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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
Haspa nponyKry: KOJIKIP®, TabneTky, BRpUT 060oNOHKOW 1o 125 Mr
Name of product: COLLICKID®, film coated tablets 125 mg
Cuana ain: Cumetnkos — 125,00 mMr
Strength: Simethicone — 125.00 mg
Cepin Ne / Batch No.: SCA4005 | Poamip ynaxosxn / Package size:  Ne30-(15%2)
Peeerp, Ne/ ARNo.: FP/0190/24 ! Tun ynakoku / Pack type: Baictep / Blister
Poamip cepii / Batch size: 200000 ‘raﬁ/ta‘tvi‘ Jara purotonnenns / Mig. date: 03.2024
Kin-tb ynaxoesox / No. of packs: 6 666 R Tepmin npuparnocti / Exp. date:  02.2027
Kpaina / Market: UKR k
Peecrpaniiine mocsiuenns Ne: .- TepMil Al HeoOMexeHuH
Registration Certificate No.: UA/10461/01/01 unlindited validity
Ne n/n Hassa axajisy ' Cneundixaunis Pe3ynbTaTH aHaNisy
Si. No. Test uaiite 5 Speciileution Tesi rusull
Onuc OpanbHi, ranenbki 3 060x Gokis TabNeTkH, BXpUT | Binnosinac
0BOJNOHKOIO OBTOIO KOJNBOPY.
! Description Yellow coloured oval shaped, film coated tablets | Complies
plain on both sides.
Inentrikanix 1Y-crniextp NIOrIMHANHA BUNPOOOBYBAHOTO BinmoBinae
CHMETHKOH posymHy,  OTpHMaHOTo  TipH KinbKiCHOMY
pusHaueHni B obnacti 1350-1200 cm’!, nobunen
MaTH MakcHMyM TIpM TiH e noBKUHT XBWI, WO i
JY-criekTp TODJIAHAHRA  PO3YHHY NOPIBRANHA,
2 OTPHMANOTO NpH Ki/ibKICHOMY BH3HAYEHH].
Identification Obfained in “Assay” IR-spectra of the test solution | Complies
Simethicone and the standard. solution in the range of 1350-
1200 e should exhibit maxima at the same
wavelength.
ITinoracsua aKTHBHICTb He Gimsime 45 cexyBa. 20 cex
3 Defoaming activity NMT 45 seconds. 20 sec
OnpopixAicTb AO30BAHUK AVL L1 (L1=15,0). 8.9
4 OMHKLB i
Uniformity of dosage units AVZLI (L1=15.0). 8.9
Posnapanni He 6inprue 30 xs. 24 x84 cex
3 Disintegration NMT 30 min. 24 min 4 sec
Kinpkicne BH3HaueHHg Bin 106,25 mr 110 143,75 Mr CHUMETHKOHY B ongilt | 120,6 Mr
Tabner;
6 (85 % 115 % Bix aagBeHol KILKOCTI). (96,5 %)
Assay 106.25 mg to 143.75 mg of Simethicone per tablet | 120.6 mg
(85 % — 115 % of the label claim). (96.5 %)
FP/0190/24 Crop./Page Ne: 13/0f2
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Ne n/n Hasma ananisy Crenudiranis PesyJibTATH auasisy
Sr. No. Test name , Specification Test result
MixpaGiosioriuna HHCTOTa 3araibHe  YHCHO aepobRHX MikpoopranizMis
(TAMC) — ne Ginpime 103 KYO/r. <10 KYO/Ir
SaranbHe YHCHO APDKIVKOBHX TA TCEHERHX rpubis
(TYMC) — ne 6insue 10> KYO/r. < 10 KYO/r
Bincyruicts Escherichia coli 8 1 ¥ upenapary. Bincyrsa
1 Microbiological purity Total aerobic microbial count (TAMCY):

NMT 10° CFU/g. <10 CFU/g
Total: combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli should be absent per 1g. Absent

BUCHOBOK: / CONCLUSION:

TTpoRyKT BHIOTOBJICRO,

Bianosinae CTaHAapTaM T2 BUMOTaM GMP.

1t complies with GMP standards and requirements.

Jlinen3is Ha BUPOGHRITBO JIKaPCHKUX sacobis:
Licence for medical products production:

Lt DIATBEPRKYIO, WO Bei BupoGindi cramii Ans

1 hereby centify that all the manufacturing stages af th

YIAKOBAHO Ta TIPOaHANi30BaH0 3PiHO
The product is manufactured, packed and analyzed as per requirements of

i€l cepii roTOROT.NPONYX
nacranosi 3 GMP, aaraepiokeniii MinictepeTeon 0XOponK 3p0poB’a Ykpaii,
is bateh of finished product have been carricd out in full compliance with the

Registration Certificate.

Ceprnixat Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepis AB Ne 598054
Batch AB No. 598054

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

nii Gyan aniiicHeHi B HOBHIN BIANOBIRHOCT 3 BHMOFaH,
i 3 DHMOTaMH PECCTPAUIIINOIO HOCHE KPATIN BPHIHAGCHH.

3 BHMOFaMH PEECTPALiHHOTO NOCBINUEHHA.

3A3HAYCHAMH B YHHHIT

GMP requirements of the

Ximik-anafiTHK /-BaB naGopatopiero BKSI | Havanmink BK ‘VrosHoBaxena ocoba
Analytical Chemist ¥ QC Lab In-charge QC Head Q}\laliﬁed Person
I a/REge: b | Cpueneses 78]t (umo. Leenobeso I
Tlignuc/Signature: Kec ‘ 7e {,ﬂuﬂx\“ Cm@ 4 “,?/‘9;/:;4 o pitted
Jlara/Date: o?}c&a[; “ ‘;’faiéff AAf C‘E‘\Q\{ r>"k1i g f/ !?.‘(//;ﬁ{f:
FP/0190/24 Crop./Page No: 2 3/0f 2
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