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TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI
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E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
npo AKiCTH BBE3eHOro B YKpaiHy JiKapchLKoro 3acoby
26.11.2021 Ne 71489/21/2611
BAHBAKT®

(nadimerrynanHs Jikaperkaro 3acofy sriiHo 3 peecTpanifHM nocsigYCHusM)
cynozaropii Barinameui o 100 mMr; mo 3 cymozmropll y cxpuni; no 1 crpuuy y kapronuii
ynaxonui

DOpPMA BUNYCKY, HO3YBAHHA, BUI TAKYBABNHSA MKAPCHKOTO 3AC06,
P! Y

Howmep peectpaniitoro mocsimenns UA/17243/01/01 erpox aif peecrpanifinoro nocsinvennn 22.02.2024

Cepis nixapobkoro saco6y Ne 2004612 Kinskicts Be3enoro nikapeskoro sacofy 18480
Bupohnnxk KYCYM XEJITXKEP BT JITH, Inpis ‘ ;
(afimenynauns pupoSuiia nikapenroro 3acofy, Kpaina TOXOKeILs)
~ Baeeseno B Vkpainy Tosapucrno 3 o6mMexeHolo Binnopinamsuicro "I'nengapm JTAY,
inent, xox: 20075891

(vatimenyBanHs Ta ko 3a CAPTIOY wpwununoi 0cobn abo npisuine, iM's, no GarbKoBi isaunoi
0coBH - minpueMus, i MICIle nPOXCARANHES T2 PeecTpaiinui HoMep 00NIKOBOT KRPTKH TIATHUKA
nofatkin-afo cepis Ta HOMEp facHopTa)

IpoToxon isyansroro kontpomo six 26.11.2021 Ne 4374/7.

3a  pesyapraraMyl  JEPKABHOTO KOHWTPOJIO BCTAHOBJICHO, IO nixapchkui  3aciG BBeseHo B YkpaiHy 3
AOTPHMAHHSAM BAMOY 3aKOHOAABCTBA WIOAO 326e3NeUEHNH AKOCTE TIKAPCHKUX 3acobis.
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Muxona XOJOJAEHKO

(rtiprine) (imiiany Ta npisBUINC)




Kusum ,flealﬂzéare Pot. Litd.

Nicapcoiuitsacio:  BAHBAKT®

‘Medicinal product:  BANBAKT®

‘Registration Certificate:
Jligensis na BHPOSHILIHO Ne:
~ Ceprudinar GMP Ne:
BispobuiK:
~ Anpeca supofunxa;
Manufactured by:

- Address of manufacturer:

 Cepin: Ni2004612

 Bateh: Batch Size:

Poamip cepii: 20000y
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CEPTH®IKAT SIKOCTL
CERTIFICATE OF QUALIT

AR No: FG/1205/21
‘ Hara /Date: 24.0%,2021
cynozuTopil Barinansui no 100 mr, no 3 cynosuropil y erpuni, no 1 cTpuny y:KapTOHHIN
ynakosui ; " PR |
vaginal suppositories 100 mg, 3 suppositorics in a'strip; 1 stripin 4 carton package:
100. M '

Kniugamiunny gocharyy niepepaxypaKi Ha KaiHAaMinmL
Clindamyein phosphate equivalent to Clindamycin 100:mg
Ne UA/17243/01/01, Bin 22. 2.2019, Tepmin njiﬁn‘:pe‘empaui"nnoro nocaixuenns no: 22.02.2024 !
~ Ne'UA/17243/01/01, 22.02:2019, Registration Certificate valid €ill: 22.02.2024

Kyeym Xewrxwep Moy Jlvg, bunia .

CI11-289 (A), PIIKO hynacrpina apea, Yonawi, Bxinazi, icr. Aapap (Pamkacran), Tuain
Kusum Healthcare Pyt Ltd, Indla iy o g o,
SP-289 (A), RICO Industrial arex, Chopankl, Blsiwadi, Dist, Alwar (Rojasthan), India

Tlara ar.: 09/2021

isicnni 50; 08/2023
‘DIM: '

D/E:

Tazna norasHuKis
Name Index

Ne

| Peayaprarn ar
Result of

" Bumorn
Requirements

i | Omic

Description

Cynosuropil Bix BLIOr0 - 210 “CBITO=KOBTOrO KONBOPY, TopreNonoi6Hol |

Blnosmee
Ghopmu. : ;

¢ Condpiies

2 | Inenrudixauis

.. | Identification

| The retention-time of the major peak in the chromats)gfam of test 'solﬁtioir}_y.
is corresponds to.that of the imajor peak in the chromatogram of standard

White to light yellow color torpedo shaped suppositories.
Uac yIpAMYBaHKs OCHOBHOrO I

0 Hiky Ha Xpomarorpawi HOCNZPKYBAHOLO Biaupsinae
PO3UKHY BIATOBIAAE Hacy yTpUMyBatHA OCHOBHOIO THKY Ha Kpomarorpami
CTaHAAPTHOrO PO3HHHY, OTPUMAHOLO ByMOBax KiBKICHOTO DH3HAYCHHA.

