Kusum Healthcare Pot. Lid .

CEPTUPIKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne FG/1175/20
llata / Date 01.10.2020

(rabaerkn no 25 21/250 mr, no 10 TaGaerox y Guictepi, ro 10 Gaicrepis y kaprounif

yunarosui)

(tablets 25 mg/250 mg, 10 tablets in g blister; 10 blisters is in a carton package)

Kapbinonu MoHoriapaTy y nepcpaxysanyi na xkap6inony 28 mr, ncsoronn 250 mr

carbidopa monohydrate equivalent to carbidopa 25 mg; levodopa 250 mg;

Ne UA/18054/01/01 nin 23.04.2020, Tepmiu aif peccrpauiiinoro nocsiavenna: 23.04.2025 poxy

Ne UA/18054/01/01, 23.04.2020; Registration Certificate valid till: 23.04.2025

Jlikapeskui 3aci6: KOHOYHIYC®

Medicinal product: CONFUNDUS ®
Hioua pedoBuHS:

Active ingredient:

PeccTpauifine mocaiauenun:
Registration Certificate:

Jlinensis Aa BHPOGHIITBO Ne: Raj/2354

Ceprudinar GMP Ne: 001/2018/GMP

Bupobuuk: Kycym Xearxxep st Jiva, luais

Aapcca BHPOGHUKR: CII-289 (A), PIIKO lugacvpiasn apez, Yonanxi, Bxisaxi, llic. Ansap (Paxxacran), lunin
Manufactured by: Kusum Healthcare Pvt Ltd, India

Address of manufacturer: SP-289 (A), RIICO Industrial ares, Chopanki, Bhiwadi, Dist. Alwar (Rajasthaa), India

Cepis: Ne 2002919 Poamip cepii: 1000yn. Iara sur.:08/2020 JHiitcniit no: 07/2022
Batch No.: Batch Size: D/M: Expiry date:
Ne Haipa nokainuka Bumoru PesyanTaTu
Name Index Requirements auanisis
Result of analyses
1 | Onnc Bini afo wmalbke 6ini, kpyrai, nnacki, 31 CKOIEHWMH RpasMM, Henokpuri | Binnosisac
OBOMOHKOO TAGHETRH 3 THCHEHRAM «& » 3 OHOTO GOKY T3 raaxi 3 inmoro Goky
Description White to off white tablets, round, flat, beveled edge, uncoated tablets, debossed
with «% » on one side and plain on other side. Complies
2 | JaewTndikamin Yac yrpuMmyBaHusa mnikis nesofonw i kapGimomu ma  xpomarorpami | Bianopinae
ZOCALIKYBAHOIO PO3IYHHY BIANOBINAE 4Yacy YTPHMYBaHHA mikis JreBogony i
xapGinoult Ha XpOMATOrPaMi CTAHAAPTHOTO POITHHY, OTPHMEHOIO B YMOBAX
KiNBKICHOTO BH3HAREHHR
Ideutification The retention time of the Levodopa and Carbidopa peak in the chromatogram of
test solution is corresponding to that in the chromatogram of standard solution as Complics
obtained under assay.

3 | Cepeaus maca 600 Mr £ 3 % (582,0 mr —618,0 mr) 600.8 M1
Net fill weight 600 mg 3 % (582.0 mg - 618.0 mg) 600.8 mg

4 | OauopianicTs
N030BRRHX OAHHHUL
Jlesomona AV<LL, ae L1=150 Bianosizac
Kapbugona AV<L1, ae L1=150
Uniformity of Dosage
Units
[.evodopa AV<L1, where L1=15.0
Carbidopa AV<L1, where L1=15.0 Complies

S | Posnaxanus He Ginsine 1S xeuany 07xs 30cex
Disintegration Time Not more than 15 minutes 07min_30sec
Crupanicrs He Gimpuze 1,0 % 0.2%

Friability Not more than 1.0% 0.2%

6 | Posunweuns 102.93% - 105.64%
JleBonona He menwe 80 % (Q) 3a 30 xBuany 104.41% - 105:76%
Kap6izona He menue 80 % (Q) 3a 30 xpram
Dissolution
Levodopa Not Jess than 80 % (Q) in 30 minutes 102.93% - 105.64%
Carbidopa Not less than 80 % (Q) in 30 minutes 104.41% - 105.76%
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KRusum Healthcare Por. Ltd .

