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CERTIFICATE OF QUALITY

Haipa npopyrry: KOROYHIAYC® TPIO, tabnerin, Brpuri oGononkero, 200 mr/S0 M/200 mr
Name of product; CONFUNDUS® TRIQ, coated tablets, 200 mg/50 me/200 mg
Cuna il Jiepopona — 200 mr; kapbinona — 50,0 Mr; enTakanon ~ 200,0 Mr
Strength: Levodopa — 200 mg, carbidepa — 50.0 mye; entacapone —200.0 mg
Cepist No / Batch No.: 2161285 Posmip ynaxosin / Package size:  No 100
Peecrp. No/ AR No.: FP/0752/23 Tun ynakosrn / Pack type: <naxon / Bottle
Posnip cepiy/ Batch size: 107 100 rad/tab HaTa surotopserns / Mfg, date: 02,2023
Kin-1e ynawosok / No. of packs: 1071 Tepmin npunatHocri / Exp, date: 02,2026
Kpaina / Market; UKR
Peeerpauiiine nocnimennn No: TepMin AiT Heobmenennii
Registration Certificate No.; =7 1919/01/04 unlimited validity
Ne n/n Hazpa aunanisy Crenndixanin PesyawTaTtil ananizy
Sr. Ny, Test name Specification Test result
Koaip TaBneTin TEMHOTS KOPHUKEBOTD-UEPBOHOTO KONECDY | Binnosinge
1 Colour Dark brownish red tablets Complies
Dopma Onanpnol Gopmi Binnosigac
"
- Shape Oval Complies
Koa LCE 200 Bianosigae
3 Code LCE 200 Complies
Pucka Bincyris Binrepinae
4 Score No Complies
Obuwonka Brprti aiskonow ofononxoo Binnosijgae
5 Coating Film-coated Complies
Crnropignicts golonanmx
ONHHBLEE!
-JNIeBOLOME Enp. Mapu, Binnonimac
~EHTAKARON Cop. Dapm. Binnosinae
p -kapbigona €op. Dapw. Binnorizac
Uniformity of dosape unils: '
-levodopa EP Complies
-entacapone EP Complies
~carbidopa Ep Complies
Posunnenns nesonony ta Q=70% 99 %
xapBipomi 12 45 xx5. sigmosizac St, §2 ado S3 99 %
P, CHIA ra €8p. Papum
7 Dissolution of levodopa Q=10% 89 %
and carbidopa in 45 min. complies with 81, 82 or §3 99 %
USP and EP
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Ne n/ne Haaea ananisy Crnenndiranin PesyanTarn ananiay

Sr. No. Test name Specification Test result
Posumnenns enraxarony sa Q=75% 102 %
45 xn. . sinnosinas S1, $2 ado S3

g ¢, CIIIA ta €ap. Dapu _

Dissolution of eniacapone in Q=75% 102 %
45 min. comyplies with §1, S2 or S3, USP and EP
laeHTU]ixAN:
-NEBOROMH [Mosurnano Binnosimae
-kapbigonn Hosnrnzro Bimnosigae
Hentification:
-levodopa Positive Complies
-carbidopa Posilive Complics
Kiapxicne BHanHayeHa: .
~NEBOJIOIH 190,0-210,0 mrfrabnerka 201,5 mirfrabrera
~Kap@izony 47,5-52,5 mritabnerka 50,10 mritatinerka
Assay:
-levodaopa 190.0-210.0 mg/tablet 201.5 mg/tablet
-carbidopa 47.5-52.5 mghablet 50.10 mpftablet

HpojyKkTi po3nany JeBOLONH:

~OAWHAYHA Hecnewgiung <0,1% Hmxue piBHg BHIHAYEHNA
-CyMa <0,3% Hmsoie piruy nuzuaveniis
9. Degradation preducis of
levodopa:
-single unspecified <0.19% BDL
-total <0.3% BDL
TMpokyirs posmany kapbinomi:
-METHIIOA <0,5% 0,144 %
34" purifpokcideninnponau-2- | <0,5% He sussreHo
Od
-0JHHHYHA Kecneldiuna £0,2% Hipicue pisns pisyauens
-cyma 21,2% 0,144 9%
Degradation products of
carbidopa;
-methyldopa <0.5% 0.144 %
-3'4’-dihydroxyphenyipropan-2- | <{.5% ND
one
-Single unspecified <0.2% BDI.
-total £1.2% 0.144 %
Laentrdixanis:
~EHTaKANONY flosmmiieno Binnonigae
Identification:
-entacapons Positive Complies
10. ——
Kinskicue susaavucHan:
~CITAKAIIGHY 190,0--210.0 Mr/radnerka 201,3 mrfrabneTra
Assay:
-entacapone 190.0-210.0 mgftablet 201.3 mg/tablet
FP/T52/23 Crop./Page No: 2 3/of 3
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No i Haspa aunanizy Creyudixanis Pesyawrarn ananiy
Sr. No, Test name Specification Test resuit

[TponyKER POIMALY ERTAKATIOIY:
-Z-izoMep <0,5% Huieue pinsa PH3HAYCHHS
- QAMHHYAZ BecTIenMditHA, <0,1% Hlaace pisns pinatenis
- CyMa <0,7% Hinicye pigng pusHauens
Degradation products of
entacapone:
-Z-isomer < 0.5% BDL
- single unspecified <0.1% BDL
- total <0.7% BDL
Kinbgicue pusuadenys rizpayiny | <20 ppm 7 ppim

i Assay of hydrazine <20 ppm 7 ppm
Inenrudikanin THTaNY MlokcwLy TosurHeno Bipnosinac

12. Identification of titanium dioxide | Positive Complies
InenTrthikaiis okcrily saniza Floaurusxo Binnosinae

13 Identification of iron oxide Positive Complies
MixpoBiororidan sHeToTa _
-3araisia KmbKicTh aepoBiux He Ginvine 1000 KYO/ r <10 K¥YO/r
MixpoopranisMis
-3aranspa Kinexicts gpixmresnx | He Ginsme 100 KYO/ ¢ <I0KYO/r
Ta mricenenux rpudin

14, - Escherichia coli Bimcyrmersslr Bigeyria
Micrebiological purity
-Total aerobic microbial count NMT 1000 CFU/g <10 CFufg
~Total combined yeasts/moulds NMT 100 CEU/g <10 CFU/g
- Escherichia coli Absenceinl g Absgent

BHCHOBOK: / CONCLUSION:

[TpoaysT BArOTOBNEHO, YNAKOBAHO TA JIPOAHANISOBAHO 3TI/HO 3 BHMOIAMN PEECTPALIHHONO 1IOCE e HN.
The product is manufactured, packed and analyzed as per requirements of Regisiration Certificate.

Binnopinae craupapras Ta puMorasd GMP.
It complies with GMP standards and requirements.

Jinensis va 3UPOSHHLITEO NixapohKux 2acobin:
Licence for medicat products production:

Ceprudikar Ne 080/2023/GMP
Ceriificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Llus migreepixyio, Wo eei enpoSnsmi cragii o wek cepii ToToRol nponyxuil By saifickent » nomnii pinroriamocti a BHMOT2MH, 320HHCHUMIL B SHpHi
nactaneni 8 GMP, satsepmxeniii MinicTeperaon oxopens 3gopos’s Vipaiits, i 3 BHMOraMH PRECTPALIFinero JOCEE KDATHH NEHZHAYCH)Y.

1 heceby centify that al) the mamafacturing stages of this batcl: of finished product have been carded out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authotisation file of the destination country.

Kimix-ananitix ABab. nadopatopiero BICH | Havanennx BIGT Vnosuosaxkena ocofa
Analytical Chemist  7QC Lab In-charge QU Head Qualified Person
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