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Kuipcnka dhinin

TOB «Kycym Papy»
Yepaina, 02092, m.Kuis,
Byn. AnMaTiicika, 58
Ten.: +38(04d4) 495-82-88, (axe: 495-82-8

TOB «Kycym @aph»

Ykpama, 40020, m. Cymi By:; Cxpadina, 54

AKC: 77-46 11
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CERTIFICATE OF QUALITY
Haspa npoaykTy: KOJTIKIA®, cycnensis opaisHa AlHa, }A-C{\h’
Name of product: COLLICKID®, oral suspension
Cunaa giit CHMCTHKOH eMYIIBCis, CKBIBRICHTHO CHMCTHKORY — 40,0 mr
Strength: Simethicone emulsion equivalent to simethicone—40.0 mg
Cepis Ne/ Batch No.: SCB1002 Poamip ynaxoBku / Package size: 30 m/m!
Pecerp. Ne/ A.R.No.: FP/0581/21 Tun ynaxoskn / Pack type: Banxa Nel / Jar No.1
Poamip cepii/ Batch size: 1 000 nirpis/littes | Jiara BuroToBaeHHs:/ 'I_\i-ifg. date:.  07.2021
Kin-1b ynakobok / No. of packs: 30 267 Tepmin npuaarHocti / Exp. date:  06.2024
Kpaina / Market: UKR
Peccrpauiiiiie nocsigyenns Ne: _ TepMmin-aii ReodmekeHHH
Reglitration Certificate No, 0710461102101 unlimited validity
Ne n/n Ha3sa auanisy -C-np@ézi}cglﬁh rl".e:l)'mbi"a'ru anasnlsy:
Sr. No. Test name _ ‘Specification “Test result
Onue ‘Cycniensia  Ginoro xomsopy 3  XapexTepHIM Binnositae
1 3aMaX0M.
Description White suspension with the characteristic. flavour. Complies
Inenrudgikanis )
CumeTuxoH I9-coexap snnpoﬁonyaauoro posuudy mosuneH | Binmosinae
' MaTH Maxcm-.yma MpH THX. Xe NOBXKHHAX XBHIb,
o i, l'LI -CEKTP ‘CTAHAZPTHOrO PO3YHHY, OTpHMaHI
NPH KUILKICEOMY BH3HAYCHH].
Hatpiw Genzoar Uacu yIpuMyBaHHs  OCHOBHOro  fika  a | Bianosinge
XpOMaTOrpaMax  BHMpOOOBYBAHOrO POFUMHY i
‘CTRHIAPTHOrO  po39Miy,  OTPHMAaHHX  MpH
5 . KinbKicHOMY BH3HBUYCHH], TOBEHEI 36iraTHCS.
Identification
Simethicone In the assay, IR-spectrum of the test solution shows | Complies
maxima at the same ‘wavelengths as’ that of the
standard solution.
Sodium benzoate In ‘the assay, the principal peak in the | Complies
chiomatogram oblained with the test solution has
the sathe retention time as the principal peak in'the
chromatogram obtained with the standard solution.
pH 45-55 5,0
3 |pH 451655 5.0
Ilinoracaua aKTHBHICTE He 6inpmie 45 cexynn 28 cex
t Defoaming activity NMT 45 seconds 28 sec
OzHopinHiCTs MacK K03, WO He Ginsie iBox uumsmymwm Mac nmxmmc,; Bin-0,6 %10 0,8 %
BUTATAIOTHCA 13 6araTo1030BHX Bi%L cepennsol MacH Gimpuwe xHix Ha 10 % IIpn
5 KOHTEIHHEpIB LBOMY 3KOIHA [HAMBULyaNmbHA Maca 703 HE MOXE
Bmxnmlmca BIJI CGPCJIH.BOI MacH 61}11:1116 HDK Ha
20 %.
FP/0581/21




Kuipcnya dilnia

TOB «Kyeym Dapm»
Vxpaina, 02092, m.Kuls,
syn. Anmaruncexa, S8

o]

S

Kuswumne Phavie

TOB «Kycym @apw»
Vipaina, 40020, s.Cymn, sya. Ckpabina, 54
Ten.: +38(0542) 77- 46-1{} haxe: 77-46-11

Ten.: +38(044) 495-82-88, dhaxc: 495-82-87 = S
§ Q.
Q/C" 1 4” =\
/_, 2 g ’;\’; \
Ner/n | Haipa auanizy Cneundikanis :4 Vkey begh)ﬁl‘dﬁi Jﬁw}jay
Sr. No. Test name Specification c‘ﬁ xJ]J_}lrbie\TﬁfmﬂS t{/\

Uniformity of mass of delivered Not more than two individual masses deviate i T

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

KinpkicHe BH3HAYEHHA!

