Kusum Healthcare Pot. Ltd .

o

CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY _
AR. N FG/467/20
Jari/Date 10.122020

Jlixapenicuit saci6: BEPTUHEKC®  (abaevin no 5 mr, o 10 raGietox y Guicrepi; no 1 Giicrepy 8 xaprouniit ynakosni; no 10
KAPTOHMUX YIAKOBOK Y KapToHHiH xopo6uf)

Medicinal product: VERTINEX® (tablets, 5 mg, 10 tablets in a blister; 1 blister ib a carton package; 10 carton packages in a
) carton box)
Hixoua pexonuna; Tipoxnopnepasuay maxeary 5 mr
Active ingredient: Prochlorperazine Maleate Smg
Pecctpauiine mocsinuenus Ne UA/13352/01/01 pin 16.08.18, Tepmin aif peccTpauitinoro nocsinuensn ueobmemennii
Registratiori Certificate: Ne UA/13352/01/01, from 16.08.18; Registration Certificate validity Is uniimited
Jiuensin na BupoSuyuTBO No: Raj/i2354
Ceprudivar GMP Ne: 001/2018/GMP
‘Bupobiux: Kycym Xearxwep st JIta, Inais
Anpeca supobifuua; CII-289 (A), PTIKO Yunacrplan apea, Yonanxi, Bxisani, icr. Ansap (Pagxacran), Inais
‘Mianufactured by: Kusum Healthcare Pvt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial ares, Chopanki, Blnwadl, Dist. Alwar (Rajasthan), India
Cepis: Ne 2003176 Poauip cepil:10000yn. Tlarva Bur.:10/2020 Tiscuntt no: 6972023
Batch: Batch Size: DIM; Expiry date:
» Haumenosauie noxasarenef TpeGonauus PEYILTATH AHASMIOE
Name Indéex Requirements Results of analyses
1 | Onucanue ' Benste win mowty Genmte, kpyrasie, asoskossmyxnwe rabnerkn, | CooTsercriyer
Fianxkue ¢ 0beHx CTopos. |
Description White to off white, round shaped, biconvex uncoated tablets, plain | Complies
on both sides.
2 | Mgenudurxauna A) MK-ciexp, nonyuenusiii B AHCKAX C KAMK Gpommaom, aomken | Coorsercrayer
HMCTE. COBNAJCHHE MOJOC MOMMOIMEHHUN C. NOFOKCHWEM MOJOC
TNIOFNOMEHAR CHeKTpa CMandapmKozo obpasya npoxXnoprepasuna
Maneama
B) Oxpaisipanue pacTeopa 8 KPacHsE uBer
Identification A) The:test sample IR should be concordant with the reference Complies
specirum of Prochlorperazine Maleage.
B) A red color i produced.
3 | Cpeansa maca 150042 % 149.50mr
Ayerage weight 150 mg + 2 % 149.50mg
4 | Hcrapaemocry He:Gonee 1,0 % Caoorsercrayer
Frisbility NMT 1 0% Complies
5 | OanopoxuocTs AosupoBannmx exuwny | AV XLT, raé L1=15.0 Cogrsercreyer
_Uniformity of dosage units AV L1, Li=15.0 Complies
6 | Pacnana¢mocTs He Goxee 15 uun Olvm 40cex
Disintegration NMT 15:min 0Imin. 40sec
7 | Pacraopenne He Menee 75 % (Q) or 245Bnersoro XoyiavecTsa 33 30 Mo 96.8%-99.1%
Bissolution | NLT 75 %:(Q) 6f LC in 30 snin 96.8% - 99.1%
8 | Conyrcrayiotnue npnmeck Jhiobsie Apyrue nITHA HA XPOMATOTPAMME UcEmyemozo pamopa He obnapyxero
BomiEL GRITS. He HHTEHCHBAGE 46k OCHOBHOC IATHO Ha
RPOMETOIPAMME PACMEEPa CPASHEHUR: (0,3 %)
Related substances Secondary spot i1 sample should not be more intense than the spot Not detected
obtained in standard (0.5 %). ;
9 | KonnyecraenHoe onpeaenenue Hpu sranycie:
.0t 95,0 0 105,0% npoxxopnepasima Mancera B TaGueTxe (ot | 100.80%
SaspeHHOTO KOMAYecTBA)
Hng cpoxa roasocTH:
ot 900 zo- 110,0 % npoxnopnepasima maneara » TaGuerxe (or
SAFBACHHOO xmuecma)
Assay Finished product: 95,0-105.0 % prochlorperazine maleate of LC. | 100.80%
Shielf Jife: 90.0-110.0 % prochlorperazine nialeate of LC.
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Kusum HHealthcare Pot. Lid.

