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BHCHOBOK
TIPO SAIKICTH BBE3EHOro B YKpaiHy JIKapebsKoro 3acoby
24.10.2022 Ne 4522572272611
JIAEH®

(Ha¥MenyBanHa AikapchKoro 3aco6y 3rimuo 3 peceTpartiHnuM nucnimer—nmﬂl)
TabJIeTKM, BKPHTI NAIBKOBOIO 060J10HK010, 1o 600 Mr, 110 10 Tabaerox y baicrepi, no 1
Baicrepy y kapToHHI# yiakoBui

(thopMa BriTycKy, RO3YBARNS, BUA NAKYBAHHS JiKAPCLKOTO 1ac0o0y )

Howme)» pecctpauiiinoro nocsiguenns UA/14768/01/01 crpox nil peectpaniiinoro nocsinuenns HeOBMEKCHUT

Cepis nikapcbkoro.saco6y Ne 2005825 Kinbkicrs Bpesenoro nikapeiicoro sacofy 8280
BupoBunk KYCYM XENTXKEP IIBT JITH, Inpia |
{(naitmMery saing BupoGHMKa NiXapCeLKOro 3aC06y, KPajHA MOXODKEN )
Buesenio B Vipainy TopapuceTro 3 06menxenoo siamosinansyicrio "Tnexgapm JITI",
inenT. xox: 20075891

(nakmMenysanns Ta kon 3a CAPIIOY 1opuarusoi ocobu 260 npisnuine, iM', N0 HaTLKOB
hiznynoi ocobH ~ ninmpremits, 1T Micie NpoKUBANKS Ta peecTpaltiittiuit nomep obmixopol
KapPTKK MIaTHUKA TOAATKIB a60 cepis Ta HOMED nacnopTa)

3a pesysBTATAMM HEPKABHOTO KOHTPONIO BCTAHOBMEHO, W0 Jikapcukuii 34ci6  pBeseHo B Yxpainy =3
AOTPUMAHHSIM BUMOT 3aKOHOJABCTBA W00 3a0e3euecH s AKOCT] AIKapCLKUX 3acobin,

Muikona XOJIOAEHKO

Havansnux
(riianuc) {(iniuiann Ta npizsmue)

(nocagopa ocoba opraHy Rep:KaBHOTO KOHTPONO)
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Jlixapebinit 3acit: JAEHY

Medicinal product: LION®
Hitosa peqgoBuys.;

Active ingredient:.
PeecTpauiitie 1ioceianeni:
‘Registration Certificate;
Jlinensis na pupodnunreo No;
Ceprudikat GMP Ne:
Bupofnuk:

Anpeca srpobunxa:
Manufacturcd by:

Address of manufactinrer:

Kusium /fealf/zare Pot. Lid.

CEPTUOIKAT AKOQCTI
CERTIFICATE OF QUALITY

]AEqu:mau-uHun
Koy 20075891

A,R N FGN072/22

,II,aT&!Date 28, ﬂ'}’ 2022

Baicrepy ¥ xapTonniil ynaxosyi )

600 mr
600 mg.

{T.iﬁ:len"rm ‘Bxputi nnipxoBow ofonenxow ne 600 mME, o 10 Tabnetox y ﬁmc'rap: nol

(film coated tablets, 600 mg, 10 tablets in a blister; 1 blister in'a carton package ).
ainesominy '
Linezolid _ |
XNe UATT4768/01/01 kix 23.10.2020, epstin fif pecerpaniiinors mocrizvenan: neobnemenmnii
Ne UA/14768/01/01, 23,10.2020; Registrafion Certificate validity is unlimited

Rajl2354

042/2020/GMP

Kycym Xeéarxwep ot Jlra, Yanis
CII-289 (A), PIIKOQ Inaacrpian apea, Yonauki, Bxisagi, Aier. Annap (Papxacyan), Ingin
Kusum Healthcare Pyt Ltd, India
SP-289 (A), RTICO Yndusfrial area, Chopanki, Bliiwadi, DistARvar (Ragasthan), Titlia

Cepis. Ne 2005825 Posmip cepiit 10006y Harawur.: 05/2022 Jificnufi ap. 04/2024
Batch; Batch Size: D/M: D/E:.
M I.]..éii.nteuyaannn NOKAIHAKER Bumorn P'.c::)'n'h"ran: a'r'mni_:u‘n
| Name Index Reguirements ___Results of dnalyses
1 | Onuc OB’U‘II:H! rhanensid 3 ofox Goxip mpoomyxni Tabrerrkn | Bianonsixae
BKPHTI TUIBKOBOIO 0GONOHKOKY GL0I0 KOALODY,
Description White, oval shape, biconvex filin coated tablets plain on | “Complies
. L 1 both side,
2 | LrenTudikanis
Hinezonio Yac yrpumanng ocHoBHOFO niky w4 XPOMATOTPAMAK. ‘Bianogipae
8unpodosysanpen i c,rnanéa,um:mm Po3uNKie, DYPUMAHYIX. B!
YMOBAX KillbKiCROTO BHIHAYEHHS, NOBINSH CrIBIaNaTH,
Tumany dioxcud { YTBOpeHHs  AMOBTYBATO-YEPBOMOLO sabappresHr 3 | Bignosidae
| PO3YMHOM BO[{HIO iI€pOKTHAY.
Identification o
Linezolid In'the Assay I&'ﬁ‘t the jeterition time-of the major tﬂmpunént Complics.
‘in the chromatogram of Test Solutjon is concordaat to that,
1 i the chromatogram of Standard Solution
Titanium Dioxide | Yellowish red colour develops with hydrogen peroxide. | Complies
. | 'sOlution. b
3 | Oaunopiawicers Ao3oranux ogwmnus | AV<LI, e l1=150 Bigrionifac
_i Uniformity of dosage units 1AV <L, where L1=15,0 | Complies.
4 | Pospaganns 1 He Ginpie 30 k8 06 xn.24 cex
.Disintegraiiun | | NMT 30 min ‘ |
5 | Pozuunenns He mernme 30 % (Q) 3230 %8
Dissolution NLT 80 %(Q) after 30 min
6 | KinpkicHe panayenns 1Ipn. eunyexy:
Bir 95,0°% no 105,0 % ninesonify 3-Tabaerui (six
'3335113}103:0 BMICTY)
-Ha Tepmis fipunaTHOCTL:
Bin 90,0 % a0 10,0 % muezﬂmny B TabneTit. (Bm
-SANBACHOTD BMICTY)
Assay Finished product: b
95.0 % 10-105.0 % of Lingzolid per: tablet (0F Label Claim). 3:99:’4:?%_
-Shelf life: '
| 90.0 % to-110.0% of Linczolid per'iablet (of Label Claimy.- |
7 | Cynposiani pomimk He Gitpte 0, 2 Y KOWHOT OURIYAOT HOMIBIKH: HIBRE HEYURTHIBAEMOrO

