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CEPTHRIKAT SIKOCTI
CERTIFICATE OF QUALITY

Hazna npoayery: ETCET®, ta6nerky, BrpyuTi 060m01K010, 110 20 MF
Name of product: ATSAT®, filin coated tablets, 20 mg
Cura it ATOPBACTATHA KaNbIi0 EXBIBANEHTHO aTopBacTaTiy — 20,0 Mr
Strength: Atorvastatin calcinm equivalent to atorvastatin — 20.0 mg
Ccpist Ne / Batch No.: SAC4001 Posmip yoaxoskn / Package size:  Ne2§ (14x2)
Pecerp. Ko/ AR.No.: FP/0295/24 Tun ynarosku / Pack type: Laicrep / Blister
Posnip cepii / Batch size: 1 000 000 Tab/tab | Hara surorosnenns / Mfg, date:  04.2024
Kin-ms ynaxonox / No. of packs: 35714 Tepmin pnpataocti/ Exp. date:  03.2027
Kpaina / Market: UKR
Pecerpamifine nocsimaens Ne: TopMin Ml neoGmexennn
eceTpaul ) UA/9658/01/02 PRSI AT HEODME?
Registration Certificate No.: unlimited validity
Ne n/n Hazsa ananisy Cneundikauis Pesynpratiy ananisy
Sr. No. Test name Specification Test result
Onue Kpyrsi spsoonyxkni rtabnerky, Brpuri obosonxoio | Bimosinac
POKEBOIO KONILOPY 3 Hanueom «20» 3 ontoroe doky.
Description Pink, circular, biconvex film coated tablets with *207 | Complies
embossed on one side.
Laenrudixatis Ha xpomatorpamax sunpoSosysanoro posusnwy Ta | Bianosinac
pO3UKMKHY  TIOPIBHSHNAS, QUepAaMuX B posaini
«IGurpKicHE  BUSHAMEHMAY, UACH  YTPHMYBAHHA
OCHOBHHX ITHIB MAIOTH CTHBRANATH.
2 fdentification _ . N .
In Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with reference solution.
OAROPIAMICTL AO3OBANHX AV LT (L1=15,0). 4.8
3 OIHHNLLE
Uniformity of dosage units AV< LY (L1=15.0). 4.8
Posnanamss He Ginsie 30 xb. 2 x8 48 cex
Disintegration NMT 30 minutes. 2 min 48 sec
PosumBeHns He menme 75 % (Q) atopgacrarnuy 3a 30 xs. 102 %
5
- Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 102 %
Cyrposiani noMinrcn Aropeacrarsuy xesdayopo -~ ne Ginsure 0,3 Y. 0,056 %
AroppacraTuRy JakTon -- ne 6ibine 0,3 %. Lak4e pinnsg BH3IAMCHIA
Jonsimxa s RRT Gnwseko 2,5 -~ ne Gizne 0,3 %. He pisnsacno
Heinentigixosana Jominka -- ne 6insiuc 0.2 %. 0,056 %
Cyma pomilox - e Sianme 1,5 . 0,217%
6 ) <o
Atorvastatin desfluoro: NMT 0.3 9%. 0.056 %
Related substances Atorvastatin lacton: NMT 0.3 "/o BDI.
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. (0.056 %
Total tmpurities: NMT 1.5 %4, 0.217 %
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TOB «Kycym dapyy» CEPTUDIKATIB g’wq;% Yipaiua, 40020, m.Cysu, yn. Ckpadina, 54
Yipatna, 02092, y.Knis, g w7 Ten.: +38(0542) 77-46-10, haxc: 77-46-11
pyn. Aamaraueska, 58 N\\Yo e-mail: plant@kusum.ua
Ten: +38(044) 495-82-88, (axc: 495-8 LL8¢Lse J/%a/fm wwiwv.kusum.ua
Mo ni/n Haspa ananisy Cremndrivanist PesynuraTh anaaisy
Sr. No. Test name Specification Test result
KinpxicHe pissaucays Bia 19 Mr no 21 M1 20,30 mMriradi.
(95 % — 105 % sin 3assnesol KiNbKOCT). (101,5 %)
7 Assay 19mgto2l mg 20.30 myp/tabl.
(95 % ~105% of labeled claimy). (101.5 %)
MikpoGiosoriiga YiHCToTa 3aranbue  4KCAO  acpolmux  Mikpoopranizmin

(TAMC) - we Gimue 10 KYO/r, <50 KYOir

3aranpye YMCIO AphXIKORNK i Maicenenux rpndis

(TYMC) ~ ne Ginpure 10> KYO/r. <50 XY O/r

Rincyrnicts Escherichia coli n 1 r npenapatry. Bincyrua

8 Micrabiological purity Total acrobic microbial count (TAMC):

NMT 10° CFU/g. <30 CFU/g

Total combined yeasts and moulds count (TYMC):

NMT 10? CFU/g. <50 CFU/g

Escherichia coli must be absent per | g. Absent

BHCHOBOK: / CONCLUSION:

[TpOAYKT BHIOTORACHD, YHAKORAIL Ta HPOLNANIZOBAHO SIMTANO 3 BUMOTAMY PECTPALITHONG IIOCRIAUEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinac crayiapras Ta Bsoray GMP. Ceprdixar No 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
JHuensis na ssipoGuuurso Aikapeskix 3acofis: Cepist AB No 598054

Licence for medical products production: Batch AB No. 598054

Ll B RepsuRyIo, WO pei BUPAGHIE Cramii A Wiei cepil FOTOROT NPOAYKIT Gyan SAITICHENT B NOBHIRA BIANORIAUOCT] 3 DHMOTAMIL, JUSIBNENNAG b sl
pacranoni 3 GMP, sarnepameniit Miliciepemsos oxopotst 3A0par’a YEpahin, i 3 BHMOramMi peCeTpauifiioro ocn¢ kpaini Dpi3saenua.

1 bereby cerify that all the manufacturing stages of this hateh of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukiine and with the requirements of the Marketing Authorisation file of the destination country.

Ximik-aganiTHr ,3ap. nadoparopiero B | Havaupnik BKA Viosnopasena ocodi
Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
M s/Name: 7 L e ) . [,2 o " j -
‘ Aifoinnige WD ft, | Srrneeemene 19| e ( [ofduwmta Ji 2
. 1 . BarT
[Hame/Signature: ,/// . Ll g 3’1\ Vg
HaradDate: Y oy PO

Page 1/1



