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JEPKJIKCITY XBA
JEPIKABHA CIVYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
syJ1. Bepesusxinenka, 29, Kute, 02098, ten, (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.va.hgtps:/www.dls.goy.ua, Kon CHPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpainy JiKapebKoro 3acody

28.07.2022 Ne29683/22/26

JITHO3NA

(itvenysanis AIKApcLKOrD 3408y, 3riH0 3 PCECTPaLiHHUM ROCBIAUCHHIM)

pozunn auis indysiii, 2 Mr/mar; no 300 may daaxoni; uo 1 duraxony B KApTOHHIA KopoO i
' ({PopMa BHENYCKRY, AOSYBEHHS, B HAKYBals JiKapChKkoro 3acoby)

Howmep pecerpartiiivoro nocrinuenus UA/T4840/01/01 ¢rpok aii peectpauitioro nocsiauens HEOOMEXEH N
Cepin nixapcukoro sacoby Ne 2211004 KinnRicTh BREIEHOTO JiKapebkora sacody 2253

BupoBunk: Medap Lnau Can. AL, Typeuunna
(aiseny saHHs BHPOOHRKA NKIPCLROFO 3ucoly, KPFTHA OXOOKEH S )

Boesero s Y kpainy Tosapucrso 3 0bmexenow Bignositaibricrio "Tpokac Gapma
Yrpaina", izent. wou: 37177201
(Hadivenysarns Ta ko 83 ELPTIOV 10psni ot ocodu 480 npissiiie, iM'Y, 1o Ol rSu hisuon
QCOBH ~ HANPHEMIAL 1T Micue fikuBang Ta peccTpaltifiid Homep OGATKONOT KAPTRH IHATHHKYE
foAaTKin aG0 ceplst T HoMep HacuopTa)

JIaGopATOPHKE AHANI3 SKOCTI Nikapehikoro 3acofy saiicHeniit:

JlaGoparopis Grapmaxoneinoro-ananisy AT "YkpaincsKuil HaykoBHi (apmakoneinuii uentp
SKOeTH siKkapeskux 3aco6is” (M. Xapkis, BYJL ACTPOHOMiUHE, 33)

(HARMCHY BRHHA T MICUCINAXODKE I JaBOpaTOPT, W0 Mposeaa aloparopuui amstsroeT
BHCHOBOK UI6A0 AKGCTI likapehkoro 3acaby, sHnaniit tabopatopicio rin 28:07.2022 No 418/31822

‘PesyabraTy 3a00paTOPHOIO AHATIZY SKOCTT JHKAPCHKOFO 3ac0fy 38 AEpeBipeHnMi TORAZHHKAMY BLNOBIAAIOTH
BUMOTAM METOMLIE KOITPOMO. AKOCT] (AHANITHHHO-NOPMATHRIOT AOKYMCHTALIT).

32 -peayibTaraMy  JCDIKABHOTO KOHTPOUIO. BCTAHOBACHO, MG JikapChkuil 3dci0  Bueseno B Yipaiiy 3
JOTPHMANHAN. BAMOr 3aK0HOAABCTEA OO Ja0e3ne e TkoeTi J
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CERTIFICATE OF ANALYSIS

CEPTHQOIKAT AKOCTI

Product name:

Hesea npodyrmy:
Pharmaceutical form,
package type and size:
Hixapcura hopata, mun ma
POIMID YraKosKU:

Dosage / potency:

Loza/ cuna Oit:
Registration certificate:
Peecmpaylitine nocelduennn;
Batch no.:

N cepii:

Batch size:

Poswmip cepii:
Manufacture date:

Mangfictured by Mefar Tiac San. A, 8.
Liocation: Ramazanoglu Mah, Ensar Cad, No: 20,
34906 I\,urtkoy Pendik/Tstanbul, Turkey

License: TRAUY/2020/34:2

)  Bupolneno: Medap Inay Caw AL
Mictesnaxomenmn Pamasanoray Mas, Excap Taian, Ne:20,
34906 Kypreod - Hlemaus/CramByn, Typeaunua
Jlinewsis; TRAIY/2020/34-2

No.2022002963

LYNOZID
JITHO3H]T

solution for infusion , 2 mg/mi, 300 mlin flacon, I flacon. together with a leaflet

in a corton box

pozwun Oas ingysifi, 2 me/mn, no 300 mn y <[)fzmwm, no 1 thrarony pasom 2
inempyryicio Ons MeQUIHOE0 SACHIOCYBaNtis rapnionHitl Ropodyi

