B B et S e TS A e D e

e e e e e 0 A L 1 A T L s e D o ot e e e o o 2 D P 0 i P e e e F 1 e e Bt st £ ot 2 e e e e R R e Py e oo e e I e e ot R S e et S e L S e o TN e Rt

gt e o e et DT L e et e O A L L e

Lot et i ey

e T e o I T e s g e L e e A W
a L e S P P e e e e U W e = R e Py P da e

| | . s o i e e R R e R g T
N . oy AR S S (B R N RN ST % DO Nl o ok S e R e My S S D R
sapete . R R A . . R arr “ " - AT s A R R P o A AT B Y e e M NPT B it e Rire oy & LG ¥ R e LEEL S LY, A ANl A v R L : ] T J
A R T R R R R e B R Y NI P P T .
L G R R L e B A & e S B T T oS T T B A S N R R AT LN AR LR s B R SRR I T
. LA e Loy o A T Y H e e S i A L e [ L il r- ?_“. 4 r'-:g: i Vi e Ty, 1 o L e A - LY TS WY T LR A ...Lir:-". PR B s i ‘.':__ I A DAY LR
PR L T T S AT T R A s e A N Ve T A O T S A e

‘ ' BRI ST PO LRI R T O TR B S AP TS ISR PN AR ' L

i !‘:-.F.u 4 -."".‘\\I-. L e B MR
,..ri.-\..:‘.‘". PN .:-l'i"_‘t.‘."".."x_ R e
(ke U 3 SR . S e

NEPIKABHA CJIVIKBA 3 JIKAPCHKIX 3ACOBIB
'TA KOHTPOJIIO 3A HAPKQTHKAMM y m, KHEBI

-npos, Haait Ceimmunoi, 3, 02099, ten, (044) 295-26-85
_: .E"*m?ﬂ-:-' dis.kyiv@dls.gov.ua, Kox €IIPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3eHOro B Yicpainy JiKapceroro 3acofy

20122023 Ne 66408/23/26

— | TAUCEPOH® '____
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o (5?‘?’4?-335@33 nikapesior 0 3ac00y JriAH0.3 peECTPAUIMHIM NOCHIAYCHHAM)
Ta0IeTKH, BKPUTI-060M01K010, N0 750 Mry 110 § TabaeTok y: Gaicrepis na 1 Oavicrepy y

e Kapronuiit Kopodui
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(dopma BunycKy, f03yHanNg, BAL HBKYBAHHA RIKGPOEKOrD J8C00Y)

Homep peectpauiiinoro noesinaenna UA/9539/02/02 CTPOX AiT peecTpauitiHOre nocsinyeH s HEOOMEXKEHUH
Cepist nikapcskoro 3acoby Ne 100‘2010 KinbkicTh BBE3EHOrO Nikapehkoro 3acoby 256

BupoGHuxk KYCYM XEJITXKEP NIBT JITA, Innis

(HatimMenyBanna BupaBnika nikapebkorodacoGy, KpalHa NHOXODKEHHN )

BeeaeHo B Yipainy Tosapucrpo 3 o6Mekenoro Binnorinansnicrio "I'nexdapm JITHA",
inenT: kon: 20075891 L
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(naamcuyfmmm T4 KO 38 COPTIOY sopuanyHol ’ocoﬁu;‘_aﬁd npissruie, im's, n1o GaThkosi. diznyHol
Qcobu - fianpueMitn, 11 MiCUe npoXMBAHHS TA peecrpauifnuit Homep obitikonoY KAPTKU HATHUKA

f

noparkis 860 cepia Ta HOMEp nacropTa)
IIporokon sisyansroro worrposio sin 10.11,2023 N 3474/3.

JlaGoparopruit ananis axocti nikapeskoro 3acoBy saificHenmi:

AT "entpanena na6oparopis 3 aHAJTI3y AKOCTI Nixapcesxux 3acobis 1 Menmuunol npoayKuir"
(M.Kais, Byn. Kynpascexa 10r m.Kuis, Bysr, Kyapssceka 8B Kuisebka obndcTs, ¢. Hosi [leTpinui,

ByJ1., IBana @panka, 19) L .

