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CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY

}~I.aana NPOAYKTY: ATOBAKCS, Tabiery, BKPHTI IiBKOBOIO 060IOHKOIO TIO 400 mr

Name of product: ATOVAX®, film coated tablets 400 mg

Crura Ui Moxcuprokcauuny rippoxXaopuL y nepepaxysasHi Ha MOKCH(IIOKCALMH ~ 400,0 Mr
Strength: Moxifloxacin hydrochloride equivalent to moxifloxacin —400.0 mg

Cepist Ne / Batch No.: SAU4001 Posmip ynaxopxu / Package size:  Ne3 (5%1)
Peccrp. Ne/ AR.No.: FP/0616/24 Tun ynaxoskn / Pack type: Bricrep / Blister
Posmip cepii/ Batch size: 100 000 Tab/tab Jata purorosnennst / Mfg. date:  08.2024

Kin-re ynakosok / No. of packs: - 20 000 Tepmin npugatrocti/ Exp. date: 07 2026
Kpaina / Market: UKR

Peccrpaniiine nocpiguens Ne: N, i

Registration Certificate No.: UA/18049/01/01 repwin Aii go / valid to 23.04.2025

Ne i/t Hazsa ananizy Cneumbiraiis PesynbTaTh 2aHARIBY
Sr. No, Test name Specification Test result
Omc TaGnerky, BKpHTi i1BKOBOIO 0GONIOHKOIO0, POKEBOI0 Bixnosinae
KOILOpY, Kamcynosuinol $opmu, rnanki 3 obox
1 CTOpIH
Description Pink colored, film coated, capsule shaped tablet, Complies
plain on both sides
InenTHixanis:
Moxcudroxcanpsy rigpoxnopun | A. Ha XpoMaTorpaMi BHIpoGOBYBAHOTO PO3UNAY, Binnosigae
onepanit Yy ppnpoBysani «Kinpxicne
BUBHAUCHHS, Yac YIPHMYBaHs OCHOBHOTO Ilixa
Mae CIHBIAJATH 3 YACOM YTPUMYBAHHsS OCHOBHOIO |’
yiixa Ha XPOMATOrPaMi POUMITY NOPIBHAHFA
Turany RiOKCHA B. Onpazy X 3'aBisctees 3adapriicHAs Bix xowrroro | Bianopinae
10 FKOBTYBATO-4EPBOHOTO KONLOPY
5 3aniza oxcxl vepBonui C. 3'aBinerbed TeMHo-1epBONE 3a0apBIeHHs Binnosixae
Identification:
Moxifloxacin hydrochloride A. In Assay, the principal peak in the chiromatogram Complies
obtained with the test solution has the same retention
time as the principal peak in the chromalogram
obtained with the standard solution
Titanium dioxide B. A yellow to yellowish red colour develops | Complies
immediately
Iron oxide red C. A deep-red color develops Complies
Posznapansn _He Gimse 15 xsummy 9 xp 14 cex
3 . . . .
Disintegration NMT 15 minutes 9 min 14 sec ’
PosqrHeRHs He memue 80 % (Q) sin samenoi KinsxocTi 95 %
MOKcH(IOKCaLHHY 3a 30 XBHIHH
4 . , . .
Dissolution NLT 80 % (Q) of the labeled amount of Moxifloxacin 95 %
in 30 minutes
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Ne n/n Hasna ananisy Crenndikanin PesynuraTi anasisy
Sr. No. Test name Specification Test result
OnHopinnicTs AO30BAHNX AV<LL (L1=15,0) 24
5 ONHHKLE
Uniformity of dosage units AVZLI (L1=15,0) 2,4
Cynposinni foMiluky Moxifloxacin related compound A ~
we Ginswe 0,20 % He Bussneso
Dimethoxymoxifloxacin — He 6insme 0,20 % 0,073 %
Ethoxymoxifloxacin - ne Ginsie 0,20 % He susnnedo
Isomoxifloxacin — ie 6insuie 0,20 % He Buasnexo
Hydroxymoxifloxacin — ne 6inpwe 0,20 % He Busnnieno
Bynh-sika iHma ofHHNYHA HecTieppikoRaHa
JnoMilnka — ue Sinsme 0,20 % 0,013 %
6 Cyma pomitrok — ne Ginswe 1,0 % 0,103 %
Related substances Moxifloxacin related compound A: NMT 0.20 % ND
Dimethoxymoxifioxacin: NMT 0.20 % 0.073 %
Ethoxymoxifloxacin: NMT 0.20 % ND
Isomoxifloxacin: NMT 0.20 % ND
Hydroxymoxifloxacin: NMT 0,20 % ND
Any other individual, unspecified impurity:
NMT 0.20 % 0.013%
Total impurities: NMT 1.0 % 0.103 %
KinpkicHe BH3HAYEHHS Bix 95,0 % 10 1050 % sin sassaenoi xinpkocti | 99,7 %
MoxcH(ROKCAUMHY B ofHiil TabneTu
! Assay 95.0 % to 1050 % of the labeled amount of | 99.7 %
Moxifloxacin per tablet
Mixkpobionoriuaa 4ncroTa SaranpHe  WMCHO  acpoGHEX  Mikpoopramismis
{TAMC) - re 6inpme 103 KYO/r <1000 KYO/r
3arapHe YHCII0 APHIUKOBHX Ta njcenenux rpubin
(TYMC) — e 6imsme 102 KYO/r <100 KYO/r
BineytHicts Escherichia coli s 1 v npenapary Bipcyrua
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g <1000 CFU/g
Total combined yeast/moulds (TYMC):
NMT 10* CFU/g <100 CFU/g
Escherichia coli: must be absent per g Absent

BHUCHOBOK: / CONCLUSION:

Hpouym BUIOTOBJIEHO,

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

Binrosigac cTaraapram Ta samoram GMP.
It complies with GMP standards and requirements.

Jlinenais Ha BHPOGHHUUTBO JKAPCEKHX 3ac00iB:
Licence for medical products production:

CeprudiraT Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepisnt AB Ne 598054
Batch AB No. 598054

YNAKOBAHO T4 IPOAHAN{30B3HO STIIHO 3 BAMOraMA peecTpaliliHoro NOCBIAYEHHS.
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Ly rifTBep/DKyIo, M0 Bei Bupabunyi cTaail ang nicl cepii roToBot npostyKILil Gynx saifcieni B nosiil BHANIOBI/IHOCT] 3 BHMOFAMM, 3A3HAMCHHMM B MRHI{T

nacTanosi 3 GMP, satsepureniit Minicrepctnom oxopotin 310pos’s Ykpaini, i 3 BIMOraMi PEECTPALIAIIOTO A0CHE Kpailik nph.

T hereby certify that all the manufacturing stages of this bateh of finished product have been carried oul in full compliane
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

3BAYCHHS,

¢ with the GMP requirements of the

Hauanpunk BIKA

3ap. aGoparopicio BKA |
| QC Head

1QC Lab In-charge

XiMik-ananiThk
Analytical Chemist

Vnoruopaxkena ocoba
Qualified Person
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