CHMETHKOH Bin 34 Mr o 46 Mr cHMeTHkoHy B 1 M npenapaty | 36,65 Mr/Ma
(85 % =~ 115 % Bix 3agBnEHOT KinbkocTi) (91,6 %)

HaTpito Senzoat Bix 1,3 Mrno 1,8 Mr B 1 M1 npenapary 1,6 Mr/mn

& Assay

Simethicone 34 mg to 46 mg of Simethicone per 1 ml of the | 36.65 mg/ml
suspension (85 % to 115 % of the label claim) (91.6 %)

Sodium benzoate 1.3 mgto 1.8 mg per 1 ml of the suspension, 1.6 mg/ml

MixpoGionoriuna sucToTa 3arannya  KiBKICTE: aepoﬁ}mx mxpoopramsms
_(TAMC) we Ginsme 10% KYO/mn, < 10 KYO/un
3aranena KiIBKICTH' ZPDKIKOBHX i TUTiCEHEBHX )
1pubie: (TYMC) ne Ginsire 10! KYO/mn. <10 KYO/mn
BiacytHicTs Escheqph:a coli 1 M1 npenaparty. BincytHs

7| Microbiological purity Total acrobic microbial count (TAMC):

NMT 10? CFU/ml. ) ’ < 10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml, <.10.CFU/ml
‘Escherichia coli must be absent per 1 ml. Abgent

BHCHOBOK: / CONCLUSION:

IIpOayKT BHI'OTOBNENO, YNAKOBAHO T8 NPOAHANIZ0BAHO 3THAHO 3 BHMOTaMH. PeecTpauiitHOro TIOCBIIHEH A,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosigae crannapTan Ta BumoraM GMP.

It complies with GMP standards and requirements.

TlineH3i4 Ha BUPOBHMITBO JlikapchKHX 3acobiB:

Licence for medical products production:

Ceprudikar N 099/2020/GMP
Certificate No. 009/2020/GMP

Ceépis AB M 598054
Batch. AB No. 598054
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KuiBcnka (inis ' TOB «Kycym @api»
TOB «Kyecynt Dapm» Yipaina, 40020, m.Cymy, pyn. Ckpabina, 54
Vipaiia, 02092, M.K#iB, 5
Byi1. AnmaTunckka, 58
Ten.: +38(044) 495-8-3%, dhaxe: 495-82-87 Kusume Pharm

LM 5 38cBiRYYT0, 1O HABEACHD BIIIC IHPOPMALIA € AOCTOMPHOK Ta To4H0M0. Lt cepilo nposykuil By.io snpebacko (4
NIPOBEACHO-KOHTPONS 11 AKOCTI Ha BHINCIa3HA e Ainsnmui'y Hosuil BignosinHocT 3 Buuoramn GMP, amﬂpmcﬂuu
TAKOX BIZTOBIAHO 10 creuM®ikauif, Wwo MICTATHCH .y PEECTPALiNHOMY Hoche 860 ToproBiif miueHsil kpalim-upobRUke 2
nponyxitiro iMnopToRaHe, ab0.y focke cncusdikauifl Ha npenapar Inx AOCTiAKYBAHONO AiKEPCHKOrD 3acofy. [porokonm
ByNO NepETAANYTO TA BCTRHOBNCHO BiAnosinHicTs GMP.

[ hereby conifirm that the above mientionied information is avthentic and accurate. This batch of the product was manufactured (including packing/marking) and
its'quality control was performed at the site mentioned above in full concordance with the requirements.of GMP imposed by local regulatory authorily as well as
according to- the specifications included in the registration dossier or the trade licence, of &' manofacturer country -or imponting country if the product was
imported, or in the dossier of product specificaliohs for the éxamined drug product. The protocols of manufacturing, packing and analyses were roviewed and
approved in complying with GMP.
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XiMix-ananitix ae: mabopatopieio BKA | Hauansunuk BKS YnopHopaxera ocoba
Analytical Chemist |'QC:Lab In-charge QC Head Qualified Person

In’a/Name: Mﬁu&%ﬂ(’ C!uﬁhl.poﬁa H A PC\.W\Q(P\G{L %@Mé‘fw
Higunc/Signature: 1%) Cory/ ((J\?‘\\"U A ﬂ%%&%’/

N i
Jlata/Date: e f (210124 nled|n L2081y

FP/0581/21 Crop/Page Ne: 3 a/of 3




TOB«Kyeyst ®apyy

Vx;mma, 40020, Cyni; syii. Ckpsbitia, 54
Ten.: %?8(0542)’77»4640 ‘Parc: 77-46-11.
© e~mail; plani@kusuniug

www kusumua

TUIEIOAPM
JT
lAeHTUIKA(I) 13484
xoa 20075891
hng

Noyastr  SMiasm FPharm

N7 Sy
\\1@151 ()\t)y

o
S
@]
3
jus]
O
Us;

Ne'n/iy Hassa ananizy Cremndikania ‘PesyabTaTn anaiay
Sr. No._ Test name Specification . Testresult
Umfonmty of mass of delivered Not more-than two-individual: masses deviate from 23%102.7%
doses from multidose containers the average mass by more than_ 10'%: No in v
| mass deviates from the average mass for morc éhan
20 %
Kinpxicne BU3HaYEAH: :
Crserakos: ‘Bim34 wr 16 46 mr eumenikony 8 1 mn ripenapary | 39,20 mr/in
(85 %~ F15.% Big rasnacHoT KinkKOCTI) 98,0%)
| Harpiio Gensoar- Bin'l,3mrno 1,8 mreid surnpenapary 1,6 wr/mn
6 Assay N o
Simethicone 34:mg fo 46 mg of Simethicone per-1 ml of the| :
-Sii’sgens’ikffﬁ,;gi?‘i % 16:115 %.of the label claim) : 3
Sodium benzoate , '1'13 mgﬂj‘ to'1.8 mgper 1 mlof the suspension, 1 6 mg/ml

“Mixpobioforiuna yncroTa.