‘ ; “Complies
solution as obtained in assay.

3 | Cepennn maca

T2,57%5% (23751~ 2,625 1)

P

25378

2505 % (2,375 g~ 2625 g)

Uniformity of mass.

THe Gmbwe 2-x iz 20 CynosuTopiin "MOXYTh - Math ‘BIAKUACHHE BiX-

' Biznosizae

copeniBol Mack Gliiblte Hik Ha 5 9% 1 nconen. i3 HUX. HE TIOBAHCH MaTH
BlixueHBs BiA oepenbLOT MAcH ‘Ginplre nix ta, 10% \

Out of 20 not more than two of the individual weights deviate from the
average weight by more than the 5% deviation and none deviates by moie’
than'10%: - ~ i : Yo 1 o o

Complies: .

5 | Posmapanus

Disintegration

He Gimstue 60 xpuidH

Not’mor‘e» than 60 minutes;

"6 | KigskicHe BU3HAUCHHSL

Assay

| 95,0—105,0 % wninnamiuumy Bix sasenerof xinbxocri | 104.12%

1950 mg to 105.0 mg per 1 suppository

Ha:eunycx:

‘ (RS
(95,0-105,0 Mry 1 gymosuropiio) - | 10442 urieynos:.
Hu mepmin npuoamuocmis ’ '
90,0 — 110,0 % writxaminusy BiJi 3ASBIIEHOTO BMICTY"
(90,0-110,0mry 1 CyNo3UTOpiio)

At release: ” ‘ o
95.0% to 105.0% clindamycin of label claim

104.12%
1°104.12 mg/supp.
At shelf life: , , , :
00,0% to 110.0% clindamycin of label claim
(90.0 -110.0 mg per. 1 suppository)

~ Pagelof3

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph: +91-1 493-298232/33/34/35

Email ; info@kusum.com,

Website : www.kisumhealthcare.com:
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Jlikapesguit saci:  BAHBAKT®  cymoswropii sarinanswi no 100 mr, wo 3 cynosnropil y crpuni, o L rpuny:y Kaproun iit
o ’ yiacosii ' \ o
Mt,:_,(l‘i,cl,in;g!_jprqguct: BANBAKT®  vaginal suppositories 100 mg,'3 suppositorics ina strip; 1 strip in a carton package.

" Cepin: Ne2004612
Baich,, 7 .
7 Cynponinni Ao Hugunyer:
JTinkomiwmny rinpoxaopu — ne Ginswe 1,0 %; He susisneno
Kiamitny GenosHa goMinika —ne Gimine 1,0 %; He:puasaeHo
Maxcumansna neientudixosaia sominka — ue Giapwe 1,5 %; Hepnsnieno

Cyma gomimor (He: BPAXOBRYIOUH KAIHAAMIUHY  OCHOBHY
noMiLiky) —He Binpiue 6,0 % ‘ .
Ha miepmin nproamuocmiz. ;

Jhisicominuiy THIpOXIopL — He Biasine2,5:%;

Kaingaminuny oceosua omMinika = e Gijbue 1,0 %;
Maxcumanska neixentudicosana nomiutka — e Ginswe. 2,0:%;
Cyma. jgomimox  (ne BPAXOBYfouM  KNIHNAMILHHY  OCHOBHY
Aomimmiy) ~He Giasure 6,0 %

e srapneno

At release: R
Liricomyein hydrochlotide- NMT 1.0% ;g,"fg,"t“t?g
Clindamycin main impurity -NMT 1,0 % ' v Ngmftggt:d
Highest unknown impurity -NMT 1.5%

Total impurities (Except Clindamycin main impurity) - NMT 6.0% | Not Detested
At shelflife: ‘ :
Lincomycin hydrochloride- NMT2.5%
Clindamyein main impurity <NMT 1.0-%
Highest unknown impurit-y ~NMT,2.0% )
Total impurities (Except Clindamycin main impurity) - NMT 6.0% 1
"8 | MixpoGionoriuma sucrora® | 3arajibia KIILKICTs aepobHuX. wikpoopraniamis (TAMC) .~ ne - =10 KYO/
AE oinsure 102 KYO/r; ‘

