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CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY

Ha;na npoaykTy: ETCET®, tabnerky, sxpuTi 0605108K010, 110 40 Mr

Name of product: ATSAT®, film coated tablets, 40 mg

Cuna il ATOpBacTaTHH KANLLIIO eKBiBaNCHTHO aTopacTatuny ~ 40,0 Mr
Strength: Atorvastatin calcium equivalent to atorvastatin — 40.0 mg

Cepist Ne / Batch No.: SAP4001 Poamip ymakosku / Package size:  Ne28 (14%2)
Pecerp. Ne/ ARNo.: FP/0167/24 Tun ynaxosku / Pack type: Buicrep / Blister
Poamip cepii / Batch size: 450 000 Tabd/tab JlaTa puroropaenus / Mfg. date:  02.2024
Kin-16 ynawosok / No. of packs: 16 071 Tepmin npuparsocti/ Exp. dater  01.2027
Kpaiua / Market: UKR

Peecrpanifine nocsinyenus Ne: TepmiH Nif HeobMexeHuH

Registration Certificate No.: UA/9658/01/03 unlimited validity
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Nen/n Hasea ananisy Crenudixanis PesynpraTi ananizy
Sr. No. Test name Specification Test result
Omnue Kpyrni nsoonykni Tabnerksm, Bkpmri oGononkoio | Bianosinae
POKEROTO KONBOPY, TlafieHbki 3 060X Goxis.
Description Pink, round, biconvex film coated tablets, plain on | Complies
both sides.
Inenrudixanis Ha xpomarorpamax Bumpofosysaoro posuniy 7a | Biarosinae
po3YMHy JIOpIBHANHS, OEPKAHMX B pO3;
«KinpkicHe  BFBHAYEHHA», NACH  YTPHMYBAHHA
OCHOBHEX JYHiKiB MaIOTh CIIBNAJATI,
[dentification 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.
OnsopinHicTh 1030BAHNX AV LI (L1=15,0). 4,8
3 OJIHULB
Uniformity of dosage units AVL LI (1.1=15.0). 4.8
Posnamanmis He 6inpue 30 xB. 5 xn 29 cex
Disintegration NMT 30 min. 5 min 29 sec
Pozunnenns He merme 75 % (Q) aroppacrariHy 3a 30 X8 102 %
3 Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 102 %
Cynposinii JOMIUKH ATopeactaTHHy Ke3(nyopo — He Ginsme 0,3 %. Husicde pisna BH3HAYCHHI
ATOpBacTatiiy nakron — e 6insiue 0,3 %. Huucie pisHa BUZHAYEHHS
Jominzka 3 RRT Gnmsbio 2,5 ~ne Ginsute 0,3 %. Hmxue piBiis BU3HAYEHHS
Heineutndixopana nomimxa — pe Ginsue 0,2 %, 0,069 %
Cyma nomiutox — e 6inswe 1,5 %. 0,188 %
6 Related substances Atorvastatin desfluoro: NMT 0.3 %. BDL
Atorvastatin lacton: NMT 0.3 %. BDL
Impurity at RRT about 2.5: NMT 0.3 %. BDL
Unidentified impurity: NMT 0.2 %. 0.069 %
Total impurities: NMT 1.5 %. 0.188 %
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Ne n/n Ha3sgpa ananizy Crneuydicanisn PesyanTaTy ananisy
Sr. No. Test name Specification Test result
Kinpxicse BH3HaYCHHA Biz 38 mr/rabn. o 42 Mr/Tabn, 39,80 mr/rabn.
(95 % — 105 % Bin 3a3BeHOT KiALKOCTI) (99,5 %)
71 Assay 38 me/tabl. to 42 mg/tabl. 39,80 mg/tabl.
(95 % ~ 105 % of labeled claim) (99.5 %)
Mikpobionoriyna 4ucToTa JaransHe  uMeno  aepoGHEX  Mikpoopramiamis
(TAMC) - we 6inbire 10° KVO/r. <50 KYO/r
3arankHe YHCAO NPIKIDKOBYX | nniceHesux rph6in
(TYMC) ~ nie Ginniue 102 KYO/r. <50 KYO/r
Bipcyruicts Escherichia coli s 1 r npenapary. Bincyna
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° 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

BUCHOBOK: / CONCLUSION:

[IpoayKT BUrOTOBAEHO, YNAKOBAHO T4 IPOAHANIIOBAHO 3ITLHO 3 BAMOIAMA PEECTPALIAHOTO NOCBINMEHRS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranpapram ta BuMoram GMP, Ceprudirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jliuensis na pupoSuMNTBO Nikapebinx 3acobis: Cepisnt AB Ne 598054

Licence for medical products production: Batch AB No. 598054

IhM HIRTBEPRXKYIO, 1O BCi BupoGHHYI crazil s tiel cepii roToBoi nponyruii Syan 3NIHCHCHT B NOBHIH BIATIOBIAHOCT] 3 BHMOFAMM, SA3LANCIHMI B HHILLIR
nactanoni 3 GMP, 3arnepipkenilt MinicrepcTaoM OXopotH 310pos’a YKpailin, i 3 BHMOTaMH peceTpaitifioro aocke Kpailil NPHIHAUECHHA.

} hereby certify that all the manufacturing stages of this batch of finished product have been carried 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,

Ximik-ananitix 3ap. naGoparopicio BKS | Havansuux BKS YrnosHOBaXeHa 0C00a
Analytical Chemist 17QC Lab In-charge QC Head Qualified Person
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