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BAHBAKT®

Jtigapenunii aacls:
Medicinal prodnct:  BANBAKTS
Miroua pevonnna:

Active ingredient:

Pecerpurditne necnizuennsy
Registration Certiticate:

JHRensis wa supoinimreg Ne:
Ceprudinar GMP ha;

Bupotinnrs

Alpeca supodnuka:

Manufactured hy;

Address of manufacturer:

Cepig: Nel (002083

Possiip cepii: 20000y

CEPTH®IKAT HKOCTY
CERTIFICATE OF QUALITY

AL Ne: HIBFGZ3001126
dara Mate: 16.10.2073
CYUonrropif sarinaseni na 100 s, no 3 CYNOINTORT Y erpuini, no ) erprny ¥ RapTonn i
YHaxoenui -
vigina! suppositories 100 mg, 3 suppositories in » strip; I stvip in a carfon nackage
Kaigaaminnny focdary y nepepaxypanii ia AR AN 6 s
Clindamytin phosphate equivalent to Clindanivein 108 me

Ne UASIT243/31701, nia 22.02.2019, tepain ait preeTpasiihioro nocnizaenny qo; 22.02.2024

Ne UAMT243/01/01,
Raj/2354
34272020/ M
Kycym Xearyrep Har Ara, Iannin

CIT-289 {(A), PHKO Iancerpian apey, Tonanxi, Hxipaai, Aler. Anvap (Pamn eran), Inqniu
Kusum Healtheare Pyt Lid, India

SP-289 (A), RIYCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

22.02.2019, Registration Certifieate valid fillr 22.02.2924

Hara mir: 19/2023 Hitcnnsii 10 0812025

Baych: L Batch Size: /M IVE.
Nir Hatea morasunwrie Bryarn 1 Pesynerarn suuizin
Nume Index Requiremenis Result of ana vyes
i Dnuc Cynosuropii sin Gisore o CIITII0-K 6BTOrD KUILbOpY, Toprnesonmoaidiay Binsndinae
dropai
Deseription __White to light veliow eolor torpedo shaped suppositories. et Comnlics
2 Frenruginanin Yac yipusysanus ocuomioero DIKY Ha XPOMYTOrpaMi AOCATRYBAHOND | Bimnon) qae
PO3HHHY Bianopijac HACY YIPDHMYBRAHA SCHOG IO IEKY Ha X POMATOT M
CTAHZANTHONG PO3YNHY, OTPHMAHOTO B YMOBIAX KIFBKICHOIO 5103000 4.
The retention time of the major peak in the chromatogram of test solution
Identification I8 corvesponds (o (hat of the mygor peak in the chromatogram ol standard Complies
selulion as obtained in assay, ) )
3 Cepefas dcy 25rE3% (23751 ~2,625 1) 2484 r
Average Weight B 23¢%£3 % (2373 g—2.623 g) - 2484p N
4 Oavopianicrs aracn He Gumme 2-x i3 20 CYDONTOPIIR . MOKYTL Mavis BiASTINCIHY Bi2t | Rianorigac
Cepeannol nact Simsiue i pa 3 % 1 SKOICIL {3 1IN KE 1OBHNEN S
BIAXILICHNIS BiA CEPEAnBOT Macly Diabe ni ma 109%
Uniformity of miass Qui of 20 not more than (wo of ihe individual weiahis deviate fram the 1 Commplies

average weight by more than the 5% deviatioy and none deviates by more
than 10%. |

3 fosmaann

Disintemmd Hn

—_—— e it ——

He Giaswe 60 xuiini 21 x5 36 cex

Not more than 60 minuies. 21 mun 36 sec

0 Kianwicue painay CHIER

«[J E.ﬂq}ﬁpfﬂ

90,0 - 110,0 % xaiiaanin

At shelf life:

Hu annyer:

95.0-105,0% RATHAAMILKIY BLA 388810107 KidLKoeT]
(95,0-105,0 mr v 1 CYTIOIHTORIIO)

Hea mepatine npudamnoemi

HHY BEL 335BACROT0 Baiery
(90.0 - 1100 mr v 1 CYNOANTORIO)

Af release:

923.0% to 105.0% clindamycin of fabe] elaim

95.0 mg 10 105.0 mg per | suppository

1005.2%,

H03 2 wr/eynos.

F05.2%,
3.2 mpsmupp.

90.0% to 110.0%, ciindamycin of label elaim
(90.0-110.0 me ner | suppository )

iRt e h.__;TI.‘.I‘H ¥
beHTudikay tirm i
Kog 200758M
ANH
CEPTUBIKATID

Factory - SP 280 (A), RIICO Indl, Area, Chopanki, Bhiwadi, Distl, Alwar, Rajasthan {India), Pl : +
Emasi info@gkusum.com,

f’@){; au 567 4y
Qi es .
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Kusum Health are Tt Lid .

