Kastm Healthcare Fot. L1d .

Hixapeianii acie: TAHTEPOH®
Medicinal product;  TIGERON®
Miiun pesaniyma:

Active ingredient:

Pecerpauiiine noesigrena:
Registration Certificate:

Jlitten3sis ua supoGunutoo Ne;
Ceprudaéing GMP Moz

Bupabuug:

Aapecs supoGunga:

Manufactured by: )

Address of manuofacivurer:

Cepis: Ne 1002723

Poswip cepil:T0000yn.

O

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY ‘

AJU X TTI0FG23001568
HaraiDate 03.01.2024

Tafmevien, nkpnTi o6oton oo, ne 500 arr, wo 5 Tafireror y Gaierepi; no 1.bmicrepy y
Rapronuiit xopobui

filth coated tablels 500 Wig, 5 tablets in a blisters T blister is in a eorton packape
ActodroKeauny renirinpary mepepaxyeamai ni menodnoreawn 500 wr
Levofloxnein homihydrate equivalent 1o levolloxacin 500 mg

Ao UA/SSI/02/01 nig 26.04.2019, repyin af¥ pecorpaniiinors nocailprenus neolateniemii
Ne UAID339/02/01, from 26.04.2019; Repistration Certificate vaslidity is unlimifed
Raji233d

DA22020{ Gl

Lyeya Xewrxwep oy Hag, Tuain. .

CT1-289 (A), LIIKO Inpacrpian apea, Youwanx], Bxivaai, Zier. Ansap (Pagskactan), Ingin
Kugum Healthieare Pyt Ltd, India

SP-289 (A), RTICO Industrial areq, Chopanlii, Blibwadi, Dist, Alwar (Rajasthan), India

Jeerat iz 1072023 Aiticanit 1o; U9/2026

Batcly: Batch Size: Expiry daie;
Na Tlokazmmcen grocTi Bimntorn MeToan lconTponn
Tests Requircments Methods of analysis
1 | Omue TaGnerri xancynonoyiGhoy dopmn, Brmrt oGononkolo, | Bianosiae
POKEBOTO KONLOPY 3 THEIERHAM «5008 2 oHoro Goky.
Description Pink colored filin enated capsule shaped tablel with 3007 | Complies
engraved on one side,
2 | Inenrudiirennin Uac yTpuMyBanils  ocHOBHOTO Niky wa xpoMarorpami | Bianosinae.
dacaidacyeunveo 1 CIMmIdapninzo posty, GrpHManny g
¥MOBUX KinbkicHoro nu3nauenna mae cnisnogai.
Identification The retention lime of the major peak in the chromatogram of | Complics

the Assay preparation corresponds o that In the
chromatogram of the Standard preparation, s oblalned in
he Assay,

3 | Poanananun

He Gisnue 30 xo- 6 %R 55 cex

Disintegration NMT 30 min 6 1min 53 see
4 | Omopinnicrs norosaumx ommuns. | AV < L1, e L1=15,0 Bixnosiaac
Uniformity of desage unit AV SLI1, where L1=15,0 Complies

5 | Pozumncnua

Dissolution

He meruse 30 % (Q) sesodnorcaumny 2245 xn 97.5% - 100,5%

NLT 80 % (Q) Levoflokscin for 45 min 97.5% - 100.3%

§ | Cynposizni nostiwre He Ginswte 0,5 % rowcnol poMitiku 0.032%
He Gimswre 1,0 % cysu noMiwox 0.032%
Related subsiances NMT 0.5 % each impurity, 0.032%
. NMT 1.0 % total impuritics 0.032%
7 | Kisokicne nnzmanenns Hpu sumyexy:
Bin 95 % 110 105 % nesopaokesnny n tabnerni nia 97.06%
3anBAe807 KinkroeTi
He mepstin npudamnocai:
I3in 90 % 210 110 % nenodmercausity s TaGnerui rin
3nsnenol KinkkoeTi )
Assay At refease:
95 % 1o 105 % Levolloxucin per tablet of Label Clain, 97.06%

