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CEPTHMIKAT SKOCTI

CERTIFICATE OF QUALITY

Hassa npoayiry:
Name of produet:

KOIIKI/I®, cycnenais opanpia, 40 Mrivn
COLLICKID®, oral suspension, 40 mp/ml

Cuna aif:

CHMETHKON eMyNECIA, eXninaienTHS clseTHxony — 40,0 mr/vui

Strength: Simethicone emulsion equivalent to simethicone — 40.0 mg/in]
Cepia Ne/ Batch No.: SCB4002 Poswip ynawconsa / Package sizer 30 ma/ml
Peeerp. Ko/ AR No.: FP/0273/24 Tuti ynawonscer / Pack type: Banxa Nt / Jar No. 1

Poanip eepit/ Bateh size:

1 000 nirpinflitres

HaTa suroTorncnus / Mfg. date:

04.2024

Kin-rs, ynarosos / No. of packs:. 33 333 Tepmin npugaTiocri/ Exp, date:  03.2027
ICpatua / Market; UKR
Pecerpanifine noceinenns No: UAZ10461/02/0] repMin nif HeoGMeen

Registration Certifieate No.:

unlimited validily

Ne n/n Hazpa anasmizy Cnewsthicanis Peaysneary annnizy
Sr. No. Test name Specification Tesl result
Ormmne Cycnensin - Ginoro RONLOPY 3 xapakvepusM | Bixmosinac
| 3aAHAXOM.
Description White suspension with the characteristic flavour. Complies
Tpertnibiraniz
CaMernkon IY-cuerrp  BunpoGosysanoro po3unHy noaMaen | Binnosinac
MATH MARCMYME DPH THX KC JOWKHNAX XBlL,
o i BM-cmexrp cranaapraore PO3IUHKY, OTpHMANE
P KINBKICHOAMY BHIHAYCHH],
Harpito Gensoar Hack  yTpuMynaEus  ocnennore  wikn na Binnosifae
SpoMaTorpaMax  BHNpPOGORYBAHOIG  posumuy —
CTANRRPTIIOT0  DO3YMHY, OTPHMAREY npu ’(\"‘7 (A
5 KiALKICIOMY MHINAYCINT, ORI 30iraTuca, T
Identification LHEBAI
Simethicone In the assay, IR-spectium of the (est solution shows | Complies .nc....':w};;n st
maxima at the same wavelengths as that of the xon 200751
standard solution, ”
Sodium benzoate In the assay, the principal  peak in the Complies
chromatogram obtained with the tes solution has
the same retention time as the principal peak in the
chromatogram obtained with the standard solution.
pH 45--535 50
3 - =
pH 451055 50
Iinoracaua axtrsnicts He Gimswe 45 cexyng 24 cex
4 2 2 :
Defoaming activity NM'T 45 seconds 24 sue
Qunopianicrs Macu noz, 1o He Gimpwe AnON iHAHBIAYANKINX MAC BIAXIIIOTLCH Bia-14%n022%
BHTATAIOTLES i3 BaraTonosoBnx Bia cepeannof Mack Ginpwe nik na 10 %. Tpn
5 KOHTCHIICDIB HLOMY JKoAMA fmMBIAyANLMR Mmaca 203 He Moe
BILXHASTHCA BIR cepeannol mach Giamise Nix ua
20 %.
by e o e
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BHCHORBCK: / CONCLUSION:

TponyxT Burorasneno,
The product is manufac

Bianopisac crappapran m suvoras GMD.

It complies witls GMP standards and requirements.

Jliuenis ua supoGunurno AiRapeRIHN 3acobin:

Licence for medical producis production;

Ty nigruepnwyio, wo sci ny

nactaoni 3 GMP, JUTRE PRI Mln?éﬁmng

1 hereby centify that all the ma
Ministry of health of Ukntine a

o frugnsy
ik

WP e
nuf:tcm, '\1§§fgc§ of 1
nd Wit quirements of the MR

G
H

pofinmi craniy mna wiei _g_epii TOTORoT 1Oy K|

o WAV

YRAakesaHo 14 NPOANANIZORANO ILIHG 3 BUMOraMH Peectpanitinoro nocajguen.
wred, packed and analyzed as per vequirements of Registration Certificate.

