Identification -Linezolid Conformity of retention time and absorption Ol
(HPLC) spectrum of test and standard solution P
Linezolid Assay (HPLC) 95.00%-105.00% 99.31 %
Related Substances HPLC
Impurity A Max. 0.15% Not detected
Impurity B Max. 0.15% Not detected
Impurity C Max. 0.15% Not detected
Unknown Impurity Max. 0.10% 0.019 %
Total Impurity Max. 1.00% 0.03 %
Visible Particles Visible particles should not exist Complies
. a 210pum Max.<25 piece/mL 4.33
Subvisible Particles > 25um Max.<3 piece/mL 0.07
Bacterial Endotoxin Max. 0.5 IU/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)

LINEBIOTIC, 1.V Solution for Infusion 2 mg/mi, 300 mi
(600 mg) in vial ,one vial in a carton box

Active Substance / Potency

Linezolide /2 mg/ml

Manufacturing Country Turkey

MA number UA/18904/01/01
Batch Number and Size 3188015/ 3290 vials
Quantity of Vials for Ukraine

Date of Manufacture 26/09/2023
Expiry Date 08 / 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 / 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/18904/01/01

| 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)

Remarks:
Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by B Abbrovad
name, signature (function, full name, | Approved by (function, full name, PP
date) signature date) (function, full name, | signature date) O Rejected
: signature date)
R’(j%\\ ool
Ciine O0ZKURT
/M Pradue Executiya
(ylu|2o22 4L{[“L2-023 JY(1t/oed

Format No Form No :

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

Tarih Date 25/03/2023
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JAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

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

BUCHOBOK
NPo SIKiCTH BBE3€HOro B YKpaiHy JIiKapcbKOro 3acody

16.01.2025 Ne 1442/25/26

JIHEBIOTHK

(HaiiMeHyBaHHs JlikapchbKoro 3aco0y 3riiHo 3 peecTpauiiHHM MOCBIAYEHHAM)
po3unn aas indysiii, 2 Mr/mi, no 300 mu y ¢urakoni, mo 1 ¢grakony y kapronniii kopooui

(dhopma BHIyCKY, 103yBaHHS, BUI NaKyBaHH: JlikapceKOro 3acoby)
Homep peectpauiiinoro nocsimuenns UA/18904/01/01 crpok aii peectpauiiinoro nocsinuenns 11 .08.2026
Cepis nikapcbkoro 3aco6y Ne 4188003 Kinbkicth BBE3€HOr0 Jikapcbkoro 3acoby 100

Bupo6Huk BEM Inay Can. Be Tik. A.C., Typeuyunna

(saiiMeHyBaHHs BUpOGHHKA JIIKapCEKOro 3aco0y, KpaiHa NOXOLKeHHS)

BaeseHo B Vkpaity TOBAPUCTBO 3 OBMEKEHOIO BIIITIOBIJAJIBHICTIO
"BYCT ®APMA", inent. xoa: 44107410

(nalimenyBanus Ta kox 3a €JIPTIOY iopunuunoi ocobu abo npi3BuLIE, iM's, 110 GaTEKOBI
dizuunol 0cobu - nianpuemud, if Miclie IPOKHBAHHS Ta peecTpauiiinuii Homep 061ikoBoT
KapTKH MIaTHMKA NOAATKIB 260 cepis Ta HOMCP nacropra)

[IpoToKo.] Bi3yaJbHOr0 KOHTPOJIO BiJ 23.12.2024 N 4455/1.
JlaGopaTopHuii aHai3 SKOCTi JIikapchKOro 3acoby 3nificHeHui:

JIaGopaTopisi 3 KOHTPOIIO AKOCTI JIIKapChKHX 3aco6is TOB "JIOBPOBY T-JIIKWUJIAB" (m. Kuis,

Byn. Hosropon-Cisepcbka, 6y1.3, HEXUTJIOBI IpUMIIIEHHs 92)
(naiiMenyBaHHA Ta Micle3HaxowkeHHs 1aboparopii, 1o nposena naGopaTopHHit aHani3 AKOCTi)

BHCHOBOK 1010 AKOCTI JTikapchKOTo 3acoby, Bunauuii naGoparopieio Bia 16.01.2025 Ne 2055-24
PesysbTaTH 1aGOPAaTOPHOTO aHAII3Y AKOCTI JliKapchKOro 3acoly 3a nepeBipeHHMH NOKa3HUKaMH BIANOBIAI0TH
BUMOTaM METOJIiB KOHTPOJIO AKOCTi (aHaniTHIHO-HOPMATHBHOT AOKY MeHTalLii).

