Aikapenkui sacit:

diedicinal product:

Kusum Healthcare TPot. Ltd .

TAUTEPORY
TIGERON®

Jlirya pesouiei:

Active ingredient:
Pecerpaniiise nocsizucHm:
Registration Certificate:
Jtiuestsis wa anpoBiunTao Ne:
Ceprudmsay GMIP N
Bupobung:

Apeca nupoldEnEa:
Manufaetured hy:

Address of manufacturer:

Cepin: Ne 1003910

Posuip cepii:36000yn.

CEPTHOICAT AKOCTI
CERTIFICATE OF QUALITY

AR N TLIDEG24000689
Aara/Date 10,06,2024
b, srpird sfosonkoi, e 750 s, 00 5 tafinerow v Gaicrepi; no 1 Gnierepy ¥
wapronsii wepodixi
film coated {ablets 730 mye, 5 tallets in g Dlister; 1 biister is in a cartnn package
nepodaoRCIUNRY resirinpar y wepepaxypanui i gesoduroncawm 759 mr
Levefloxacin hemihydrate equivalent to levofloxacia 50 mg
Ab UAMSIFNZ02 sin 22.04.2024, Tepatin aif pecerpaniiinoro nucsizsenns neoGaeseseii
Ne 11L/0539/042/62, from 22,04.2024; Registration Certilicate validity is vnlimited
Raj/2334
N42L2024/GMT
Kyeym Xesvymep e Jlng, Inpin
Cl1-78Y (:\j,_ PUKO Ispaceping apea, Sonangl, Bisani, Lict, Ansap (Paamacran), Iuiin
Kungum Healileare Pyt Lid, Indin
§P-289 (A), RIICO Industrinl aren, Chopanld, Bhiwadi, Dist, Alwar {Rajasthan}, India

Jara vy 0472024 Jlistcuwit por 0372027

Assay

Bately: Balch Size: DipE: Expiry date:
No Tioxasunkn axocti Bamors MeTonl KOEPotio
Tests Requirements Methods of analysis
1| Onie Tabnerki.  rancyronogibnoi  dopai, akpuTi | Binsosigpe
GGOMONKTIO, PUKEBOrO KOILOPY 3 THCHEN M «T50» 3
Deseription oaxoro Hoky. '
Pink colored film conted capsule shaped tablet with Complies
. “750” engraved on onc side.
2 1 Inenrpivanin Yue yrpHMysanig OCHOBHOTO Ty A xpoMarorpadi | Binopisac
QoenidoCYEaNoE0 TR CIROHOAPRIKGEG  POTHNY,
GTpHMAaREX B yMOBIX KiALERICHOrO BH3NALENNS #aC
CriBnanaT,
Tdentification
The retention time of the major peak in ihe Complies
chromatogram of the Assay preparation corresponds Lo
that in the chromatogram of the Standard preparation,
‘as oblained in the Assay.
3 | Pozmapansus Fe Oinsuie 30 x3 6 x8 23 cex
Disintegration NMT 33 min 6 min 23 sec
4 | Omnepinuicis Aosonanx puninnn AV <L1, ae LI=15,0 Biagosijae
Uniformity of dosage unit AV <L, where LI=150 Complies
5 | [osunmenusn Me menwe 80 % (Q) repodnoxcaunily 3a 435 xs 97.3% - 100.5%
Dissolution NLT 80 % (0} Levofioxacin Tor 45 min 97.3% - 100.5%
6 | Cynpopiui posiingn Fle Oinpuie 0,5 % kool AOMiLIKS. FEMIKHE MESKT HEBPaXyBaHHA
He Ginswme 1,0 % eymiraominior WA MEOKT BCBRAxXYRains
Related substancés NNT 0.5 % each ispurity. Below disregard limif
NMT 1.0 % total impuritics Below dissegard limis
7 li'-!'.'ll.l\'il:j[(' BICTLACHEGEN lel GHIERYE

Rin 95 % a0 163 % nesothnogcanny B radnerui sin 05.:48%
FABAEBOT KIFeKOCT

Ha mepuin mpudamiocmi:

iz 90 % ko 110 % necodmoreaiy s radaerid sia
IAABACHOT KiALKOCT

At refease:

93 % 10 1035 % Levofloxacin pertabiel of Label Claim,
At shelf life:

90 % 1 110 % V.evolloxacin per wablet of Tabel Claim.