Jlikapesxnii 3aci6: KOHOYHAY C¥®

ynakosui)
Medicinal product: CONFUNDUS®
Cepis: Ne 2002919

(Tabaericu no 25 mr/250 mr, no 10 Tabaerok y Gaictepi, no 10 Gaicrepis y kaprounii

(tablets 25 mg/250 mg, 10 tablets in a blister; 10 blisters is in a carton package)

Batch No.:
7 | Kinekicue Ipu sunycky:
BUIHAUCHHSA 23,75 - 26,25 mr/rabnerky 25.68mr
Kapdimona 95,00 % — 105,00 % Bia 3aa8ACHOTO BMICTY 102.72%
Jlesogona 237,50 - 262,50 mr/Tabneyky 233.93mMr
95,00 % — 105,00 % Bix 3anBiieHoro smicry 101.57%
Kap6izona Hua mepsiin npudamuocmi:
22,50 - 27,50 mr/rabnerxy
90,00 % — 110.00 % Bil 32ABNICHOTO BMICTY
Jlesoiona
225,00 — 275,00 Mr/Tabnerxy
Assay 90,00 % — 110,00 % Bix 3asBreHOTO BMICTY
At release:
Carbidopa 23.75 t0 26.25 mg/tablet 25.68mg
95.00 % to 105.00 % of fabel claim 102.72%
Levodopa 237.50 to 262.50 mg/tablet 25393mg
95.00 % to 105.00 % of label claim 101.57%
At shelf life:
Carbidopa 22.50t0 27.50 mg/tablet
90.00 % to 110.00 % of label claim
Levodopa

225.00 to 275.00 mg/tablet
90.00 % 10 110.00 % of labef claim

Meniuaona: He Ginbute 0,5 %,

3,4-nuriapoxcadeninaueron: Re 6imure 1,2%;

MakcHmaTsHa HeieHTHIXORaHa JoMilrka: He Ginbwe 0,2 %;
Cyma noMiuIoK (38 BUIUTIOHEHHAM 3,4-IMriapokCHpeHinaueToH): He
Ginswe 1,0 %.

8 | Cyunposinni aomiwkn

Related Substance
Methyldopa: NMT 0.5 %

HH¥C HCYMHTHIBAEMOTO Npeaena
0.096%

He obxapywero

He oSmapywcHo

Below disregard limit

3.4-dihydroxyphenylacctone :\NMT 1.2 % 0.096%
Highest unknown impurity: NMT 0.2 % Not detected
Total impurities (excluding
3,4-dihydroxyphenylacetonc): NMT 1.0 % Not detected
9 | MixpoSioaoriuna 3sramma kimexicTe aepobmnx Mikpoopramismie (TAMC): ue | <I0KYO/r
4neTOTA* 6immire 10° KYO/T,
3aranbua KiAbKICTS ApikipKkoaux Ta rricehennx rpubis (TYMC): we | <I0KYO/r
6insue 102 KYO/r;
Bincyruicts Escherichia coli 8 ] r npenapary. BincymicTs /r
Microbiological
Purity* Total Aerabic Microbial Count (TAMC): Not more than 10° CFU/g: | <10 CFU/g
Total Combined Yeasts/Moulds Count (TYMC): Not more than 10? | <10 CFU/g
CFU/g,
Escherichia coli absent per 1 g Absent/g

* KoHTpons MikpoGioNoriuHei YHCTOTH NPOBOIATS JIK NepIuMX 3 cepilt, noTiM juis koxHol 10 cepil aGo oaun pa3 B pix.

hereafer at cvery 10% batch or once in a year.

* Microbial purity will be performed on first 3 ¢

BHCHOBOK: Cepis Ne 2002919

Bignosinae sumoram MK PI1 M UA/18054/01/01

CONCLUSION:  Batch Ne 2002919 complies with the requirements of MQC RC Ne UA/18054/01/01
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Kusum Healthcare Pot. Lid.

Jixapeskuii 3aci6: KOHOYHAYC?  (rabacrxu no 25 mr/250 mr, no 10 Tafnerox y Gaicrepi, no 10 Gaicvepin y kaprouniii
ynaxosui)

Medicinal product: CONFUNDUS®  (tablets 25 mg/250 mg, 10 tablets in a blister; 10 blisters is in a carton package)