3a pesyNbTATAMH JEPXKABHONO KOHTPOJIO BCTAHOBJIEHO, mo Jikapchkuid 3acié BBe3eHO B Vkpainy 3

AOTpHMA HHSIM BHMOT 3aKOHOZABCTBa 1I0MI0 3abe3neueHHs AKocCTi NjKApchKuX 3aco6iB.

Mukona XOJIOAEHKO

Havamsauk |
(mianuc) (imiuianu Ta npissume)

(riocanosa ocoba opraiy fiepXaBHOr0 KOHTPOJIO)




JlaGopaTopist 3 KOHTPOJIIO AKOCTI JiKapchKHX 3ac06iB

TOB "JOBPOBYT-JIIKAJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuls, Byn. Hoeropoa-Cisepceka, 6ya.3, HexuTnosi npumiieHHs 92, 097-0300797

BucnoBok moao sixoceri Ne 2055-24 Bin 16.01.2025

Hasea npenapaty: JIIHEBIOTHK PO3UMH A1 indysii, 2 mr/mn, no 300 mn y ¢nakosi, no 1
(uakoHy y KapToHHi# kopobui

PeccTpanifinuit Homep: 2055-24

BupoGuuureo: BEM Inaq Can. Be Tik. A.C., Typeuyuusa

Howmep cepil: 4188003

Po3smip napril Bia sikol Bigibpano 100

3pa3oK:

Tepmin npuaaTHocTi: 09/2027
TOBAPUCTBO 3 OBMEXXEHOIO BIANIOBIOAJILHICTIO "BYCT

BiniGpano/oaepxano Bia: DAPMA", Anreunuii crran Ne 2, M. Kuis, Byn. Enexrpukis, 6yauHok 3,
nosepx 1, nitepa A, rpyna npumiiess Ne 5

JaTta onepxaHHn: 27.12.2024

Bua kouTpoaio: Hanpasnenns TJC na naGopatopHuit ananis (902)

AHJT (MKH, cneuudikauii), MK no PIT Ne UA/18904/01/01

BiIMOBIZHO J0 AKOT NPOBOAHTLCS

aHamia:

Hokaznuku Bumozu AHA Pesyavmam

Onuc I1po3opuii, opHOpinHU# Ge3K0NbLOPOBHIA 60 CBITIO-KOBTHH Binnosinae

PO3uHH
InenTudikauis BianorianicTs yacy yTpHMaHHA Ta CIEKTPY NOTTHHAHHA Binnosinae
BUIPOOOBYBAHOIO Ta CTAHAAPTHOIO PO3YUHY

pH 45-52 5.1

MexaHiuHi BKIIIOYEHHA: IlosuuHi 6yTH BiaCyTHI Binnosinae

BHAMMI 4acTKH

MexaHi4Hi BKIIOYEHHA: YacTok 3 poamipom > 10 mkm - He Gutbiue 25 oa/mi; Binnoeinae

HeBHIHMI 9acTKH YacTok 3 po3mipoM > 25 MKM - He binbie 3 on/Mi

O6'eM, IO BUTATAETHCA > 300 mn Binnosinae

KinbkicHe BH3HAY€HHA 95.00 - 105.00 % 98.40 %

VnakoBka 3riguno 3 BumMoramu MEKSI Bignosinae

MapkyBaHHA 3riZiHO 3 BAMOTaMH TEKCTY MapKyBaHHA Bignopinae

BUCHOBKM: Mepesipennit 3pazox JITHEBIOTUK posuns wis indysilt, 2 Mr/mi, mo 300 My

<77 T=thaakoHi, no | pnakoHy y KapTOHHiH kopobui cepil 4188003 BupobruuTE BEM lnay
. o .._,E L;";f,(l_au?iﬁ Tik. A.C., Typeuunna pianosinac Bumoram MK no PIT Ne UA/18904/01/01
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Afjem

CEPTU®UKAT AAKOCTI FOTOBOI NPOAYKLLIT

Hassa npogykry

(no3yBaHHA, Nikapcbka ¢popma, po3mip | TMN YNaKoBKK)