TOAKYO/mn:

15 8epoGHAX MIKpOOPraHizMin-

<10 KYO/mr
plﬁ(}l)KOBPIX l HJHO@H@BMX;

] 6m»me 10‘ KYO/MJI <10 KYOMn

. Buxcy“rma
7 | Microbiological purity o
’ <10 CFUMml
; I _‘ - sﬁ;loic,f%ﬁzx%m.

Eschmchza coli-must be-absent per 1 'ml. Absent’

BHCHOBOK:/ CONCLUSION:
.;I}ponym* BAFOTOBNEHO, YNAKORAHO T4. npoauam:zonauo ariivio:s sUMOraMiy peectpaLiitioro noosifuens. *
“The: produpt i manufactured,. packed and-analyzed-ag per requirements of Registration Certificate.

Cepmq;mar Ne 009/2020/GMP
’ e N '009/2020201\@

Binnobifae cranfapram Ta piimoram GMP.
It comphes with GMP standards and: requirements.

;Jhuemm Ha, Bmpcﬁmxm;o JIKAPCHKHX aacobis;.
Licence for medlcal ‘produgts:production:

ali-the m;mufhcmnng mge&?'
- lnmtry ot healfh of Dkraine andwith the

‘Yrontopaxena 006
Qualified Person
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.,:_&,é&{;gé&ﬂ I/'

:«@mp./:'p;agggvgglz slof2

g an: naficpampmm BKSL Ha;
/OC Lab In-charge :

Tvt'a/Name: Eripios s ounnes
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| Hazga npoayxry: :
‘Nanie of product: COLLI KID"” orai susgensxon, 40133g/ml
Cona il CHMETHKOH eMyabeis, EXBIBANCHTHO cameTHKoRy = 40,0:Mr/ M
Strengthe Sxmetmcone emulsion eguivalent to simethicone =40.0 mg/ml

 Cepin Ne/ Batch Nos SCB2007 Poswip ynaxoskn / Package size: 30 wu/ml

_Pecerp. Mo/ ARNoii FP/0703/22 Tun ynakoski / Pack type: Basiica Nel / Jar No.1
: }’oamp cepu i/ Batch sizes 1 008 _m’rpm/htres | Jtara uroTornenns / Mfy, date: 092022 -
Kinih ynaxanozc /No.of packs‘ 29273 Tepmin npunarnocti/ Exp. date: 082025

‘Kpaina / Market; UKR

‘Pecerpauiiinie uocnimwmm Ne:
| Registration: Certif‘cate Noi:

UA/L0461/02/01

“Harpi bensoar

SriNo. | Test name_ , Specification Test result
Onne “Cycnewsis  Ginoro xomsopy 2 xapaxtepumm.| Binnosinae
1 BAAXOM.

_Description ‘White sutspansibn;with_ti_jivc'irara@gerjsﬁﬂc flavour. | Complies:
Inenudixania e
CHumernkon He-enexrp: sunpoGopysanoero. posunny nosunen | Bignosimee:

MATH MAKCAMYMM TIDH. THX KS AOBKHMHAX XBAIIL,

o i Yecnesrp: c‘ramxapmoro PO3YHHY, OTpUMAN]

SIPAKINBKICHOMY BHAHAUCHHI:

\ ocHoBHOrO  THiXa Bignosinae

9
Identification Sl
Simethicone: /§ | Complies
“Sodium benzoate: he | Complies
| 50
el 50
| Minoracaya axtmpyicts. H :
4 | efoaiing activity NMT45 seconds
',Oziab"piﬁﬂicm MACH AD3; TIO- "He Ginsute neox. IHEBIIYANEHIX MaC BIIXM
BUTATRIOTRCA 13 &mrogoaomsx Bl Cepenusol mac Ginsie nix war 10 % ;
5 ‘xomeﬁnepm ::ubomy KORHE: m,zmnmyanma Maca 7103 He, Moxce
'FP/0703/22 Crop,/Page Ne: 1 s/0f 2
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Knipebka (i)iJliﬂ taevTdixalimi TOB «KycyM (Dap‘M».
TOB «Kycym Dapm» X4 3%);589‘ . Vipaina, 40020, m.Cymn, Byt Crpabina, 54

Vrpaina, 02092, m.Kuis,
BYN, AsMaTHHChKA, 58

Tein,: +38(044) 495-82-88, daxe:

Ten.: +38(0542) 77-46-10, daxe: 77-46-11
e-mail: plant@kusum.ua
www.kusum.ua

CEPTHOIKATIE ™ /O /4
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m/«ixx‘;,///{'amm Pharm

CEPTURIKAT AKOCT]
CERTIFICATE OF QUALITY

Haspa npoaykry:
Name of product:

