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CEPTUMUKAT KAUECTBA

CERTIFICATE OF QUALITY

Ha3ssanue upoaykra: KOHOYHIYC® TPIO, Tabnery, BKD
Name of product: CONFUNDUS® TRIO, coated tablets, 150

uTi 060JI0RKQIO, 10 150 M1/37,5 Mr/200 Mr Ne100 y dmakoni
mg/37.5 mg/200 mg No. 100 in bottle

Per. Ne: / A.R.No.: FP/0559/20

Pasvep cepun: / Batch size: 59 100 Ta6./iabl,

Cepus Ne: / Batch No.: 2006761

Koauueerao ynakosox: / Number of packs: 591

Jla¥a wiroToBeiny; {Mfg. date: 03.2020

Cpok roanocru: / Exp, date: 03.2023

Perwerpanuonnoe ceunérenscerso Ne UA/1919/01/03, TepMiH Aii HeoOMexeHHIH
Registration certificate No. UA/ 1919/0.1/03,_ unlimited validity

Ne n/n Hapamerpnt Crexudmraims Pesynrrare
Sr. No, Tests Specifications Observations
1 Lser Kopuanesaro-kpachstii, ceposato-kpacusii Cootsetcrayer
Color Brownish red, greyish red Complies
2 Dopma Ilpoaonrosareii amnune ‘Coorserctayer
Shape Elongated ellipse Complies
3 Koa LCE 150 Cooteerctayer
Code LCE 150 Complies
4 Pucka OrcyTcTayer Coorsercrpyer
Line Noe : Complies
5 Obonoyxa FloxpriThie TneHouns# 06ON0YEOH CoorsercTryer
Coating Film-coated : Complies
6  Cpenwsa Macca Teopernucckan Macca + 5% (715 mr 5 %) 7235 mr
Average weight Theoretical mass + 5 % (715mg + 5 %) 723 5mg_
7 ONHOPORHOCTD MBCCH Enp. ®apm. Coorsercrayer
Uniformity of wejght EP Complies
8 Pacteopenue nesogons: u 275 % (Q=70 %) 102 %
KapGuaomLl 32 45 Mun., 98 %
(D.CILIA, S1, S2)
Dissclution 45 min, levodopa 275 % {Q=70 %) 102 %
and carbidopa (USP, S1, §2) ' 98 %
9 Pactsopenne sHTaxanouna sa =80% (Q=75%) 100°%
45 smn,, (D.CHIA, S1, 82)
Dissolution 45 min, entacapone | >80% (Q=75%) 100 %
(USP, 51, §2)
10 Hacurudnranus:
- NEBOAOTIBT TlonoxuTensho Coorpercrryer
- kKapGuaons Toaoxutensno Cooreercryer
Identification:
- levodopa Positive Complies
- carbidopa Positive Complies
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Ne n/n Hapamerpn Cnemspnraups Pesyanrare
Sr. No. Tests Specifications Observations ]
Komnuectsentoe onpenencune:
- EBOROIL] 142,5 - 157,5 mr/rabrerxa 153,7 mr/rabreTxa
- KapGHAaonL 35,6 - 39,4 Mr/Tabnerka 36,33 Mr/Tabrerka
Assay:
- levodopa 142,5 - 157.5 mg/tablet 153.7 mg/tablet
- carbidopa 35.6 -394 mg/tablet 36.33 mg/tablet
Mponyxru1 pacnana nesononns:
- AHHHYHASL HeOTIPEACTEHHAY <0,1% Huxe yposis onpenencting
- cyMMa <0,3% Huxe yposun onpeaenenus
Degradation produicts of
levodopa:
- single unspecified <0.1% BDL
- total £03% BDL
IpoayxTur pacnana
kapOounons::
- METHAZONA <0,5% 0,173 %
-374% £1,2% He o6napysxeno
Aurnapoxenbenunnponan-2-on
--CAHHUYHAA HCONPEReNCHHAR <0,2% Huxe yposns onpeneneins
- CyMMa <2,0% 0,173 %
Degradation produets of
carbidopa:
- methyldopa $05% 0.173:%
- 3',4’-dihydroxyphenylp.ropan- <12% ND
2-one
- single unspecified =02% BDL
- total £2.0% 0.173 %
11 Hnenrudrkanus:
- 3HTAKANOHS Honoxutensso Coorsetcrayer
Identification: .
- entacapone Positive Complies
Konuuectsennoe onpeaesicHHe: '
- 3HTaKalioHa 190,0 - 210,0 mr/ragnerxa 201,4 mMr/ra6nerxa
Assay;
- entacapone 190.0 - 210.0 mg/tablet 201:4:mg/tablet
Mpoayxrst pacnana TR
SHTaKallOHA:
- Z-usomep =0,5% Hinxe yposus onpeneneiins
- CAMHHYHAA HEOMIPEACICHHAS 20,1% Hyxe yposus onpenenenns
- CyMma <0,7% Huke yposus onpenenenng
Degradation products of
entacapone:
- Z-isomer <05% BDL
- single unspecified 20.1% BDL
- total <0.7% BDL
FP/0559/20 Crpannua Ne: 2 3 3
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Ne nin Napamerpw Cnenudimicanun Pesyantarns
Sr. Ne. Tests Specifications Observations
12 Hﬁeumq‘mmum THTang [onoxurensHo Cootsercrayer
AHOKCHA
Identification of titanjum Positive Complies
dioxide
13 Hnentudmranns oxenza Honoxurennuo Cootsertcrayer
Kenesa
Identification of iron oxide Positive Complies
14 MukpoGuonornueckas unctora
- OBwee uncao aspobupix He Gonbwe 1000 KOE/r <10 KOFE/r
MHKPOOPraHHIMOB
- OBuiee uncno aposcoxessix 1 | He Gomsme 160 KOE/r <10 KQE/r
TIECHEBRIX rpubos
- Escherichia coli Ozcyrcteue s I r Escherichia coli -
OTCYTCTBYET
Microbiological purity
- Total acrobic microbial count | NMT 1600 CFU/g <10 CFU/g
- Total combined yeasis/moulds | NMT 100 CFU/g <10 CFU/g
- Escherichia coli Absenceinl g Escherichia coli is absem
perlg

CONCLUSION: the product js manufactured, packcd.and'_aaaiyied as per Registration

with GMP standards and requirements; Certificate No. 009/2020/GMP

Juuensus na NPOUIBOACTRO NEKAPCTBEHHAIX cpeacts: Cepus AB No 598054

Licence for medical products produetion:

Batch  AB No. 598054

Certificate: requirements, It complics

XeMuK-auaTHTHK Sam. nadanbunka OKK | Hawansnnk OKK Ynoenuomoueunoe annp

Analyst @puty QC Head QC Head Qualified Person
Huma/Name: faﬁ  plstk s é{w CloatO ”‘,.«"_r;’ ) Pa%m \&dpmh. ‘?M é/% ildot czé'{-fj’
Honnnes/Signature: e sl (ﬁ: (.:,w D«\W TRt te 'm.?f/
Hata/ate: Ao Jo7 faz w@};_ ERIEIET AD 5:,:/;&/ B
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