NMHEBIOTUK, po3uunH ansa indysii 2mr/mn, no 300 mn (600mr)
y $pnaKoHi, no ogHomy pnakoHy B KapToHHI Kopobui (B/B)

[Litoua peyoBuHa/ BMicT AitoUoi peyoBUHK

Nine3sonin / 2mr/mn

KpaiHa BupobHuk TypeuynHa

Homep peecTpauiiAHOro nocsigyeHHnA UA/18904/01/01

Homep Ta po3smip cepii 4188003/ 3290 ynakosoK
[Narta supobHuLTBa 08/10/2024

Tepmid npugatHoOCTI 09/2027

Hassa, agpeca 1a Homep niyeHsii BUpobHuuoi

AinbHUU

Tekipaak / TypeuumHa
TR/UY/2019/5-6

BEM Inau CaH. se Tik. A.C., Yepke3koi OpraHaii3 CaHai
Boonresi, Kapaaray Maxaneci, ®atix bynbsapi Ne 38 Kanakni /

GMP ceptudikar abo nocunanua Ha EudraGMP | TR/GMP/2022/158
TECT / METO4UKA CNEUMDIKALLIA PE3Y/IbTAT
Orivc Mpozopui, csimo-m‘osmuﬁ abo 6e3konboposmii Bezba pB‘HH ﬁ,“n po3opuit
OAHOPIAHUIA PO34YMH OAHOPIAHWIA PO34YMH
pH 4,5-5,2 5,0
06’em WO BUTAraETLCA MiHimym 300mn 305 mn
laentudikauis - Jlinesonig (BEPX) SlAFERIAHICTESECY VIERMYRAHHAT S ENERTRY Bianosigae
NOT/IMHaHHA TECTY Ta CTAHAAPTHOrO PO3YMHY
Bmict (BEPX) 95,00%-105,00% 99,25 %
CynyTHi gomiwKkun BEPX
Jdomiwka A <£0,15% He BuABneHo
JomiwKa B £0,15% He BuABneHo
JomiwKa C <£0,15% He BuABneHo
byab-AKa HeBigOMa AOMiILLKa <0,10% 0,024 %
Cyma gomiwok <1,00% 0,03 %
Buaumi uactem Buanmi yacTkm noBuHHI ByTK BiaCyTHI Bignosigae
HeBnaumi yactem B 10mis 23 08/ 1
> 25MKM < 3 oa/mn 0
baKTepianbHi eHAOTOKCUHU < 0,5 MO/mr Bignosigae
CrepUnbHicTL Mae 6yTu cTepunbHUM Bignosigae

Cepisa signoeigae sumoram MKA go PI'T Ne UA/18904/01/01

Uum A nigTBepakyro, WO HaBedeHa Bulle iHopmauis € AOCTOBIpHOK | To4How. Ll cepisa npogykuii 6yna
BWUIOTOBIEHA (BKNHOYAKYKM YNAKOBKY / MapKyBaHHSA) i NpoBeAeHWIA KOHTPOIb AKOCTI Ha 3a3Ha4eHOMY BUPOOHUYOMY
MangaH4YMKy y noBHiW signoeigHocTi go sumor GMP, BCTaHOBNEHUMU MICLEBUM PETYNSATOPHUM OPraHoM, a TakoX y
BignosigHocTi 3i cneundiikauiero go Pl Ha npenapart. lNpoTokonu BupobHWUTBA, YNAKOBKM Ta aHanisis bynu
nepernaHyTi | BcTaHOBNEHO BignoBigHicTe Bumoram GMP (NeTR/GMP/2022/158).

Pemapkun

NiarotosneHo: KoHTponb AKOCTI Mikpobionoria CxganeHHa | MapaHTia AKoOCTI Crartyc
3aTBEpAKEHO: nabopartopii: 3aTBepAMKEHHA: B 3arsepmeHo
[ BigxuneHo
Alicine ledikni GepHa MOH MEX/IIBAH Bypry YPTEKIH

Excniepm 3 Eyem YPEP AW/IA MikpobionoziyHuli agHani3 | KepigHuk i3 3a6e3ne4eHHA

dokymeHmauyjii KKL nionuc nionuc sidnosidHocmi npodykyii
nionuc nfionuc
03/12/2024 03/12/2024 03/12/2024
03/12/2024

