HAEPKABHA CJIYXBA 3 JIKAPCHBKUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hanii Ceitnnunoy, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APITOY 37079055

BUCHOBOK

npo AKICTHL BBE3eHOro B YKpaiHy JikapesKoro 3acody
29.03.2024 Ne 16393/24/2611
TAHUIEPOH®

(afimenypanus tikapeuxoro 3aco0y 3riano 3 peccrpauifium nocsigycHuam)
Tabaerku, BKpUTi 0Gononkoio, no S00 mr; no 10 rabaerox y 6aicrepi; mo 1 Gnicrepy y
KapToHHii xopobui

(dopma munycky, noszyBanis, BUR NaKysanHs NikapeLxoro 3acoby)

Homep peectpaniitioro noceinuenns UA/9539/02/01 crpox aif peectpauifinoro nocsimicuns HeoOMeXeHMH

Cepis nixapcsxoro 3acoby Ne 1002722 KinbkicTs BBe3eHOro nikapeskoro 3acoby 24144
BupobHux KYCYM XEJITXKEP IIBT JIT/, Iunis
(nalimcnypauis nnpaGHyYKa ikapchKoro 3acoBYy, KPRINQ HOXO/HKCHIIN)
Baeseno B Vpaiity ToBapucrso 3 o6mezkenolo sinnosinaasnictio "' ['aeadapm JATA",
inenr. koa: 20075891

(nalimerynasis Ta ko 3a €JIPTIOY jopransiol oco6x 860 npisnuine, iM's, no Garbkosi disuuiiol
6co61 - nianpuemug, 1T Micie NPOXUBAIIL TA peecTpaniiinui Homep o6sikoBoT XapTKK NG THHKE
nonatkin a6o cepia Ta Homep nacnopra) :

NMpoToxon Bisyansuoro konrpomo sin 29.03.2024 x 1095/1.

3a pelynbTaTamMM  IEPKABHOTO KOHTPOJIO BCTAaHOBACHO, WO Jikapchkul 3aci6  smeseno B VYkpainy 3
AOTPHMAHHAM BHMOT 38BKOHONABCTBA WOAO 3a6e3nedents AkocTi Aikape /i X 3acobis.

HasanpHux: Muxona XOJIOAEHKO
{nocanosa ocoGa (intuiany T2 nplaprine)
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Kusum Healthcare Por. L[id

vabaerku, BRpUTE ofoaonKei0, 19 500 »r, we 10 Tabxerox y faicrepi; 1o 1 faicrepy y
raprouniff kopebni
film conted vablets 500 myg, 10 1ableis v x blister; 1 blister Is in a carton package

Tixapesnit sacis:  TAATEPOHY
Medicinai produc: TEGERON®
Cepia; Ne 1002722

Bateh:

Raragnpa xiabkicts acpobaux sixpoopranizmis (TAMC) ne
Sinsme 107 KYO/r

JaraupHa xixbkicTs apiroprosms ta nalcemesux rpubin
(TYMC) ne Gispe 102 KYO/m:

Biaeymicre Escherichicecoli 8 1 rnperrapary.

8 Mikpobioneriuna unerora®

AMC - NMT 10% cfu per 1 g
TYMC - NMT 107 ctuper | gm
Escheriehia coli should be absent per ] g,

Microbinlagical purity™ Mt required

Factory : SP 289 (A), RHCO Indl, Area, Chopanki, Bhiwadi, Distt, Al

# Tt MikpOOIOIOriHa MHETOT NE ¢ DY TR KORTPOICH, 4 NPOBOMTINCH § e OANIHCTIO Bd PasH Ha pix
* st of microorganism purity is not routinely performed with.control and two-times 4 year

BHCHOBOK:  Cepist No 1002722
CONCLUSION: Batch No 1002722

piamosizac srtoram MK PITNe UA/9539/02/01
complies with the requirements of MQC RC Ne UA/9539/02/01
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AHAINSZ BUKOHAR
(ANALYSED BY)

