NEPIKABHA CHVIKBA 3 JIKAPCHKIX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npon. Hanii Ceirtnuanor, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €PTIOY 37079055

BHCHOBOK
PO AKicTHL BBe3eHoro B Ypainy gikapebroro 3acody

11.09.2024 N 46672/24/%6

IMOJIMIK®

(1aifMeHyBanHS! JIKAPCHKOTO 3aC00Y 3TiHO 3 PeeCTpailiiimm TIOCBIMEIHAM)
Ta6aericn, BprTi 06osonKko0, no 10 raduerox y 6aicrepi; 1o 1 Guicrepy B Kapronuii
" ynaxosui

((bopna BHIYCICY, MO3yBAMIL, BHA TTAKYBANMS JiKapchKoro 3ac00Y)
Howmep peccrpaniiioro nocsinnenis UA/7657/01/01 erpox aii peectpaniiizoro nocsirrcwss HEOOMENECHUM
Cepis nikapcskoro 3acoGy Ne 1004174 KinpKicTh BBE3EHOTO Jikapebioro sacoly 288

BupoGnnk KYCYM XENTXKEP IIBT JIT/, Inyis i

(naitvenyBanis nipeiniKa MKkapehkoro sacody, kpaiia TIOXOHKCHHS)

BaeseHo B YxpaiHy Tosapucrro 3 00MEIKEH0I0 simnosinansuicrio "Tuexdapm JITA",
inew. con: 20075891

(raitmenypauns a xon 3a €JIPTIOY woprmrinol ocobu abo npissume, iM's. io Garkiconi diznunol
0coBK - rianpaeMIL, T Micue IPOKMBANNS T PEECTPANLIHHITHE HOMCD 06AIKOBOT KaPTKK 1AaTHHKA
nojaLKin 260 cepist Ta HOMED NacHopra)

TIpoTokon Bisyaasnoroe xourpomo six 28.08.2024 N 2889/26.
JlaGoparoprult ananis sxocti lixapenkoro sacoly suicHenui:

®inis JUT "Llenrpansua saGoparopis 3 anaisy SK0CT] JiKApCHIX 3ac00iB | MeIUUHOT upojty ki
y m.JIbpin (M.JIbBis, BysLKynpuapkisebka,131) o

(naiimenysanns Ta Micuesuaxopkents 1aboparopii, Wo nposena naGoparoprnil anania aKocri)

BHOHOBOK MO0 AKOCT] JiKapeLkoro 3acoBy, suaanuii saboparopieio Bix 1 1.09.2024 Ne 215

Pesynpraru 1aGoparopHOTO analisy sKOCTE NKAPCHKOTO 36¢00Y 38 NEPenipenMHK TIOKAHITKAMH BIAOBINAIOTH
BHMOTaM METOJIIB KOHTPOMIO sKOCT] (aHANITHUHO-HOPMATHBION JoKkymenTauil).

3a  pesyNLTATaMM  JEABHOIO  KOHTPOMO  BCTAHOBJCHO, 110 nixapchkuii  3aci® Bpeseno B Yipaiwy 3

-

JOTPHMAHNSM BUMOT 3aKOHORABCTBA 1040 3aBC3TICu eRTIs SIKOCT] RiKgDEbKUX 3acobiB.

-
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NEPXABHA CIYIKBA3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHeEBI

ripon. Hanii CniTitnuno, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa E€JIPIIOY 37079055

BUCHOBOK
npo fAKicThL BBE3EHOro B Vicpaiuy JiKapewKoro 3ac00y
11.10.2024 No 53067/24/2611
IMMOJIMIK®

(HaiiMenyRAHNS JIKAPCLKOTO 30c06y 3rIANO 3 PECCTPRLIAHIM nocsiatennaz)
TadaeTIN, BKPNTi 000/0HKO010, 11O 10 Tabaerox y Gaicrepi; no 1 6aicrepy B Kapronnii
yaKoBui
(popma sunycKy, A03yBaHIN, BUA 1aKyBaig AlKAPELKOTO 3acoby)

