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CEPTH®IKAT JAKOCTI
CERTIFICATE OF QUALITY

AR N FGAIO121
MHara/Bate $9.02.2021

Jirapesicuii sacis: TAATEPOH®  vasrersn; BrpuTi 0Gostonworo, fie 500 Mr, o 10 TabaeTok y Gaicrepi; mo 1 Gaictepy ¥
' KAPTOWHHI Kopobui g
Medicinal product: TIGERQON® film caated tablets 500 mg, 10 talbrlets iu a blister; I blister ic in a earton package

Hitoua pevosina: Aepodaorcanuuy remiriapat y nepepaxysauni ua aesodaoxcauny 500 mr
Active ingredient: Levofloxacin hemihydrate equivalent to levefloxacin 500 mg
Peccrpauifine noesiavennsa: Ne UA/9539/02/01 Bin 26.04.2019, vepstin aif peccTpaniiinoro noeBinvernn HeobyerenHit
Registration Certificate: Ne UA/9539/02/01, from 26.04.2019; Registration Certificate validity is unlimited
Jiuensis va supobunurso Ne; Raj/2354
Ceprudurar GMP Ne: 042/2026/GMP ’
Bupotunk: Kyeym Xearxrep Ilot Jra, Inyaia
Appeca gupoGumsca: CT1-289 (A), PIKO Inpacrpian apea, Yonaunxi, Bxisagi, Jict. Aunpap (Pamikacran), Ingin
Manufactured by: Kusum Healthcare Pvt Litd, India
Address of manufacturer: SP-189 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar {Rajasthan), Indiz
Cepia: Ne 2003412 Pozmip cepii: 35000yn. Hara por.: 1212620 Hicuuli ao: 1172023 .
Batch: Batch Size: DiM: Expiry date:
Ne Mokasarenn xavecrsa Tpebosanug Metoast xonrpons
Tests Requiremeants Methods of analysis
1 | Onxcaune Tabrerin kancynooGpasnoli Gopmet, NoKpeITEIe ofonoukoit | CooTsercrayer.
PO3OBOTO UBETA ¢ THCHEEREM «500» wa oneofl c1opose.
Description Pink colored film coated capsule shaped tablet with <500 Complies
engraved on one side,
2 | Waearndurkauns Bpess yaepuusanus ocsosuoro naka Ha xpomaTorpammax | Cootaercteyver.
i UCHBIHIVENDZO M CMIanOapmEezo PacTBOpOE, OOAYYEHHBIX B
i YCROBHAX KOJUYECTBEHHOTO OTIPEACHEHHS, NOMMKHC
COBNAnATS.
Identification The retenijon time of the major peak in the chromatogram of | Complies !
the Assay preparation corresponds to that in the
chromatogram of the Standard preparation, as obtained in :
the Assay. ;
3 | Paenazaemocts He bonee 30 mun S 11 mem 55 cex
Disintegration NMT 30 min 11 min_ 55 sec
4 | Oanopoanocts  zo3uposanueix | AV < L1, roe LI=15,0 Cooraercrayer
| eamnHy
| Uniformity of dosage unit AV <L, where L1=150 Complies
5 | Pacreopenie He smenge 80 % (Q) neBoduIOKCauHHa 3a 45 MuH 99.0% - 104.3%
Dissolution NLT 80 % (Q) Levofloxacin for 45 min 1 99.0% - 104.3%
6 | Conyrcrsyromsie npusech He Gonee 0,5 % xaxmok OpHMecH. 0.015% T
He Bonee 1,0 % cysmmel mpimvecei 0.038%
Related substances NMT 0.5 % each impurity. 0.015%
NMT 1.0 % total impurities 0.038%
7 { Konityecteenntoe onpeaencHie {Tpu seinycxe:
Ot 95 % 10 105 % nesodnokcanyra  TabnerTke oT
32ABAEHHOTO KONHYECTRA 98.26%
Ha cpok 200nocn; ’ -
Ot 90 % a0 110 % nesodnokcaumsa s ralierse oT
| 3aRBNEHHOTO KONAYECTBA _
Assay At relegse; 98.26%
95 % to 105 % Levofloxacin per tablet of Label Claim.
At shelf life:
90 % fo 110 % Levofloxacin per tablet of Label Claim.
e No. 1 of

Factory : S5p 289 {A), RIICO Ingl, :A\rc(a, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +9[-1493
Email : info@kusum.com, Website 7 qusumhea[t{;wre.o‘om
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Hixspevwcwii sacio: TAUTEPOH®  tabnerss, BRPUTI 00010K1050, Tl 500 mr, o 10 Tabnerox ¥ Gaicrepi; o 1 Gnicrepy v
Kaproxuiil Kopobui *