KOJIIKIZI®, cycnensis opansya, 40 Mr/vn
COLLICKID®, oral suspension, 40 mg/ml

Cuaa nif: CHMETHKOH eMyIheis, eKBIBANEHTHO CHMETHKOHY — 40.0 Mr/Ma

Strength: Simethicone emulsion equivalent to simethicone —40.0 mg/ml

Cepin Ne / Batch No.: SCB3002 Posmip ynaxoexu / Package size: 30 Mu/ml

Pecerp. Ne/ ARNo.: FP/0853/23 Trn ynaxosxn / Pack type: Banxa Nel / Jar No.1

Poamip cepii / Batch sizeé:

1 000 mitpis/litres: | Jara purorossenns / Mfg. date:.  11.2023

Kin-te ynaxosox / No. of packs: 33 333

Tepmin npuaatuocri/ Exp. date:  10.2026

| Kpaina / Market: UKR
Peccrpaniiine nocsinuenns Ne: ; Tepmin 1if Heobmexenui
Registration Certificate No.: A/10461/02/01 unlimited validity
Nen/n Hasea ananizy Crenndiraiis PesysinTaTy avanizy
Sr. No. Test name Specification o Test result
Onnc Cycnensia  Ginoro kombopy 3 xapaxtepumM | Bignosinac
1 : 3ar1aXoM.
Deseription White suspension with the characteristic flavour. Complies
Lpentudikauis
CrmveTykoH IY-criextp BunpoOOBYRAHOTG pPO3YMHY TOBHHEH | Binnosinae
MaTH MaKCHMYM¥ JIPH, THX K¢ HOBKYMHAX XBHIb,
o i TH-crrexrp CTAHNAPTHOTO PO3YHRY, OTpHMaH]
TPH KiNBKICHOMY BH3HaueHHI,
Harpito Genzoar Yacu  yIpUMYBaHHA  OCHOBHOTG  mika ‘Ha | Bimmosinae
XpoMaTorpamMax  BHTIDOOOBYBAHOIO  PO3MHHY i
CTAHZAPTHOTO  DOSYHHY,  OTPHUMaHmX  1pH
P KUIbKICHOMY BH3HAYEHHI, NopvHN 36iraTHcs.
Identification
Simethicone In the assay, IR-spectrum of the test solution shows | Complies
maxima at the same wavelengths as -that of the
standard solution.
Sodium benzoate In the assay, the principal peak in the | Complies
chromatogram obfained with the test solution has
the same retention time as the principal peak in the
chromatogram obtained with the standard selution.
pH 4,5~5,5 5,0
3
pH 451055 5.0
Ilinoracsya axTuBHicTh He 6inpine 45 cexynn | 8cex
4 ; .
Defoaming activity NMT 45 seconds 8 sec
OnHOpIIHICTE MacH 1103, 10 He Ginsiue nsox iHpusinyansmnx Mac sipxusotecs | Bin-0,9 %m0 1,4 % _
BUTATRIOTHCA 13 6araTon030B1X Bigt cepenupol Macu Oimpuie nix na 10 %, Ilpw ZREHOKO
5 KOHTEHHEpiR LBOMY KOJHA IHAMBIZyaNEHA Maca 703 He MOXKE T
pimxunsTacs Bin cepennnoi Macw Ginpnre HDK Ha : OIS 3 T
20 %. :G ;1()}»\'\V\H‘H
& P |
=YY
2l "balll
B\~
FP/0853/23 :,
%




Kuineska pinis JHEJPAPM

i 1T
TOB (<I\ycyM" (I)apM» I/.\eu*rifbiéllim«m‘a
Ypaina, 02092, s.Kuis, KO 2{)}375891
Byl AnvaTHCEKa, 58 : e ﬁdla?mﬂﬁ
Teu.: +38(044) 495~ 82 88, @aKc 2.8

TOB «Kyecym Dapw> -

Vipaina, 40020, m.Cymsi, Byn, Cxpadina, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11

e-mail: plant@kusumua
www.kusum.ua

[2)

“‘i*%i'f i G0 '
Ne n/ne Hasgsa ananisy Crenndikanin PeiyawraTd ananisy
Sr. No. Test name Specification Test result
Uniformity of mass of delivered Not more than two individual masses deviate from | -0.9 % to 1.4 %
doses from multidose containers | the average mass by more than 10 %. No individual
mass deviates from the average mass for more than
20 %.
KinsKicHE BUIHAMEHHS!
CyumeTuxoH Big 34 Mr fo 46 MI cuMeTiKony B | Ma dpenapary | 43,58 mr/mi
(85 % 115 % 8in sas8meH0T KinbKOCTI) (109,0 %)
Harpiro Gensoar Bin'1,3 mr go 1,8 Mrs 1 mir npenapary 1,7 mrivn
f Assay '
Simethicone 34 mg to 46 mg of Simethicone per 1 ml of the | 43.58 mg/ml
- suspension (85 % to 115 % of the label claim) (109.0 %)
Sodium benzoate - 1.3mg to 1.8 mg per 1 ml of the suspension. 1.7 mg/ml
‘Mikpo6ionoriusa uncroTa BaranbHa KinekicTs aepoluux  Mixpoopramizmin k
(TAMC) —~ se Ginpie 10% KYO/m. <10 KYO/mn
Baragena KUBKICTH JpPDLKIOKOBHX 1 mmicenesux
rpubis (TYMC) — e 6insure 10° KYO/mn. <10 KYO/mn
Bincyrnicts Escherichia coli B 1 M mipenapary. Biacyraa
1 Microbiological purity - Total aerobic microbial count (TAMC): ‘
| NMT 102 CFU/ml. < 10 CFU/m]
| Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml. < 16 CFU/ml
Escherichia coli must be absent per 1 ml. Absent
BUCHOBOK: / CONCLUSION:

TTpomyKT BUTOTOBNEHO, YIAKOBAHO T4 NPOAHANIZ0BAHO 3TIAHO 3 BUMOTAMY PEECTPAlIMHOTo HocRinTeHH S,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepin AB Ne 598054
Batch AB No. 598054

Bianosinae crapjapram Ta simoram GMP.
It complies with GMP standards and requirements.

Jlineusis pa supoGHULTRO JIKAPCHKIX 33¢06iB:
Licence for medical products production:

Lluym ninTeepmkyto, Mo Bei supobummi oranii win uicth-cepli rovopol npoaykuii Oyin sniliceni B oI BIANOBINAOCT] 3 BEMOTAMY, JATHAHCHUMU B YUHHIN
nacTanoni 3 GMP, sarsepiixeniti MinicrepcrsoM oxoponn 310pos’s Yipainu, i 3 BUMOraMu peecTpaLifiHoro A0cse kpaiiu NpR3HateHHs.

1 hereby centify that all the manufacturin; sta
Ministry of health of Ukraine and wi 1

///7 Ky ms BAPK
q .

ges of this bateh of ﬁmshed product have bean carried out in full comphance with the GMP requitements of the

s Ef”
B M;& yilglaﬂél‘gx }/M B. naboparopicto BKA | Haganernxk BKA VnosHoBaxesa ocoba
\¥ Xfmg;ytm@f g’@ggﬁ‘ Wﬁg C Lab In-charge ‘LQC Head 'Qualiﬁed Pe S
% 2 ] . . ) i._fj‘ }
In’a/Name; ﬁ{) thcc,m/x& Yo C.ﬂ,fu:a 2aelen T G &}‘& 2 \
. . / 1B *«;
Tlinnuc/Signature: ’3/; C;&ai/ ~ Cfm? ‘ //‘/’1342 v l“ W >
Ilara/Date: S s o " b !‘Wi
: AD[ b [55 201123 Al 25 W / / 3/3
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Kn¥schka dinin

TOB «Kycym @apm»
Ykpatina, 02092, m.Kuis,
BYA. AIMaTHHCEK], 58

K04 20075851

TOB «Kycym ®apaes

Ykpaina, 40020, s.Cymn, yxr, Crpabina, 54
Ten.: +38(0542) R T

CEPTHOHKAT KAUECTBA
CERTIFICATE OF QUALITY
Haznanwe npoayxra: KOJIKIT®, cyeneusis opansya, 40 Mrimn, no 30 aa y BaHkax Nel
Name of praduct: COLLICKID®, oral suspension, 40 mg/ml, 30 mlin jars No.1
Per. Ne: / A.R.No.: FP/0653/20 Pasmep cepuu: / Batch size: 1000 natpos/ liters
Cepus Ne: / Batch No.: SCBK00S Koauvecino ynaxosox: / Number of packs: 33 333
data wiroresacinsa: / Mfg. date: 08.2020 Cpok roanoern: / Exp. date: 07.2023
Perucrpanmonioe cennerenncrno Ne UA/S 104561/02/01, geiicteyet mo 21.10.2020
. Régistration certificate No. UA/1 0461/02/01, is valid to 21.10.2020
Nen/n ITapasmerpui Crneunduranus Peaynntarm
t_8r, No. Tests Specifications Observations
| Onue Cycnensis 6inoro xonsopy 3 NapAKTEPHUM Bianorinac
JanaxoM.
Description White suspension with the chardcteristic Complies
flavour.
2 laeurudixanis
Cumemuron I9-cnextp BHTIpoGOBYBaHOrO DPO3YHHY Bianosizae
NOBHACH MaTH MaKCHMYMH IIPH TUX IKC '
AOBKHHAX  XBHAB, wo i  IY-criextp
CTAHAAPTHOTO  PO3YMHY,  OTpHMaHi  npw
KiMbKICHOMY BRIHaveHH i,
Hampiio Genzoam Yach ytpumysamns ocuoseoro nika ma Bianosinze
XpoMaTorpamax sunpobosysarozo posuuny i
CMAndapmuoz0  Po3yuKy, OTPHMAHHX npH
KinbKicHOMY BH3HaueHHI, NOBUHHT 36iraTies.
Identification
Simethicone In the assay, IR-spectrum of the test solution Complies
shows maxima at the same wavelengths as that
of the standard solution.
Soditm benzoate In the assay, the principal peak in the Complies
chromatogram obtained with the fest solution
has the same retention time as the principal
peak in the chromatogram obtained with the
standard solution,
3 pH 45-55 4,9
pH 4510 5.5 4.9
4 [TiHoracaua akTHEHICTL He Gimbuwe 45 cexynn 16 cek
Dcfoaming activity NMT 45 seconds 16 sec
5 Onropianicts Macy ao3, wo He Ginswe asox imamsisyamsmnx  mac -0,7% 00 1,0%
BHTArAI0TECY i3 6araTofo30BUX | BiZXHMIOMOTEGA BIL cepenubol MacH Ginsue
koHTeHHepip ik Ha 10 %. Ilpu USOMY  SKOAHa
inpuBinyanbHa. Maca  m03  He  Moxe
BIAXMIATHCS BIA CEpPeAHBO] Mach Ginniue Hi
na 20 %.
Uniformity of mass of delivered | Not more than two individual masscs deviate -0.7%to 1.0 %
doses from multidose containers | from the average mass by more than 10 %.
None individual mass deviates from the
average mass for more than 20 %.
FPA0GS3/20
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F : TOB «Kycym ®apym
Yepaina, 40020, m.Cymu, syn. Ckpatina, 54