Ceprimpiray Ne 030/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Mo 598054
Batch AB No. 598054

ing Autharisation file of the destination couniry.
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Spoes’s Yrpanng, i 3 nitsorasas PCECTRALINONO AOCLE BPATTI NPH3IARC LA,
7

his 'ﬁt% gished product have been eanded oul in full compliance with the GMP requirements of the
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Ne ri/nt Hassa ananiay Caenupiranin PeaynuraTu ananizy
Sr. Na, Test name Specification Test result

Uniformily of mass of delivered Nol more than two individual masses deviate from | -1.4 Y%102.2%

doses from multidose containers the average mass by more than 10 %. No incividual
mass deviates from the average mass for more than
20 %.

Kinuricue nHanagenns:

CimeTion Bin 34 mr ji0 46 mr cuserixony & 1 Mn npemapary | 40,32 ar/ma
(85 % ~ 115 % nin 3assmeno] KlIbKoeT) (100,8 %)

Harpiie Gensoar Bia L3mrao L8 vrn 1 s npenapary 1,7 mrfvn

J Asgay

Simethicone 34 mg to 46 mg of Simcthicone per 1 ml of the | 40.32 mg/mi
suspension (85 % to 115 % of the label claim) (100.8 %)

Sodium benzoate 1.3 mg10 1.8 mg per 1 ml of the suspension. 1.7 mg/ml

MixpoBionoriuma uncrora Sarmutne  Kinbkicts  acpoGHix Mirpooprasiasis
(TAMC) - ne Ginpiwe 102 KYO/huy, < 10 KYOlun
Baraisil  kinbricre  npivmronMx nnicenenyx
rpuGia (TYMC) - nre Sinbine 10" KYO/arn. < 10 KYO/mn
Bineyuicr Escherichia cofi n 1 mn npenapary. Bincyrns

7 Microbiological purity Total acrobic microbial count {(TAMOC):
NMT 102 CFU/ml. < 10 CFUW/ml
Total combined yeasis‘moulds count (TYMC):
NMT 10! CFU/ml, <10 CFU/ml
Escherichia coli must be absent per 1 ml, Absent |
T YREBTT S
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CEPTHOHKAT KAUYECTRA

CLERTIFICATE OF QUALITY

Hassamse upoayxra; KOJIK l)l_f”, sycnensin opathua (40 My, o 30 muy Sankax Ne |
Name of product: COLLICK i, oral suspension (40 mg/ mi), 30 ml in jars No.

Per. No; / AR.No,: FP/269/14

Pasmep cepnu: / Bateh size: 1000 narpos/ liters

Cepusa No; / Batch No.: SCB4002

Konanuectso ynakosok: / Number of packs: 33 333

Hata nsrotesnennsn; / Mg, dale: 04.2014

Cpor rojrroetn: / Exp. date: 03.2016

Pernerpagnonioe coujgerennerne Ne UA/0461/02/0]1 mavenennn or 12,10.2012 No 791, aefiernyer no 13.12.2015
Repistration certificate No. UA/10461/02/01 changes of 12.10.2012 No. 791, is valid to 13.12.2015

MNe /o
Sr. No.

Tapamerpn
Tests

Creunduranns
Specifications

PesyasTaThl
Observations

I

Onucaitue

Description

Cycnenans Besoro usera co cneun(GHIscKM
3AFAXOM.

White suspension with the characteristic
flavour.

CooTneTcreyer

Complies

Uagirrnpuxanun

Identification

Crintemicon: M -cnertp HCOLITYCMOID
paC'mDpa ADEH HMETH MAKCUMYMBI OPH TCX
We  miaHax  pone, utoe U HMK-crewrp
CTAHAAPTHOrQ PACTROPA, NONYyHSHHLIE MPH
KOJIHYESTBCHIIOM OIIPCIEREINH,

Hampst - Bennaunt:  BpeMeda  YACPIKUBANMA
OCHOBHOMG  NMHKA  HA  XPOMATOrpaMMax
HCHOITYEMORG  pachieopa W pacmeopa oA
udenmugocayn, MONYUEHHBIX npH
KOSMUECTBOHHOM  CHPSHCHCHHNY,  MOMIKHS!
COBIANATE. h

Simethicone: In the Assay, IR-spectrum of the
test solution shows maxima al the same
wavelengths as that of the standard solution.
Soeliitm henzoate: In the Assay, the principal
peak in the chromategram obtained with the
test sofution has the same retention time as the
principal peak in the chromatogram obtained
with the solwiion for identification.