Konenrapi: nemae
Comments: 1o

Sasra npo ceprmdikauiior «Jiificsum 5-3acBiauy 0, WO HABLICHA BHIGe imdopmanis ¢ goerosipuoe i toynerd, 1a
cepin npoayKuil Hy/a BRFOTORNEHA (BRMCUMONI YHAKOBKY / MapRYBAHNS) | HPOBNEHD KOATPONL I grocTi Ha
sutesragaliomMy mianpaeycrsi B nopniil sixnensiamocTi 3 BHMOrany, MINAMLHHINI B gursill nacranosl GMP,
sarpeprrenifi Minicrepersom oxopoun apopos's Yxpaius, 1 3 Bumoramu peetrpaifinero Aoche Kpalnu
npuznaucang. TlpeTexeny BupobnuiTaa, ynikenkm Ta awanisis Oyau HepergAnyTi i Boramopgeno Jx
piinosimnicts sumoram GMPr. ‘

Ceriification statement: «On this [ certify that the above-mentioned information is true and accurate. This product
batch was produced (including puckaging / labeling) and conducted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP guidelines, approved by the Ministry of Heslth 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 complianee with the GMP
cequirementsy,

YoosHosakena ocofa, saificnioe
cepridianino cepif

Qualified Person certifying the batg

Kepissak rpyny KOUTPOI 4KOCT
Quality control group manager

o

A Sakop

In's e npisgue Bi'a ra npiasniie SINAREA
(Name) (Name) < () VA 2R
Higmae j‘?é ﬁéﬂ fHanne A e | (R
(Signature) il A {Signature) A2

Jara niznucanis ) Jara nianvcand ( T P

{Date of signature) 7 5} ) ) oo Q«,Lf {Date of signature) RS

Kepinuix rpyns KOHTPOMO gxocTi

'.3 e
S
Menemiep. siaainy sabesnesennihg
Quality control group manager 3
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war, Rajasthan (India), Ph : +91-]

=madl : info@kosum.c ebsite ;| www.kus
Email : info@kusuni.com, Websit ww.kusumbealthcare.com




Kusum Healthcare Pot. Ltd, o

Hiwapesruii 3acif TAUTEPOH®
Meditinal prothect:  TIGERON®

Hixgwa peaosnua:

Avtive ingredient:
Peverpasiiine noepiaenn:
Registration Certificate:
Shiensin na pypotmanreo N
Ceprugmgay GMP N
Bupatinmk:

Axapeca supobunka:
Manirfactured by:
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CEPTHOIKATIR

CEPTUPIKAT AKOCT]
CERTIFICATE OF QUALITY

AR, X 1116FG23001532
Hava/Date 03.01.2024

rafacern, Brpuii obosonrow, no 500 yr, wo 10 wubueror y Gajerepi; no 1 Grivrepy y
wapronnii Kopobui

film coated tablets 500 mg, 10 tablets i a blister; 1 blister is in a caston package
nesohaokcapmy resiiapar y nepepaxypanni na-aesopaokcanun 500 mr
Levafloxacin hemihydrate equivalent tg levofloxacin 560 mg

Mo HA/9539/02401 nin 26:04.2019, Teparin 2l peecipaniiinoro gocsignenns neodyesenni
A UAM9539/02/01, from 26.64.2019; Registration Certificate validity is unlintited
Raj/2354 '

042/2020/GMP

Kyeyn Xearsxep Har Hrg, Iugin

CI-289 (A), PIIKO Tnaacrpiay apea, Honamel, Bxisand, Mier, Aagap (Pagmacran), Tuain
Kusum Healtheare Pyt Ltd, India