Ten.: +38(0542) 77-46 i

e-mail; ins(ay

Kusum Pharm

o
Ne n/n [iapaMerph Crnennduxauns %&g}@m
Sr. Na. Tests Specifications % pY s
6 Kinskicue snanaucHua: : T~
CHMETHKOH Biz 34 Mr mo 46 wmr CHMETHKOHY B | Mna 3996 Mr/Mn
npenapaty {85% - 115% Bin . 3asencuoi (99,9 %)
KinBKOCTI)
HaTpilo Gexzoar Bin 1,3 mr 0 1,8 mr 8 | an nipenapary 1,6 sr/mn
Assay .
Simethicone 34 mg to 46 mg of Simethicone per 1 ml of the 39.96 mg/ml
suspension (85% to 115% of the label claim) {99.9 %)
Sodium benzoate 1.3 mg to 1.8 mg per | ml of the suspension. 1.6 mg/m!}
T Mixpo6ionoriuna 1ucrora | 3aransha kinbxicrs acpobHux MixpoopraniaMis
(TAMC) - xe Ginsize 10° KYO/an. <10 KYO/mn
3aranmnHa KiMLKicTE ApimmkoBHX 1 NAiceHenx
rpu6is (TYMC) —ue Ginsme 10! KYO/un. < 10 KYO/un
Bincyrnicts Escherichia coli s 1 mn npenapary. Bineytus
Microbiological purity Total acrobic microbial count (TAMC):
NMT 102 CFU/ml. <10 CFU/ml
Total combined. yeasts/moulds count (TYMC):
NMT 10! CFU/mil. < 10 CFU/ml
Lscherichia coli must be absent per 1 mi. Absent

3AKJHOYEHHE: npoaykT npouascze, YNIaKoBall H NPOTECTHPOBAH B COOTBETCTBHH ¢ TPeGOBALHAMH PErHCTPAUHOIHON
emuperentetea. Oteeuact TpeGovanuay u craunapram GMP, Ceprudurar Ne 009/2020/GMP

CONCLUSION; the product is manufactured, packed and analyzed as per Registration Certificate requirements, Tt complies
with GMP standards and requirements. Certificate No. 009/2020/GMP

JIMueH3NA Ha Npou3BogcTEO JICKAPCTBEHHLIX CPCACTE! Cepusn AB Nr 5980354

Licence for medical products production:

letsrnsiganipyry
Xox 33525007

{524 M,C‘N&

Batch ADB No. 598054

«[JIEABAPM
-HTH»

laenTudinayiGnun

xap 20075891
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CEPTMOIKATIS

XUMHK-2HATHTHE 3am. HauwbHKKa OKK Hauansuux OKK YronuomeuenHoe auL0
Anatyst 9 Deputy QC Head ..{QC Head Qualified Person
’ . — T ity i " P 1 \:L (B‘ o £
Fims/Name: S&ypicols ). Jebesico €. L A QV‘“‘?’ S f oAU
: ' ey o 7 / ;‘—\q\\,} "':3-'" . = s
IMoanucn/Signature: ,qgv,(_) € 7%5 - / [ (’f&«’fﬂ’fﬂ Cé{fgiﬂ}/
] '/ 7 P 7 7
2 .
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CEPTHOHKAT KAUECTBA