Cepin: Ne 2002919

Batch No.:

e

\‘ \

AHATI3 BUKOHAB gaTa_ b\ Lo VoA
, (ANALYSED BY) . < z (DATE)

g\%M Kipmor N

Komenrapi: Hemac
Comments: no

3aspa npo ceprudixauito: «dificunm a sacalauyio, N naseaena suue indgopmauis € aocronipuom I Tounow. Lin cepin npoayxuil 6yaa
BRFOTORICHA (BKAIOHRI0YH YIIROBKY / MapKYBAHHR) i NPOBEACHO KOHTPOIL T1 HKOCTI HA BHINEIATAHOMY NixnpHeMcrsi B norsii
sianosianocti 3 pHsorave GMP, ncTanoBreHHMH MICHEBMM PCryINTOPHAM OPranoM, 3 TAKOW Blanosiino go cwenndixauil. uto
MicTUTBCH 8 peccTpsnilinomy focue kpaiun imnoprepa. Ipotokens supafnnuTesa. yiakosku Ta awaridie Oynu ncperaswuyr i
RCTANORNEHO TX RigNoBIANICTS B Moram GMP»,

Centification statement: «On this [ certify, that the above mentioned information is true and accurate. This product batch was produced
(including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer according to all
relevant GMP requirements, established by Local Health Authority, and according to the specification, contained in the registration of
the dossicr importing country. Records of manufacturing, packaging and analysis were reviewed aad determined for their compliance
with the GMP requirementsy.

. olJ]o[2020 ‘ -
KepiBHUK IPynu KOHTPO. KOCTI Mesexep sipainy 3ab

Quality control group manager Quality Assurance grou

A} - Soher
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JU PXJIIKCITY KBA
JEPKABHA CJY/KBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

sy1. bepesuskisceka, 29, Kuis, 021198, Ten./haxe: (044) 550-23-53, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua.l:itps://www.dls.gov.ua, Koz € IPTIOY 370790355

BHUCHOBOK

Npo AKiCTh BBe3eHOro B Y KpaiHy JiKapchKoro 3acoby

12.11.2020 No 58426/20/26

KOH®YHIYC®

(HafMERYBaHH NiKapcbkO! ¢ 32c06y 3riARQ 3 peecTPALiAAAM TOCBINNCHHIM)
Tabaerku o 25 mr/250 mr no 10 rabaeroxk y Gaierepi, no. 10 6aicTepis y lcapTonmii YIIAKOBIi

(popma Bunycky, 103 vBAHHA, BHX naxysaHHx JllKap(:bKOTO sacoﬁy)
Howmep peecpauifiroro nocsinuenss UA/18054/01/01 crpox ail peecipaniiuoro nocsimaenns 23.04.2025
Cepis nikapcbkoro 3aco6y Ne 2002919 KinekicTs BBe3EHOT0 HikAPCHKOTO 3806y 60

BHpoGHHK " KYCYM XEJ1 XKEP ITBT JIT/1, lunis

(HaRMCHYBAHHA BUPOGHUKE HKAPChKOTO 3aC0o8y, KPATHR NOXOIKCHHS)

Baesero B Yxpainy TosapucTBO 3 0GMexeHo10 Bianosinaabuicrio "I nea(bapm JTA",
inent. kon: 20075891

(Haitmenysanys Ta koa 3a CPTIOY xépmmquoi OCOOH 860 1 apitsre, im's, no Gatsxosi gisnHol
0cobH - mianpuemits. i micue. NPOHBANAS TH peccrpamﬁmm ‘HOMep. 06NikoBO] kapTKH TUIATHAKE
noaarkin.abo cepid Ta HOMEp nacnoprd)

MpoTokon BizyaLHOTO KOHTPOAIO Bid 29.10.2020 M 3398/2.
JlaGoparopru# aHanis sKocTi nikapchkoro 3acof) 3nifcHeHuil:

JIT "UenTpansua naGoparopis 3 aHai3y sKOCTI NiKapchKHX 3acobiB i MEIHIHOI ponyKUiT"
(M.Kuis, Byin.Kyapssceka 10r)

HaflMeHyBaHHA TA MicueIHaxowwe-a saboparopit, mo nposena na60 aTOPHKUN ananis aKocTi)
y parop ¥ P

BHGHOBOK 11010 AXOCTI NikAPCLKOTO 3acoby, BuiHui naGoparopicio sia 11.11.2020 Ne 3167

Pesynnraty nabopaTopHoOro aHan lay akocTi nikapebkoro 3acoby 3a nepeBipeHMN MOKA3HNKIMHU BmlmBuIaXOTb
BHMOFaM METORIB KOHTPOJIO AKOCTI (AHANITHYHO- HOPMATUBHOY JOKYMEHTANT).

3a pesynsTaTaMK NEpKABHOTO KOHTPOMIO BSCTAHORNEHO, mo Jikapcskmid 3acib Bseseno B VYxpaiwy 3
RNQUABCTBA WOy 3a6e3reqeHH aKocTi mxapcskux 3ac06iB. &

Muxona XOJIOAEHKO

(iiuiam Ta hpizsuwe)
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