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PO3UHH LIS nuj)_ysm, 2 mr/ma 1o 300 ma y duaaxoni; no 1. duraxony B BAPTOHHIN ropobui

Howmep peecrpaitiitvoro nocaipiennd A/ 4840/01/01 crpok aif peecrpauifnoro nocpiaueHH HEOOMEXKECHMH
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BroioBoK 106 akacTiikapenkoro sacoBy, sinanuii sabopatopicto pin28.07.2022 No 418/31822
Pesyapraty id(‘lCdeI()pHL}l 0 AHATIZY HKOCTI NKAPCHKOTO 3ac00Y 34 NEPERipeRtMI NOKA3HIKaMU BLIOBIZIOTE.
BUMOTAM METOMIE KOITPOMO. AKOCT (AHANITHUHO-HOPMATARHOT AOKYMCHTALLT).
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CERTIFICATE OF ANALYSIS
CEPTHOIKAT AKOCTT

Product name:

Hesea npodyrmy:
Pharmaceutical form,
package type and size:

JI fk’apé LK ~rj:r0p;wa; N md
POIMID) YRUKOBKU:

Dosage / potency.

Registration certificate:
Peeccmpaytiine noCeIONeR A
Batch no,:

Ne cepii:

Batch size:

Posmip cepil:
Manufacture date:

Hamer supotnunpmed:
Expiry date:

Tepmin npudamuocmi.

Mannfictired byf Mefar Hac San. A
Location: Ramamnag[u Mah. Ensar Cad, Ne; 20,
34‘}9{}6 I\urtkoy PendikAsianbul, Tur_key

ficenser TRAUYA2020/34:2

Bupobaeno: Medap Lnav Cay A1
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MicHesHaNoReHTT Pamaaauum} May. Bucap Twan, N 20,
34906 Kyprrof - Tlemnu/Crambyn, Typeaunna

Minensis: TRAUY/2020/34-2
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solution for mif sion , 2 mg/m! 300 mi in flacon, 1 ﬂrzcan together-with a legflet

in a carton box
posHun 0151 zr@ymu 2 .Ma/.m, no 300 mn
IHCIMPYEYICH ONS MEOURHOZ0 SACHIOCYSantis 6 KepmowHitl xopodyl

Linezolid 2 fzrg/ﬁvzf
Hineszonidy 2 ma/mn

UA/14840/01/01

2211004

2 322 packages/ynaxogox
04.2022

03.2027

y zp'fzmwnf ©no 1 dhnarony pasom 3

TEST
Hoxaznury axocmi

Hi ap,.wgrmwt

| .Descnp‘twn
| Sosuimuii euznsio

A cledr coloux lcss soluﬂon

Canfoml
Bionosioae

Identification
Idenmudixiiyis
- linezolid

~ Nine3onioy

wzpzmyam:m OCHOGHO20  NIKY,
DEIVALIMAML. BEEOCHHS c:manc)apmwao DOSHURY

Retention time of the main peak obtained from sample
solution chromatogram should be same as. retention time
of the main peak obtained from standard solution.

Yac YmpumMysanna OCROGHO20 NIKY HO XPOMAROED MMI

damzc}mygawzzo POSUURY HOGUHEN. Bymu maxym, a1 4ac
OMPUMAHOZ0" &

Conform

Bionosioae.

| Clarity

Hposopicmy

The solution should be ¢lear
Posuun nogunen Oymu nposopuy.

Confm 11
B:c)?me.*zc?ac*'

__ Koneo
| Exiractahlc v‘olumc

Colour
t?t‘?l’f»’?ﬁb

Tlm solutmn should be_co}px res

Conform
| Bidnosioas

44444444444444444444444
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3‘* 300 ml
| > 300 mn

302 ml ()

| 4‘5“515 o

:chmwm .............

| 0.950-1.400 g/ml

1 DI 8 Jml ﬁé%nrw)

_0.950-1.400 r/wn

Particulate. comamm atmn..
,:‘Lf[e:a:amwu BKTIO HEHHA

|« sub-visible parrfcles

- Heauamn Yo

- visible particles
= gUOUAMI YaCmiku

> 25 p.m '-“: 900 partmlasfwal
> 25 . < 900 wacmor/grar.
Should be.absent.