CERTIFICATE OF QUALITY
Hazpaie npoaywxra: KOMNIKI®, CycrneH3is opansna, 40 My, oo 30 ma y Gankax Nel
Name of product: COLLICKID®, oral suspension, 40 mg/ml, 30 ml in jars No.]
Per. Ne: / A.R.No.: FP/1004/20 Pazmep cepun: / Batch size: 1000 mrpos/ liters
Cepusa Ne: / Batch No.: SCBK009 Koanuecrno ynaxosok: / Number of packs: 33 333
Hara uzrorosnenms: / Mfg. date: 12.2020 _Cpox.roanocru: / Exp. date: 11.2023
Perncrpausonioe cesaerenserso Ne UA/] 0461/02/01, TepMin A keobMexemnit
Registration certificate No. JA/10461/02/01 , unlimited validity
Ne i/ Mapamerprt Creunibuxanun PesynsTaT ]
Sr. No, Tests Specifications Observations
1 Onne Cycnensia 6Ginoro xomsopy 3 XapakTepHum Binnosinae
3al1axoM.
Description White. suspension with the characteristic Complies
flavour.
2 Inenrudikauis
Cusenmuron M-cmextp punpoGosyBaHoro po3unHy Binnosizae
NOBHHCH MaTH MakCHMYMH TIDH THMX e
ACBXMHAX  XBMIB, 1o i IY-coexTp
CTAHMAPTHOTO  PO3UMHY, OTpPMMaHi npH
KiNbKicHOMY BusmaueHHi,
Hampiio bensoam HacH yTpHMyBaHHS OCHOBHOTO Nika Ha Bianosigae
XpoMatorpamax sunpobosysanozo pOIUURY |
CMaldapmuozo  PozYURY; OTPHMAHHX npH
KIILKICHOMY BHIHAHCHHI, TOBHHHI 36iraTHCa,
Identification
Stmethicone In the assay, IR-spectrum of the test solution Complies
shows maxima at the same wavelengths as that
of the standard solution.
Sodium benzoate In the assay, the prineipal peak in the Complies
chromatogram obtained with the test solution
has the same retention time as the principal
peak in the chromatogram obtained with the
standard solution.
3 pH 4,5-55 5,0
pH 4510 5.5 5.0
4 [linoracaya akTHBHICTS: He Ginbwe 45 cexynn 7 cex
Defoaming activity NMT 45 sceonds 7 sec
5 OnuopinnicTs Mack nos, uo He OGiabwe amox imamsinyansuux mac -1,0% ne 3,1 %
BUTATAIOTLEA i3 6aratono30Bux | BiAXUAMIOTLCA BiA cepenHsoi. Mach Gisble
KonTelHepis "ix wa 10 % Ilpn ULOMY  #OZHa
IHAMBIAYANEHA.  Maca 03 He  MOWe
BIAXHNSTHCA Bill CepPenHBOl MacH Biablue wim
Ha 20 %.
Uniformity of mass of delivered | Not more than two individual masses deviate -1.0%t3.1%
doses from multidose containers | from the average mass by more than 10 %.
None individual mass deviates from the
average mass for more than 20 %.
FP/1004/20 Crpansua Ne: 1 u3 2
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TOB «Kycym ®apmn

Vipaina, 40020, M.Cymu, Byn. Crpstina, 54
Ten.: +38(0542) 77-46-10 . -

Ne ni/n Tapamerph Cneunduxaimn W W
§r. No. Tests Specifications el
¢ Kinskiche snanauenns: ‘ T
CHMETHKOH Bix 34 mr no 46 smr cumerskowy B | Mmn 40,17 mrimn
npenapaty  (85% — 115% sin sansacuol {100,4 %)
KinbKocTi)
Hatpito Bexzoar Bin1,3mrao 1,8 mral mn npenapary 1,6 mr/mn
Assay :
Simethicone 34 mg to 46 mg of Simethicone per I m! of the 40.17 mg/m|
suspension (85% to 115% of the label claim) (100.4 %)
Scdium benzoate 1.3 mgto 1.8 mg per ] ml ofthe suspension. 1.6 mg/m}
7 MikpoGicnoriina yncrora 3aranbpa KiAbKICTH aepobHHX Mixpoopramiamis
(TAMC) - ne Ginsie 102 KY O/mn, < 10 KYOimn
3arankna KinbkicTe OPIKAKOBMX | mUTiCeHERHX
1pubis (TYMC) — He 6inbwe 10! KYO/vn. < 10 KYO/mn
Bineytuicrs Escherichia coli s | mn Opeapary. Bizcytua
Microbiological purity Total acrobic microbial count (TAMC):
NMT 102 CFU/ml, <10 CFU/ml
Total combined yeasts/moulds count (TYMOC):
NMT 10" CFU/ml. <10 CFU/ml
Escherichia coli must be absent per 1 ml. Absent

3AKNIOYEHHE: OPOAYKT NPOHIBCACH,
couperenrcToa, OrbeuaeT TpeGos
CONCLUSION: the product is
with GMP standards and requirer
Jnuensna na npowssoacTeo Mexapcrsennbix CpenCTa;

Licence for medical products production:

YIIaKoBaH H POTECTHPOBAH B COOTBCTCTBHH ¢
aHHAM M crahpapray GMP. CepTudirkat No 009/2020/GMP
manufactured, packed and analyzed as per Re
nents. Certificate No, 009/2020/GMP

Cepun AB Ne 598054
Bateh  AB No. 598054

TPEGOBBHMMH PErHCTpaLHOHHOTO

gistration Certificate requirements, It complies

XHMHK-ZHARHTHK
Analyst

Hauannune OKK
{QC Head

-3aM. Hawansaurs OKK
U Deputy QC Head

YnonHomouensoe nuuo
Qualified Person

Hma/Name:

Sopecoba 210,

Pagm ymah

Ry ~r 2
Citees 2 Qe 7 &

Fbevobovas 1

Monnuce/Signature: ﬂ% T Gased - C\\A\Mu % Wﬂﬂ}rf/ '
Lﬂam/Date: AR ) D o »—L;,f": -{,}":{,Q ,}.3-\ \ ;1\ ;T Lol / §d / 2o