Sy s - ptrgermy ; r———————— - e i
(naliMenysannia Ta MicuesHaxoamenig naboparopit, wo nposena nabopaToprii ananis skocTi)
Buonopok moao skoeti nikapebroro 3acoBy, Buaaunii naGoparopieio sig 18.12.2023 Ne 2364

Pesysnigrarit 1aGoparopHoro aHanisy skocTi Jiikapekkoro 3acoGy 3a nepesipeHUMM nokasHukaMy BIATOBINAIOTE
BUMOraM MCTOAIB KORTPOJIIO AKOCT] (RHANITHYHO-HOPMATHBHOT ROKYMERTALIT).
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,I[EP?KABHA CJIZVDI(’BA 3 JIIKAPCI)KHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKQOTHUKAMU y m. KHEBI

npos. Hanii Csitanunod, 3, 02099, rén. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37075055

BHCHOBOK
npo ARICTL BBE3EHOr0 B YRpainy Jikapceskoro 3aco0y

25.12,2023 Ne 67085/23/2611
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(nafMenysaHHs ﬂikapCthI‘D 38co0y IFiAHO 3. peecrpaulmmm nocuinqcmmm)
'raﬁ.rxeTmu, BKRPHUTI 06001K010, 110 750 Mr; O S Tabuerox y OJicrepi; mo 1 6aicrepy y

T Kap"rmmm xopoBLU e

(hopma BHIYCKY, Jxoayuumm, BUIL NAKYBAHHS mnapcworo 3ac00y).
Homep peectpauiiHoro nocsigueHts UA/9539/02/02 erpok aii peectpauiiinoro nocsiguerts HEOOMEXKECHNH

Cepi'ﬂ'nixapcbk‘omxsacoﬁy Ne 1002010 KinskicTs BaeaeHoro nikapcbkoro sacofy 28992

e s b

_WHWW
(HaMenypaunA BupoGHika Nikapeskora sacoBy, kpaina  TOXOMKEHHN)

Bupofumx KYCYM XEJNTXKEP IBT JITI, Inais I

Breseno B Ykpaiky - TOB&DHC’I‘BO 3.00Mexenoro siznosinansuicrio "I'nendapm JI'T
_inent, xon 20075891
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(riaﬁmeriyaamtn T KOJ -3 EAPITIOY [OPHIHNHOT o7 0co6H aBo IlplBBHu.lc, in's, no Garskosi thzanqno:
acoby - nianpuemus, ¥ micne. npomnua:mn TA puempautﬁtmﬁ HoMEp 06nIKOBOT KapTKU NNaTHHKA
noanTkis 060 cepia Ta HoMEp nacnopTa)

lporoxon BizysabHoro kourpome sig 25,12.2023 M 4116/2.
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frestim fféaiz‘/z care Pot. Lid.

ieapeniuil 3ncit: TAUTEPORY

Medicinal praduct:  TIGERQN®

I[iionwa pevosnna;

Active ingredient:
Pecerpaniline woenipuenys:
Registration Certificate:
Jlingensiag na supodnuurno N
Ceprudarear Gl N
Bupobunk:

Aupeca pupobnsKa:
Manufactured by:

Address of manufacturer:

CEPTHDIKAT AKOQCTI

CERTIFICATE OF QUALITY

AR N 1HIGFG2300109)

dara/late 20.10,2023
rafseren, srpiri ofoauuron, o 750 My no Scralacror y Gaicrepi; no T Hierepy y

Waproniiii Ropobi

{ilm coated tablets 750 my, S tablets in a blister; | blister is in a carton package

Acnothaorearnory reaiciupar y uepepaxysanui na gesodaowcanny 750 mr

Levoflovacin hemiliydrate cquivalent 1o levollaxacin

T80 my

Ne LiAJ9539/02/02 nia 26.040.2019, Tepain gt peeerpanitinoro nocsizrenus neofimereinni
No LAT9539/02/02, rom 26.04.2019; Registration Certificate validity is uniimited

Raj/2354
04272020/GNMI P
WKyeyy Xewrexwep Ty ST Tuads

C11-289 (A), PHIOQ Juaacrpian apen, Yonouxi, bxigaad, Jlier, Aanap (Pajekacyan), Ingis

Iwuswn Healtheare Pyt LAd, India

SP-2849 (A), RUCO Industrial aren, Chopanki, Bhiwndi, Dist. Alwar (Rajasthan), India