Linezolid 2 mg/iml

Hinezonidy 2 ma/mn

UA/14840/01/01
2211004

2 322 packages/ynaxoeox

Hamer seupobrumypmea: 042022
Expiry date: 03.2027
Tepmin npudamrocmi;
TEST LIMIr RESULT
Hoxazury axocmi Hopyysarnst Peapastham
Description A clear colourless solution Conform
Sosuiumiil cuznad Hpozopuit GesGaperuil posiun Bionosioae
Identification Conform
oenmudhinayis Retention time of the main peak obtained from sample
- linezolid solution chromatogram should be same ds retention time
of the main peak obtained from standard solution.
- ninesonidy Yac ympumyeanns, OCHOBHO20 NIKY HO XPOMATROZDAMMI Bionosioas
DOCHIDINCYEAHOZ0. POSHUHY ROCUNEN BYMU MAKYUM, AKX HAC
ympzz,w},eanm ocHOGHOZ0.  NMIKY,  OMPUMAHO20 6
DEIVRLINGINE BECOCHHS EmandUPIMHOZ0 POSUURY
Clarity The solution should be ¢lear Conform
Hposopicns Posuun nogunen Oymu npo3opun Bidnosioae
Colour The solution should be colourless Conform
Konsopoeicms Pozyurosunen bydu be3baperyum Bionasioae
Extractable volue 2300 ml - .
00 ’em, 1O BUNAZAEMBES, = 300 mn 302 ml (g
pH 4.5-5.5 4.8
Density 0.950-1.400 g/ml nie Y
Lycmuna 0.950-1.400 gmn 1.018 g/ml (/1)

Particulate contamination:
Mexaniui xmouenna

- sub-visible particies

- HEGUOUMI HaCrc

- visible particles
~ guOUAME YacmKy

> 10 pm: <7500 particles/vial
> 10 mxm: < 7500 vacmor/haax.
225 pme <900 particles/vial

2 25 jxm: < 900 vacmor/grax.
Should be.absent.
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220 particles/ vial
220 yacmor/aax.
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Assay * i; )3;7 o\
Kinvxicue gusncavenns E i AOKym .fH * 8]
- linezolid 2 mg/ml & 5 % (1.9-2.1 mg/ml) %;f; “/&f@ ng/ml (z/n)
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Meanyfiierured by Mefar ae San, A S,
Lacation; Ramazanoglu Mah, Ensar Cad. No: 20;
34906 Knrtkoy ~ Pendik/Istanbul, Turkey

License: TRAUY/2020/34-2

Bupotneno: Megap Liayv Can AL
Micuesnaxozoreriy: Pamasanorny Max, Brcap Twan Ne 20,
34906 Kyproh - Hewnnd/CranGyn, Typeumima

JHnesais: TRAUY/2020/34-2

Related substances

Cynpogioni domimru

- impurity A ‘

- Qominixa A <02 % 0.01%

- impurity B

- domiwka B <02% Not detected
- Impurity C HE BUABIEHO.

=0.2% Not detected

- domiwra C
He BUSBACHO

= any urnknown single impurity

. . - 0,

- Gy0b-Kd HEGI00MA 00WIUHA <0.1% 008

domitra

- total impurities 00 Conform

- cysta Gomituox <1.0% Bionosiae

Sterility Must be sterile Conform

CmepinvHicmy Tloeuren Oymiu cmeptrbHuM Bionogidae
<0.58 EU/mg

Bacterial endotoxins <0.58 EU/mg linezolid linezolid

Barmepiaeni endomoxcuny < 0.58 EO/mz ninesonioy <0,58 EO/wez
Jinesoaioy

Ldo hereby ceriz'jb‘y that the abovementioned daln are trustworthy and accurate. This product batcl is manufac-
tured (packaging/labelling included) under the quality control on the abovermentioned manufacturing site zzgj[ull
conformity with the GMP requirements, established by the regulatory agency of Lurkey as well as with the specifica-
tion and control methods of the analytic-normative documentation, revistered in Ukraine, The protfocols of manufac-
ture, puckaging and analysis are reviewed; conformity with the GMP is established. » ) ,

UM 5 3dCaiduYIo, W0 hepepaxosana euuje inpopmayis € 0oCmosiproIo i mownoro, Ll cepin npodyxyil Byad

GU20NTOGRENA (GIIIOYAIOUY NAKYBAHHS / MADKYQIII) 3 HPOBEOEHHAM KORMPORIO AKOCMI R BUWEERA3ANITT GUPOBHIYIH
Dinvnuyi 6 noeHit aionosionocni 3 eumozamu GMP, 6CMAROCREHUMYL DELYAAMOPHUN Op2anoM z‘y CYYUHY, O IMAKONC Y
gionosionoemi 31 erieyudixayicio. | Memodamu KORMPOoAI0 AKOENI (Aﬁ\’}l), sapecemposanyvu & Yipaiui, JIpomoionu
SUPOBHIIME Y, YNAKOBKY WA aHANI3TE GYIU NEePeIsHymi ma 6CHIGHOGRENO gionosionicmo GMP.

Surname and position of person, approving bateh release fo market Quality Assurance Manager: Buket Erel
piseuuje manocada / 36anns 0cobu, sra suduna Do36in Ha 6unyck cepil Menedocep iz sabesnevenin aocmi: Byrem Epea

Signatare and-date, stamp
HTidnue ma:dama ridnucanns, NeNamxa / imamm 20.06.2022
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