Jlixapeniouit 3aci6: BEPTHHEKC®  (tabaetxy no 5 mr, no 10 Ta6aerok y Gaicrepi; no 1 Gnicrepy 8 xapronnill ynakoesuj; no 10
K2DPTOHHHX YNIAKOBOK Yy K4PTOHHIll xopobul)
Medicinal product: VERTINEX® (tablets, 5 mg, 10 tablets in a blisfer; 1 blister in a carton package; 10 carton packages in a

carton box)
Cepis: Ne 2003176
Batch:
10 | MukpoSuonorsyeckas yncrora® Ogmpg ;ﬂcﬂo a9po0rsEx MEXpoopranusmMos (TAMC) He Gosee <10 KOE/r
10° KOEr
OGuiee ukcno ApoxkeBbIX 1 TecHesbIx rprbon (TYMC) e 6onee { <10 KOB/P
10 KOEKX
Oroyreraue Escherichia coli s 1 T npenapara. Orcyrersue /r
Microbiological purity* TAMC—NMT 10° cfu per 1 gm. <10 CRU/g
) TYMC~NMT 10*¢fu per 1 gm <10 CFU/g
Escherichia coli should be abseritper 1 g Absent/g

* TecT BHKOHYETECA 2K niepuixx 10 cepiit, moriM a kool 20 copit a60 ONWA pas Ha pix.
* Microbial purity will be performed on first ten commercial batches thereafter at svery 20% batch or once in a year which comes earlier.

BUCHOBOK: Cepin Ne 2003176 BinmoBinae sumoram MK 5 PI1 Ne UA/13352/01/01

" CONCLUSION: Batch Ne 2003176 complies with the requirements of MQC RC Ne UA/13352/01/01

JatA 1042 Yo

e Nl i

>/

KoMenTapi: nemac
Comments: no

3ansa 1po. cepruixayito: «Milfcanm 2 3aceiauyo, mo Hanexcna BHIne indopmanis ¢ gocroBiproio i Toynow. i cepia
nponyknii 6yJa BRroTOBIeHA (BRIIOHAKMH ynakopky / MApKYBaHHR) i IpoBeneHo KOHTPOADL 1l axocri Ha BAeIrAZAHOMY
nfanpaemcTei 8 nouii sinmosizuocti 3 BiMorawu GMP, BCTAHOBIEHHMH MICUCBHM PEryASTOPHHM OPLAHGM, 8 TRICOK
sianosimno a0 cmenudixauil, wo MicTHTLCR B peccrpauilinomy socse kpalaw fvmopreps. IipoToxoau BRpoGHBITER,
YNaKoBKH TA aHAXDB Gys1u neperasnyri i Beranosaeno Ix ianosiamicrs BuMoram GMP»,

Certification statement:«On this I certify, that the above mentioned information is true and accurate. This product batch was
produced. (including -packaging / libeling) and conducted for its quality control at the above mentioned manufacturer
according fo all relevant GMP requirements, established by Local Hesith Authority, and according to the, specification,
contained in the registration of the dossier importing country. Records of mamifacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP reguirements». ' .