Format No Form No :

FORM.QC.522-04/SOP.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)

LINEBIQOTIC, I.V-Solution for Infusion 2 mg/ml, 300 ml
(600 mg) in vial ,one vial in a carton box

Active Substance / Potency Linezolide /2 mg/ml

Manufacturing Country Turkiye '

MA number UA/18904/01/01

Batch Number and Total Batch Snze 4188003 / 3.290 boxes - ;
Date of Manufacture 08/10/2024 : bl
Expiry Date 09 / 2027

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
numbers

TR/GMP/2022/158

TEST & METHOD SPECIF]CATIONS RESULT
: Colorless Clear,
Appearance L1ght y'elIow—c:::;lc;r]seosiI tlc;lsar homogeneous T homogeneous
solution
pH 45-52 ; 5.0
Extractable Volume Min. 300 mL 305 mL
Identification -Linezolid Conformity of retention time and absorption cuiblies
(HPLC) - spectrum of test and standard solution W P :
Linezolid Assay (HPLC) 95.00%-105.00% 99.25 %
Related Substances HPLC
Impurity A Max. 0.15% Not detected
Impurity B Max. 0.15% Not detected
Impurity C Max. 0.15% Not detected
Unknown Impurity Max. 0.10% - L 0.024 %
Total Impurity Max. 1.00% " 0.03 %
Visible Particles Visible particles should not exist Complies
= 3 , >10um Max.25 piece/mL - 1

Subvisible Particles > 25um Max.3 piece/mL 0
Bacterial Endotoxin Max. 0.5 IlU/mg ; Complies
Sterility Must be sterile. Complies

Format No Form No :

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

Tarih Date 25/03/2023

172




’\r\}em

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT-L

Name of Product

LINEBIOTIC, 1.V Solution for Infusion 2 mg/ml, 300 mi
(600 mg) in vial ,one vial in a carton box :

(strength, dosage form, package size and type)
Active Substance / Potency .

Linezolide /2 mg/ml »

Manufacturing Country Turkiye

MA number UA/18904/01/01
Batch Number and Total Batch Size 4188003 / 3.290 boxes
Date of Manufacture 08/10/2024

Expiry Date 09 /2027

Name, Address and License Number of
Manufacturing Site

'VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayl

Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli
| Tekirdag / Turkiye :
TR/UY/2019/5-6

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/1 8904/01/01

| 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)

Remarks
Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by 7T Adbroved
name, signature | (function, full name, | Approved by (function, full name, ki
date) signature date) (function, full name, | signature date) 3 Rejected
signature date)
&ygll GEDIKLI| -, vee vt
Doki _ .
HLIVAN
1 Lider -
03121202y 032 how CDH?/(QDM

Format No Form No :

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

Tarih Date 25/03/2023
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AEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoe. Hanii Ceitnununot, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €JIPITOY 37079055

BUCHOBOK
Nnpo siKicTL BBe3eHOro B YKpainy JiikapcbKoro 3acody
08.05.2025 Ne 22799/25/2611
JIIHEBIOTHUK
(HafiMeny BaHHA TIKAPCLKOT0 3acoBy 3ri/IHO 3 peccTpallifHUM OCBIMEHAM)

pos3uun aas ingysii, 2 mr/mia, no 300 ma y dpaaxoni, no 1 ¢urakony y kaprouuiii kopooui

((hopma BHMYyCKY, 103yBaHHS. B NAKYBAHHS NiKapesLKoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/18904/01/01 crpok il peectpauiiinoro nocsiauenns HeoOMexXeHuU
Cepis nikapcbkoro 3acoby Ne 4188006 KinbkicTs BBE3eHOTO Nikapcbkoro 3acoby 593

BupoGHuk BEM Inau Can. Be Tix. A.C., Typeuuuna

(HalimeHyBaHHs BUpoOHHKA NikapchKoro 3acoly, KpaiHa NOXOMKEHHS)

Beeseno B Ykpainy TosapucrTo 3 o6meskenoro BianosiaaiabuicTio "BYCT ®APMA",
inenT, kop: 44107410

(naiimenysanus Ta ko 3a C/IPITOY wopuanunoi ocobn abo npissuue, im'a, no GaTbkosi
(izunol ocobu - nianpuemis, i Micue npokuBaHisg Ta peccrpailiiinuit nomep o6nikosoi
KAPTKH [LIaTHHKA noaarkis abo cepis Ta nomep nacnopra)

TMpoTokon Bisyansnoro kontpoao sia 08.05.2025 Ne 1553/01.10-25/4.