Address of manafacliuver: SP-289 (A), RIICO Judustrial aren, Chopanki, Bhiwadi, Dist. Atwar (Rajasthan), Indin
Cepin: Ne 1602722 Poamip copfi: 35000 yau. Jara sy, 162023 Hiviewit yo: 09/2026
Batch: Batch Size: DM Expity date:
N Hoxazmnxy saroeyi Bumorit ' ' Meroun KoHTPoII0
Tests Requirements Methods of analysis
1 | Onuc Tanerks xaneyaotroniSeol dopyy, mxputi  obononkow, | Bianosiae
POKEBOTO KOABOPY 3 THCHRHHAM «500% 3 oanoro Goky.
Pescription Pink colored filin coated capsule shaped tablet with “300” | Complies
; engraved on one side.
2 | InenTudgikanis Yac  yrpuMysauug  OCHOBHOTO  Hiky Ha  xposarorpami | Binnowinac.
QOCHIOMNCYBANOI0 TA CHIGHDAPIIIGR0 PO, OTPUMANTN B ¥MOBaX
KEBKICHOTO BH3HAUCHHA MAC CIHBIIAZATH,
| tdentification The retention thwe of (hc major peak in the chmmatogram of Complies
the Assay preparation  correspends  to that in  the
chromatogram of the Standard preparation, ds obtaisied in the
Assay. )
3 | Posnamanus He Bimne 30 xn 6 xB 35 cex
Disintegration NMT 30 min | 6min 55 sec
4 1 Oauopigyicrs aosopamnx | AV L1 ae L1=15.0 Bisnosinae
OARHURL
‘ AV < L1, where L1=15,0 Complics
Uniformity of dosage unit
5 | Posanuenins He menme 80 % (Q) nesodaokcanuuy 3a. 43 xp 97.5% - 100.3%
; Drissslution NET 80 % (Q) Levofloxacin for 45 min 97.5% » 1003 3%
& | Cynponiui gomimxy He Glasine 0,5 % wkownol goMinm, 0.032%
He Slasme 1.0 % cymu aominox 0.032%
Related substances NMT 0.5 % each impurity. 0.032%
NMT 1.0 % total impurities 0.032%
7 | Kizuxictie Budgaucnpn fIpi gunyeky: '
Bix 95 % a0 105 % nesodrokeanuny 8 rabatni sy, 97.06%
| zastpaenol kimprocTi
i Ha mepatin npudamnecmi:
Big 90 % a0 110 % aesoduiorcarsmmy 5 rabnerni Bl
sasBreHol Kiapkocr o
At relegse; ? HOMo
Assay 93 % to 105 % Levolloxacin per tablet of Label Claim. /776N a6 QD
Af shelf tife: g 2
90 % to 110 % Levofloxacin per tablet of Label Cla TOKY \\? HT ”\';

Factory : SP 289 (A), RUCO Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (Jndia), Ph .+
Email © info@kusum.cony, Website : www.kusunthealtheare.com




JAEPKABHA CJIYXBA 3 JIKAPCHKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hazii Csitinunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BUCHOBOK
' [IPO AKICTh BBE3EHOr0 B YKpainy JiikapchLKoro 3acody
12.09.2024 Ne 46709/24/2611
TAATEPOH®

(1aliMenyBanHs nikapchkoro 3acoby 3rifHo 3 peccTpalifHHM MOCBIAYCHHIM)
TabaeTKH, BKpHTI 000J01K010, 10 500 Mr, o 5 a6o 10 raGaerox y 6aicrepi; no 1 6micrepy y
KapTOHHiH KopoOui

(dhopma Bumycky, NO3YRAHHS, BHJI NAKYRANASs JikapCLKoOro 3acoby)
Homep peectpaniimoro nocsimuenns UA/9539/02/01 crpox nii peectpauiitroro noceingenns HEOOMEKCHN I
Cepis nixapcokoro 3acoby Ne 1003902 - KinskicTs BBE3€HOTO NiKapchKOro 33c06y 34304

BHpobHUK KYCYM XEJITXKEP IIBT JT], Innis

(naitMenyBanus BUpoGHUKa NikapeLKoro 3acofy, kpaina noxomkeniin)

Topapucrro 3 o6Mexkenolo Bignosinansnicrio "T'neadapm JTA",

Biessne & Yepaliy ienr. kon: 20075891

(nakimerynanns Ta kox 3a €IPIIOY jopumunoi ocobu abo npizeuuie, iM's, o 6athkoBi disuunol
0co6H - nianpaemus, it Micue npoxuBanna Ta peeeTpaniinmi nomep o6riKoBOT KapTKKM NAATHAKA
nozarkis abo cepis Ta HoOMep nacnopra)

IIporokosn Bisyannnoro kowrpomo sin 12.09.2024 Ne 3121/2.

3a pesyjbTaTaMM  JEKABHOrO KOHTPOMIO BCTAHOBJIEHO, MO Jikapebkuil 34aciG  BBe3eHO B Ykpatyy 3

lyx 3aco0iB.