95.48%
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Kusum Healthcare Tut. Lid . B\ cinionare

Jivaperrniisacis: TA ATEPOH®  Tabacrsn, separi ofionoukoi, ne 750 mr, no § sabnevory frticrepd; o 1 daicrepy ¥
ragronaiii kopolui

Medicinal produet: TIGERON® filre coated {ablets 750 myg, 5 tublets in a blister; 1 blister is in a carton package
Cepin: Ne 1003910
Baich

3 Mixpobionoritna whuerara® Tarassua KILKiCTH acpodmx. sixpoopraniaMia (TAMC) we | <10 KYO/r
Sinpuie 1P KYOfr :
Baraasua KALKICT ApHEGROBN: Ta Taiceuesnx rpuGiy | <10 KYO/M
(TYMC) 1é Sinsmze 168KV O/,

Bineyraicth, Escherichitt cofi 8 1 ¢ npenapary, Bincyrni /r
Microbilogical purity™ TAMC = NMT 102 ¢f per [ gm <]0 CFU/g

TYMC —NMT 102 cfu per | gm ) <10 CFU/g

Egcherichig coli should e absent per 1 g. Absent/g

*Teut MIKPOOIONONTULIA IHCTOTE e CPYTHLIHM KUNTROACM, & NPOB0SHTICH 3 neplonsUIice A5a pasy na pix
* Test of microorganism purity is not routinely performed with eontrol aud two times ' year

BHCHOBOK:  Cepis Ne 1063910 wianorinae mvovas MRS PIT Ne LUA9S39/02/02

CONCLUSION: Batch Ma 1003916
! \3\&\@.\0&\*@1&4
R UGN

AHATT BRKOUABR Aara \oReiaedny
{ANALYSED BY) DATE)

complies with the requirements of MQU: RC Me LIA/$539/02/02

Konenrapt: nemae
Comments: no

Fasea npo copruicanio: «LHCHIM T 30eniaay10, M0 uaBelena Baite Hdopranin ¢ 10CTonipsoie i Tomiow. Lia
cepin APONYKIT fyna BRrOTORALHA (BIMUMAN M YIAKOBKY / mapkyBanna) § PPoseasHs KouTpoan If AocTi Ba
prmesragadoMy mignpaesersi o mosuii RIANOBIAROCTE 3 BHMOTAMY, JASHAMCHIMH B qurmiit acrmironi GMP,
swrpepaxeniit MinicTepeTsom oxoponu 3Aepor’n Ykpaikws, § 3 puMmoramy peecrpautiinore goche Kpaiinn
upmzpasenns.  (poToxeas ewpeluHNTea, YHAKOBKH Ta nualiiis Gyan aeperasinyti i sewaHesneso X
simuesignicrs sasoram GNPy

Certification statement: «On this | certify that the above-mentioned information is true and accurate, This preduct
bateh was produced (including packaghug / Inbeling} and condueted for its quality contrel at thé above-mentioned
manafacturer according fo specified fn the coyrent GMP guidelbies, approved by the Ministry of Health of
Ukeaine, and with the vequiremenfs of the registration dossier of the destination country, Records of
manufacturing, packiging and analysis were veviewed and defermined for their complisnce with the GMP
l‘E([llii'Cl]][‘l“S)L

Kepisnuk rpyin XOHTPOAI0 2KOCT
Quality controf group manager

La’y T2 ppiaenme

(MNamce) IN| )‘«;p{(a._ﬂ/ (f&gﬁ B
Tlianmc

(Signuiure) ~ [33-;_;

Jlara nijumeanus P autal U

{Drate of signature} o ) Bg ) 20 by

epinanic TpyIE KOUTPOAK AKOCT]
Quality control group manager

Yrnosntosakena  ocola,  no saliienwe
cepradiranii cepif

Qualified Petson ceriifying the b
Isi's Ta npissubie
{Naine)

Mianuc -
{Signatuie)

Hara nianseanny
(Date of signalure)

Meneazep wianiny sabeaneacnys sKoeT
Quality Assurance group manager
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