3a pesynbTaTaMH [EPXKABHOrO KOHTPOJNIO BCTAHOBJEHO, 1O Jikapcbkui 3aciG BeeseHo B VYkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA 11010 3abe3neyents akocTi nikapgykux 3acobis.

Haqanﬁé{ e :;‘\ Mutkona XOJIOJIEHKO

(0063 p,ra}ry pok
[e] 1“

J,\.“’ r_“:,

OHTPO.IIO) (nianuc) (iniuianu Ta npizpduie)

«'

sif
x
\‘




JAEPKXABHA CJ1YKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KUEBI

npos. Hanii Ceitnmunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy JIIKapcbKOro sacody
16.04.2025 Ne 19168/25/2611
JIIHEBIOTHUK

(naiMeHyBaHHs TIKaPCLKOro 3aco0y 3riilo 3 peccTpalliiiHuM MOCRIIMeHHsM )
0349MH A indgy3iii, 2 mr/ma, mo 300 ma Jaxkoni, o 1 ¢paraxkony y KapTroHuii kopooui
3 1 3

(popma BUNYyCKY, 203yBaHHS, B NAKYBaHHS JiK&PCLKOro 3acofy)
Howmep peecrpauiiinoro nocsinenns UA/18904/01/01 erpox aii peectpauiiinoro nocsiagenns 11.08.2026
Cepis nikapcbkoro sacofy Ne 4188006 KinbkicTh BBe3eHOTO JlikapehKoro 3acody 7

BupoGink BEM Inau Can. Be Tik. A.C., Typeuunna

(naiimenyBanng BUPOOHHKA NiKApChKOro 3aco0y, KpaiHa MOX0KCHHS )

Baeseno 8 Vpainy TOBAPUCTBO 3 OBME/KEHOIO BIITIOBIJIAJIBHICTIO
"BYCT ®APMA", inenr. koa: 44107410

(naiimenysanns Ta koa 3a €/IPTIOY opuanunol ocobu abo npiseuule, im's, no 6arkkosi Gizuynol
0cofu - nianpuemus, i Miclie NpoxMBaHHA Ta peecTpailifinii Homep o0MKOBOT KapTKH NIaTHHKA
nojaatkis abo cepis Ta HoMep nacropra)

fIporoxon sisyaasuoro kontpoato sin 16.04.2025 Ne 1248/01.10-25/2.

BCTAHOBJIEHO, L0 Jligapcbkuii  3aci6 Beeseno B Yikpainy 3

pa 111010 3a0e3rneyeHHs AKoC IKapChKHX 3acobiB.

Mukona XOJIOAEHKO

(nijinue) (iniuianu Ta npizeuine)




JAEPKABHA CJIIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

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

BUCHOBOK
NPpo SIKiCTh BBE3€HOro B YKpaiHy JlikapcbKoro 3acody

16.01.2025 Ne 1445/25/26

JIIHEBIOTHUK

(HaliMeHyBaHHs JliKapChKOro 3acofy 3rifiHO 3 peecTpauiiHHM TOCBIAMEHHSM)
po3umn aias indysii, 2 mr/ma, no 300 ma y gaakoni, no 1 ¢gaaxkony y KapToHHil Kopo6ui

(thopma BHyCKY, JO3YBaHHS, BUJl NaKyBaHHs JlikapceKoro 3acoly)
Howmep peectpauiittoro nocsimaenns UA/18904/01/01 crpox aii peectpauiiinoro nocsinuenns 11.08.2026
Cepis nikapcbkoro 3acoby Ne 4188006 KinbkicTb BBe3eHoro Jikapcbkoro 3acoby 100

Bupo6Huk BEM Inau Can. Be Tik. A.C., Typequnna

(naiiMeHyBaHHA BUPOGHUKA NTiKapchKoro 3acoly, kpaiHa Nnoxo/keHHs)

BaeseHo B Ykpainy TOBAPUCTBO 3 OBMEXXEHOIO BIAIIOBIJIAJIBHICTIO
"BYCT ®APMA", inent. xox: 44107410

(naiimenysauns Ta xoa 3a €JIPTIOY opuanuHoi 0cobu abo npissuie, im's, 1o 6arbkoBi
(iznaHoT 0c06H - Mianpuemus, ii Micue NPOKUBAHHA Ta peecTpallilinuii Homep 06nikoBoi
KapTKM MJIaTHUKA NOAaTKiB aGo cepis ta Homep nacnopta)

IpoTokos BizyansHoro kontpomo ix 23.12.2024 Ne 4455/4.

