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CEPTU®IKAT SKOCTI
CERTIFICATE OF QUALITY

Haiga n;ﬁom’my_: ETCET®, ta6nerkn, pxphri obcnonkolo, 16 10 Mr

Name of product: ATSAT®, film coated tablets, 10 mg .

Cana jif: ATOPBACTATHH KaNlbIH0 EXBIBARCHTHO aTOPBACTATHRY — 10,0 MT
Streneth: Aforvastatin calcium egnivaleni to atorvastatin — 10.0 mg

Cepis Ne / Batch No.: SAB3003 Poimip ynakosxs / Package size: Me28 (14x2)
Pecctp. Mo/ ARNo.: - FRAO737/23 Tun ynaxosxu / Pack type:. . Bricrep / Blister
Posuip cepii / Batch size: 450 000 Tab/1ab Mara sarovosnenns / Mig. date;  08.2023
Kin-rs. ymaxcosox / No. of packs: 16071 Tepmin npnparaocri / Exp. date:  07.2026
Kpaiia / Market; UKR

Peecrpauiiine nocsiauenna Ne: Tepmin Ai HeobMexennit

Registration Cerfificate No.: UA/9658/01/01 unlimited validity

N nfm Hazea apaniy Crenuinanis Pcz_y.ubram AHATITY
Sr. No, Test name Specification ) Test resalt
Onuc Kpyrni npoonyini rabnerxm, sxpuri ofonohroo | Binnosigae
POXEBOTG KOMBOPY 3 Harmeon «10».3 ounoroe Goxy,
! Description Pink, circular, biconvex film coated tablets with «10» | Comphies
embossed oz one side,
| TnenTydiranis Ha XpomarorpaMax BANPOGORYBAHOIO POIMHHY 7a | Binnorinae
pOSYMHY TIODIBHANHA, OACPRKAHMX B PO3AIN
«KinericHe  BI3HAYeHHs», WaCH  YIpHMyBaHHA
OCHOBHEX MIKiB MAIOTH CAIBIANATH.
2 Identification In Assay, the principal peak in the chromatogram Complies
obfained with test sblution hag the same retention
time as the principal peak in the chromatogram
obtained with reference solufion.
OmHOpiAKICTE N030RAHMX AV LI (L1=15,0), 145
3 OHHMLIL
Uniformity of dosage units AV< LI {L}=15.0). 45
Posnaganns ‘He 6inke 30 xs. 1 2xm 55 cex
4 Disintegration NMT 30 min. | 2 min 55 sec
Pounnerns He menwie 75 % (Q) aropsactarny 3a 30 xs. 105 %
3 Dissolution NLT 75 % (Q) of atorvastatin in 30 mixn. 105 %
Cynpopinni goMiwkn AropractaTisy aezduryopo — he Gignue §,3 %. - 0,060 %
ATOpBACTATHHY MAXTOH — Be Ginsite 0,3 %, Hepiye pinss BU3HAYEHES
Homumka 3 RRT Gimzrko 2,5~ ne Ginsiwe 0,3 %. He Busnneno
Heinentudixonana gomimxa ~ ng 6isme 0,2 %. Hipioye pisnsa s3nauenns
Cyma gomiok — we Ginsime 1,5 %. 0,060 %
6 Related substances Atorvastatin desfluoro; NMT 0.3 %. 0.060 %
Atorvastatin tacton: NMT 0.3 %. BDL
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. BDL
Total impurities: NMT 1.5 %. 0.060 %
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e nfn Haspa auanisy Creundixanis PesyneTtaru auarisy
Sr. No. Test pame Specification ___Test result
Kinpkiche suanavenns Biz9,5 mr 5o 10,5 mr 10,07 mp

(95 % — 105 % Bix 3axsneHol KinEKOCTI), (100,7 %)
7 Assay 9.5 mg to 10.5 mg 10,07 mg
(95 % -105 % of labeled claim). {100.7 %)
Mixpobionoriuya aucrora. JaransHe WMCHO  AepoGHUX  MIKPOOPramisMin
- (TAMC) — ne Ginsute 10° KVQO/r, - <50 KVOIr
3araneHe YHCNO ApbXAROBMX § ruHiceHEBMX rpibin
{TYMC) — ne 6inpime 102 KYO/T. <50 KYO/r
Bincyriicrs Escherichia coli 8 1 r npenapary. Biacyrha
8 Micrebiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g. <50 CFU/g
‘Total combined yeasts and moulds count {(T'YmMCy.
NMT 102 CFU/g. " <50 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

LipogyKkT BATOTORAEHO, YNAKORAHO TA NPOAHANIIORANO JFIHO 3 BHMOTAMH peecTpatifHoro noceingeyna.

The product is manufactired, packed and analyzed &5 per requirements of Registration Cerificate.

Ceprudiikar Ne 009/2020/GMP
‘Certificate No. 009/2020/GMP

Cepist AR Ne 593054
Batch AB Neo. 598054

Binnosinae crannapram Ta suMoram GMP.
It complies with GMP standards and requirements.

Jlinensis va BRPOGARLTEG NiKapcEKMX 44c06ip:
Licence for medical products production;

Hame nimisepmicyso, mwo 8ei sHpoGitnu cranji I wiel cepil ToToROT RpoRYKIIT Gyan aniNcnei b noswin BinrOBmIOCT 5 BHMOTMH, J03HAYEHHMH B QMARIHT

HacTanoei 3 GMP, aatbepmxenii Minic7epcTnoM 0X0pOHH 370p08'S YipaiHs, i 3 BIMoranss pecCTpamiktero Aocke Kpailix NpM3savenss,

} hereby certify that al} tlie manufacturing stages of this batch of finiched product have been caried out in full Goinpliance with the GMP fFequiremsnts of the

Ministry of health of Ukraiye and with the requirements of the Marketing Authorisation file of the destination couniry.

Kimi-ananitm 3ap. sabopatopieto BKA | Hawampuux BICH ¥YnosHoBaXKeHa ocofa
Analytical Chemist _§QC Lab In-charge QCHead { Qualified Person
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