Jikapenkuii sacis: BAVBAKT® CHMIOBIETODIT Barinagnui 1o 100 sir, wo 3 CYNOINTOPIT ¥ evpuni, to | EYRHILY ¥ RAPTYOH [ifi
yilawobui
Medicinal product:  BANBAKTE vaginal supposttories 100 mg, 3 Suppositories in a strip; 1 strip in a carton pacliage
Cepin: Ne 1002083 .
Bateh: o L , _
7 Cynporiini gorriuren Ha eunper:
JnkoMiuuny rixpoxaopua ~ e Sisimse § 0 %; He mustiieno
Kavaavivamny ocnosua AOMUNKA - He . Biipine 1,0 %; He P:[fqﬂ'mm
Makcimansna HCiZenTHbIKoBaNa noAII KA — ne Ginvme 1,5 %: 0.17%

Cyma poaimox (e SPANOGBYIOUH  kAinpaMiuiuy  ociionn y
AOMIIKY) — ye Gigbuie 6,0 %

Ha mepsiin npudamnoomis

Jinicosionuy rizpoxsopms — e Ginme 2.5 %,

Kajupaminnuy ocvosna gosiiira — e Ginpire 1,0 %;
Makensannin netaentdikonaus govimxa — e Glasume 2,0 %:
Cysa  noviwox (e RPAXOBYIOUH  KHIARAMILHAY  OcHOR: ¥
AOMIWKY) — te Biane 5.0 %

0.17%

At release; ]

Lincomyein hydrochloride- NMT 1 0% i\m[ Liclcted
o ; D ; e Not Detected

Chindamycin main mperity -NMT |.0% 0179

Highest unknown im purity -NMT 1.5% '

Total impuritics (Except Clindamyvein main Impurity) - NMT 6.0 0. 17,

Al shelf life: |

Lincomyein hydrochloride~ NMT 2. 5%

Clindamyein main impuority -NMT 1.0 %

Highest unknown impurity =NMT 2.0%

e Total impurities (Except Clindam yemn main impurity) - NMT 6.0%,

8 [ Miwpodivitoring anerorns Jarasuia Kiabkicts aepolunX Mikpoopranisain (TAMC) — e

bitee 102 KYO/r;

Jaraiuta Kinekicrs APIAKORKX T4 DAICCHERY rpdin (TYMC) —

e Oiiwme 10" KYOH-

Psevwdoinonas AerUgInOsa — BiACYicTE B 1 1

Stapiylococeus murens — BLICYTHICTH B ] 1t

Candida albicans — wiac YIHICTL B 1 1, |

Related Substunee

Alicrobiological purity® Total nerobic microbial count (TAMC): NMT 102 CEU per g
Total combined yeast and mould count (FYMCY: NMT 10! Cry
ber' g

Pscudomonag. aeruginosa: Absent per o

Staphylococeus awreus: Absent per g

! Candida albicans : Absent per g ~ .,

¥ Kowrpoan sikpobiomoriunog HHCTOTI B NPeNapar: NposoMLes 1 NEPINX 3-X cepiii, noTin A KOEAOT 103 cepii, a0o onn pas na pik.
¥ Test of Microbiological parity will be performed on firsi 3 conmmercial batches and  1hereafier on every 10™ batch or once in'a vear whicheyer is
carlicr,

Not required

—]

BUCHOBOK:  Cepin Ne 1002083 = BIAOOBIASE Bintoran: MICS] P13 Ne UATT243:010)]
COMNCLUSION: Batch Mo 1002033 complies with the reguiremenis of MQC RC XNo UA/17243/01/01 5
. {ﬁ___.LQ;':’T.‘::- ______

!:?.J_}:ﬁ)
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- Aren, Chopanki, Bhiwadi. Distl, Abwar, Rajasthan (Indin), Ph: +9] -1493-298232/33/34/35
il info@kusum.com, Website - wwnwv kusumhealtheare.com
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Kusuwr Healtheare Pot Ltd .

JAiRapessuii 1¢i6: LANBAKT® cymozuTopil sarinaieni o 100 mr, wo 3 CYMOINTOPIT Y eTpini, no 1 eTpuny y kapronuii
' ViEuRGnni
Medicinal produet: BANBAKT® vaginal suppositaries 100 mg, 3 supposifories in u strip; 15trip in 4 carton packige

Cepis: Ne 1302083
Baich:

Jaspa npo seprudikauiio: «llifcann 1 3acsimiyio, wo nasepen
NPORYKUIT GYHA BRIOYOBACHA (BXAKHALO U1 YiaRopry

a pre ndgapmania € xocropipioro i Tovog. tla cepin
wapkynannn) | uposegeno KORTPOAL W HKOLTE BO RINEIFAARM OMY
RARPHEMCETBRI B nopuill nigiroeimocts 3 BHMOFaMH, 3330AMCHE MY B JUHAIH HAcTaHoR] GMP, 3aTeepmaseniii Minicveperrom
UXOPOHY 30p0B'S YRPATHY, | 3 BUMOFaM PEECTRARITHOIT A0CHE Kpaiwn A3y, TIporoxonu BapodnuyYea,
YIEAKOBKI T4 ananizis Gyan neperasyri i BECTANORACHO iX BIADOBIAKICTE Bumoray GMPs.