Howmep peecTpautiitHoro nocsinuens UA/T657/01/01 crpox pif peectpaiiiinoro nocriguenns HeoBGMEKEHHHA

Cepia nixapenkoro 3acofy Ne 1004174 KCINBKICTh BBEIEHOFO NiKapCLKOro 3acofy 47856

Bupobrux KYCYM XEJTXKEP NBT JITA, L ais

(afiMeny et BUPOOHIKR sikapenkoro 3acoby, Kpajia noxoKENNs)

Bacseno B Y kpaity TonapHCeTBO 3 00MEKEH010 pinnosizansnicrio "Taeadapm JITAY,
inent. wom: 20075891
(waitmeryBanna Ta Koa 3a eArnoy JopHAN4I0T 0CO0H aGo npisnuute, i, 110 Garukoni
(iznunol ocobu - MiAnpUEMUR, 1T MICHE TPORHBIHI T2 pecerpanifiiull Homep ofinikonoi
KapTICH JIATHAKE noaaTkis abo cepin Ta HOMEP nacnopTa)

T1pOTOKOJ BIZYAABHOIO KONTPOJIO BiA 11.10.2024 N 3513/9.

32 pelyibTaTaMH JISPKABHOTO  KOWTRONIO BOTAHOBACHO, IO JiKApCLKHi Jaci6  speseno B Ykpaiwy 3

OTDPHMA N H I M-misagonoaaBeTsa niono 3abeaneuetis AKOCTi JUFHAPCLKUX 3ac0GiB.
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Kosum Healthcarve Pot. ltd
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CEPTU®MIKATIE

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pratlesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com

Jlixapeskni sacio: ITOJIIM TK®

Medicinal product: POLYM 1c¥

Hirsi penosuine
Active ingredients:

Peccrpaniiine noesigacmis:
Registration Certifieate:
Hinensin na supohnsurso Ne:
Ceprudirar GM)P N
Bupodnie:

Aapeca spobinuea:

Manufactured by:
Address of manufacturer:

Cepis: Ne 1004174
Bateh:

Posmip cepil: S0000 yi.
Batch Size: D/IM: /52

CIN No.: U65929DL1997PTC085780

CEPTHU®IKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne1210FP24000674
Jlara/Date 03,07.2024

(rabgerion, BRPUTI 000A01K0I0, O 10 vafneror y faicvepi; no 1 Gaicrepy B rapromiiii
yrnaxosui) .

(coated tablets, 10 tablets in a blister; 1 blister is in a carton package)

Oduioscenunny 200 mr,

Opnipasony 500 mr

Offoxacin 200 mg,

Oraidazole 500 mg”

Ne UAST6E7/01/01 1sin 13.01.2020, xepatin aii pecerpaniilnoro nocsiuennn veobyesenii
Ne UAST657/01/01 from 13.01,2020; Repgistration Certificate validity is unlimited
28/31/2018

0792023/GM P

Kyeym Xearxwep Doy S, T

[lnor Ne M-3, hugop Crrewexn Ikonosin 3oyy, @eivs-1l, Hivamuyp, [lier. Hxap, Maaxnn
Tpagew, Tin 54774, s

Kusum Healtheare Pyt Ltd

Plot No. b-3, Indore Special Economic Zone, Phase-, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Jara mur: 06/2024 Hificnnii no; 05/2027

Towasunry sKocTi

Bumeorn Pesyasrarh apanisis

Oriiclazole

preparation the main peaks shonld have the same retention
times.