JlaGopaTopHuii ananis AKocTi Jikapckkoro 3acoby 3aicHeHHi:

JlaGopaTopisi 3 KOHTPOJTEO AKOCTi Jtikapekkux 3aco6is TOB "JOBPOBY T-JIIKUJIAB" (. Kuis,
sy.1. Horopon-Cisepcbka, 6y .3, HOKHTIOBI IpAMilIeHHS 92)

(HajiMeHyBaHHs Ta MiCLE3HAXOLKEHHs naGoparopii, o nposena nabopaTopHHi aHani3 AKOCTi)

BHCHOBOK 1010 AKOCTi JiKapchKoro 3acoby, Buanmii iaGoparopiero sin 16.01.2025 Ne 2058-24

Pe3yibTaTH 1aGOPaTOPHOTO aHali3y AKOCTI Jikapchkoro 3acoby 3a nepeBipeHMMH NoKasHukamu BiINOBIAAIOTH
BHMOTaM METOJIiB KOHTPOJIO SAKOCTi (aHAITHYHO-HOPMATHBHOT NOKYMEHTALLIT).

3a pes3yibTaTaMH JEPKABHOrO KOHTPOMIO BCTAHOBJCHO, LIO nikapcekuit  3aci6 BeeseHo B YKpainy 3

AOTPHMAHHSM BAMOT 3aKOHOJABCTBA LIOL0 3a6e3neueHHs AKOCTI JIiK3gPEbKNX 3acobiB.

Muxona XOJIOAEHKO

HauanpHuk _ _
(noca.uoﬁ_&'oc_oﬁé opraHy neijilc'z\muo'm KOHTPOJIIO) (ninnuc) (imitianu Ta npispuie)

M.IL




JlabopaTopis 3 KOHTPO.IIO IKOCTI JIKAPCLKHX 32C06iB

TOB "JOBPOBYT-JIKUJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ykpalna , 03153, m. KuTe, Byn. Hoeropoa-Cieepceka, 6yj1.3, Hexwtnosi npumiwenHa 92, 097-0300797

BucuoBok mogo sxocri Ne 2058-24 Big 16.01.2025

Ha3sea npenapary:

PeeccTpaunifinuii Homep:
Bupobuuureo:
Homep cepil:

Po3amip napril Bin sikol BiaiGpano

3palok:
Tepmin npuaaTHOCTI:

JITHEBIOTHK posunt ans indys3ii, 2 mr/ma, no 300 Ma y daakori, mio 1
¢GnakoHy y kapToHHi# kopobui
2058-24

BEM Inau Can. e Tik. A.C., Typeyuuna
4188006

100

09/2027
TOBAPHUCTBO 3 OBMEXEHOIO BIAINOBIJAJIBHICTIO "BYCT

Bini6pano/opep:xano Bin: DAPMA", Anteynn#t cknan Ne 2, m. Kuis, Byn. Enexrpuxis, GyuHok 3,

JlaTa opepKaHHA:

noeepx 1, mitepa A, rpyna npumimmens Ne 5
27.12.2024

Bua xouTpoo: Hanpagnenna TJIC na naGoparopuuit ananis (902)

AHJ (MKS, cneundikauii), MK o PIT Ne UA/18904/01/01

BiANOBiAHO 10 siKOI MPOBOAKTHLCS

aHanis:

Hoxaznuxu Bumoau AH/ Pezynomam

Omuc IIposopwii, oHOpiIEKH Ge3konbopoBHi 200 CBITIIO-KOBTHIH Bianosinae
PO34MH

[nenTudikauia BiamoBigHicTe Yacy YTPHMaHHA Teé CHEKTPY MOrJIMHAHHA Bianoeiaae
BUNPOGOBYBAHOIO Ta CTAHJAPTHOIO POIYHHY

pH 45-52 5.1

MexaHiuHi BKIIOUEHHS: TMosuuHi 6yTH BigCYTHI Binnoeinae

BH/IMMI 9aCTKH

MexaHiuHi BIITIOYEHHSA: YacTok 3 po3Mipom > 10 MkM - He binbime 25 on/mn; Bianoginae