RS t"o_\\ﬂm

KepiBHHK FPynH KOHTPONIO AKOCT] ' Mexe, j
Quality contro} group manager Quality Assuran

RJ-Dan
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AT
R JHEPIKABHA CJIYXKBA 3 JIKAPCHBKHX 3ACOFIB

IEPAUIKCITY KBA

TA KOHTPOJIIO 3A HAPKOT PIKAMI/I y m. KHEB

BYI. Bepesﬂaxmcbxa, 29, Kuis, 02098, 'ren/Q)aKc (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis:kyiv@dls.gov.ua;https:/fwww.dls Qv ua, Koz €IIPIIOY 37079055

BHCHOBOK
NPO AKICTb BBE3€HOro B YKpainy Jiikapebkoro 3acoGy

12.01.2021 Ne 565/21/26

BEPTUHEKC®
(Wzﬁybarm’nimpdskomsacbﬁyfaﬁnospm Wi vy ‘
Tabnerxku no 5 mr; no 10 Tat'i.neroxy Gaierepi; mo 1 Gnic'repyn xap'roumii ynakosni; mo 10
KAPTOHHUX YOAKOBOK ¥ KapToHniit xopobui :
(popma BunyCcKy, HOIYBARAR, BUA NakyBaHHA NIKEPCEKOTO 3acoby)

Howmep peectpauifinoro nocsinuerna UA/13352/01/01 erpok wif peecrpauiitsioro nocsimyenus eobMemeHni
Cepis nikapesxoro 3acofy M 2003176 Kinukicts BBe3enoro sikapchxoro sacoby 3

BupoGunk KYCYM XEJNTXKEP IIBT JITJL, Innis

(HalimerysanHa BUpoSHNKa TiKapcEkoro 3acoby, Kpa¥Ha noxojk

Baeacho & Yipalhy Tosapucreo 3 oGMenxenoso sinnosinaneHicrio "l‘uen apu Jn" 8
' inenT. xon: 20075891 .
" (neitmenysanuxiTa koa 38 EIPMOY wopuanynol 0cobH 4o npizauue; IN' N0 Garu oai h wnw?

ocobu - - ninnpiemus, Il Mictic RPoKUBRHHA T8 peecrpaumﬂun HOMép 06nikbBOT KApTXI ANATHIKA
nozarkis a6b cepia Ta HOMep nacnup'ra) B

Hporoxon sisyansHoro lcoﬁrpo.ruo Bia 21.12.2020 M 4154/3.

Jla6opaTopuniit aua.nn AKOCT] iKAPCHKOTO 3ac0O0y 3ailicHeRNIL:

1T "Llentpansha naGopatopis 3 aHanisy AKOCT JiKapchKux 3aco6is i Memuumol mpogykuii”
(. Kuis, By, Kjgpaacbxa 10r)

(uaﬁuenysauna T4 MicuesHaxonkeHHa raGopaTopil, wo nposena nn60pa ropryit alanis skberi).

Buc40BOK 1oa0 axoeri nikapcvkoro 3acoby, Bunanui ngGoparopicio sin 11.01.2021 Ne 0060

Pesy 12T 1260paTOPHOFG aHanisy AKoCTi nikapchkoro 3aco0y 3a nepesipenuMu noxa3HHKAMH BYIIOBLAAIOTS
BHMOraM METOZLIB ROHTPOJIO AKOCTi (AHANITHIHO-HOPMATHBHOY NOKYMeRTauil).

3a pesynsTaramy aepmuoro KOHTPOMIO ~ BCTAHOBNEHO, IO Jjikapchkmii 3aci6 BBesgHo B Vipalwy 3

AOTPHMAHHAM pugttImwionascTsa 010 3a6e3newenHs 3kocTi Nikapebkux 3acobip,
Hd HallBHHK Muxong XOJIOAEHKO
mocanona (ninrmc) (ixinignu Ta npizeume)
S PN s B DR BT LR o R o T
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Kusum Healthcare Por. Ltd

Jlikapceknii 3aci6: BEPTUHEKC®

Medicinal product: VERTINEX?®

Airoya penobuna:

Active ingredient:
Peccrpaniiine nocsiguenna
Registration Certificate:
Jlinensisn na pupobunurso Ne:
Cepradixar GMDP Ne:
Buapobnnx:

