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Kusum Pharm

TOBAPUCTBO 3 OBMEKEHOIO BIJINOBIJAJIBHICTIO
«KYCYM BGAPM»

syn. Ckpabina, 54, m. Cymu, 40020,
Tes.: (0542) 77 92 30, paxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua
Kog €PIIOY 33525927

CEPTH®DIKAT SJICOCTI

CERTIFICATE OF QUALITY
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Hasga mpoayxry:
Name of product:

.

7%

ETCET®, rabnerxy, Biputi obononxoso, no 40 mr
ATSAT®, film coated tablets, 40 mg

2 Identification

Cuaa pii: ATOpBACTATHH KanbLiI0 exBiBalienTHO aToppacTaTHHy — 40,0 Mr
Strength; Atorvastatin calcium equivalent to atorvastatin — 40.0-mg
Cepist Ne/ Batch No.: SAP5002 Posmip ynaxosku / Package size:  Ne28 (14x2)
Peccrp. Ne / A.R.No.: FP/0455/25 Tun ynarxosxn / Pack type: Baicrep / Blister
Po3mip cepii / Batch size: 15 950 yir/packs | Nara Burotopsenus / Mfg. date:  10.2025
Kpaina / Market: UKR Tepntin mpugarnocri/ Exp, date: 09,2028
Peectpaniline nocninuenng No; TCPMIR Xil HeoBMexeruit
Registration Certificate No.: UA/9658/01/03 unlimited validity
Ne n/n Hasga ananizy Creusndirxauis PesysanraTi auanisy
Sr. No. Test name Specification Test result
Onuc Kpyrni aeoonyxni Tabnerky, BkpuTti oGonoHkoio | Bixnosinae
POKEBOr0 KOJLOPY, MafeHpKi 3 060X Gokis.
i Description Pink, round, biconvex film coated tablets, plain on | Complies
both sides.
Inenrudixanis Ha xpomatorpaMax BHDPOGOBYBaHOrO po3uuuy Ta | Binnosinae

pO3uMHY TOPIBHAHNHA, OACPXKAHHX B  pO3Mini
«KifbKicHe  BA3HAYEHHA», YaCK  YTPUMYBAHHS
OCHOBHHX NIKIR MAIOTH CIiBNANATH.

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.

OnHopiaxicTs 1030BaHAK AV<ZLI (L1=15,0). 6,8
3 ONHEUUb
Uniformity of dosage units AV<LI (L1=15.0). 6.8
Posmanganas He 6imbiue 30 xa. 6 xB 29 cex
: Disintegration NMT 30 min. 6 min 29 sec
Pozunsenns He memwe 75 % (Q) aroppacratiuy 3a 30 xs, 101 %
2 Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 101 %
Cynposiaui zoMimxu AtopsacratiRry Ae3diyopo ~ xe Ginbine 0,3 %. Hipkye pisas BU3HauCHHS
ATOpBacTaTHHY JAKTOH — He Ginbure 0,3 %. 0,053 %
Homiwxa 3 RRT 6nusexo 2,5 — we 6inbme 0,3 %. He BusBneso
Heinenrudixosana nomitxa — ve 6insie 0,2 %. 0,102 %
Cyma 1oMiLLok — He Ginbie 1,5 %. 0,301 %
8 Related substances Atorvastatin desfluoro: NMT 0.3 %. BDL
Atorvastatin lacton: NMT 0.3 %. 0.053 %
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. 0.102 %
Total impurities: NMT 1.5 %. 0.301 %
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9 TOBAPHCTBO 3 OBMEXKEHOO BIJIIOBIJANABHICTIO
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Ksum Pharn

«KYCYM ®APMy
ByiL. Cxpsibina, 54, m. Cymn, 40020,

ren.: (0542) 77 92 30, paxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Kon €PIIOY 33525927
Ne n/ut Hasea ananisy Cremndikanis Pesyabrati ananisy
Sr. No. Test name Specification Test result
Kinskicue BH3Hauenss Binx 38 mr/radn. 50 42 mr/rabn. 41,13 mr/rabn.
(95 % ~ 105 % pin 3agnenos kinkkocti) (102,8 %)
i Assay 38 mg/tabl. to 42 mg/tabl. 41.13 mg/tabl.
(95 % — 105 % of labeled claim) (102.8 %)
MikpoGionoriuna yieroTa 3aranbHe  4MCHO  aepobuux  MIKpoOpramizmin
(TAMC) ~ ye 6insiue 10° KVO/r. <50 KYO/r
3araibHe YHCIO APIKIKOBRX i IiiceHeBHx rpubis
(TYMC) - ne Ginsue 102 KYO/r, <50 KYO/r
Bincyrsicrs Escherichia coli s 1 r nipenapary. Bincyrus
8 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

BHCHOBOK: / CONCLUSION:

IIponyKT BAroTOBREHO, YNAKOBAHO Ta MPOAHANI3OBANO 3TIAHO 3 BHMOTAMMN PECCTPALUANOTD MOCBIXIEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Jlinensis Ha BRPOGHHNTEO NIKAPCHKMX 3aC06iR:
Licence for medical products production:

Cepist AB Ne 598054
Batch AB No. 598054

st miaTsepusyso, wo Boi BUpOSIHYI cranii ;uia wici cepii roTosoi nponysuii Gy saitictieni 8 noswit BIANOBIAHOOT] 3 BIIMOraMH, 3A3HAMCHHUMM B UHHHI
HueraHosi 3 GMP, aarrepspreniit MIHICTCPCTROM OXOPOHH 3X0POB’S Yxpaiin, | 3 pitorays peccTpaniiiioro A0CKE KpaiHi NPH3HAYCKHS,

1 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.

ANITEDAPM
i

Ximik-ananitux %Bazs. nmaGoparopiero BICT | Haansunk BKS VnosHoBaxeHa ocoba
Analytical Chemist { QC Lab In-charge 7QC Head Qualified Person
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