AEPAKABHA CJHYIKEBA 3 JIIKAPCHLKUX 3ACORIB
TA KOHTPOJUIIO 3A HAPKOTUKAMMU y m. KHEBT

npos. FHanii Ceitauanot, 3, 02099, 1en. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €JIPIIOY 37079055

BUCHOBOK
Mpo AKICTHL BRE3CHOIO B Ykpainy sgikapeskoro 3acoby

11.07.2024 o 35634/24/2611

GAHBAKT®

(Halmelynans sikapeskoro 3acoBy 3o 3 pecerpaniinms NOCBITCHIAN )
cynosuTopil Barimansui no 100 mr; o 3 CYNo3uTepil y crpuui; no 1 crpuny y KapTomniii
YNAKOBIL

(dropaa manycry, nosysars. nua VRRYBANIE HTRAPCLROrO 3acufy)

Homep peectpauitiroro nocsimuenia UA/17243/01/01 CTPOK AT peecTpauiitnoro nocsiauenns HCOBMEKCHM I

Cepis nixapcrioro sacoby Ne 1003795 Kinuricrs naesenoro sikapenioro tacoby 18368
Bupo6ui KYCYM XENTXKEP BT JITIL, Ligis

(uatiMenysat gupodnura HRAPCHROIO BACOBY, kpainn HONO/UKCIS

Boeseno B Vipainy Tosapuerso 3 o6mekenoo sizinosiaibnicrio "aendapa JIT.
ixent, kon: 20075891
(TaENCIY BaHNA Fa KO 32 CAPTOY wpuurniot acodn ado npi‘mumu. s 00 Gurnkost hizunoy
0COTH - nianpuesus, 17 aicie BpOAHBAIL TA pecCTpanifinmii nosep onikosol RQPTKH 1maaringka
nosavkin aGo cepin i HaMep nacnopTa)

Iporoxon sizyannuoro wowrpomo sin 11.07.2024 N 2374/5.

3a pesynnvaramM  nepiwasHoro KOHTPOIIO  BCTAHOBRENO. (O MiKapchKuil - 3acih  Bacacno w  Yepainy

AOTPHUMAHHSAM BuMOr 3aKoHOAABCTEA wono sabesnevenig ak0CTi NiRGPCLKHX 3acoBdiB,
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dlikaperienii sacio:

Medicinal product:

Ketstarm fz'ealf/z;are JFor. Lid .

Ao pevonioin:

Active ingredient:
Pecerpaniiine noeninemis:
Registration Certificate:
Jinensis un srpotmarree N
Ceprusgirar GNP Ne:

Bupodnnx:

Aapeca supoduma:
Manufactared hy:
Address of manufacturer;

Copin: Ne 1003795

BATIBAKT®

BANBAKT®

Poasmip cepii: 20000y,

s

EPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

YKPAJi S

e,

«I‘JIE}I@APM
JIh,
I/xen'mq»ikm.uiin 10

Koy 2(;!)75239!

9
CEPTUDIKATI

AN ITI0FG 24000565
Anea/ Date 29.04,2024

cynosuropii sarinaanni no 100 ary no 3 eynosuropil'y erpau, o £ evpuny y Kaprowuiii

yiarosi

sty docdary y nepepaxysanui na waingasiony
100 myg

.
Clindamyvin phosphate cquivalent to Clindamycin

Ne UA/17243/01/01, bia 11.09.2023, repmin aii peccrpaniiinoro nocuiye
11.09.2023, Registration Certificate validity is unlimited

Ne UA/17243/01/01,
Raj/2354
042/2024/GMP
Kyeys Xeawexwep Ywr Jry, Inain

vaginal suppaesitories 100 mg, 3 suppositories in a steips T strip in a carton package
K. 100 mr

st nen b eacn i

‘CI1-289 (A), PITKO Linaacrping apen, Yowani, bxinaai, dier, Aanap (Paeracran), Toais

Kusum Healtheare Pyt Ltd, India

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

Java snr.: 04/2024

Miticwidi no: 03/2026

Batch: Batch Size: 12iM: DA
N Howasmuen scocri Bistorn Pesyantarn anaaizis
Tests Requirements Results
f Onne Cynoauropil iz SiA0ro 10 cHITIO-KORTOIO ROABOPY, topresonoaituol @ Biaponinae

Description

hopayy

White to light yellow color rpedo shaped suppositorics.