HEBHIMMI 9aCTKH YacTox 3 pO3MipoM > 25 MKM - He Gibiue 3 oa/M

O6'eM, IO BHTATAETHCH > 300 mn Binnosinae

KinbKicHe BU3HAYEHHA 95.00 - 105.00 % 95.49 %

Ynakoska 3rigHo 3 BumoramMs MK Binnosinae

MapkyBaHHA 3rifiHo 3 BUMOraMHM TEKCTY MapKyBaHHA Binnoginae

BUCHOBKH: INepesipermit 3pazok JIHEBIOTHUX pozunn s ingysik, 2 mr/ma, no 300 ma y
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i i i cepil 6xuurea BEM Inay
dnaxoHi, no 1 drakoHy y KapToHHI# KopoOui cepii 41 88006 Bupo!
Can. Be Tik. A.C., TypequnHa Bianosigae BUMoram MKSI no PIT Ne UA/18904/01/01
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__Irop JIECHK




Afjem

CEPTU®UKAT AAKOCTI FOTOBOI NPOAYKLLIT

Hassa npogykry

(no3yBaHHA, Nikapcbka ¢popma, po3mip | TMN YNaKoBKK)

NMHEBIOTUK, po3uunH ansa indysii 2mr/mn, no 300 mn (600mr)
y $pnaKoHi, no ogHomy pnakoHy B KapToHHI Kopobui (B/B)

[Litoua peyoBuHa/ BMicT AitoUoi peyoBUHK

Nine3sonin / 2mr/mn

KpaiHa BupobHuk TypeuynHa

Homep peecTpauiiAHOro nocsigyeHHnA UA/18904/01/01

Homep Ta po3smip cepii 4188006/ 3290 ynakosoK
[Narta supobHuLTBa 08/10/2024

Tepmid npugatHoOCTI 09/2027

Hassa, agpeca 1a Homep niyeHsii BUpobHuuoi

AinbHUU

Tekipaak / TypeuumHa
TR/UY/2019/5-6

BEM Inau CaH. se Tik. A.C., Yepke3koi OpraHaii3 CaHai
Boonresi, Kapaaray Maxaneci, ®atix bynbsapi Ne 38 Kanakni /

GMP ceptudikar abo nocunanua Ha EudraGMP | TR/GMP/2022/158
TECT / METO4UKA CNEUMDIKALLIA PE3Y/IbTAT
Orivc Mpozopui, csimo-m‘osmuﬁ abo 6e3konboposmii Bezba pB‘HH ﬁ,“n po3opuit
OAHOPIAHUIA PO34YMH OAHOPIAHWIA PO34YMH
pH 4,5-5,2 5,0
06’em WO BUTAraETLCA MiHimym 300mn 307 mn
laentudikauis - Jlinesonig (BEPX) SlAFERIAHICTESECY VIERMYRAHHAT S ENERTRY Bianosigae
NOT/IMHaHHA TECTY Ta CTAHAAPTHOrO PO3YMHY
Bmict (BEPX) 95,00%-105,00% 99,29 %
CynyTHi gomiwKkun BEPX
Jdomiwka A <£0,15% He BuABneHo
JomiwKa B £0,15% He BuABneHo
JomiwKa C <£0,15% He BuABneHo
byab-AKa HeBigOMa AOMiILLKa <0,10% 0,020 %
Cyma gomiwok <1,00% 0,02 %
Buaumi uactem Buanmi yacTkm noBuHHI ByTK BiaCyTHI Bignosigae
HeBnaumi yactem B 10mis 23 08/ 1
> 25MKM < 3 oa/mn 0
baKTepianbHi eHAOTOKCUHU < 0,5 MO/mr Bignosigae
CrepUnbHicTL Mae 6yTu cTepunbHUM Bignosigae