Cepin: No 1002010 Poamip cepii: 30000y . s nur08/2023 Jliienntt jpo: 07/2026
Batch: Batch Sixe: )il Expiry dafe:
No TTowazmuxy snocTi Busmorn Mevoau konTpone

Tests

Requirements

Methods of analysis

e ol - e e —— L -

] OQnue

Deseription

Tabacris
OGOHONKOIO, POKCROFD KOALOPY 3 THCHCHUAN «7530» 3
anoro Goky,

Pink colored film coated capsule shaped tablet with
“7507 engraved on ane side.

gancyronoitnol hopmi, BRKPHTI

Bignosinac

Complies

LR o REE S Lo L TR LR Ll L

2 | Inenwrugiranin

Identification

Uae YIPHMYBUHIS OCHOBIOND HIRY 11 XPOMATOrPAM]
QOCTONCYCANOZD TR CIANOQPIIIOSO  [JO3RUNV,
mpH\ AN B OVMORIN RINLRICHOIO BUHIHAYCHIN MAL
CHLBNANATIL, |

‘I'he.retention time of the major peak in the
chromatngram ol the Assay preparation corresponds (o
that in the ehrematogram of the Standard preparation,
as obtathed 10 the Assay,

1342 nmmfw

Complics

.'.' Sl vy Teis Bepet dek et

Posnanatis

L

Disintegration

He Binsie 30 xi

NMT 30 mm

dunn 535 sec

N P ] 4 B ] R0 0 A b

4 | Quiropianicry 10308annx 0L

Uniformity of dosage-unit

] \'_\':" lﬂlﬁrw 11=15.0 ) T
AV ELI where I, .l__-:L:}_ o ]

Biaosinac

Complics

e raarary 1 ey e Sl |

FIVPIer) Tpres

5 | Poynnenns

Dissolution

6 | Cynposimui nomim

Related substances

Y I T 1+ — i S s+ S e §

Me senne $0 % (0) aesodiiokeansiy 3a 435 Nn

NLT 80 % (Q) Levolloxuein for 45 nun

Fe Giasure 0,3 % xomuol nosiwg,
e diantne .0 % evan A0MUNOR

NMT 0.5 % cach impurity.
NNMT 1.0 % total impurities

idrrrsnarmmdnrrieiem ek meorine

B Rl PR B b dalah ot P e g e g g v e o Gl e el el Ll R R R

e o p g om0 B

71 Kiasxicne snsmastents

" Ll R P LT

Hpu mone Ky

Bia 93 % a0 105 % acnodorogcaupny 8 1a03e1l B
IAABICHOT KILROCT

Het mepatin npudamigeni:

Bi1 90 % a0 110 % sesoduioreanmny 2 rad et gl
AR RUSHOT REILROCT

At relcase:

b by Bl (-l

A shelf lie:
90 o 1o 110 %% Levolasacin per Lablet of Lihe] Claim,
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03 % 1o 103 % evaltovacin perablen of Fabel Clomm,

]

o bl B W 0 P el e e | P bk e b M P

Od. 0% ~ 96.8%

G4.6% - 96.8%%

Y | g s o e el i o e .-n.u.--ip N Ay e e el s @ et B 4 -

HHACC MSIRT HOBPANYBANMA
HIEKUE MK HCBPANYBani

Delow disregard Limiy
Below dmu._.,ml limin

N - B i e i e e e (i by B N P RS BT B e v el ek bk ek v & -

Q0.33%

V3 3%

g ] 0 i Y e e e S Nl el I N rm I e M - WEE-RETRRp ey BE R

l’am. ol 2

Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph +901-1493-208232/33/3:435
Email : infotekusum.com, \‘v\,hmlu Cweewkusumbealtheare.com
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Jdiapenicnii gacit: TA [f[ FEPORY rafaerwu, srpuri odononkow, wo 7530 sy wo 5 rabaeron y §aicrepis no 1 daierepy v
rapronuiit Ropatini

Medicinal product; TIGERON* il conted Gablets 750 mg, 3 {ablets in a blistery T blister is in a carton package
Cepist: Ne 10020110)
Batch: s :

[ L L YT FTE '.ﬂ | k- e b 1 e ] P

MikpoGionorivia gncrora*® 3AraHLRA RIALKICTE epodHIN :umpcmp: AHI3MIE (JAML) HE
Giasine 107 KY O/

Jarankua  KUsKICTh SIPISGIROBIN T pglicengsix rpndin
(TYMC) 1e Giasime 10° KY Q.