In the chromatograms of the Assay preparation & standard
preparation the tain penks shoold have the same relention
Limes,

o Fests Requirements Result of analyses
I Onne Tabacrxy  kAnCYONoLOHOT  hopaie,  BRpITE 0BOACHKOIO. Bianosizxac
OPAIKCBOTO KOAROPY, 3 NIHICIO POIAAMY 3 011080 oKy,
| Description Orange coloured, eapsule shaped couted tablet with break line. . Complics
21 Baewrngikauis
Odhacrearn Hac  YTpUMYBALLS  OCHORIIOTO  RiKY HA  XPOMITOrpasax Bignosigac
SUAPOBYEANOZ0 TR CAHOAIINIO.ND poFuiie, CTPEMAHUN D
YMOBUX KEBLKICINOFQ BIAHNCHIA, MAC eliBRaj @,
Omidazon Yac  YrpHMYBAHES  QCHORROTO  0IKY  HA  XPOMATOrpavax
SHIPOBYEWIOZ0 TR CMANAAPMUOIG. POIIIG, OTPIMARNR T Bianosiaac
YMORAN RIALKICHON PRINAUEN 3L, MAC CHIBHAGTIL
fdentification
Ofluxacin In the chromatugraras of the Assay preparation & standard Complics

Complies

i

31 Qanopianicrt 1030BmHN AV 2L ae 12150 Bignoginae
OARINILL
Uniformity of dosage units AV € L1, where 11=15,0 Camplics

KH P/QA/Q00048/A000011-001
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Kusum fealthcare Prt ltd

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 17292-258300, Email: iinfo@Kustim.com; Website: www . kusumbhealthcare.com

CIN No.: J65920DL1997PTC085780

AR, N 1210824000674

Popsusisenns

Dissahition

Qdagxcanmn
He seanne 75 % (Q) 3u 43 xv
He mene 75 % (Q)3a 45 xr

Qfloxacin
Not less than 75 % (Q) in 43 min.
Nof Jess than 75 % (Q) in 45 min

83% - 87

85% - 92%

R3% - R7%

$5%% - 92%

5 | Cynporigsi gomimey

Related substances

Oduoxcarimy aoMinika A = e Ginbtue 0,5 %.
Oprinazony xoMimia A — ne Glusine 0,5 %,
Opujnasoay gomiwka B = ne Giasue 0,3 %,

He Ginbuie 0,5 % Oyaw-nkol inmoi popiie oaokcauniny.

He Binpe 1,0 % cynnt AoMItIoK orokcanruy.

Oftoxacin Impurity A is nat more than 0.5 %.
Ornidoazole hnpurity A is not more than 0.3 %.
Oridizole Impurily B is not more than 0.5 %.

Any olher impurity Offoxacin is not mare than 0.3 %,
Sum imparities Ofloxacin are not more than 1.0 %.

THEKRC BEYNHTRBACMOID NIpEaead
BINKE HCYRHTRIBACMOTO TIPENEIa
0.2%

He msnneno

PSS DE Y DETBIBREMOTO NPEACL

Below Disrepard Limit
Below Disregard Limit
(2%

Not Detected

Below Disregard Limit

6 KigbiicHe sH3HacHRH

Assay

Hpu cunyery:
AU

104 % y radaeTit Ria AARACIONO BMICLy.

Qpuizasosn

95 % ~ 105 % y tabaerui Bin 3agmIenoIo paicty.

Ha mepatin npudamnccmi:

Qduoxeann

90 %o~ 110 % y rabaeril i 3nsnaenore BTy,
Quuiaason

90 % = 110 Y% y TaGacrul B3 aagBaCnors nhicTy.

At release:

Llioxacm
95 % ~ 105 % per tablet of label claimed.
Qroidazole

03 - 105 % per tablet of label claimed.

On shelf life:

Offoxacin

D0 % — 110 % per tablet of label elaimed.
Ormidazole

90 % -~ 110 % per iablet of Jabe] claimed,

142.06%

98.41%

«LHENDARN
ATy
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Koz 2007589+
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Cl:PTHdJlKAT!B

102.06%

08.41% ST

7 1 MicpoBiosoriang anerora®

Microhiological purity™

Baruasta KEbkicrs aepofiiny sikpoopranizyis (TAMC) ne

Gispuie 108 KYOrr.