Medicinal product: TIGERQN® film coated tablets 500 mg, 10 tablets in a blister; 1 blister is iy a carton pacluige

Cepla: X 2003412

Batch;
[ 8 | Muxpoduonoradeckas Ofiwee $1HCT0 a3POGHBIX MHKPOOPIAHUIMOR {TAMC) ue | <10 KOE/r j
4ueToTa® Bonee 10 KOE/r :
Obutee YuCAO APONKKEBBIX U IMECHERLIX rpubor (TYMC) | <10 KOEr
| He Gonee 107 KOE/T,
i Oteyteraue Escherichia coli s 1 r npenapata. OrcyTersie /r
! i Microhiological purity* Total aerobic microbial count(TAMC) — NMT 107 cfivg <10 CFU/g '
! Total yeast & mould coun TYMC) - NMT 10% cfug <10 CFU/g
Escherichia coli: absent per gm Absent'g

* Teer mixpobionorivng uierora e ¢ PYPHIIINAM KOUTROJIEM, 4 IROROANTSCS 3 DEPIOIMIHICTO ABa pazn Ha pix
* Test of microorganism purity is not routinely performed with conivol and two times a year

BUMCHOBOK:  Cepin Ne 2603412 Binnorirac sumoran MK PIT Ne UA/9539/02/01
CONCLUSION: Batch Ne 2003412 complies with the requirements of MQC RC Ne UA/9539/02/01

(ANALYSED BY) (DATE)
/ ; éet,/
Komenrapi: nemac ﬁ_’c} N I‘Vlﬂh fdgo ¢

Comments: no

AHAJII3 BUKOHAR 4:6/’ JATA O i’/ W akd
09 fa’dmf

3aqsa apo cepradixatio: «Mifcsnm a1 3ACBIRYYI0, LU0 HABEACHA BHUILe inopmalis € 50CToBipHON | TOYHON. [ig
cepis nponykuii Gyns BuroTosncHa (BaoUaOM Ynaxonky / Maprysanns) i nposescHo KORTPOSib 1T SKOCTI 114
BHINEIFAAAHOMY WHANpHEMCTBl B nonwili sianosiasocri 3- samoravp GMP, BrerTaHOoBReHHMH  MicueRam
PeryISTOPENM OPrasoM, a TAROK BIANOBIAKG KO cietiivanil, mo mierHTLCR B peecTpauifinoMy nocke kpaiun

imnoprepa. TipoToroan BHPOGHHUTEA, ynakoBxr: Ta aHaNizie Gynn nepernsnyTi i Beranosaeno ix pinnoinuicTs
Bunoras GMP», :

Certification statement; «On this I certify, that the above mentioned information is true and accurate, This product
batch was preduced (intcluding packaging / labeling) and conducted for'its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration dossier of fhe importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requiremenitsy.

og]o2]2072) _ ‘
Kepisiuk rpyny koutpono akocri - . Menemxep bi giEaITadeng, g2KoCT]
Quality control group manager Quality Assurfitg !

A~ Sohs
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Faciery - SP 289 (4). RlICO ndl. id\re.a., Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email info@kusum.com, Website - www.kusumhealtheare.com
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By:. bepesnsaxiscrka, 29, Kuib, 02098, rest/ake: (044) 550-23-55, Ten. (044) 5

AEPXJIIKCIIYIXBA
AEP)KABHA CIIVKBA 3 JIKAPCBKHX 3ACOBIB

¢z

TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. R'H(—ZBJO
-20-55

E-mail: dis.kyiv@dls.gov.ua,https://www.dls.eov.ua, Kon E€JIPNIOY 37079455
BHUCHOBOK
npo AKicTh BBE3eHOro B YKpainy Jikapcbkoro 3aco0y)

22.02.2021 Ne 7546/21/26

TAHCEPOH®

(HafiMeHyBaHHA JiKapCLKOTO 3aco6Y 3riiHO 3 PRECTPALIHNNM NI0CBIAYCHHEM)
TabieTkH, BRPATI 060/10HK0I0, 10 500 Mr: to 10 Tabaerox y Guticrepi; no 1| 6nicrepy y
KApPTOHHIH Kopobui
{popma Bunycky, 103yBanns, BUN HAKYBaHHA AIKapCLKOTo 3acofy)
Howmep peectpauiftioro nocainuenns UA/9539/02/01 CTPOK Aif peecTpauifinors noceixweHus HAOOGMeX eI
Cepis nixapewkoro sacofy Ne 2003412 KinskicTs BBE3CHOrO nikapeskoro sacoby 3 X750
BupobHuk KYCYM XEJITXKEP I[IBT JITH, Inais
(Hafivenypanns supoGavka nikapcaxoro 1acoby, kpaita noxopxenns)

Baeseno 8 Vipatiy Tosapucreo 3 06mexenolo signoBinanLuicTIO “F.ne,uc])lipu JTA",

iaenr. xox: 20075891

ocob# - nianpremus, it Miclle NpOXHBaRNS Ta peectpaqifinuii nomep obnix

T K&PTKH MIGTHHKA

(Hadimenysanna Ta koa 3a C/IPIIOY iopuanunof ocobu ato npizsume, is's, sz Gatekosi dianunot

noAaTkis abo cepis Ta Homep maciopTa)
HipoTokos Bisyantuore kourpoumo sin 16,02.2021 N 518/1.

