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CEPTUPIKAT AKOCTI
CERTIFICATE OF QUALITY

Haspa npoayxry:
Name of product:

ETCE'I®, TaBJNETKY, BKPHTI oGononxoro, no 20 mMr
ATSAT®, film coated tablets, 20 mg

Registration Certificate No.:

unlimited validity

Cuna git: ATOpRAacTaTHH KaslbLiio expiBasenTHo aroppactatuny —~ 20,0 Mr
Strength: Atorvastatin calcium équivalent to atorvastatin — 20.0 mg

Cepist Ne / Batch No.: SAC4003 Po3mip ynaxoska / Package size: N84 (14x6)
Peectp. Ne/ A.R.No.: FP/0416/24 Tun ynaxoskn / Pack type: Bnictep / Blister
Posmip cepii/ Batch size: 1 000 000 1a6/tab | Mata suroTopnenns / Mfg. date: 05,2024

Kin-te ynaxosox / No. of packs: 11 904 Tepmiu npunaTocri/ Exp. date:  04.2027
Kpaina / Market: UKR

Peccrpauiitne moceinuennst Ne: UA/9658/01/02 TepMid Bl HeoOMexeHuH

Ne n/n Hazpa anpanizy Cneundixauis PesyanTaTu ananisy
Sr. No. Test name Specification Test result
Onwc Kpyrni msoonykni Tabmerky, Bkpuri obosonkorw | Binmopinae
POEBOrO KOJNIBOPY 3 HAmMCcOM «20» 3 oiHOTO GOKy.
1 Description Pink, circular, biconvex film coated tablets with “20” | Complies
embossed on one side.
InesTudikanis Ha xpomarorpamax BunmpoGoBYBAHOTO posumHy Ta | Bianosinae
PO3YMHY  TIOPIBHSHHA, OHCPXaHMX B  po3Ain
«KUTbKiCHG ~ BH3HAUCHHS», YaCH  YTPHMYBaHus
OCHOBHYX MiKiB MAIOTE CHIBNIARATH.
2 Idsntitication 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.
O/HOpIAHICTS JO30BAHMX AVLL (L1=15,0). 3,6
3 ONVIHMILD
Uniformity of dosage units AVL LY (Li1=15.0). 3.6
Poznananin He 6inpwe 30 xs. 3xB 12 cex
i Disintegration NMT 30 minutes. 3 min 12 sec
Po3uvnenns He mene 75 % (Q) aropsacratury 3a 30 x8. 103 %
3 Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 103 %
Cynposinni noMimxu ATopracTaTihy gesdryopo — He Ginbiie 0,3 %. Hipkue piBHs BUHAYCHHS
ATOpBACTATHHY NaKToH — He Ginbue 0,3 %. Hikue piBHA BU3HAUEHHS
JTominxa 3 RRT 6ausbko 2,5 — He Guisiue 0,3 Y%. He susisiieHo
HeinenTrbixopana nomimxa ~ ve Ginsme 0,2 %. 0,057 %
Cyma sroMimox - ne Ginblue 1,5 %. 0,057 %
6 Atorvastatin desfluoro: NMT 0.3 %. BDL
Related substances Atorvastatin lacton: NMT 0.3 %. BDL
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity; NMT 0.2 %. 0.057 %
Total impurities: NMT 1.5 %. 0.057 %
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Ne n/ni Haspa aunanisy Crenndirauis PesynbTaTi anaisy
Sr. No. Test name Specification Test result
KinbxicHe BH3HAUEHHA Bix 19 Mr oo 21 mr 20,09 mr/raba.
(95 % — 105 % Bin 3asBeHOT KUILKOCTH). (100,5 %)
) Assay 19mgto 21 mg 20.09 mg/tabl.
(95 % —105% of labeled claim). (100.5 %)
Mikpo6ionoriyna yneToTa 3aranbHe  MMCHO  aepoGHEX  MikpoopraHismis
(TAMC) — ne Ginswe 103 KYO/r. <50 KVO/r
3aranbHe YHCA0 ApLKILKOBMX 1 nnicenesux rpubin
(TYMC) ~ ne Ginsiue 10> KYO/r. <50 KYO/r
Bincytnicts Escherichia coli 8 1 r npenapary. Bincyrnsa
s Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g, _ <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g. <50 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHUCHOBOK: / CONCLUSION:

FIponykT BUrOTORNEHO, YIAKOBAHO T4 IPOAHANIZ0BAHO 3riIHO 3 BUMOTaMH PEECTPANiHHOro NoCBiAeH s,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranpapram ta sumoramM GMP,

It complies with GMP standards and requirements.

Jliuensis Ha BHPOOHUUTBO NiKapehkix 3acobin:
Licence for medical products production:

Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB N 598054
Batch AB No. 598054

LliM NIATBEPIOKYIO, IO BCI BUPOGHIYT cranii 1 uici cepii rotosol npoayKuil Gy 3nificuesi 8 NOBHIN BIAHOBIIHOCTI 3 BUMOFAMM, JA3HAUCHHMI B HnHMHiA
nactanosi 3 GMP, sarpepmxenii Minictepersom oxoponi 310pos’s Yrpainu, | 3 8HMOram peectpauiiinoro A0Cse kpailii NpH3HACHHS.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carsicd out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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