Biacytuicts Escherichia coli s 1 rnpenapary,

Microbiological purity® TAMC ~ NMT [0 ¢lu per | gm | Not reguired
TYMC < NMT 10? ¢fu per | gm
Escherichia coli should be absent per 1 g.

2 vpr ik n g — o Attt S Sy e | g . e T B o et L - e et i e o e e 9 0 e

e R L i S i P S A T o B L e e b e e e P P e I s o, SO Ll e T S 0 S S e St s e A P PO I S PR P S T .
R e I L P L A L R L S e P e S TR T S s S
et FEIE AT T 1 el e e g e e B B T S F I i L B 0 e fum e e = e A ] ] Lt e m e tial mmemen | m g mnn g en e B e et e At & stee £ At st ¥
R e T T T i el A I AR e A A e § et e L mm | Fant amg % my e mg e = m et e R es e mm e § g S ee e e § it i o i s P A A P L A Potmen i e

*Teer MIRPOOIOIORTIHD YHCTOTH HE ¢ PYTHHEIM KQHTPOACM. & HPOBOAMFLEA 3 BCPIOAHTHCTIO L6 PHIH 18 pIK

* Test of microorganism purity is not routinely performed with control and two times 8 yca

BACHOBOK: Cepia Ne 1002010 giztnoniaae sivoras MICH PIT Na UA/9559/02/02
CONCLUSION: Batch No 1002010 complies with the requirements of MQC RC Ne UUA/9539/02/02
AHAJI3 BUKOHAB (s NS JAATA Y10 Wb,

(ANALYSED BY) = 45 \\0 (DATIE)

Kozewrapl; nemMac '\lck‘,“\ :*’\h ’\‘&0”\ 2?9 ' )

Comments: no

Sansa nNpo ceprudiraniio: «Miffenun g 3aeninuyio, ule gapeaea sume indopyauis € gocrosipnolo i rounomu. Ila
cepls uponyritil 6yna BHroroRaesa (BRAWHAIOMH YIARKOBKY / MAPKYBAHHNT) | NPOBCACIHO KOBSTPoOUbL 1T K0T]I BA
BHIC3FARAHOMY mianpremersi B nosnill Bianosiuiocri 3 Budorami, sasuasenumi 8 auaniid nacranoni GMP,
sarseporenifit Minierepersom oxoponn aopop'st Yepainn, 13 pEMOrasi pecerpamiitnoro asenc kpatin
npusnagennsg, Hporoxonn puapodannysi, YHaxosrd o agaaiis  6yng meperygnyrti 1 seranosacno X
pignosingicTs BuMoran GVIPy,

Certification statement: «On this I certify that the above-mentioned information is true and accurate. This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned
manufacturer according to specified in the curvent GMP guidelines, approved by the Ministry of Iealth 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 the GiMP
requirementsy,

Kepisrpg rpyitH KOHIPOMO SROCT Yiospogamena  ocoda, 0 HHHCRINE
Quality contral group managey ceprhiraio cepil
i i Qualificd Person cortifying the l‘mmh

IM'st T npissmLe TZ\"S: , It npiangnie
(Name) ) It ""'P 2N (Name) {3 -1 l 3 ‘r’ r*r““g\
l II,F.I.“HC a4y "'"j FfD L l/\ 9 ]Il e et { ’\‘ . N ' A

. # . LY » el (:--’] ( " g . \q
(Signhature) (Signatwe) AN I
Jlara rAnucan s Jhria piramearng \ > ‘ni.{r:;;_i"—_.* g =
(Date of signature) (Date of signawure) {‘ 1 ‘?-/"'

m-«"\) P M VR R P
ICEPIBIII PRV KOM TP SROCTH _ Meneiekep By sadesneug W\‘A'- H,
Quality cantrol group manager Qualite Assurance group “‘““”@ODMJ r(‘)""
»

Factory : SP 289 (A), RICO Indl, Area, Chopanki. Bhiwadi, Disit. Alwar, Rajasthan (Indiu). Ph
Email : info@ekusim.com, Website @ weavkusiumhealtheare.com
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