Complices

2 Lrenrndrianin

Identification

Yac yipusysanns ocHoBioro MIKY HA NPOMATOrPasi AOCALUKYBAHOrY
POBHIBY BIRIOBIZAC HACY YTPHMYBANI 0CHOBHOIG IRY 1A XPOMATOrpasi
CTaMADTHOTO POIUNIY, OTPHNMANOIO B VMOKAX KISLKICTIOro MOna4en .

The retention time of the major peak jn (he chromatogram ol test solution
i corresponds to that of the major peak in the chromaogram of standard
satution a5 obtained in assay.

Bianoninne

Complies

Linifurmity of mass

3 Cepean Macs 150E5% (2,375 12,625 1) 2488 ¢
Averapge Weialht 25 055% (2375 92,625 2) 2088
] Oanopinices saen He Gianne 2-x i3 20 cynosuropiis mosmy1s st riaxizenoy ma | Binnosizac
{ 3 )

CePeILOY Mach Giabiue v ma 5 % | koS i3 MAN fC Donien M

BEANTLICUIS B CEPOANLOT Mach Giapte i 11 102

Qut of 20 not more than two of the individual weights deviate from the
average weight by more than the 3% deviation and none deviaies by more
than 10%.

Kl Posnaxanus

isinteuration

He Giapie 60 xunzuni

Not mare than 60 minutes.

19 x8 37 cek

Complies

19 min 57 sec

Kinwione wwinanenysn

Assay

Hua qunyer:

95,0--105,0 % ICHHARMIT Y Bi2 3aaRICH 07 Kiankoeri
(95,0-105.0 vr y 1 eynosnropin)

Ha mepatin npudamocnii;

90,0+ 110,0 % wainnamiwony i sassacuoro BMiCTY
(90,0~ 110.0 sy 1 cynosropiio)

At release:

95.0% to 105.0% clindamyein of Tabe! claim

93.0 mg 0 105.0 myg per | suppository

At shelflife:

90.0% to 110.0% clindamycin of tabel claim
[(90.0-110.0 mp, per 1 supposilory )

102.0%
102.6 nrieyuos,

102.6%
026 mpdsupp.

9 i e Sob A¥

/2 . @? 2&1{/(,,
Page T of 3

Faclory : SP 289 (A)., RICO Indl. Area, Chopanki, Bliwadi, Disti. Alwar, Rajasthan (India), Ph: +01-1:93.298232/33/34/35
Email: info@kusun.com, Website : wwe kusumhealtheare.com
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Kusum Healthcare Por. [ ,.

Hikapenkiii tacif: BAHBAKTS CYROIBTOPI Barinaawii no 100wy, wo 3 CYROZNTOPIT Y ¢rpad, o | CIPHNY Y RAPTOHNET
YHaropui
Medicinal product: BANRAKT® vaginal suppositories 104 mg, 3 suppositories fn u stripy 1strip in w carton package
Cepia: No 1003795
Batch:
7 Cynpansiani gossincn Ha sunyer:
J]nn\ounum\'lmpn\nopu i~ Re Sinpie 1,0 %; He mngnaeno
Kainpasiwmity ocnosia aosinica - we Siapne 1,0 %: He winuacio

_ THIUE MERT TTHARYR AL
Makctarannna steipentadiconana josinma - e Siame 1.5 %; | Hiese s irvopynaiis

Cyma poMiwox (ne Bpaxonylowt  kningasinnuy  ocnonuy
Aosiniey) — ne Siaswe 6,0 %

Hu mnepatin npm)amuoum.

Jinkominuny ¢ iAPONROPINT - e Biiae 2,5 Y
Kaingasizuny ocnosua nosixa - - jje Binbre l .0 %
Makcimansua HEHIEHTHDIKOBANA HOMIMIKD — ye (nmnu 2,0 %;
Cyma somimox (ue 1>p<1\<>1>\’1<mn KiHARMIMRY  0CTIOBHY
HOMIKY) - we Gidine 6, Y

Hhewae aed frnopysarms

At release:

Lincomycin hydrochloride- NM'E 1,00%
Clindamyein main impurity -NMT 1.0 %
Highest unknown fmpurity ~NMT 1.5%
Total hmpurities (Except Clindamycein main impurity) - NMT | Below disregard limil
! 0.0%