At shelf life:
20 % to 170 % Levolloxacin per 1ablet of Label Clajm.,

Factory : 8P 289 {A), RNCO 1nd). A'rea. Chopanki, 8hiwadi, Dist. Alwar, R
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ajasthan (India), Ph ; +91. 1493-298232/33/34/75

Email ; infh@knsmn.com, Website wivw.kusumhealtheare,com
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Jisaponsniisncif: TANIEPOH®  rabnevwi, sxputh ofiononkow, no S00 vy, 1o 5 mabieror y Gaicrepi; no 1 Gaierepy v
‘ raprannif wopeGui ‘ .
Medicinul product:  TIGERQN® film couted tablets 500 mg, 5 tablels in a hlister; T blister is in a carton package
Cepin: No 100272 ) )
Batch: .
8 | MikpoGionoriyua unerora* . Baranha insxicrs acpabunx mikpoopranimiz (TAMC) ne
Ginkure 10? K¥O/r
- Boraneia wisuKicrh ApisGOKOBMX TR TACcHesdx rpnbie
(TYMC) ne ginwme 102 KY O/,
Bincyruiers Escherichia cofi 8 1 s npenapary.

Microbiological purity* TAMC - NMMT 10 clit per | gm Mot required
TYMC = NMT 10? ofu per 1 gm
Lsclerichia coli shonld be absent per | i,

* Teer mikpoGionoriita uncrors e ¢ PYTHULIEN KONTOREN, 0 NPOSOAITLES 1 IEPI0ANTHICTO A8a P ua pix
* Test of micraorganisny purily is not routinely performed with control and two times a year

BHCHORBOIG:  Cepis Ne 1902721 sianosinae sinoras MIKH PITNe UA/9539/02/01

CONCLUSION: Batch Me 1002721 complics with the requirements of MQC RC Ne UA/9530/02/01
'_/rgli'ffj;}‘} 2ozl

AHAJI3 BUKOHAB ' aata _93[e1) a2y

3 I y
(ANALYSED BY) N rrolest fﬁ(”/‘ bus (DATE)
Kosmcnrapi: nemae

Comments: no

3aapa npo ceprndixonito: «Miiicinns, g 3ACBiNAYI0, 0 NABLACHA nRue indopaauis ¢ moctoripois § oo, Ha
cepist nponyxuil Oyng Burorosncna (sxaiouaoNn yoaKosky / MapRYBAHES) | nporeneno vomwrpons ¥ sixoceti ua
BRILCITAAROMY NinupHeMcersi s popuiii sianooimiocyt 3 BHROTAMI, 3N3HAMCHM N B sumwiit nacTazosi GMP,
saToepmseniit Minicrepernoat oxopoun 3popon's Yuptiing, i 3 sumornsut peecrpanifivore pocke rpaiay
npusuateins. Ipororonn enpobuuuToa, YOAROBKE Ta auanizis Gyan nepernanyr! i Beranonsnens T
siznopiaRicTs suMoram G Py,

Certification stalemient: «On this I certify that the above-mentioned information is true and acenrate, This produet
batch was prodieed (including packaging / labeling) and candueted for its quality confrel at the alyove-mentioned
manufacturer according to speeified in the current GMP guidelines, approved by the Ministry of Health of
Ukvaine, and with the requirements of the registration dossier ¢f the destinafion cowniry. Records of
manufacturing, packaging and analysis were reviewed and defermiued for fheir compliance with the GMP
requirementsn.

Kepipur cpynit konrpomo scocti YihosHopawcwda  ocaba, we  agificnioe
Quality control group manager cepragiranin copit
Qualificd Person certifying the batch.
lm's va npissnme f_‘} IM's Ta npisnuine
(MName) " é’%&q (Nane)
Tiamic Thianue
(Signaturce) (Signalure)
Hava nianncanua el PR Jlata nignicannn
(Date of signature) O&} ol ) 9’02’17 (Date of signature)

Wepinmix ypyms xorrpomo axocti Menzpxep oinniny subesnenenin
Quality control group manager Quality Assurnnee group manager
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Factory : SP 289 (A), RICO Ind], A‘ﬁ.re_a, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (indiz), Ph : +91- 1493-298232/33134/35
Email : mfo@kusvin.com, Website : www.kusumhedlthcare.com
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