Anpeca supobunka:
Manufactured by:

«[JIEJJOAPM
JT]»
IperTuixayiR i
xon 200;5891

an
CEPTUQIKATIB

CEPTH®IKAT JAKOCTI
CERTIFICATE OF QUALITY

A.R. N2 FG/0864/22
Hara/Date 24.06.2022

(rabaerkn mo 5 mr, uo 10 Tabaerox y 6aicvepi; no 1 6aicrepy s xapronsniii ynaxosui; no 10
KAPTONNNX YIAKOBOK Y KapTonuiil kKopobni)

(tablets, 5 mg, 10 tablets in a blister; 1 blister in a carton package; 10 carton plck.lgu ina
carton box)

ITpoxnopnepasnny mManeaty 5 mr

Prochlorperazine Maleate Smg

Ne UA/13352/01/01 Bin 16.08.18, repmin ail peccrpauiivoro nocsinyennn neodbmexennii
Ne UUA/13352/01/01, from 16.08.18; Registration Certificate validity is unlimited

Raj/2354

042/2020/GMP

Kyeym Xearxkep ey Jlta, Inain

CII1-289 (A), PITKO Inaacrpian apea, Yonanxi, Bxisaai, Jdicr. Aasap (Pau\acrau), Inain
Kusum Healthcare Pvt Ltd, India

Address of manufacturer:

Cepin: Ne 2005677

Po3wmip cepii:10000yn.

SP-289 (A), RIICO Industrial area, Chopanki, Rhiwadi, Dist. Alwar (Rajasthan), India

Jlara rur.:04/2022

Niicnnii no: 03/2025

Baich: Batch Size: DiMm: Expiry date:
Ne Tokasuuxn srocri Bumorn Pesyabrari
Tests Requirements anaaiiis
) Results
1 | Onuc’ Bini abo watxe 6ini, kpyrmi, rroonyksi radnetky, raaaeHbri 3 o6ox | Bianosizae
‘Gokis.
Description White to off white, round shaped, biconvex uncoated tablets, plain on | Complies
both sides.
2 | Inenrniikanin A) IY-cnexrp, orpuMaumii B jamckax 3 kaniio Gpomigy. nomuien | Bianosizae
BIANMOBINATH 38 MOJOKEHHAM CMYI NONTMHAHHA TAKMM Y CHEKTPI
CTAHAAPTHOrO 3pa3ky NPOXJNOPNEPaZHHY MANEATy.
B) 3abapenenna po3uuHy B YEPBORHIT KOAIp -
A) The test sample IR; should be concordant with the reference
Identification spectrum of Prochlorperazine Maleate.
' B) A red ¢color is prodiiced. Complies
3 | Cepenus maca 150Mr£2% 148.98 mr
Average weight - 150mg=2 % 148.98 mg
4 | Cyupannicrs ‘He 6imure 1,0 % Bianosigae
Friability NMT 1.0%- ) Complies
5 | OanopianicTs A030BAMNX OAMHHRL AV <L), nell=15.0 Bianosinac
Uniformity of dosage units AV L1, L1=15.0 Complies
6 | Posnaganna "He 6insure 15 x8 02 mun 30 cex
Disintegration NMT 15 min. 02 min 30sec
7 | Posunnennn "He meame 75 % (Q) vin 3assnenoro BmicTy 3a 30 xB 99.35% - 102.53% -
Dissolution NLT 75 % (Q) of LC in 30 min 99.35% - 102.53%
8 | Cynposiani gomimixu ByXb-sKi {HIIE NAMMU Ha XpOMATOTpaMi 00CHiONCY8aN020 pOIYUIY Bianosigae
nosueyi 6yTH HE IRTeNCHBRIN 32 OCHOBHY NIIMY HA XpoMaTorpami
.cmandapmuozo posyuny (0,5 %)
Related substances Secondary spot in'sample should not be more intense than the spot Complies ’
obtained in standard (0.5 %).
9 | KinsexicHc Bu3nasenusn -Ha moment BunycKky:
Bix 95,0 mo 105,0 % npoxnopnepasuxy Maneary B rtabnerui (sia | 99.80%
JAABJEHOTO BMICTY)
Ha repmin npuparnocri:
Ot 90,0 no .110,0 % npoxnopnepasudy maneary B Tabnerui (Bia
3a’BIICHOTD BMICTY)
Assay Finished product; 95.0-105.0 % prochlorperazine maleate of LC. 99.80%
Shelf life: 90.0-110.0 % prochlorperazine maleate of LC.
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Kusum Healthcare Pot. Ltd \G\ i