220 particles/ vial

220 yacmon/aax.
0 particles/vial

\;O, qacmm/d}mx

ITosunni Gymu 6idcymui AR

Assay
R‘Tz_'fzwcfwe;euamueﬂm
- linezolid

| = Jiezonioy

2 mg/ml £ 5 % (1.9-2.1 mg/ml) :,_.

2melmn = 5 % (1.9-2.1 metun)
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gidnosionoemi 31 cneyudirayicio i Memodamy KOHMpomo axocmi (.

Sigrature and-date, stamp | o
[Tidntc madcuna wionucanis, NEYamxa / imamn 20.06.2022 o
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Manufuctured by I‘ricfar;ilﬁ@Sﬁ nALS
Losation: Ramazanoglu Mah, Ensar Cad. No: 28;-
34906 Kurtkoy -~ Pendik/fstanbul, Turkey
License: TRAUY/2020/34-2

| Bupotnenp: Medap Lnay Can AL
Micuesuaxomoreris: Pamasanorny Max, Brcap Twan. No 20,
34906 Kyprrod - UewnndCranGyn, Typevuuua
Jinewais: TRAUY/2020/34-2
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Related substances
Cynpogioni domimru
- impurity A - |
- dominixa A <02 % 0.01%
~ impurity B
- Qomitra B <02 % Not detected
- impurity € , HE BUABICHO
- Qomiwra C =02% Not detected
- any urnknown single impurity HE BHABACHO
ﬁ.-5yaa-;zm HeBidoMa oo UHUIL <0.1% e
- total impurities <10 Conform
- CYMA QOMIOK = L7 Bionosioae

11111111

e

Sterility Must be sterile ' Conform
IIIII CmepuibHicny Ioguren Oymu CIepUuIbHIM | | Bidnosidag
S | N <0,58 EU/mg
Bacterial endotoxins <0.58 EU/mg linezolid | linezolid
Baxmepicroni endomoxeuH < 0.58 EO/me ninesonioy - <0,58 EQ/me
| | R ninesonioy

T

I do hereby certify that the abovementioned duta are trusiworthy and accarate. This product batcit is mengjac-
tured (packaging/labelling included) under the quality control on the abovementioned manufacturing sie il , 2l
conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with the specifica-
tion and control methods of the analytic-normative documentation, revistered in Ukraine, The protocols of manufac-

_ mr‘eapdckag’izzg and anel yais are reviewed; conformity with the GMP 1s established.

Il 2 3dcaiduyio, w0 nepepaxosdna sulje iHPOpmMayin_e OOCNOBIPROIO | MOYHOIO. L2 cepia npooyxiii Ownd

GU20NIOBNEHA (SITIOYAIOUY NAKYBAHHS / MAPKYEQIIHIL). 3 NPOBEOCHHIM KORMPORIO AKOCIE HA .emﬁmcmmﬁm GUPOOHUYLY
Oinpruyi ¢ ROGHTH GIONOBIOHOCTNE 3 UMOZCMU GMP, scmanoBheHumMy pesyrsimoprum op2anom L CYYUHY, Q4 MAKOHC Y
M‘z}\}' (K1), sapecemposapyumu & Yipaini, Jpomoroau

SUDOOHUYAIEE, YIAKOGKY A AHAI3IE Qynu nepeansHymi ‘ma ecmanodneno gionogionicme GMP.

Surname and position of person, approving batch rélease Yo market  Quality Assurance Manager: Buket Erel
pissuwe manocada / 36anns 0cobu, sra suduna D03sin Ka sunycx cepil Meneducep iz sabesneyenin axocmi: Byxen Epei
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