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Vipaina, 02092, v.Kuis,

BYL, AnMaTaHceKa, 58

Ten.; +38(044) 495-82-88, taxc: 495-82-87

TOB «Kycym Dapm»

541 40020, m.Cymu, syn. Cxpadiaa, 54
38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kuosum.ua
wiww.kusum.ua

CEPTHGRIKAT AKOCTL

CERTIFICATE OF QUALITY
Hazea npofyxkty: KOMNKII®, tabnerky, Bxputi ofononxoio no 125 mr
Name of product: COLLICKID®, film coated tablets 125 mg
Cuna pit: Cumeruxon ~ 125,60 mr
Strength: Simethicone — 125.00 mg
Cepin Ne / Batch No.: SCA3009 Poamip ynakowkH / Package size:  Ne30 (1 5%2)
Pecerp. Mo/ AR.No.: FPAYT01/23 Tun ynaxopxu / Pack type: Gnicrep / Blister
Poamip cepii / Batch size: 200 000 Tab/tab JTara paroTosneuns / Mig. date: 082023
Kin-te yaaxosok / No, of packs: 6 666 Tepwmin npapatioeri / Exp. dater  07.2026
Kpaisa / Market; UKR
Peeerpaniiine nocpinuenna Ne: UAM0461/01/01 TepMin aH BeobMexenni

| Registration Certificate No.:

unlimited validity

Yo n/n Hazna ananisy Cnengdirxanis Pesynprary auanisy
Sr. No. ____Testname Specification Test result
Onue Opanyyi, riagenski 3 obox Gokis Tabunerin, sxpuri | Birnosizae
OBONOHKO HKOBTOTO KOJLOPY.
: Description Yellow coloured oval shaped, film coated tablets | Complies
plain on both sides.
InenTudikanis I'-cnexTp TIOFHHAHHA sunpofosysanore | Bianoninac
CHMETHKOH POIHHY, OTPHUMAROID npHu KiNLKICHOMY
p3HauenHi B ofnacti 1350-1200 o™, nosmHeH
MATH MaKCHMYM NpH Till e ROBRUHI XBl, Mo i
1Y-coexrp TIOTAMMAMAS POIUHAY  IFOPIBEANNA,
2 OTPHMAHOTO TIPK KiNbLKICHOMY BU3HAYCHHI.
Tdentification Obtained in “Assay” IR-spectra of the test solution | Complies
Simethicone and the standard sclution in the range of 1350-
1200 e’ should exhibit maxima at the same
wavelength.
[Tinoracsua aKTHRHICTS He Ginpire 45 cexyn. 14 cex T
3 Defoaming activity NMT 45 seconds. 14 sec
OauopinHicTh J030BaHEX AV<L] (L1=15,0). 11,7
4 ORRHHLL
Uniformity of dosage units AV=SL] (L1=15.0). 11.7
Posnanpan He Ginvuse 30 x8, 6 xe 50 cex
Disiniegration WMT 30 min. & min 50 sec
KiapkicHe BU3HAYEHHA Bix 106,25 mr o 143,75 mr cuMeTukeny B oanili [ 120,0 mr
rafneTiy;
(85 % — 115 % Bin 3ag8aen0i KiNBKOCTI), (96,0 %)
106.25 mg to 143.75 mg of Simethicone per tablet | 120.0 mg
{85 % — 115 % of the label claim). (96.0 %)

Bx con K167
304723 ¢
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TOB «Kyeym Dapmr

40020, m.Cym, vys. Ckpatina, 54
TefwPB(0542) 77-46-18, daxe:

77-46-11
e-mail: plant@kusum.ua
www.kusum.ua

Ten.: +358(044) 495-82-38, dakc: 495-82-87
Yz
IR
o i/t Ha3zgra apaisy Crenndirania PeaynanTaTH AHANILY
8r. No. Test name Specification Test result
Mixpofionoriyna 9ueToTS SaranbEe  YHCNO  aepobuMx  MIKpoOpramiimis
(TAMC) -- e Ginsie 10* KVO/r. < 10 KYOIr
3aranbHe YHCAO APIKTKOBHX T4 Micesspux rpadie
(TYMC) — ne Ginpiue 107 KYO/T. <10 KVO/ir
BigcyraicTs Escherichia colis 1 1 mpenapaty. BipcyTas
7 Microbiological purity Total aerobic microbial count (TAMC):
‘ NMT 10® CFU/g. <10 CFUlg
Total combined yeasis/moulds count {TYMC)
NMT 14° CFU/g. <10 CFU/g
Escherichia coli should be absent per 1 g. Absent

BICHORBOX: / CONCLUSION:

FIpoJIyxT BATOTORACHO, YHAKOBAHO TA POAHANIIOBAHO 3rifuo 3 BuMoraMe peecrpaiiiiHoro nocsiaveans.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnonifae crangapraM ta sumoram GMP.

It complies with GMP standards and requirements.

JlieHsis Ha RHPOBHUITBO NikApChKiX 3aco0IB:
Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Cerfificate No. 009/2020/GMP

Cepia AB Ne 528054
Batch AR No. 598054

LM DiLTECPMAKYIO, MO Bl BRpOGiHaT eTamt aan wied copii roTobol nposyKui Gynn 3iIRCHEA B noBRIH BIATIOBIAHOCT] 3 BHMOTAMH, FBLASCHINGS B MRl
sacTanosi 3 GMP, satpep e il MinicTepeTBoM OXOPONH 300p0S’A YRpaik, 33 BUMOTaMY PECCTPALIRHOTY AOCKE KAl NPH3HANEH!A.

{ hereby certify that all the manufactyring stages of this bateh of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

|AMiK-aRaTiTHK /388, naBoparopieo BKA | Hasaneuex BKA YnosropaxeHa ocoba
Analytical Chemist  §7QC Lab In-charge QC Head Qualified Parson
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