“Reélated substances

Ht‘; Sinsime 0,5 % CymMH JOMIIIOX.

Single Impunt}f NMT (.2 %.
Total Impurity; NMT 0.5 %.

‘Beldw distegard limit

npengia
HEXE HEVIATRIBASMOro
Tipenona

‘Below disregard limit
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Kustir fféa[z‘/ware .7’07!‘ [Z‘d

Hikapepknii 3acié: JAEHY (vaBaETi, BKPHTI n.uinmnum 0G00I 010 10 600 Mi, ne 10 Tabnerox y Smierepi ; no 1
BaicTepy y KapToRkill ynakosui )
-‘Medicinal product: LJON® {film coated tablets, 600 mg; 10 tablets i i a hlister; 1 blister'in & ¢arfon package )
Cepia: Ne 2005825
~Batch: e
8 Mixpobioaeriung yucroTa* 3drashe ypco aepobiux. Mmponpramzmm (TAMC) ‘se
| | Ginswe 103 KVO/r. <10 KYQ/r

3araipHE  WHCAO ADDRIKOBEX T4 miicehesmx rpudis | <10 KYOfr
(TYMC) re Gispme 102KV O/,

Bincythicth Escherichia coli-s 1 rrpettapary, BigeyTHicTs /1
._'?#flicrﬁij'in]ﬂg‘it:ﬁl'_'puri't}?*" Total aerobjc.microorganisms (TAMC) - NMT 10* CFU/g. | <10 CFU/g
| 1 Total Yeast & Mould Count (TYMC) NMT 16% CFU/. <10 CFU/g
| Eseherichia ¢oli should be absentper | g, | AbSent/g

* BanpoByranua MixpoGignoriHol 4HCTOTH NPOBOAHTLCA AN TICPUINX 3 cepifi, HOTIM AN Xoskroil 10-1 u:pn ﬂﬁﬁ OWH pa3 Ha pIK,
*Test of MLT will be performed on first'3 commercial batches and thereafter on every 10th batch oronce'in a year.

BUCHOBOK: Cepia No 2005825  mizinosinac sumoran MKH PIT Ne UA/14768/01/01

CONCLUSION: Batch Ne 2005825  complies with the requirements of MQC. RE Ne UJA/14768/01/01

(giTE) = 7T e

AHATII3 BUKOHAB
(ANALYSEDBY)

Komeurapi: nemae.

Comments: no

3astaa npo cemm}nxauuo «ikcHuM H 3acBiauyio, 110 HaBeJeHA BHULE mqmpmamn (3 Jmf:'romplmm i TOWHG0. st cepin
IPoRy KIxit Oyna sAroToBIeHa (BKINYAIOYH yNAKOBKY / Mapmyaannn) | POReNEHD KOHTPONE - MKOCTI HA BHINEITALANOMY
nignpuemersi B nopuiil signosignocTi 3 BuMoraMH; 3d3iiaveHaMu B yHiHiA BAcTanoRi GMP, saTBepkeniit Minicreperaom
oxoponu 310poR'a Yipaisw, i 3 BAMOFaAMH pacc'rpaumnﬂm Aocke Kpailam ‘npuidasenna. Jlporoxonn BupoGuuuTea,
YIaKORKR TA aganizin 6ynu népernsinyTi i BecTaHOBgeHo IX BinnopimnicTe BHMOFayM GMPs.

'Certlf‘ cation statément: «On this ] certify that the above-mentioned mfnrmatwn is frue and accurate. This prnduct batch was’
produced (including patkagmg / labeling) and. conducted for its quahty coirtiol at the above-mentioned manufacturer
according to specified in the current GMP guidelines, approved: by the Ministry of Health of Ukraine, and with the

-requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with thie GMP requireménts».

KepiBHix rpyiii KORTPOMO AK06Ti Viosnopamena ocoba, Mo  3niHcHioe
Quality control group manager cepTrPpIKaNio cepil
Qualxﬁed Person ccrtlfym gthe hatch

Iv's T2 I1pi3BUINE. g Pt -.IM ,a T npu:aﬂﬂme
Hipmwe - .H'E‘,nnmc”
{Signature) (Signature) g
Hata niandcaHss Iata nignticdiia
(Date of signatiire) (Dito of signature)
Kepiennk rpyng koOUTpomo skoeTi T — Menenxep sinainy sabesnegenus sxocti
Quality control gr Qup manager _. f ¥ . Quality Assuratice £roup managet
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