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CEPTHUDIKAT AKOCTI
CERTIFICATE OF QUALITY
Hazsa npoayrry: ETCET®, ratnetxs, sKpuTi 060n0HK010, N0 10 Mr
Name of product: ATSAT®, film coated tablets, 10 mg
Cuaa nii: ATOpBACTATHH KallsLil0 eKBIBATEHTHO aTOpBACTATHAY — 10,0 MT
Strength: Atorvastatin calcium equivalent to atorvastatin — 10.0 mg
Cepin Ne / Batch No.:. SAB3001 Poamip ynakorku / Package size:  Ne84 (14x6)
Peectp. Ne/ A.R.No.: FP/0410/23 Tun ynaxosxn / Pack type: Bnicrep / Blister
Posmip cepii / Batch size: 450 000 tab/tab Hata surorosnenns / Mfg. date; 05,2023
Kin-tb ynaxosox / No. of packs: 5357 Tepmin npugatnocti/ Exp. date:  04.2026
Kpaiua / Market: UKR
Peecrpanifine nocsiguenus Ne; TepMid AT reOGMeKeHUH
Registration Certificate No.: UA/9658/01/01 unlimited validity
Ne n/n Hasga ananisy Cnenudiranis PesynbraTi ananisy
Sr. No. Test name Specification Test result
Onne Kpyrni nsoonyxni rafnerxn, skputi ofononxdio | Bignosizae
POXEBOTO KOJMBOPY 3 HanwcoM «10%» 3 oanoro Goxy.
! Description Pink, circular, biconvex film coated tablets with «10» | Complies
embossed on one side.
Imewrndikauis Ha xpomarorpamax BunpoSoByBanoro posumnyy Ta | Binmosimae
PO3YMHY DOPIBHANHA, OJepXKaHuX B  posiini
«KinepkicHe BH3BAYGHBA», MacH  YTPHMYBAaHHS
OCHOBHUX MiKiR MAOTs CHiBTIANATY.
{ 2 ificati .. . .
- Identification 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,
OnxopinyicTs A030BARHX AVL LY (L1=15,0). 1,8
3 OMHHLE
Uniformity of dosage units AV<LLE (L1=15.0). 1.8
Po3nananHg He 6inbwue 30 xB. 2 xB 24 cex
* | Disintegration NMT 30 min. 2 min 24 sec
Posunnenns He menme 75 % (Q) aropsacraruny 3a 30 xa, 102 %
> | Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 102 %
CynposinHi zominrki ATopBacTaTuHy Ae3diyopo — e Sinbie 0,3 %. Hipicae pisHa BHsHavEHRS
_ATopBacTaTiHy JakTos — He Gineme 0,3 Y%, Hroxue piBas Bu3HaYeHHy
Homimxa 3 RRT 6nm3sxo 2,5 — e 6insiue 0,3 %, He susiBnexo
HeinenrudikosaHa noMiiika ~ e Ginpure 0,2 %. 0,082 %
Cyma nominiox — xe Giapute 1,5 %. 0,207 %
6 Related substances Atorvastatin desfluoro: NMT 0.3 %. BDL
Atorvastatin lacton: NMT 0.3 %. BDL
Impurity at RRT about 2.5: NMT 0.3 %, ND
Unidentified impurity: NMT 0.2 %. 0.082 %
Total impurities: NMT 1.5 %. 0.207 %
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Nen/n Hassa ananisy Cneundixauis Pesynbrath ananizy
Sr. No. Test name Specification Test result
KinpkicHe BrsHayeHHS Bin 9,5 Mr o 10,5 Mr 9,87 Mr

(95 % — 105 % Bin 3asBnenol kitskocti). (98,7 %)

7 Assay 9.5 mgto 10.5mg 9.87 mg
(95 %105 % of labeled claim). (98.7 %)

Mikpobiosnoriuna ynerora 3aranupe uMCHO  aepobHMX  MIKpOOpramizMin

(TAMC) - ne 6insme 103 KYO/r. <50 KYO/r
3aransye yucno ApiKmMKOBHX | nuicenerny rpubis
{TYMC) ~ 5e Ginse 102 KYO/r. <50 KYO/Ir
Bincytricts Escherichia coli B 1 r npenapary. BigcyTns

8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <50 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TIponyxT BUTOTOBNEKO, YIIAKOBAKO Ta NPOaHaNi3oBaHo 3riAHO 3 BEMOTaMH PeccTpalilinoro Ioceifiens.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprudirkar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepisr AB Np.598054
Batch AB No. 598054

Binnopinae crannapraM ta puMoraMm GMP.
It complies with GMP standards and requirements,

Jlinensis #a BUpoOHUUTBO NIKAPCHKHX 32c0618:
‘Licence for medical products production:

Lun nizrsepascyio, o pei spoSuuMi cTaaii ana nici cepii rovosoi npoayxuii Sy 3¥icueni B NosHIT BIANOBIANOCTI 3 BUMOTaMH, JA3HAYCHIMK B YHINIL
Hacranosi 3 GMP, saTeepibreniit MinicrepersoM oxopoun 35iopos’s Yxpaiun, i 3 BuMoramn pecorpanifinore A0Cs€ Kpalni npusnaeHus.

1 hereby cenify 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.
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Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
’ . P . 7 /)
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