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CERTIFICATE OF QUALITY
Haana .npimym‘y: ; KOHCDYH,H,YC“’ TPIO ‘raﬁﬂemli BH})HTI uﬁononxnm, 100 ar/25 Mn’ll{l{} e
Name of product: CONFUNDUS® TRIO coated tablels, 100 inp/25 mp/200mp
Cuna il " Tleporoma ~100,0 mr; KapGizona 25,0 mr; Entaxanon — 200,0 NI
it 1 Strength: _ Levodopd— 100.0 mg; Carbidopa —25.0 mg; Entacaponi—200. Q mg
| Cepin Ne/ Batch No.: 2122076 ‘Poami Ip ynaxumm { Package size: }-{n 100 N
© | Pecerp. Ne/ ARNos | FP/0163/23 | Tun ynaxomn / Pack type: ~ Onaxén/ Botile
'_ | mer«ﬁp cepu ! Batch sizel 141 i{)[}'-raﬁfml; | Hdra’suroTosienis ! Mfg. dater __05.2022
| 1 Kis~rs YIAKOBOK I No. of packs: _I--4Jl.1: Tepain npunarkocrl /Exp, dater  05.2025
. | Xpaiua/ Market' UKR B
g T Peccipaniiiie nocoiguennn Nes 0000 B © Tepmin it HeoBmexennil
| Registration Cortificaté No.:. ,UMI_?}:WD”UZ___ _untiited validity
e TR iay Cneuﬂdﬂﬁﬂmﬂ Pe:;ym.TaTn anaTiny
Sr. Né. - Test name__ Specification . Test result
L Konip KopyHueso-epBonmH, CipyRATO-4epBOHHI Binnosiznae
o Colour i IBrbwnured-,- greyish red Complics
;! , dopma Osganwiia “Bignonigac
| 'Stiape Oval Complies )
s | Koa LCE 100 Bigfiobiswie
| :Code | LCE 100 . Complies
4 Pucxa- BigoyTns Binnogigae.
i 1 Score No _ Complies
. Obononka Bxpu1i naigxonoio o6ogonkKot0 Binnosinae
| Costing ] Film-goated - Complies_
p Cepezns maca: Teoperutia Maca £ 5 % 506,1 Mr
L Average mass _ Theoretical mags %5 % 596.1 g
; OpHopiANICTR MaCH €sp. Oapm, Binnosizae.
;, 1 - 'Umfurmlty of mass. _1ER 1 Complies’
- PozunseHis EBORORI TR Q=75% 102.%
?:i | xapBizonn.3a 45 xa, -sipnoniiae S1; 82 199 %
. : cbicum--aso €ap. Dapy |
" | Dissolution of levodopa =75% 1102%
| and carbidopa’in 45 min.. { ¢complies with §1, 82. 199%
| 1 USPorEP | |
Po3uiHeHHA EHTAKANOHY 32 | Q-'IS% 100 %
45 xu. {-Bignosigac S}, 2 -
] 9 | ®.CHiA a6o Cup. Dapm
Ifﬁ ssolution of-éntacapone in. - Q=75% I 1009
45 'min, I complics with-S1, 52
- - 1 USP or EP
IaenTidixana:
- JCBOACHRA Hoawrusio Binnosijae
1. |- K‘apﬁiﬂunﬂ JIo3uTHBHO Biznosinse
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N/ ~ Hama anaaby Cneundixania - Pesynnrary ananizy
_Sr. No. . Testmame e Specification R Test result
: . Inerrndixauia Tirany niokcHay MosnTouo | Bianonijae
| Meitification of titanium dioxide: | Positive Complies
14 Inenragikanig oxcuny 3anisa [ozupinro Bianoniae
{ Identification of iron oxide Positive Complics
Mikpobionoriyna uncToTa |
|- 3arankHa XinbkicTs acpobrnx | | |
MiXpoopranisMis He Ginswre 1000 KYO/F <10 KYO/r

| = 3arapHa KINLKIETs ApDKDKERRY.