Sarastsua KiBKICTh APIKRKOBUX TA HICEHEBUX rpubin (TYMC) = | <10 kYO
e Gimswe 10V KYO/r;

Related Substance

Pseudonionds teruginosa— sincymicrs B 11 | By
Staphylococeus aureus ~BICYTHICTE B 1 T3 Blznqyufxv’xi;«
Candida-albicans ~BineyThicts 8.1 1. Bigeyri
‘Microbiological purity? 'IT()ta‘ agrobic microbial count(TAMC): NMT 10? CEU per'g <10 CFU/g
Total combined yeast and mould count (TYMC): NMT 10VCFU <10-CFU/g
perg 1o
Pscudomonas agruginosa:. Absentper.g Absent

Staphylococeus aureus: Absent per g, e Absent

Candida albicans s Absent per g Absent _
FIConTpOb MIKPOBIONOXTMHMOT YMCTOTH B TiperapaTi HpoBOANTLCA A TiepIIHX 3rX cepilt, nOTiM A KouHoi 10-T cepil; a00 OAMH pas 1 pif..

* Test-of Microbiological purity will be performed on first 3 comniercial batchics and. thercafier onevery. 1 O batch or once'in:a year whichever 1

earlier;
BUCHOBOK:  Cepin Ne2004612 ‘ ‘BijoBia¢ BUMOTAM MKST PIINE UA/ 172430030 - -
CONCLUSION: Batch Ne 2004612 complies with the requirements of MQERC Ne'UA/17243/01/01

AHAJI3 BUKOHAB FGXJ/\W Q *‘4, JIATA \H Q‘ \

(ANALYSED BY) (DATE)
KomenrTapi; HeMae \

- Comuments:no e ; ’2’\
| 5 AP

Page 2-of 3

‘ ., Factory : SP289 (A), RICO Ind!. Area; Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph: 191-1493-208232/33/34/35
; Email : info@kusum.com, Website : www.kusumhealthcare.com



Kusum ﬂéalt/iare Pot. Ltd.
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JlikapcsKuii 3acio: BAHBAKT®  cynoniropii sarinaisui no 100 mr, no 3 cynosuropiiy cTpy ni, o 1 erpuny y rapronuiii
N ‘ yHaKosui ,
‘Medicinal product: BANBAKT®  vaginal suppositories 100 mg, 3 suppositories-ina strips 1 strip ina-carton package
Cepin: No'2004612 '
:Batcllz

3asea 11po ceprudiraiio: «AiHcnnm 3ACBIRYYI0, IO HABCACHA BHIE. indopmanis € J0CTOBIPHOID i TOUHOIO, s cepis
npoykuil YA BUrOTOB/eNA (BKAIOUAIOH YIAKOBKY / MapKyBasus) i POBEAEHO KOUTPOAL I sikocTi Ha BY [esrapanomy

WiAnpPHEMCTBI B YOBHIH BIIOBIHOCT] 3 BUMOraMY, 3A3HAYEHAMH B il HacTanosi GMP; 3aTB‘Qp;41')K¢_ni'i‘l;Mug TBOM

s

oxopoHn apopos!r Yipain, i3 pumoramu peccrpanidnoro pocscRpainn npuauavens. Hporoxox BHPOOUHITEY,
yHaKoBKH Ta auanisis Oyau JIepersHyTi i BETAHOBICHO 1X pianopinmicre:samoram GMPy;

Certification statement: «On this 1 certify that {he above-mentioned information is true and accurate. This product batch was
‘produced (including packaging /1abeling) and conducted for its quality control at the above-mentioned manufacturer
szecording to specified in the current GMP guidelines, approved by the Ministry-of Health of Ukraine, and-with the
requirements of the registration dossicr of the destination col . Records of manufacturing, packaging and analysis were
réyicwed and determined for their compliance awith the GMP requiréments».

KepisHux Tpyu KOHTPOMO AKOETE YitopHosakeua ocoba, o suiicnio€
Quality control group manager ceprrdikalgiio cepii

Qualified Person certifying the batch, e
In'st - npizBAILE T’ 04 TIPI3BHIIC IR DEAREN

g g ot 3 N
Mame) Q] Dearh€ (Name) ‘ v
Mignme Q J Tijnne g ) ()Q- ' QUALITY Y
(Signature) . @I ’ _ (Signature) : ASSURANCE
Tlara mipnucanis _@Qz_,‘gq )W/) Tara ninnacanns, A e
(Dafe of signature) (Date of signature) & '

i
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Factory : SP 289 (A), RIICO Indl, Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph: +91~14_9’_‘3:298253-2,/33/34/35

Email : info@kusum.com, Website : www.kusumhealthcare.com
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