7

IlOTpH MAaHHSAM BHMOT 3aK0II0AaBCTBA 100 3abe3neueHns axocti ni

Muxkona XOJIOAEHIKO

(ininiann ra npisBnnC)
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Jigapewsniiaci;  TAWCEPOH®

Muedicinal produet:

Kusum /Zealz‘/zare Tt Lid.

TIGERON®

Hioun pesospua:

Atctive ingredient:
Pecerpaniifne nochingenns
Registration Certificate:
Jiwenzis na pupobumirso Ne:
Ceprudimxar GMP Ne;
Bupobnux:

Ajpeca supodnnra;
Manufactured by:

Address of manufacturer:

Cepin: Ne 1003902

Poswip cepil:3S000 yir.

CEPTHO®IKAT AKOCTI
CERTIFICATE OF QUALITY

«FIEADAPM
AT
f,qemmpixmm‘mm
ko4 20075841

. Ang
CEPYHbIKATIR

AR N TETO1G24000734
JlarafBDate 19.06.2024

Tabaeriy, BrpuTti-oboaenxoo, 1o 580 v, mo 10 tabdheror y Saicrepis wo 1 Gerepy ¥y

raprouniit Kopobiui

filmi coated tablets 500 mg, 10 tablets in a Wister; 1 blister is in a carton package

aepopaokeannny remiriapar y nepepaxysanui nz acsodroReanny

Levefloxacin hemihydrate equivalént fo levofloxacin

800 pr
500 mg

Na UAI953D/02/00 pix 22.04.2024, vépyiin Ml peeeTpaniiinoro nocoizients 1eodpoKeniti
Nk UTA/9539/02/01, from 22.04.2024; Registration Certificate validity is unlinited

Rajf2354
042/2024/GMP
Kyeym Xeayxwep Ier JItn, Inpin

CH1-289 (A), PHKO unacrpian apén, Yomauxd, Bxisaud, Hier. Aasap (Pagsacran), Tugia

Kusum Healtheare Pyt Ld, India

SP-289 (A), RIICO Industrial arca, Chopanki, Bhiwadi, Dist. Alwar {(Rajasthan), Tndia

Jaza 5ur:04/2024

Hiicunit nos 03/2027

Batch; Butch Size: DM: Expiry dare
Me Hoxasnaky axocti Buntorn MeToan KeHTPoaw
Tests , Requirements Methods of analysis
1 | Onne Tabnerin kaiicyronoidHol dopr, sxputi oBosoukol, | Blanosixac
POMEBOFD KOHBOPY 3 THeHeman «500» 3-oore Soky.
Description Pink colored film coated capsule shaped tablet with “500” | Complies
engraved on one side,
2 | Taenrodikanin Uac. yrpusmyBapms  OCHOBHOUD  viiky .ma  xposarorpami | Blinosijac
QOCRIONEVRAHGRO 1A COHOUPIHOZY POIHURY, OTPHMAHEY B
YMOBEX KiAWKICHOTO BUSHAMSHHN Mag CIHBTIATH,
Identification The retention time of thef\ major peak in ﬂxs chmmal‘_ogrmn Complies
of the Assay preparation corresponds 1o that in the
chromatogram of the Standard preparation, as obtained in
the Assay.
3 | Poanananns He Ginpine 30 x3 8 x8 44 cex
Disintegration NMT 30 min 8 min 44 sec
4 | Oznopiagicrs aozeBanux | AV <L, ae L1=15,0 Bianosigae
DHMIIUL

Uniformity of dosage unit

AV < LY, where LI=15,0

Complies

Assay

5 | Posunnenun He meme 80 % (Q) seno@iiokeausny 3a 45 xn 95.8% ~ 101.0%
Dissolution NLT 80 % (Q) Levofloxacin for' 43 min | 95.8% - 101.0%
6 | Cynposiani gopiwiy He Glaswie 0,5 % govknof gominka. Hwowne mexd irnopysauns
He Sinswe 1,0 % cyman gomimox Huskye s ichopyBanis
Related substances NMT 0.5 %.each impurity. Below disregard [imit
NMT 1,0 % total impurities Below disregard limit
7 | Kigsxicne prssavenns Tpu gunyexy:

Bia 95 % n0 105 % sesodurokcanmuy g rabaerid Big
sanBiienol kifskoeri

Ha mepariv npudamaocmis

Bin 90 % xo 110 % sesodryorcaunny B rabaerul sig
sasisienol kiapkocori

At release:

95 % to 105 % Levofloxacin per fablet of Label Claim,
At shelf life:

90 % to 118 % Levofloxacin per tablet of Label Claim.