Cenification statement: «Qn this | certify that the above-mentioned
produced (including packaging /labeling) and condneted for
aceording o specified in the current GMP
requirenients of the registration dossisr
reviewed and determined for their camp

information is true and accurate. This product barch was
s quality control at the abeve-mentioned manufacturer
guidelines, approved by the Ministry of Health of Uloratite, and with the

of the destinafion country. Records of manufactoring, packaging and analysis were
Hance with the GMP requirementsy,

Yrosyosanceua ocoba, 3H1ACHIOR
CEPTHHERALEO cepit .

(ualified Person cerlifying the ha#ﬂ]if TS

Kepiennk 1rpymy ROHTPOMO SAK0CT]
Quality contral group munager

Uity

It i npispuie Ip's ra Apissrme e e

(Name) /f} 2 A (Name) ﬂ o STher M({J TR A

Niannc T o Mimine SRR il EE"ZL%!

(Signature) (Signature) W\ "l\ ot L

Jara rianueanus fgﬁ !1‘73 Hara niﬂ,rm CAHHS e ‘\\_ / i
T

(Date of signature)

{Date of sipnuiure)

6o |02

I
o

gy qﬂxmgiﬁlmﬁ

Kog 20075891
g
CEPT HEIKATIR
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+01-1493-208232/33/34/35

Factory : SP 289 (A), RIICO Indi. Arca, Chopanki, Bhiws

Email @ info@kusum.com, Websie

di. Distt, Ahwar, Rajasthan {India), Py ;
Cwwaw kusurmhealtheare.com
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U

AEPIKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npoB. Hanii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
po AKICTH BBE3eHOro B YKpainy sikapebKroro 3ac00y

08.11.2023 Ne 57265/23/26

bAHBAKT®

(Halimenysauns Jikapeskoro 3acody 3rixno 3 PECCTPALLATIAN NOCBLMCHHAM)
CYno3uTopii Barinaasui no 100 mr, no 3 CYHO3UTOPII Yy cTpuni; o 1 crpuny y kapronuii
YHAKOBIXI

((hopna BHIYCKY, AO3YBANIS, BH NAKYBAIIHS MNKAPCLKOIO 3ac00Y)
Homep peectpaniiinoro nocsinuenns UA/17243/01/01 CTPOK il peecTpauiiinoro nocsinuenns 22.02.2024

Cepis nikapesroro 3aco6y Ne 1002083 Kutbkicth BBesenoro nikapeskoro saco6y 18739

Bupo6nik KYCYM XEJITXKEP IIBT JIT/, Innis

(naiinienyBanns supodimnka INKAPEHKOTO 3acody, kpaiia MOXOMKEHHS)

Bseseno B Yipainy - TonapucrTBo 3 00MeKeH010 BIATIOBIIANLHICTIO "Dieaxdgapm JT",
inen. kox: 20075891

(nafiMenysanna ta ki 32 CAPTIOY fopriptior ocodn ado npizrMine, ia's, no 6arThkons; (p13uunof
0COBM - IAnpUeEMIE, T MicHe NPOKHBanMs T4 peecTpaniiinmi HoMep 06nixonol KapTKH ATk
noaarkis abo cepis ra nomep nacropra)

Hporoxon sisyansuoro kontpomo gin 30.10.2023 No 3358/1.

Jlaboparopuauii ananis skocri NIKapcLKOTo 3aC00Y 3/ CHEHMIT:

Ouna AIT "Lenrpansua nabopaTopist 3 aHani3y TKOCT] JIKapCLKUX 3aC00iB i MEAMUHO] POy KIii"
y M.JIBBIB (M.JTbBiR, BYJ1. Kynpnapkiscbka,131)

(HaliMeHyBaHIs Ta MiCIC3HAX0UKENITS naboparopii, 1o nposesny padoparopnuil ananis AKOCTI)

Bucnosok oo sxocti nikapeskoro 3acoby, Bunaiuii nadoparopieto nig 08.11.2023 No 280

Pesyn»TaTy tabopaTopHoro AHANI3Y RKOCTI NIKAPCLKOI0 3aC00Y 3@ NePeBiPEHNMH NOKAZHHKAMH BIIIIOBIAAIOTE
BHMOraM MeTOAIB KOHTPOIO AKOCT (aHaniTHYHO-HOPMaTHBHOT LOKYMEHTaLl).

3a  pesynbraramiu  BepKABHOO KOHTPOJIIO  BCTAHOBJIEHO, MO NiKapcbkMii  3aci®  BBeseHo B Ykpainy 3

AOTPHMAHHSIM BUMOT 3aKOHONABCTBA 11010 3a6e3 NEYCHHs AKOCTI NKaPChKHX 3acobin,

HauanbsHauk

{ DL 004 Oprauy jiepxanionro KOHTPOIO)

Page 1/1