Jlabopatophuii ananis AkocTi nikapcekoro 3acofy 3pifcHeHui:

JI1 "Lenrpansua naboparopis 3 ananisy sxocTi NKApCHKUX 32c06iB | MeamunoT mpbaykwii”

(m.Knis, Byn Kynpsisenka 10r)

(naitvenypanns Ta Miciesnaxojpkenty Jraboparopii, wo nposena naGopatopyui avaniz sxofri)

BiicHosok o0 AKOCTi nikapcskoro sacoby, suaakmii naGoparopicio sin 22.02.2021 Ne 0463

Peaymprary naboparophoro ananisy skocti nikapCeKoro sacoly 3a nepeBipeHIMH NOKAIHAKAMK Bi,*noninam'rb

BUMOFaM METOIIB KOHTPOMO 2KoCTi (auaniTHAO-HOPMATHBHOT AOKYMENTALIT).

3a  pesyneraramu
AOTPHMANHHA

ASpPKABHOTO  KOWTPOAIO BCTAHOBACHO, O Jikapchkui  3aci6  sueserd

@BCTBA LIO/I0 3a6e3NeeHHS AKOCT]

iKapcLKHX 3ac06iB.

¢ B YxpalHy 1

Muxona XOJJOIEHKO

(nigmac)

(inigiany Ta npispHne)







Kusum Healthcare Pot. Lid.

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
A.R. Nt FG/0909/21
Jara/Date 12,08,2021

Jlixapenxuii 3aci6: TAUTEPOH® rabnerkn, Bkputi o6oaonkoko, no 500 mr, rio 10 Tabaerox y Gaicrepi; no 1 Gnicrepy y

Medicinal product: TIGERON®

JHitoua pevoBuna:

Kapronsiil kopobui
film coated tablets S00 mg, 10 tablets in a blister; 1 blister is in a carton package

nesodroKcaUUKY reMiriapaT y nepepaxysanni Ha Jesopnokcaunuy 500 Mr

Active ingredient: Levofloxacin hemihydrate equivalent to levofloxacin 500 mg
Peccrpauiiine nocsinuenns: Ne UA/9539/02/01 sin 26.04.2019, Tepmin aii peecrpauilioro nocsinuenns Heobmemnenuii
Registration Certificate: Ne UA/9539/02/01, from 26.04.2019; Registration Certificate validity is unlimited
Jliuensia Ha BupoSHULTBO Ne: Raj/2354
Cepruduuar GMP Ne: 042/2020/GMP
Bupobuux: Kycym Xearxxep Her Jiva, Innis
Anpeca Bupobunka: CIN-289 (A), PITKO Ingactpian apea, Yonani, Bxisaxi, dict. Ansap (Pamacran), Inaia
Manufactured by: Kusum Healthcare Pvt Ltd, India
Address of manufacturer: $P-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepin: Mo 2004096 Poamip cepii:35000 yn. Jara ur.:06/2021 Jittcaud zo: 05/2024
Batch: Batch Size: D/M: Expiry date:
Ne Hoxasnuku gxoeri Bumoru Meroau KouTposie
Tests Requirements Methods of analysis
1 | Onuc Tabnerku xancynonogi6uoi dopmu, sxputi obonoukoto, | Bimnosinae
POXKEBOTr0 KONLOPY 3 THCHEHHAM «500» 3 onxoro Goky.
Description Pink colored film coated capsule shaped tablet with “500” | Complies
engraved on one side, '
2 | Inenrudixania Yac yrpuMysasHs  OCHOBHOrO Wmiky Ha.  Xpomarorpami | Bianosinae.
Q0CRidHCYEaNH020 Ta CMAHOGPMHO20 PosyUKYy. OTPHMAHHX B YMOBAX |
KiNBKICHOrO BU3HAYCHHA MAE CIIBIIAATH. '
Identification The retention time of the major peak in the chromatogram of Complies
the Assay preparation corresponds to that in the
chromatogram of the Standard preparation, as obtained in the
Assay.
3 | Posnapanns He 6inbie 30 xB 09 xB 57 cex
Disintegration NMT 30 min 09 min 57 sec
4 | Opwopimders aozosannx | AV <Ll ne L1=15,0 Bianosigae
OfUHULEL
~ AV <L1, where L1=15,0 Complies
Uniformity of dosage unit
§ | PosunHeHHRn He menme 80 % (Q) nesodnokcauuny 3a 45 xs 96.33% - 97.24%
Dissolution NLT 80 % (Q) Levofloxacin for 45 min 96.33% - 97.24%
6 | Cynposiaui nomimkn He Gimbiue 0,5 % koxHOT KoMK, 0.018%
He 6inpne 1,0 % cymu goMimox 0.098%
Related substances NMT 0.5 % each impurity. 0.018%
NMT 1.0 % total impurities 0.098%
7 | Kinekicue Bussauenss ITpu sunycky:
Bin 95 % no 105 % nesopnokcauuHy B TabneTii Big 104.16%
3aABNEHOT KiltbKOCT
Ha mepsmin npudamuocmi:
Bin 90 % no 110 % sesodmoxcanuny B Tabierui Bin
3aABNEHOT KinbKocTi
At release:
Assay 95 9% to 105 % Levofloxacin per tablet of Label Claim. 104,16%
At shélf life:
90-% to 110 % Levofloxacin per tablet of Label Claim.
Page No. 1 of 2