; lu/rc/j’liﬁ'

Lincomycin hydrochloride- NMT 2.5%

Clindamyein main impurity -NMT J.() %

Highest unknown impurity -NMT 2.0%

] Total impurities (1 xeept Clindamycein main impurity) - NMT
: 6.0%

: MigpoSiororivna wuerora® | 3araamin KikxicTn aqm\)nu\ mhpoopn aniib
; Giapure 102 KV O/

Saramna kidekicrs  apimakosnx  a wriceneBuN  rpusin
(TYMC) -~ ne Giunme 10) KYOA+
Pseudomonays uuuvi/wsu JeyTHicTs 3 1
Staphndococeus curens - THICTL B ] F;
Candida albicans - nigeyrnicrs » { r,

Not Detected
Not Detected
Below disrenard limit

Retated Substance

Microbislogical purity® Total acrobic microbial count (TAMC): NMT 102 CLlU per g
Total combined yeast and mould count (TYMC): NMT 10!
CFU per g

I’wvdomonas aeruginosa: Absent per g
Staphylococcus aureus : Absent per ¢

] —_— Candida albicans ; Abseni per g ST
CHOBOX: Cepist Ne 1003795 sinnonizac snsoran MIS PIT NG CUATT243000001

~Nat required

CONCLUSION: Batch Nv 1003795 complies with the requirements of MQC RC Mo uasnen2dsmuot

AHANS BHMKOHAL HAATA

(DATED Crloly 2oy

,% )f@}cj ’\l{/f"l'XLQ

Kontenapi:
Comments;
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Factory : SP 289 (A). RICO Indl. Area, Chopanki, Bhiwadi, Dist. Alwar, Rajasthan (India, Ph: +91-1493.2082
Email - infoi@kusum.com, Wehsite ; wi wkusumhenltheare.com
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Kusum Healthcare Por. [

Sdikapesrnit sacio: BAIBGAKTH eyuosuropit sarinanusui no 100 ar, no 3 cynozwropiiy crpini, no 1 crpnuy y kapronsiii
ynarosii ’

Medicinal product:  BANBAKT® vaginal suppositories 100 mg, 3 supposifories in a strip; Fstrip in a carfon package

Cepist: Ne 10037953

Bateh:

3assa npo cepindiranio: «lificim sacsiauyio, wo waseseua e Mdopyanis ¢ noeronipror 1 rounoa. I cepin
NpoiyRiy G¥A2  BHUOTOBUCHA  (BRAIOUAION YHAROBRY [ maprypmist) o ppeseacuo WOHIPOSL 3T urocii na
BUBCrR@IeMy  aimpaonersi oo onosnil signosigocet 3 BISOraNH, Jazuavemy o oununiil wneranosi GMP,
savwepwendi Mivdcrepernon oxoponn snoper's Yepatuu, i 3 nusoramn PECETPARinoro Aok EPATI npuRRacn,
ITporoKoss BPOSIILITRA, YHARORIEN T a1 auisis Gying neperasy v i Beranosaens iy sianoniaiers puyoras GMP»,

Certification stalement: «On this I certify, that the above mentioned information is true and ncenrate. This product batch
was produced (ineluding packaging / labeling) and conducted for ifs quality control ‘at the above mentioned
manufaeturer according to specified in the current GMP guidelines, approved by the Ministry of Heaith of Gliraine, 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 requirementss.

Kepinsitui FRPYITH KOUTPOMO skocTi VaousHorsakena  ocofa. e saificmos
Quality control group manager ceprudiraniio cepit

Qualified Person certifying the batch,
In'n 1o npismime /a B’ ra vpisnnge
{(Name) '1/ - cwd/\? (Name) Qv- E’('e ..g‘j‘(l
Hizrme o Llisnne
(Signature) ﬁéwld (Signature) -

Hara niznmeanns - it CHH S
(Dawe of signature) ) q l 9 Lt a 0'{)'2‘\" (Date of signature) -

Page 3 of 3

Factory : SP 289 (A), RIICO Ind). Area, Chopanki, Bhiwadi, Distl. Alwar, Rajasthan (India), Ph : +91- 149
Email s info@kusum.com, Websiie : www. kusimhealtheare.c
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