CooTBeTcTRYRT

Cootsercreyer

Complies

Complies

pH

pH

45-55

435-3.5

4,83

4,83

TleHpracaWias AXTHBHOCTb

Defoaming activity

He Gonee 45 cexyas. e ) P

NMT 435 seconds.

05 cex.

05.5ce,

OBnem cofeprIMore BaHku

Deliverable volume

tHe menee 30 Ma. o

NLT 30 ml.

A COQ

I'P/269/14

Crpannua Me: 1 w3 2
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Ne n/n
Sr. No,

TlapameTpst
Tests

Crcundnkaunn
Specifications

PeiynbTaThbl
Obscrvations

6

IKOnuueeTaEHHOE COAEPMEAITHE:
| MA CYCNEH3HK CORCPHMT
CHMETHKOK IMYLCHIO*
IRBHRAIIEHTIIC
cUMETHRONY.,..40 Mr
*CymeTHKOH amyJihoeus 30%

CHMETHROR
Harpmn fewsoar

Assay: Each m! of suspension
contains Simethicone
Emulsion* equivalent to
Simethicone 40 mg
*Simethicone Lmulsion 30%
Simethicone

Sodium benzoate

Or 34 wmr po 46 Mr (85 % -

JAABJCHHOTO KGA H‘iCC'I‘Ba).

115 % ot

00 % — | 10 %% o1 3asBRCHHOTO KOMEIeCT .

34 mg to 46 mg (85 % — 115 % of the labeled

claim}.

00 % — 110 % of the labeled claim.

39,622 mrimn (99,06 %)

09,79 %

39,622 mg/mi {99.06 %)

09.79 %

MukpoGuonorHtecKan
YUCTOTA:

B 1 M7 NpenapaTa IOMYCKAETCR
FaNAUnE

Haxrepwii:

pubon:

Gaucrepum cem,
Enterobacteriaceas,
Staphylococeus aureus,
Pseudomonas aerugiosa

Microbiological purity:
Total bacteria per | mi
Total fungi per 1 ml
Lnterohacteriaceae,

) ?‘“ﬁlﬁ}“f ety aurens,
‘ P\&HM&W@EHG&U
1 pst AN

ue Gonee 10°;

e Gonee 107,

He aonyckaeTcs HaiXnHue B Lma,

NMT 10 CFU.
NMT 10° CFU.
Must be absent.

< 10 KOE,

< 10 KOE,
Emtervbacieriaeeas,
Staphylococcus aureus,
Pseudomonas aerugincsa
QTCYTCTBYIOT 8 | M1,

< 10 CFU/nl.

< 19 CFW/ml.
Enterobacteriaceae,
Staphylococety waireus,
Pyerdomonas geruginosa ate
absent per | ml,

&i: TneTe 1k MR
NCLUSI(

: ll‘1 5‘ o
qM!”"'M%E 3]
7]

it :
Li L Teabgoducts production:
i ‘iﬁ’fﬁmﬁq‘ p

NPOKIBEALH, YNAKOBAH K NPOTECTHPOBAK B COOTRE
nGoBatusM K eragaprad GMP. CepTudumrar N U'i3ﬁ
{ is manufactured, packed and analyzed as per Regst;aimn" ertifi
yirements. Certificate No. 033/2013/SAUMP/GMP

Q NZKARCTBEHUBLIX CRENCTH

Cepun AB Ne 398054
Batch AB No. 598054

T

f’

r(;j BHH C Tp’eﬁondHuﬂMM PErHCTRAUHOHHOIO
lB/SAUMPIG MP

A "-"'*quuemenls 1t complies

XuMuK-aHanTHE! Ban, sedoprropreh OKIC Hauanennk OKEK:
Analyst; ) in charge of QC tgb.: QC Heax:
; 2 > "
Hara: & Hara: | sy | Hara
Date: oL 1Y Date: *~ Date: (%) ‘bl
FP/269/14 Crpanunuga Ne: 2 u3 2
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