Cepisa signoeigae sumoram MKA go PI'T Ne UA/18904/01/01

Uum A nigTBepakyro, WO HaBedeHa Bulle iHopmauis € AOCTOBIpHOK | To4How. Ll cepisa npogykuii 6yna
BWUIOTOBIEHA (BKNHOYAKYKM YNAKOBKY / MapKyBaHHSA) i NpoBeAeHWIA KOHTPOIb AKOCTI Ha 3a3Ha4eHOMY BUPOOHUYOMY
MangaH4YMKy y noBHiW signoeigHocTi go sumor GMP, BCTaHOBNEHUMU MICLEBUM PETYNSATOPHUM OPraHoM, a TakoX y
BignosigHocTi 3i cneundiikauiero go Pl Ha npenapart. lNpoTokonu BupobHWUTBA, YNAKOBKM Ta aHanisis bynu
nepernaHyTi | BcTaHOBNEHO BignoBigHicTe Bumoram GMP (NeTR/GMP/2022/158).

Pemapkun

NiarotosneHo: KoHTponb AKOCTI Mikpobionoria CxganeHHa | MapaHTia AKoOCTI Crartyc
3aTBEpAKEHO: nabopartopii: 3aTBepAMKEHHA: B 3arsepmeHo
[ BigxuneHo
Alicine ledikni GepHa MOH MEX/IIBAH Bypry YPTEKIH

Excniepm 3 Eyem YPEP AW/IA MikpobionoziyHuli agHani3 | KepigHuk i3 3a6e3ne4eHHA

dokymeHmauyjii KKL nionuc nionuc sidnosidHocmi npodykyii
nionuc nfionuc
03/12/2024 03/12/2024 03/12/2024
03/12/2024

Format No Form No :

FORM.QC.522-04/SOP.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)

LINEBIOTIC, 1.V Solution for Infusion 2 mg/ml, 300 ml
(600 mg) in vial ,one vial in a carton box '

Active Substance / Potency Linezolide /2 mg/ml

Manufacturing Country Turkiye )
MA number UA/18904/01/01

Batch Number and Total Batch Size 4188006 / 3.290 boxes

Date of Manufacture 08/10/2024 :

Expiry Date 09 / 2027

Name, Address and License Number of
Manufacturing Site

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

TR/UY/2019/5-6

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

TEST & METHOD SPECIFICATIONS " RESULT
: Colorless, clear,
Appearance Light ye]low—colorlseosli,ﬁzlsar, homogeneous homogeneous
solution
pH 45-5.2 5.0
Extractable Volume Min. 300 mL ' 307 mL
Identification -Linezolid Conformity of retention time and absorption Compliss
(HPLC) spectrum of test and standard solution P
Linezolid Assay (HPLC) 95.00%-105.00% 99.29 %
Related Substances HPLC -
Impurity A Max. 0.15% Not detected
Impurity B Max. 0.15% -« Not detected -
Impurity C Max. 0.15% Not detected
Unknown Impurity Max. 0.10% " 0.020 %
Total Impurity Max. 1.00% 0.02 %
Visible Particles Visible particles should not exist Complies
- . 210um Max.25 piece/mL : _ 1y

Subvisible Particles > 25um Max.3 piece/mL : 3 0
Bacterial Endotoxin Max. 0.5 IU/mg . Complies
Sterility Must be sterile. Complies

Format No Form No :

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

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

LINEBIOTIC, 1.V Solution for Infusion -2 mg/ml, 300 mi

Name of Product

(strength, dosage form, package size and type) | (600 mg) in vial ,one vial in a carton box
Active Substance / Potency Linezolide /2 mg!ml

Manufacturing Country Turkiye

MA number UA/18904/01/01

Batch Number and Total Batch Size 4188006 / 3.290 boxes

Date of Manufacture 08/10/2024

Expiry Date 09 / 2027

Name, Address and License Number of
Manufacturing Site

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

TR/UY/2019/5-6

GMP certificate or EudraGMP reference
numbers

TR/IGMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/18904/01/01

| 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 jin full
compliance with the GMP requirements of the local Regulatory Authority and with the gpecifications 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/IGMP/2022/158)"

Remarks
Prepared by | Quality Control Microbiology Quality Assurance Status |
(function, full | Approved by Laboratory Approved by o
name, (function, full Approved by (function, full name, T Approved
signature date) | name, signature (function, full name, signature date) ‘B Rejected
date) signature date)
Aysii GEDIKLI
KKL zmani
t:éﬂ*;,-;ﬁ;. AL~ o B
0%Wi2(200u 02/t

Format No Form No :

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

Tarih Date 25/03/2023
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