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CERTIFICATE OF QUALITY
Hassa npoayrry: ETCET®, rabnetru, skputi 0601011010, 110 80 MT
Name of product: ATSAT®, film coated tablets, 80 mg
Cuna niit ATOpBACTATHH KaIbilit0 eKBIBANIGRTHO aTopBacTaThHy —~ 80,0 Mr
Strength: Alorvastatin calcium equivalent to atorvastatin — 80.0 mg
Cepin Ne / Batch No.: SAQ3001 Posmip ynakopku / Package size:  Ne28 (14x2)
Peeerp. Ne/ A.R.No.: FP/0556/23 Tun ynaxosxu / Pack type: Bnicrep / Blister
Posmip cepii/ Batch size: 100 000 tab/tab Hata surotosnenns / Mfg. date:  05.2023
Kin-rp ynaxosok / No. of packs: 3 571 Tepmin npugatrocri / Exp. date:  04.2026
Kpaina / Market: UKR
Peecrpanifine mocsingennn Ne: TepMin Al neoOMexeHuH
Registration Certificate No.: UA/5658/01/04 unlimited validity

2 Identification

Ne o/mx Haspa ananisy Cneundixauis PesynuraTn ananisy
Sr. No, Test name Specification Test result
Onne Kpyrni psoonykni Tafnerkn, skputi oGononkow | Bixnosimae
POKEBOTO KONLOPY, rafeHbki 3 060X Gokia.
Description Pink, round, biconvex film coated tablets, plain on | Complies
both sides.
1nenridixauis Ha xpomartorpamax sunpoboyBaHoro posuuxy Ta | Bimmosinae

pO34pMHY TIODIBHSIHHSA, OfepXaHux B poain
«Kinpxicne BH3HAaYeHHM, 4YacH  YTPUMYBaHHA
OCHOBHHMX TIIKiB MAlOTh CNiBMANATH.

In Assay, the principal peak in the chromatogram
obtained with test solution has the same retention
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time as the principal peak in the chromatogram CEPTUGIKAT
obtained with reference solution. :

OmuopignicTs n030BaRMX AVZL1 (L1=15,0). 8,5 S
3 OJMHHLEL "“"
Uniformity of dosage units AV LI (L1=15.0). 8.5
‘Poszmaganas He 6ineue 30 xs. 4 xB 0 cex
4 Disintegration NMT 30 min. 4 min 0 sec
Pozunnenns He menwe 75 % (Q) aroppacraruny 3a 30 xs. 104 %
> Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 104 %
Cynposinsi JoMiwkn AropeacraTury nesguyopo —xe Ginsue 0,3 %. Huxue piBHA BU3HaYeHHA
ATOpBACTaTHHY NAKTOK ~ He Hinbiue 0,3 %. Hipxue pisnsa BU3HAYESHHS
JTlominika 3 RRT Gmmsbxo 2,5 — ne 6inswe 0,3 %. He nugeneuo
Heigentudikosana gominrka — we Ginswe 0,2 %. 0,057 %
Cyma noMimox — we 6inse 1,5 %. 0,111 %
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 %. 0,057 %
Total impurities: NMT 1.5 %. 0.111 %
FP/0556/23 Crop./Page Ne: 1 3/0f 2
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TOB «Kycym Qapmy»

Vipaina, 40020, M.Cymu, yn. Cxpsbina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: plant@Kkusum.ua

Kuiscoka dlnis

TOB «Kycym Dapmy»
Yipaina, 02092, m.Kuis,
BYJL. AJIMaTHHCBKA, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87 Kusum Pharm www.kusunm.ua
Ne n/n Hazsa ananisy Creundirkanis Pe3ynpraTi ananizy
Sr. No. Test name Specification Test result

Kinsxicue BH3navenns Big 76 Mr/tabn. no 84 mr/rabi. 83,39 mr/rabn.
(95 % —~ 105 % nin zasnenol KinLkocTi) (104,2 %)
! Assay 76 mg/tabl. to 84 mg/tabl. 83.39 mg/tabl.
(95 % ~ 1035 % of labeled claim) (104.2 %)
MikpoGiosoriuna yncToTa 3araneHe YHOIO  aepobHuX  MikpoopraHiamis
{TAMC) — ne Ginsme 10° KYO/r. <50 KYO/r
3aranbue Yueno AphKKosKX i wricenesyx rpubis
(TYMC) - ne 6inbue 102 KYO/r. <50 KYO/r
Bizcyruicts Escherichia coli B ) r npenaparty. BincyrHa
8 Microbiological purity Total acrobic 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

BYCHOBOK: / CONCLUSION:

[IpoayKT BUFOTOBJIEHO, YIAKOBAHO T2 IPOAHATII30BAHO 3rIAHO 3 BUMOTAMH PEECTPALIHAOrO NOCBINUEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bimnosinae cranpapram ta sumoram GMP. Ceprndixar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jliensis Ha BupoGRIUTBO AiKApCLKKX 3ac00iB: Cepis AB Ne 598054

Licence for medical products production: Batch AB No. 598054

LM NiATREPIKYIO, WO Bei BUpOSHNNI cranii Ana uiel cepii roToBol npoayinil Gyau 3aifcueni B IOBNIK BIMOBIAHOCTI 3 BUMOTAMH, 3A3HAMERUMY B WHHHI
nactaioni 3 GMP, saviepmxeniit MinicTepeTsoM 0X0poNH 300p0B’s YKpaikh, i 3 BEMOTAMI PECCTPAIIHHONO A0CHE KPAil NPHIHAMEHHS.

1 hereby cextify that all the manufactuting 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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