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CERTIFICATE OF QUALITY
Hasa npoayxry: KOHDYHIYC® TPIO, tabnerxy, Bypyti 06ononxao, 150 Mrv37,5 mr/200 wr-
Name of product: CON_F UNDUS® TRIO, coated tablets, 150'mg/37.5 me/200 mg
Ciiaa nits Heronona — 150,0 wr; xapinomna — 37,5 Mr; entakanos — 200,0 mr
Strength: _ Levodopa~— 150.0 mg; carbidopa - 37.5 mg; entacapone - 200.0 mg
Cepia M / Batch No.: 2144722 Poamip ynaxenxu / Package size;  Ne 100
Peccrp. Ne/ A .R.No.: FP/0472/23 Tun yaxosxn / Pack type: MrakoH / Bottle
Posnip cepii / Batch stze: 119 100 ra6/tab. | Harta nurotomnesns / Mfg. date:  10.2022
Kin-1n ynaxonror / No. of packs: 1191 Tepmin npuparnocti/ Exp, date:  10.2025
Kpatua / Market: UKR
Peccrpaniiine noesinvenns Nt ] TepMin il HeoOMexeunit
Registration Certificate No.: LA/I918/01/03 unlimited validity
Nen/nm | Hassa ananizy Crneundixania PesysetaTy ananizy
Sr. No. .___Test name Specification Test result’
Kouip Kopuuneso-vépponni, cipysaTo-uepponmit Binnosinae
L Colour Brown-red, greyish red Complies
Popmia Hpogosrysatutii enine ) Bianosinae
2. -Shape Elongated ellipse Com_pli_es
Kon LCE 150- ) Binmosinae
3. Code LCE 150 Complies
Pucxa Bincy'fm Bigniopinae
4| score No Complies
OfonoHxa BRpHTI ITiBKOBOIO OBONONKOIO Binosigac
3 Coating Film-goated Complies
Cepena Macd Teoperwdta Maca 5% ' 722,5mr
6 Avetage mass Theoretical mass & 5% 722.5 mg
 Onnopinsicrs Macu Eap, Dapm. _ ' Bixnosipae
7 | Uniformity of mass EP Complies
Posunnenns 1eBoRoNH T8 Q=70%, sindorinae SI abo $2, @.CIIA 7a €sp. | 92%
KapBGigomu 3a 45 xB, Dapm. 88%
8 Dissolution of levadopa Q=70%, complies with S1 or. 32, USP and EF 92%
and carbidopa’in 45 min. 88 %
Pozqnienny enrakanony za Q=15%, sinnosizge St abo 52, O.CIIA 1a Crp. | 9%
45 xg. Dap,
% | Dissolution of entacapone in Q=75%, complies with $1 or §2, USP and EP 99 %
45 min
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Nenfmt | Hapa anamisy ' Cneuﬁtpi:cauin PeaynbTaTa ananisy
8r, No.- _ Test nanie _ Specification Test result
Inerradiranis: '
-JIEBOAOCIY Hoswrusno Binmosinae
~Kapbixonu TosuTHBHO Bimnosinae
Identification:
-levodopa Positive Complies
- -carbidopa Positive Complies
KinsKicHe BRRHAYOHES;
~JICBORONH 142,5-157,5 mr/rabmetxa 153,9 My/rabnerxa:
-KapBinonu .35,6-39 4 Mr/ralneTa 39,05 mr/TabneTka
Assay :
-levodepa 142,5-157.5 mgftablet 153.9 mg/tablet
~carbidopa 35.6-39.4 mp/tablet 39.05 mg/ftablet
HMpopyxTi posnazy AEBOUOITH:
~OUHEHYNA HecTenMDITHE =0,1% Flnxde pisns BHsHAYCHHS
-cyma <0,3% Hucge pisis BHaHAYEHHS
10. | Degradation produicts of
levodopa:
- -sihgle unspecified <0.1% BDL
~total <0.3% BDL
Tipoay«TH PO3nagy Kapbinonm:
-METHRIONE ' <0,5%. 0,158 %
-3" 4" gurippokcidenimponan-2- | <0,5% He susBneup
oH
~oAMHHYHA Hecnendiuna <0,2% Haxcge pisns BH3HAYEHNS
-GyMa. <1,2% 0,158 %
Degradation products of
carbidopa:
-methyldopa <0.5% 0.158%
-3” 4% dihydroxyphenylpropan-2- | <0.5% 1 ND
one
=single unspeoified <0.2% BDL
-total < 1.2% 1 0.158.%
InenTadikauis:
-CHTAKANORY ITosutasHO Bixnopinaé
Identification:
-entacapone Positive Complies
T Kinpxice BusHaveHns: ‘
~GHTAKATIORY 190,0-210,0 Mr/rabnieTxa. 202,6 mr/tabaerxa
Asgay: ‘ ‘
-entacapone 190.0-210.0 mg/tablet 202.6 mg/tablet
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N a/n Hasga ananisy Crenppikaniss Pesynerarn ananisy
Sr. No. Test name Specification Test result’

