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CEPTHDIKAT AKOCTI

CERTIFICATE OF QUALITY

«TJIERPAPM

ST

Ha3sa npoaykry: ABPOII®, 1abnetky o 30 mr ;; IREHTUpinaL R
Nairie of product: ABROLE, tablets 30 mg 5} oh 2RIS81
Cana il Ambpoxcosry ripoxsopu — 30 Mr %&Vepmmlwm
Strength: Ambroxol hydrochloride — 30 mg *5;(9 /
Cepin ¥t/ Batch No.: SAA4001 Poamip ynakonku / Package size:  No20 (10%2) \o«’fmu oos 2
Peccrp. Ne/ AR No.: FP/0443/24 Tun yrmaosicn / Pack type: Ericrep / Blister

Posmip cepii/ Batch size: 1000 600 Tad/tab | Karta suroToslienna / Mig, date:  07.2024

Kin-th ymaxonok / No. of packs: 50 000 Tepmin wpnparwecti/ Exp, date:  06.2027

Kpaiua / Market: UKR

Peectpauiitie noceiueHns Ne: UA/9928/01/01 TePMIE AT HeobMexe uii

Registration Certificate No.:

unlimited validity

Ne n/n Haaea ananizy Creundikauisn Pesynbraty afanizy
Sr. No. Test name Specification Test result
Onue Kpyrai Tadnericn Sinoro xomsopy, 3 posnoninsuoy | Bignosigac
1 PHEXOI0 3 GIHOTO Goky.
Description White, circular tablets, with breakline on one side. Comyplies
Lnentndsikamin Y@®-crextp BanpoSoryveanoro posurny mpenapaty, | Binnosinae
PETOTORNEHOTO Y po3aly «Kinskicke puznauerysy
B obmacti aix 220 am g0 360 HM TORMEEH MaTH
MAKCHMYMH DODIMHAHHA OPH  JORXHHAX XBUNS
2 . (244£2) 1w 1 (307£2) 1w,
Identification UV spectrum of test solution prepared in Assay in | Complies
range of 220 nm to 360 rm should have a maximum
at the wavelengths of (24442) nm and (307£2) nm.
Posnaparus He Ginpiue 15 xa. O xs 8 cex
3 Disintegration NMT 15 min, 0 inin § sec
CrHpagricTs He dinsuwe 1 %. 0,03 %
4| Frisbitity NMT 1%, 0.03%
Pozynnenny He wmemme 80 % (Q) sin szammenol ximwoesi | 104 %
amGpoxcony rigpoxiopiny 3z 10 xa.
| Dissolution NLT 80 % (Q) of the label claim of Ambroxol.| 104 %
hydrochleride for 30 min,
ORHOpiAHICTS K030BARAX Binnosizae sumoram. Binnonigae
p OIMEHIE
Uniformity of dosage units Complies with the requirements, Complies
Cynposinai gomivrku He Ginpuze 0,2 % x0%n0f KOMIUIKH. 0,061 %
He 6imewe 0,6 % oymu gomimoy, 0,061 %
7 Related substances NMT 0.2 % of each individual impurity. 0.061 %
NMT 0.6 % of total impurities. 0.061 %
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Ne w/n Haspa ananizy Creundiragia PesynsTaTo anasesy
Sr. No, Test name Specification Test result
KinvkicHe Bu3HaueHH Bin 28,5 mr ho 31,5 mr ambpoxcogy rinpoxnepuny B | 30,10 mr
1 raGneni (95,0~ 105,0 % bin zagmnenoi xinskocri). | {1003 %)
8 Assay 28.5 mg to 31.5 mg of ambroxol hydrochloride per | 30.10 mg
tablet (95.0 — 105.0 % of the label claim). (100.3.%)
Mikpebionoriuna yacToTa ¥ mpenaparti HoIfyekacTECH!
sarayeHe  uueio  aepobumx  Mikpooprauizmip
(TAMC) — me 6insme 10° KV O/r. <50 KYQIr
3arafeRa  Kinpkicrs APDKIKOBHX 1 mnicenesux
rpuaGis (TYMC) - ue Ginnize 102 KYQ/r. <30KVO/r
9 He nomycraerscs Escherichia coli b 1 v upenapary. | Bincymws
Microbiological purity Total aerobic microbial count (TAMC): _
NMT 10° CFU/g. < 50 CFU/g
Tota! combined yeasts and moulds count (TYMC):
NMT 107 CFU/g. <50 Cru/g. -
Escherichia coli must be absent per 1 g Absent N

BHCHOBOK: / CONCLUSION:

[1poaysT RUrOTORIEHO, YIAKORARO T4 DPOAHANIOBAHE 3CLIHO 3 BEMOTEMA PeccTpatifHOro NoCBiTHeHNs,
The produet is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnozixae crannaptam 1a punmoram GMP.

It complies with GMP standards and requirements.

Jlinensia wa BHpOBHUUTEO IiKAPCLKHX 3aCOBIR;
Licence for medical products produstion:

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

Cepis AB Ne 598054
Batch AB Neo, 598054

Elams migreeploxyio, weo vl supobamsi craz) ana niel cepil rovesol npogyxuii Gyan sabiickeni B NORMIA BiaNoniwoeT] 2 BHMOTAMHE, 3a3HaYeHHMH B YMuHif
HacTanosi 3 GMP, sareepaxeniti Minicreperaon QXCPOHH 310p0oR’a Yipain, | 3 BHMOraM# PeccTpamifiiomo A0Cse kpaliH MpHsAayeHH,

I hereby cenify that all the manufacturing
Ministry of health of Ukmine and wilh {he.req

gﬁs}xﬂo_@

stages of this batch of finished prodnct have been carried vut in full complionce with the GMP requirements of the
iements of the Marketing A uthorisation file of the destination country.
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XiMix-asaniruk
Analytical Chemist

gﬂan. Jsafiopatopicio BKS
QC Lab In-charge

Hasanenuk BEKA
Y QC Head

‘YHosHoBaskeHa acoba
Qualified Person
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