96.12%

Factory : SP 289 (A}, RIICO Indl, Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan {India}, Ph ; +¢
Email : info@kusunieonr, Website : www.kusumbhealtheare.com
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CEPTU®IKATIR

Rusum Healthcare Pot. Lid.

Jixapenicii sacit: TAUCEPOH®  rabaersm, sepiii oBononxkomn, ne 500 »ir, no 10 Tasnerex ¥ Giicrepi; o 1 Gaicvepy y
‘ Kaprowii kopofiui

Medicinal product:  TIGERON® f:lm coated tablets 500 my, 10 tablets in a blisters 1 blister is in a carton package

Cepis: Mo 1003902

Batch:

8 | MixpoGionorinna yncroTa* | 3arassua winsxiers aepobunx mikpoopranizmis (TAMC) e [ < IO KYO/H
' Biame 102 KYOA
Saragend kinpkicTs ApbiimoEux Ta mmicemesuy rpuGie | <10 KYOH
(TYMC) e binswe 102 KYO/T,

Bineyruiers Escherichia coli 51 rupenapary, Bimeyrui i
Mierobiological purity” TAMC—NMT 16° cfupér 1 gm <10 CFUlg

TYMC —NMT 10%cfuperl gm <1QCFU/g

Escherichia coll should be absentper | g Absent/g

# Peer MikpoBloaorinag MICTOTa He € PYIIAE ROUTHOAEN,. 4 VPOBONITLE 3 HEPIoAmInicrio Jnd pasn T pik
* Test.of mictoarganism purity is not routively performed with contrel and two times 4 year

BHCHOBOK:  Cepin No 1003502

CONCLU%&(\) Batch Ne 1003902
h(jz/‘i
Lip tif_ufvmu

sianoridac sumoran MK PITNe UA/9539/02/01
complies with the requirements of MQC RC Ne UA/9539/02/01

B ﬁ\ 1 v r? E i
AHAJI3 BUKOHAB TATA jfﬂ 06 e
(ANALYSED BY) (DATE)

Koaenrapi: Hemag
Comments: nio

Sadma nipo ceprudiviiin: «Hiicanm s 3acsingyro, o Hasegena syme indopmauia € nocropipueo i rounmo. Ha
.cepin ppoayxuil 6yna BHroTOBIEHA (BXII0UAI0MA YHAKOBKY / Mapkysanns) i nposesens xoutposs 1 ako¢ri va
BHIIEICASANOMY minnpuemersi 8 noBHil BixmesiameeTi 3 puMOranMy, 3azpavenusy B il macragopi GMP,
saTBepaccHiit MimieTeperrom oxopomn sgopos's Vipaiun, | 3 Bumoramu peecrpaniiimorn jocke xpainu
DPHSHARRHES. [fporoxeny BupolHMUTEA, YHAKOBKH Ta ananidis Oyan meperisiayri 1 soranosnens ix
rignosignicrs spatoran GMPy.

Certification statemeni: «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-abeve-mentioned
piannfactorer 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 counfry. Records of
manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirementsy,

Viosopanena 06004, O 3a1HCHIOE
copradikagio cepiy

Qualificd Person certifying the batch
Im'stra npissue In'a T npizsule /

3 . ‘ :
(Name) My W&’/g\ ! ; (Name) ('ayg){ 1 3"
THame Hinnne { Y
(Signaluie) ; = (90 (Signature)

Hara nianmcasns E Jara pincanns
(Date of signature) 14 ! o6 { 20 {Dale of signature)

KepinuuK rpyig KORTPOMO Axocti
Quality control group manager

Kepisnug rpyims KORTpOMO SK0CT
Quality control.group manager

Factory : SP 289 {A), RUCO Ind). Area, Chopanki, Bhiwadi, Disti. Alwar, Rajasthan {India), Pl : +91~
Email ; info@kusum.com, Website : www kusumhealthcare.com

Meuemxep siauiny 3abevmedennst s
Qualify Assurance group manager
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