Tlpogykty posnany €HTAXAMORY:
-Z-izomep £0,5% Huee pinas BHIHAYEHRA
- O UHHIRA HeceHHdiuya <0,1% Husxue piBug BUSHAYEHHS
~ CyMa <0,7% Hiskae pipns BH3RGYCHHA.
Degradation products of
¢nttacapone:
~Z-isomer 50.5% BDL
- single unspecified £0.1% BDL
- total <0.7% BDL
Kinpxicne puznavenns rigpasnny { <20 ppm 4 ppm
12 Assay of hydrazine 220 ppm 4 ppm.
InenTndivanig Thrany giokcugy | [Mo3uTero Biznosinag
13. Identification of titanium dioxide | Positive Complies
IneHTHQIKALIA GKCHIY 3anisa TosuTBHO Binnosinae
Y- | Ldentification of iton oxide Positive Complies
MixpoGionoritya wuciora 7
~JaraneHa Kinukicrs aepoGHIX He Binpwe 1000 KYO/r <10 KYO/r
MirpoopranisMin
-3aransHa KinekicTs Apismxebux | He Sinswe 100 KYO/r <10 KYO/r
Ta INceHeRKX rpubis
13. [ - Escherichia coli Bipcyrhicte B 1 T Bincyras
Microbiological purity
~Total aerobic microbiaf count- NMT 1000 CFU/g <10 CFU/g
~Total combined yeasts/moulds NMT 100 CFU/g <10 CFU/g
- Escherichin coli Absencein 1 g Absent

BHCHOBOK: / CONCLUSION:

HpolyxT BUrOTOBNEHO, YIAKOBAHO Ta MPORHANIIOBAHO0 BriXHO 3 BUMOTAMH PEECTPALLIHOTO NOCBIISeHHS,
The product is manufactured, packed and anialyzed-as per requirements of Registration Cerlificate.

Binnoeinae cragaapram ta spMoram GMP.
It complies with GMP standards and requirements,

Jlinensia Ha supobHULITRO MiKAPCLKIX 3ac0fis:
Licence for medical products production:

Ceprudikar Ne 009/2020/GMP
Certificaté No, 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 5980354
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Ll nigrsepacy1o, wo sei BapobRIi eTani i uiel cepil roTool mpofywull Gyan amilicient B HOBHIH BNOBLHOCH 3 BUMOraMH, SAIHANSHHMIE B SRHIAH
nactauoni 3 GMP, sareepaxenili MinicTepersom oXoporn 310pos’a Yipaiin, 13 BEMOrami peecTpaniitaoro Aocse xpaiHu NpWSHENSHnA.

I hereby certify that all the manufacturing stages of this batch of finished product have been cairied oul jn full complinnce with the GMP requirements of the.
Ministsy of health of Ukraine and with the requirements of the Marketing Authorisation file of the destinalion country.

XiMix-ananiTax 1,/3ap. nabopatopicro BKA | Havanpnug BICY Yinoropdxena ocofa
Analytical Chemist [ QC Lab In-charge QC Head. Qualified Person
I’ s/Name: W € el aeraes Y9 E)qmw }Sjme.&\, \%&tﬁc&{,@@@'@/ 6%’
Iliprme/Signature; - . - -—‘/f(;“‘,, Y %\ %@f /
— MM«(}}/ , M Geecraealy
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