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CEPTUGIKAT JKOCTI
CERTIFICATE OF QUALITY

Haspa npouyKkry: TA3OCITA3AM®, rabnerxn, BKpuTi 06010HKOIO
Name of product: GAZOSPAZAMS, film coated tablets _
Cuna pii: CumeTKoH — 125,00 Mr; IuIuxIosepuHy rigpoxiopun 20,00 mr
Strength: Simethicone — 125.00 mg; dicycloverine hydrochloride — 20,00 mg
Cepia Ne/ Batch No.: SGA4002 Poamip ynaxosin / Package size:  Ne30 (15%2)
Peectp. Ne/ AR.NNo.: FP/0064/24 Tun yrakosxn / Pack type: Bnicrep / Blister
Po3mip cepii / Batch size: 200 000 Tab/tab Jata parotosnenus / Mfg, date:  01.2024
Kin-15 ynaxosox / No. of packs: 6 666 Tepmin npuparnocti / Exp. date; 12,2025
Kpaina / Market: UKR
PeccTpauiiine nocsipuenns Ne: TepMin AT HeobMexenuit
Registration Certificate No.: UA/10661/01/01 unlimited validity
Ne n/n Hassa ananiszy Creundixanis PeaynnTaTh ananisy
Sr. No. Test name Specification Test result
Onuc Opaneni  nBOOMYKI, rnagesski 3 obox  Gokie | Biamosinae
TaGneTKH, BKPHTI 0G0JIOHKOIO POIKEBOTO KOALOPY.
! Description Pink coloured, film coated, biconvex, oval shaped Complies
tablets plain on both sides.
Inentudiauis
CuMeTHKOH [Y-criexTp TMOrAMHAHHA BHIPOGOBYBAHOTO PO3YHHY, Binnoninac
ONEpIKAHOTO NPY KIIbKICHOMY BU3HAYCHH] B oGnacti
1350-1200 cm’, noByHeR MaTH MAKCAMYM IpH Tilf
camilt mopxnni xpwr, wo # YY-cnexTp norHana
PO3UMIY NOPIBHAHHS, ONCPXAHOTO NP KLTBKICHOMY
BU3HAYCHHI.
JHnuKI0BEPHHY MiApOXNOPHI Uacy yTpuMyBaHHs OCHOBHOTO NiKa Ha Xpomaro- Bianosinae
rpaMax BHIPOCOBYBAHOTO PO3YMHY Ta POFIHHY
LOPIBHSHHS,  ONEPXWAHHX  NpH KinLKiCHOMY
2 BH3HAYEHH], MAIOTh CTHRNABJATH.
Identification
Simethicone IR-spectrum of the test solutiori and the reference | ‘Complies
solution in the range of 1350-1200 cm™ obtained in
Assay; should exhibit maxima at the same
_ wavelength.
Dicycloverine hydrochloride In Assay, the principal peak in the chromatogram | Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the reference solution.
OunopiaHicTs N030BAHHX
OJIVHHIb. v
CHMeTHKOH AV=ZLL (L1=15,0) 11,6
3 JIRIMKIOBEPUHY TiAPOXIOpUI AV<LI (L1=15,0) 49
Uniformity of dosage units _
Simethicone AV=LI (L1=15.0) 11.6
Dicycloverine hydrochloride AV<L1 (L1=15.0) 4.9
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Ne ni/n Hasga ananizy Crienitiranist Pesynnrata-ananisy
Sr. No. Test name . Specification Test result
Posnapanus He 6imbuwe 30 x8. 1xB 16 cex
4 Disintegration NMT 30 min. 1 min 16 sec
Pozunnenns »
JMUMK/IOBEPHHY FiAPOXNOPHL He menure 75 % (Q) 32 45 xb. 98 %
5 . .
Dissolution
Dicycloverine hydrochloride NLT 75 % (Q) per 45 min, 98 %
Tlioracsya aKTHBHICTH He Ginpiue 45 cexynn 44 cexynan
6 Defoaming activity NMT 45 seconds 44 seconds
Kinbkicue Buznavesns
"CHMETHKOH Bix 106,25 mr no 143,75 Mr cumernkoHy B onniit | 122,6 mr/rabn.
Tabnerui
(85 % — 115 % Big 3a4BJEHOT KinbKOCTI) (98,1 %)
JIHLHMKIOBEPHEY TIIPOXIOPHL Bin 19 mr o 21 Mr guupicionepuny rigpoxsopagy | 19,95 mr/raba.
7 (95,0-105,0 % Bix 3ansnenol ksKocTi) (99,8 %)
Assay
Simethicone 106.25 mg to 143.75 mg of Simethicone per tablet | 122.6 mg/tabl,
. . . (85 % — 115 % of the label claim) (98.1 %)
Dicyeloverine hydrochloride 19 ing to 21 mg of Dicycloverine hydrochloride | 19.95 mg/tabl.
(95.0 - 105.0 % of the labe] claim) (99.8 %)
CynpoBigHi goMiuixu
JHMUHKIOBEPWHY TIZPOXIOPHI Koxna pominika — ne 6ieme 0,5 %. 0,087 %
Cyma nomimox ~ we 6inswe 2,0 %. 0,101 %
8 Related substances
Dicycloverine hydrochloride Individual impurity: NMT 0.5 %. 0.087 %
Total impurities: NMT 2.0 %, 0.101 %
MixpoGionoriuna uncToTa 3aranbHe  uMCnO  aepobHHX  MIKpOOPTaHi3MiB
(TAMC) — ue Gimprre 10° KYO/r. <10 KYO/r
SaranbHe MHCHO APhKLKOBHX | TuticeHesyx rpubia
(TYMC) — ne Ginpiwe 10 KYO/r. <10 KYO/r
Bincytnicts Escherichia colis 1 r npeniapary. BincyrHs
’ Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TTpOJyKT BUTOTOBJICHO, YIAKOBAHO Ta IIPOAHAi30BAHO 3iAHO 3 BHMOTaMU peecTpaLiiiHoro NoCBiIeHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cTannapraM ta BumoraM GMP.

It complies with GMP standards and requirements.

Jlitessis Ha BUPOBHALTBO HiKapchKHX 3acobis;
Licence for medical products production:

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

Cepisi AB Ne 598054
Batch AB No. 598054
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[luM- nixTeepwEy10, W0 Bei BpoBukdi cTanil A wiel cepii rotopoi npoayxuii Gy 3nificieni B NOBHIH BIMIOBIAHOCTI 3 BHMOrAMH, JWIHUMEHUNMM B YHHAI
nacranosi 3 GMP, saTeepipkenilt MinictepcTsom oXopoHH 310p0os’s YRpaitn, i 3 BUMOraMu PEECTPRLIHHOTO XOCHE KPATHH IPHIHANCHIA.

I hereby cerify 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 requircments of the Marketing Authorisation file of the destination country.

Ximik-ananiTuk aB, maboparopicso BKS1 | Havamsnux BKA VopnoBaxeHa ocoba
Analytical Chemist 7 QC Lab In-charge QC Head Qualified Person
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