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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Kusum Healthcare Pot. Litd.
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Jlikapcskuii 3aci6: TAUTEPOH® tataerxu, Bkputi.o6oaoukeio, no 500 mr, no 10 TaGaerox y Gaicrepi; no 1 Gnicrepyy
KapToHnii xopobui
Medicinal praduct: TIGERON® film coated tablets 500 mg, 10 tablets in a blister; I blister is in a carton package

Cepis: Ne 2004096

Batch:

8 | MikpoGionoriuua uscrora* | 3aranbha Kinbkicts aepobuux mikpooprarismis (TAMC) we | <10 KVO/r
6inswe 10° KYO/r:
3araneHa KinbKicTh ApbKmKoBMX Ta nuiceHesux rprbis | <10 KYO/r
(TYMC) ne 6inswe 10*°KYO/r,
Bincyrsicts Escherichia coliB 1 r npenapary. BincyTHi /r

Microbiological purity* TAMC — NMT 10° cfu per 1 gm <10 CFU/g

TYMC - NMT 10%cfu per | gm <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

* Tect MikpoGionorivHa YUCTOTA H1e € PYTHHHHM KOHTPO/EM, 8 NPOBOANTLCA 3 NEPIOAMHHICTIO ABA Pain HA ik
* Test of microorganism purity is not routinely performed with control and two times a year

BUCHOBOK: Cepin Ne 2004096 sinnoeinae Bumoram MK PTT Ne UA/9539/02/01

CONCLUSION: Batch Ne 2004096 complies with the requirements of MQC RC Ne UA/9539/02/01

=)
> leg 2021

AHAJII3 BUKOHAB R N/ ) nATA 12 1e8] 202
(ANALYSED BY) Ny = ‘Fa‘c'fé"‘ (DATE)

KomeRrapi: nemae
Comments: no

3assa npo ceprudikauito; «Miticunm 1 3acBiguylo, wo HaBexena pume indgopmauis € gocrosiprow. i TouHolw0. Ln
cepis npoaykuil Gyna BHrOTOBIEHa. (BKITICYRIOYN YIAKOBKY / MApKYBaHAs) i mpoBeneso kouTposs I sxocri Ha
BHIIE3raanOMy nianpuemctsi B nopwill Bignosiarocri 3 BUMoramu, 3asHavenumu B uUHHHIHA Hacrauosi GMP,
saTeepaaeniit Miunicrepcraom oxopons 3nopos's Ykpaluu, i 3 Bamoramm peccrpauitioro aock€¢ Kpafuu
npnsuadenns. IlporokonH BHpOGHHLTBR, YNAKoBKA Ta amanisis Oysu nepernsiHyTi i BeTamoBneso Ix
BianogiagicTs BuMoram GMP». '

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 current GMP guidelines, approved by the Ministry of Health 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 GMP
requirements». '

Kapigunx TPYITK KOHTPOUIO AKOCTI YuoBHOBaXeHE pcoﬁh, mo  3filicioe
Quality control group manager gep'l;ugzalx)mo cepif "
ualified Person certifyingA1ig

IM's T npisBuILe Im'st Ta npizBMIME =
gamc) A ’ éoffw gﬁiame) S s

innmc ignuc
(Signature) &Lﬁ (Signature)
Jara ninnucanHs Jlata mifnxcaHks
(Date of signature) | Q_\ 0 81 ")/0')4) (Date of signature)
Kepisruk rpynu KOHTPOJIO AKOCTI Menemxep sigainy 3a6e3neueHna AKOCTI
Quality control group manager Quality Assurance group manager
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (Indiz), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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