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Jixapewkuit 1aci6: JAEHY

Medicinal product: LION®
Hioaz peqopuns

Active ingredient;
Peccrpauitine nocalnvenna:

Registration Certificate:
Jiigeusin na sapobunurse N
Cepradinat GMP N
Bipofinuk:

Agpeca BHpobaura;
Maaufactured by:

Address of manufacturer:

Kusun: f[ealz‘ra Pot. Lid.

e

N

CEPTHO®IKAT AKOCTI
CERTIFICATE OF QUALITY
AR, X FG/1308120
~ faraate 30.11,2020
(rabuercs, prpitri fisivkonme eboaorrote e 600 mr, oo 10 TallaeTor 'y fnicrepi | no 1
Gaicrepy ¥ kapTossii ynaxéaui )
{film coated (rblets, 600 mg, 10 tablets in & blister; ] blister in a carton package)

Aikeomgy 606 mr

Linezotid 608 mg

Ni UATU4768/01/01 pin 14.12.15, repatis 1if pecerpanifiinro mecsigdeHna go!
14.12.2020 poxy

Mo UAZI4768/01/01,  14.12.18; Registration Certificate valid tih:  1412.2020
Ra|/2354

001/2018/GMP

Kycys Xearxsep Hat Jiv, Innis

CI1-289 (A), PITKO Inascrpisa apes, Jonauxi, Bxisaal Mict. Ansap (Paxkacyay), Tngia
Kusum Healtheara Pyt Lid, Yndia

SP-289. (A),RI[CO Industrial aves, Chopanki, Bhiwedi, Dist. Alwar (Rsjasthan}; India

Cepis: Ne 2003146 Poamif capit. 10000y, Dure pur.: 1072020 Oiticnyt go: 892022
Baich: Batch Size: D/M: MVE:.

Y TEamMeRORARNE COKNIATEACH TpeboBannn PriyaLTATI RHAAIGOE
] Naine index: Reguirements Resilty of andlyses
1 | Onucanue Orantume, rnagxye ¢ obaux Cropod  aseakossuryknbie | Cooreercrayer

7afaeTRu, TOKPKITHIS IEHOUHOT obonoikoR G2Jtoro usera.

Description White, oval shape, biconvex film coaied tabléts plain on botk | Complies
side,

2 | Hpoentidukaums
Hunezanud chm YHACPRABAHHA OCHORROTO NHKR HA XpoMarorpamuax | Coorpcrereyer
) UCHBMIVEMAZD N cmmu}a;mnaaa Pacmenpod, NOIYUCHEX §

YENORIHX  KOMWECCTHEMHOO  OUPSACACHNA,  HQAWHO
COBNAAATE,

Tumdna Buoreud ‘Opasomadc  KCFIOBATO-EPACKOtD  oxpamusamis ¢ | Cooreerciayer
PACTBOPOM BOIUPO/E HEPORCTT.

Edentification

Lirezolid In the Assay test; the retention time of! the major componént in | Complies
the chromatogram of Test Solution is coricordant ta that in the
chromiatogram of Standm’d Sotwian

Titanium Dioxide Yellowish ted colour developes with hydrogen peroxide Gompfica
sehaion.

3 | OaRopoNHOLTs ZOINNOBAHULIX AV LL, e L1=150 CodrpercTayer

[T
Uniformity of dosage units AV < L1, where L1=15.0 Complies
L 4 | Patoapgsemocie - He Sonee 30 muin 6wt T2cex
Disintegration NMT 30 min Domin . 12see
5 | Pacrspeune “He.menee 80 % (Q)32 3000mm O%.1% - 100.3%
Dissolution NLT 80 %-,(Q) afier 30 min 98.1% - 100.3%
6 | KonugecTeeHHOE ONtpegeaetiie Hpun .
Or950% 0. 105, | % aHlicaoauae. p TeGaeTke {oT 98.99%
IASEAERNOTD ROANNROTRA)
Jas cpOKA roIHOCTH:.
Or 90,0 %20 110,0 % mngonian v Tabnerre (or
IANBACHHOLD mm{qmw}
Asssy Finished product:
95.0 % fo 105.0 % of Linezolid per tablet (of Labe! Claim). 98.9%%
S_hell' lgfg‘
90.0 % to 110.0 % of Linezolid per tablet {of Label Claim).

Factory ; $P 289 {A), RIICO Indk. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph : +91-1493-298233/13/34/35
Email ; info@kusum.com, Website:

oy v SO0 Lo OO R

; Kusumbealtheare.com




Kusum fdealtkare Pt Litd.
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Jligapennii 3acib: JAEH® (raGAeTRH, BRPUTI naieKoROIC 060a0HEDOR) ND 680 mr, no 10 Taaerox ¥ daicrepi s no
Baicrepy ¥ KapTowuiit ynakonai )
Medicinat product: LIONY {film coated tablels, 600 mg, 10 tablefsina blister; | blister in & carton package)
Cepin: Ne 2003146 :
Baich:
1 | ConyteTeyiomye npisMect 1 He Bonco 0,2 % kukiioH CuKHOT NpHVCCI 0.063% l
He Gonee 0,5 Y% cyMmibl APtavceei (063%
Related substances Single Impurity: NMT 02 %, 0.063%
Total tmpurity: NMT (.3 % 0.083% 1

* Bunpobysatns MixpoBionorisnol 4HCTOTH MPOBOAMTRCS AAR NEDID 3 cepilt, norim ans womsol 10-7 cepil, alo oauy pas 1a pix.
#Test of MLT will be performied on first 3 commercial batches and thereafter on every 10th batch or once in a-year.

BACHOBOK: Cepix Ne 2003146 mipnopizae sinvorad MICH PTT Ne UA/14768/01/01
CONCLUSION: Batch Ne 2043146 complies with the requirements of MQC RC Ne UA/14768/01/01
Fd
: o i Vel
AHAJI3 BUKOHAB JATA _OW\2-o

NALYSED BY) * {DATE)

KomeriTapi: Hemae
Commenis: oo

3assa npo cepradixanio: «ificAHm % 3acBingy, o HaBenens Bsure inpopmaitia € gocropipioro | vomsom. Hs cepia
npoaysuli-Gyna BHIOTORNEHR (BEAKMAINH YNAKOBKY / MRPKYBREHE) { NPOBESICHE KOHTROA T AKOCTI HA BALNEIFATEHOMY
pianpxeversi & noanilt BinnesizuocTl 3 BHMOTAME GMP, BCTAHOBICHNMH MICUCRIM DETYATTOPHUM OPTANOM; & TAKOK
piinosinne 20 eneGiRAND, ‘o MICTHTLER B peceTpanilinamy BOCKE Kpainn isroprepa. TIpOTOKONN BHPODHUITEA,
yREKOBKH T3 2HANiIB Bysm nepernuByTii seranonneno ix sianosigaiers prstoras GMPy,

Certification statement: «On this T certify, that the above menfioned information is true and accurate, This product batch was
produced (including packaging / labeling) and conduéted for its quality control st the above mentioned manufacturer
ecording to afl relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained in the registration of the dossier importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements». ' '

-
LA @.5 RN TS .
Kepisauk rpymn KOHTPOMG #AROCTL
Quality control group manager
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Fagtory : SP 289 (A}, RICO Indl. Area, Chopanki, Bhiwadi, Distt. Atwar. Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email ; info@kusum.com, Website : wwwkusumhealthesre.com '
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