| Ta naiceHeBnxX rpYbie He-Ginre 100 KYO/r

1 <10.KV0O/r

15, | - Escherichid coli ‘Bincyrnicts s 1 r | Bincytua
Microbiological purity e
| —Total.acrobic ymerobial count NMT 1000 CRU/g <10 CPU/g
- Total combined yeasts/moulds | NMT 100 CFU/p’ <10 CFU/g
count
- Escherichia cof|. _ 1 Absenceinlp Absent:

BUCHOBOK: / CONCLUSION:

IIpojyKT BUrOTOBACHO, YIIAKODABO T4 DPOAHANIZ0BAHO ITifBE 3 BUMONAMH peecTpattiiinoro NOCBIAMCH S,

The product ismanufactured, packed and-analyzed as per requirements of Registration Centificate.

Cepiplar No:009/2020/GIP
Certificate No. 009/2020/GMP.
Cepiit AB Ne 598054

Batch AB No. 598054

‘Binnosixac crannapram T4-BrmoraM GMP.

Jt complics with GMP standards and fequiremgits,
Jlineusis ua BHPOGHHUTEO MKBPCHRUX ac06in;
Licence for medical products production:

1 DigraepRkyIo, we 8ci BupobHIHYl. CTAL s et cepil FoToRo! nponykiidi Gysur anifieweni s-nosuill. siuobigiver 3 BUAOTAMH, INIRUICHUMI B UHBITH)

‘Hactadonks GMP] sdmmepioxenilt Misicrepersom oxoponu 3R0pOSTA Yrpaing, | 3 RuMoraMis peectpanifinoero nocke KPATHI DPHBHBUCHAA.

Thereby certify that all'the manufucuiring stages of this batch of. finished product have been carried out in full cumla.:fianc'c-xvilh_ the GMP rgqﬁiremeni_s ;pﬁt_ﬁﬁ

“Ministry of health of Ukraine and with-the récitements of the Marketing Authorisafion file ol ihe destination country,
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‘ = yanalytical Chemist, ¥QCLab In-chaige | QC Head Qualified Person
1 Iv’a/Name;
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‘Mikpobionoriuna yherots
- 3araikHa KimbKICTs acpornx

f Hazﬁ-hgauani:i}t Crewndikanin Pesynwrari ananizy.
| Sr. No.. _Test name.__ . | Specilication | Test result
- 5 Inenrndixanis THrany piokcuay [TosntnBuo | Bianosijae
__{ Identification of titaniim dioxidg. | Positive | Complies
a | Inenrudixania oxcuny sanisa [osuTHnHo Bianonijae
| Identification of iron oxide Positive Complics

MiXpoopraiizmia { He Ginpure 1000 KYO/r <10 KYO/r
i = Jdrajisya KinsKicTs Aphkwkennx, |
T2 npiceHeBRX TPHBIB ' He Ginsue 100 KVO/r | =10KYO/r
15 | - Esthavichia coli ‘Bigeyrsicte s 1 v Bincyras
Micrgbiological purity L
{ ~-Total.acrobic ymerobial count. NMT 1000 CrU/g <10 CFU/g
- Total combined yeasts/moulds | NMT 100 CEU/g <10 CFU/g
count |
- Escherichia coll Absence in 1 g . Absent

BUCHOBOK: / CONCLUSION:

Hpoayir Buroronneno, ynakoBano T4 IpoanaJidoBaio sriQHO % BUMOradH PEECTPALIAHOrO NOCBINYEH N,
The product is:manufactured, patked and.analyzed as per requirements ‘of Registration Certificate.

‘Biguosinae Crangapram 1a Busoram GMP.
It complies with GMP standards and requirements.

JThine H31% 4R ﬂ}lpgﬁimim’sq PIKAPCHRIUX 3ac061p;:
Licence for medical products production:

Ceprigirar Ne 009/2020/GMP
Certificate No. 009/2020/GMP-

Cepiag AR Ne 598054
Bat¢ch AB No. 598054
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