Faradnia  KULKIGTH CPIAUKORNIN  § Iicerenis rpndis

(TYMC) ne Gintne 102 KYO/ 1,
Bineyruicrs Escherichia cofi s 1y npetapary.

Total acrobic microorgamisms (TAMC) -~ NMT 1 CFU/g.
Total Yeast & Mould Count (Y MO - NMT 107 CFU/g.
Lseherichia coli should be gbsentper 1 g.

2100 KO/
<100 KYO#y
Bineyrnicti/r
<100 cfuw/g

2100 efulg
Absent/g

A Binpodyraiing sMikpoBionori ol HevoT HpoBoANTLCA A DEPIIHX 3 cepiit, noriss

e kosk0d HO-1 cepil alo oann pas pa pik.

» Microbial purity will be performed on first 3 commercial batches thereafler at every ¥ bateh or once ina year,

KHP/QAG0048/A00001 1-001
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Lsum Healthcave Pet (td.

Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusuin.com, Website: www kusumhealthcare.com
CIN No.: U65929DL1997PTCOS5780

AR Ne 1210FP24000074

¥ Bunpobynaniin MikpoGionoriunol MBcrorn npoBOARTLES ANS neplunx'3 cepifi, notia A kowoi 107 cepil, 000 v pas va pix.
* Microhial purity will be performed on-first 3 commercial batches thereafter at every 10™ halch or onee in a year.

BUCHOBOK:  Cepisn No 1004174

CONCLUSION: Batch Ne 1004174

AHAIIS BHKOHAB ,/"L
(ANALYSED BY) ,_/i

[KonenTapi: Hemac

Comments: no

sianopizac Bumoran MICSTPTE Ne UA/7637/01/01

complics with the requirements of MQEC RC N UA/7657/01/01

o5

HATA
(DATE)

i)

Zanpa npo ceprudikauiio: « LI s 32CBIAMYI0, 10 BaBeALHD BIRULE IIHOPMALIN € A0CTOBIPHOI T TOUIOW, 1 cepin
APOAYKIIT By KHIOTOBACHA (BRINOMATONN YHAKOBKY / MADKYBATISY) | IPOBEACHS KONTPOIB 1T HKOCT] Ha
BIULCAIANRIOMY BIANPHCMCTRI B OB BUKIOBIHOCT] 3 BHNOraMI, 3R3HAUCHIME B unnnili nacranori GMP,
wrpepaenili Minicrepersom 0Xopoun 300p0B's YRpaiin, 13 BHMOrasH DECCTPAUTiHOTO A0CHE KPATHI NpH3HUAdens.
MpoToxosn BRPOGHHLTBA, YIAKOBKK TA aHANI3In Gyam neperssimyTi i BCTANoBACH0 IX sinoBianicrs vumoras GMPy.

Cerlification statement: «On this 1 certify that the aboye-mentioned information is frue and aceurate. This product bateh
was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP guideiines, approved by the Ministry of Health of Ukraine, and
with the requirements of the registration dossier of the destination country. Records of manufaciuring, packaging and
analysis were reviewed and delermined for their compliance with the GMP requirements».

WepiIHK FPYI KOHTPONIO SIKOCT
3uality control group manager

IM's Ta nipiznie \\)_\ /A '\(\) \\) OV Oy
{Name) \
Hianne

(Signature)

Harva piarmicanns

(Date of signature)

KHP/QABO0048/AB00011-001
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Vnomonakena  ocofa, w0 suiicHor
cepTrdiratio cepii

Qualified Person certitying the batch.

IM' ta npizepime b
(Nﬂl?‘l(‘,‘-) (\ } l,'V\"Qf'EA‘B'L\) k[ 'Q,»\,»(ZL' A
Iiane
(Signature)
Jlara manncanys
(Date of signature) N2
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