Jikapesxcnii 3aci6: BEPTHHEKC?  (rabaerkn no S mr, no 10 raGaerox y Giicrepi; no 1 6aicrepy B xapTonniii ynaxosui; no 10
KaPTOHNNX YNAKOBOK Y Kaprouuiii xopo6ui)
Medicinal product: VERTINEX® (tablets, 5 mg, 10 tablets in 2 blister; 1 blister in a carton package; 10 carton packages in 2

carton box)

Cepin: Ne 2005677

Batch:

10 | MikpoGiororiuna uncrora* 3aransue yncno aepoSuux MikpoopraniaMis (TAMC) ue Gimsuie 100 | <10 KYO/r
KYO/r
3aranbye wHeNo ApDKAKOBHX Ta ruticeHesux rpubis (TYMC) ne <10 KYOrr
6imbue 102 KYO/ ¢
BiacyTnicts Escherichia coli B 1 r npenapary. Biacythicts /1

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

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

* TecT BUKONY €ThE A1 riepumx 10 cepiit, noTiM An4 koxHoi 20 cepii-abo ojmH pa3 Ha pik.
* Microbial purity will be performed on first-ten commercial batches thereafier at every 20" batch or once in a year which comes earlier.

BHUCHOBOK: Cepis Ne 2005677 sinnosigac Bumoram MKS1 PIT Ne UA/13352/01/01

CONCLUSJON: Batch Ne 2005677 complies with the requirements of MQC RC Ne UA/13352/01/01

Y 0-6-’19'\5:;;)L4
g ur S0

AHAJII3 BUKO \XEI“ JATA _2Ma e Lo
(ANALYSED BY) | (DATE)

KomenTapi: Hemae
Comments: no

3asea npo cepThdikanito: «/liicunm g 3aceinuyio, o vapenena sunie ingopmanis € nocroBipHo i Tounoo. s cepist 3assa
npo ceprudikaitin: «/Ailicnam g 3aceixgyro, mo nasenena suue indopmaiin € aocropipsoo i Tonuor. Ia cepist apoaywruiv
Gyj1a BHroropjeHa (BKJIOHANYY YNMAKOBKY / MapkysaHus) i npoBencHo KOATpoAb i #AKOCTI HA BHIIEIrAJAHOMY
nignpsemMcTal B NOBRIK BiANOBIZHOCTI 3 BUMOraMu, 3a3uadensMu B uuBHilt nacTanosi GMP, 3aTBepaskeniii Minictepersom
OXOpPOHH 3JOpPOB'S Yipaium, i 3 Busoramu peccrpaumuoro Aocke Kpaiud npuswavenns. IIporoxoan supodnuntea,
YRAKOBKH Ta ananizis Gyan nepernsuyTii Beranonnenoix pinnosixuicrn Bumoram GMP».

Certification statemhent: «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. guality 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 determinéd for théir compliance with the GMP requiréments»,

KepisHsx rpyns XOHTpORIO AKOCTI VrioBHoBakeHa oOcoba, w0  3mificHioe
Quality control group manager ceprudixauiio cepil
E> Qualified Person certifying th
ImM'st Ta npizBHIIE . ‘
(Name) ‘Wf b )'}O'Ll« IM'aTa npissnme(i N QUEITY

THamuc -y ' (Name)
(Signature) Q “I 'BG h< Mignue
Tata nianucayss {Signature

(Date of signature) Nara ninn

ASSURANCE
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