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EPTHRIKAT AKOCTI

ERTIFICATE OF LITY
- Ha3spa npoayxry: ETCET®, mﬁncmh; BKpHATI 000I0HKO10, 10 10 Mr
| Name-of product: _ATSAT®, film coated tablets, 10 mg
Cuaa al¥: ATOPBACTATHH: KABLIKO exﬂisaneumo ATOPBACTATHHY — 10 0 Mr
Strength: _Atorvastatin caleium equivalent to atorvastatin — 10.0 mg
Cepin Ne/ Batch No.: SAB2004 | Posmip ynakoBku / Package slze. Neg4 (14%6)
| Peeerp. No/ A.R.No.: N FP/0054/23 ‘Tun ynakosxu / Pack type: Bnictep / _Bhster
| Po3mip cepii / Batch size: 450 000 tab/tab | fara BuroroBnenns / Mfg. date:  11.2022
{ Kin-rh ymaxonox / No, of packs; 5.357 _’I'épm,i:i npupatuocti/ Exp. date:  10.2025
Kpaina / Market: UKR | |
Pecerpaniiine nucnmtmnnﬂ Nt o e ot 're:pmu ,:u: T ——
Registration Certificate No.: UA/9658/01/01 unlimited validity
“Nen/n ' Haipa auamizy Crenudikans | Pe3ynLTATH AHANIZY
Sr.No, | Test name ) Specification ___Test result
| Onnc Kpyrni geoomywni TaGnerks, BxpuTi OGBHGHKGH] Bianoeinae
| POXKEBOro XONE0py 3 HanueoM «10» 3 ogHoro Goxy
L Description Pink, circular, biconvex-filin coated tablets with «10» | Complies
embossed on one snde
| .Iﬂﬂﬁﬂi!.:bikauﬁ;“ - Ha xpuuamxpauax BUIPOGOBYBAHOro posuuny Ta | Bianosiaae
pO3uHHY TODPIBHAHHE, OAEPXaHHWX B  po3aini
«KinbkicHe BH3HAMCHHA), YacH  YTPHMYBaHHA
OCHOBHMX IIKIB-MalOTh CIIBIAAATH.
2 | Identification In Assay, the principal péak in the chromatogram | Complies
obtained with' test’ solution has the same retention
time as the principal peak 'in the chromatogram
obtained with reference solution.
“OAHOPIAHICTS A030BAHMX - | AVSLI (LI=15,0), o 2,1
5 ORMHHLL -
Uniformity of dosagé units AVS L1 (L1=15.0). 2.1
™ Posnananss He 6imbe 30.x5, S 3 X 27 cox
4 Dtsmtegratmn NMT 30 min. 3 min 27 se¢
T Posdnrienns He MeHwe 75 % (Q) aropracraruny 3a 30 xs. 101 %
> | Dissalution NLT 75 % (Q) of atorvasatin in 30 iin. 101 %
Cynposimui nomimxs | Atopsacrarhiy nﬁnbnyupu ~He 6usLie 0.3 %. | Hunkue DiBH BIBHAYEHHS
| Aropeacratusy nakrox — se 6insme 0,3 %. Hipkue piBus BH3HAYEHHA
HoMimka 3 RRT 6mis3exo 2,5 ~ ne 61:15111& 0,3 %. He susBsneno
HeinentndikoBana gomika.~ we 6inpue 0,2 %, 0,057 %
CyMa nomimox —né 6insié 1,5 %. 0,156 %
Atorvastatin desfluoro: NMT 0.3 %. BDL
Atorvastatin lacton: NMT 0.3 %. BDL
Impurity at RRT about 2.5; NMT 0.3 %. ND
Unidentified lmpunty NMT 0.2 %. 0,057 %
| Total unpunncs NMT 1.5 % 0.156 %

| Crop./Page Ne: 1 3/of 2

By, an /0505 .09 . 35 }/




Kuliscrra dinin
TOB «Kycym Mapany
Yxpaina, 02092, m.Kuin,

TOB «Kycym @apmy

Yipaina, 40020, m.Cymn, syn. CxpabGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77:46+1]
c-tmail: plani@kusum.na

www.kusum.ua

=L o bl i —

{ Nen/n Ha3gra anamizy “ (fneu:lr]:jnauig Peay.ﬂhrtﬁ'ﬂ an_a:i.isy
| Sr. No. __Testname | Specification Test result
' KinokicHe suapancHua | Bia 9,5.Mr no-10,5 mr 9,88 mr-
1 (93 % — 105 %'Bin 3aaBncHol KinbXocTi), (98,8 %)
T Lasiay 9Smits 105 mg 9.88 mg
1 (95 % ~105 % of labeled claim). (98.8 %)
{ MixpoGionoriyna yucrora. ;_Samiil_;ﬁé upcn al;pjﬁ_ﬁi{ui Mikpﬁopraﬂiauin | B
| (TAMC) — ne:6imsme 10° KYO/Ar. | <50 KYO/r
Saraible YHCNO IPKAKOBNX | muiconesmx rpudis |
(TYMC) - ue Ginsue 10° KYOTr, <50 KYO/r
Bincyruicts Eschérichia coli s | I npenapary. BiscyTns
8 Microbiological purity Total aerobic microbial count (TAMC): | |
NMT 10° CFU/g. | ) | <50 CFU/g
Total combined yeasts and moulds count (TYMCQ):
NMT 102 CFU/g. <50 CFU/g
Lscherichia coli must be absent per 1 g. Absent
BHCHOBOK: / CONCLUSION:

'_Hpagyxr BUrOTOBNEHO, YIIAKOBAHO T4 npanaJ;ifaoﬂqu 3rifHo. ;;-Q};M{)raM_a‘.;péi;c‘rpaui'ﬁ_}mrq NOCBIAHEHHS,
‘The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

CepTudikar Ne 009/2020/GMP.

Bianosinae crannapram ta sumoram GMP.

It complies with GMP standards and réquireménts.
Jlinekaia na supoGEMITEO JiKapcrxnx-3acobis;
Licence for medical products production:

Eﬂh_! MIATBEPIYIO, IO BEi BHPOBHMY cranii s
.sacranoni 3 GMP, satsepxkeniil Misicrepcraom o

1 hereby certi

Ministry of health of Ukraine and with the requirements of the Marketh

fy that all the manufacturing stages of this Baich of finislied product have been carfied out in-full compliance with the GMP requirements of the

ng Authorisation file of the destination country,

Certificate No..009/2020/GMP

Cepin AB Ne'598054
Batch AB No. 598054

L€l cepit roToRoi npomyxuil 6y amificueni v nonniii BIAVIORIZIHOCTI 3 BMMOTAMM, 3A3HOMCHIMH B MIsHHiN
XOPOHH 3110pos’s Ykpaiuu,is BEMOTaMH PeecThaltiliHoro AOChE KPATHU NPHIHAYEHHA,

Ximik-ananitnk | 3us. naboparopicio BKA | Hauanosnix BRA U ORBRE o
| _ Analytical Chemist . QC Lab-In-charge QC Head Qualified Person -
IM m’Name - Mﬂ‘f’?ﬁﬁ Q’m‘:’“ﬁ’m 15, P&my Cymal. c;/%ﬁﬂﬂ/ti’f{’f*’ /)
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