FP/1004/20
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Kuincoxa dinin

TOB «Kycym @apm»
pra"aa, 02092, . Knis,
Byn A;mm 58

TOB «Kycyu Dapm»
Vipiina, 40020, m.Cy» ' A
Ten.: +38(0542)

Per. Xa: / A,R.No:: FP/1009/20

Haasaune npoaykra: KOJIIKUJ,' Cycnensis opansHa, 40. urfwl, no3l) ML y Garkax Nel
Name of produet: COLLICKID®, oral suspensic

, 40 mg/ml,-

HPasue cepnui / Bateh size: 1000 sintpon/liters

Cepua Ne: / Batch No.. SCBK010

Jata w3roToEnéinns: /, date:'12.2020°

Konwuaecviio ynaxosox: / Number of packss 33333
Cpm:'rognom 1 EXp. date: 11,2023

‘Peruérpanuoinice: cnunei’émcno Ne UA/10461/02/01, Tepmisi-nif HEOOMexerHit
Registration certificate No. UA/I 0451/02/01,- unhrmted ~validity

dosés from multidose dontainers |

|"Nong.

ftom the average mass :by more than 10 %

individual mass devistes fom the
.dyerageé. mass for ma?é;han_ ZQ %.

Ne n/n Tapamerpr Cremuduxarms PesyasTaTel
|_Sr. No. Tests Specifications Observations
! Onue Cycrensin Ginoro xomsopy 3 xapaxtepru Bianosigae
3AIIAXOM,
Description Wmtc suspension with the characteristic Complies
| flavour.
2 Inewrudixanis ) - ]
Cumemuxon [M:emextp  sunpoSomysatoro  poswmsy. Binnodinae
NOBHHEH. MATH MAKCHMYMH UODH THX Ke.
Aop¥upax  xsums, mg i IM-ciektp
CTAHAAPTHOTO  pOJuMHy, oTpMMami npu
- KUIBKICHOMY ‘BH3HARCHH, _ _
Hempiio benzoam Yacn. yrpumysauug QCHOBHOTO. Mika Ha. Bianosinae
XPOMBTOFPaMax. GunpofoBysanczo, Poguuny i
cmandapmnoea ppxﬁuny, OTPHMAHAX. UpH:
ximskicHoMy Bi3HaveHHi, NOBYHAFA6iraTHCS.
Identification. .
Simethicone ln. the, assay, IR-spectruint of the test solution. Complies
¢: w,avelquﬂns 48 that,
Sodium benzoate ' : principal , Complies
togram 0 _';_ne‘d w1th the rest salunor;
has-the same. retetition iriie' as the principal
péak in the- chromatogram obtained withthe
standard solittion;
_lpH 4.5165.5 49
4 inoracaya akTHBHICTS He Ginse 45 cexynn 9 cex
Defoaming. activity | NMT 45 seconds 9 see
5 Onnopi'nnicu. macu ao%,wo | He Gimme zBoX HIMBIAYAISHAX  Mac: = 1,9%:10'5,7 %.
BUTATAIOTHCR i3 6araTOA0I0BMX ai,wmmxom Big cepemuol macy. Ginsiue
xowrehnepis. Hix wa 10 %. Tipw UEQMY  KOnHA
irg s;gya:uua naca A3 me  moke
Uniformity‘of mass of'¢ ‘delivered | ‘Not nore than two individyal masses, deviate -1.9%1057%

FP/1009/20
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N n/n Hapamerpm Chénsdnxanus Tl
Sr. No. Tests -Specifications ryations

6 Kisibkictie BH3HAUCHNA: . :
CHMETHKOH Bitt 34 mr no 46 wr tuuetkomy B 1 Mn 41,72 mr/mn
' npenapaty (85% - 115% min  sassnenof (104,3 %)
KiahKoCTi)
Hatpilp Gensoar Bin 1,3 Mr o 1,8 Mr & | Mn npenapary 1,6.Mr/mn

Assay
Simiethiicone. 34.mg to 46 mg of Siinethicone per 1 mi-of the 4172 g/l
suspension (85% t0.115%: of the label claim) (1043 %)
Sodiuin benzgate: 1.3 ingto 1.8 mg'per 1 miofthe suspeiision. 1.6,mg/mf{

7 | MixpoGiontrivsa uncrora Barana Kifbkicts. Sepobusk MIXpOOPraRiaMis i
’ (TAMC) -~ se binstme 10 KYQ/un. ¥ 10 K¥O/m
Saransna axbiskicts npixibkosix: i niicenemix ,
Tpubin (TYMC) — ué.Sifinré 101 KV Olsin. < 10 KYO/Mn
Bincy'riicrs Escherichia colin 1 Mt npenapary: Bincyrsn

‘Microbiological parity Total-aerobic miicrobial éount (TAMC): ,
NMT 102 CFUAxl. o <10 CFU/m!
Tota] combined ycasts/moulds count (TYMC):

NMT 10! CFU/ml. <10 CFU/m!
Escherichia coli mist be absént per 1 mil. Absent

3AKMNOYEHHE: np Ayt MIPOH3BENieH, yNakoai u. npotectuposat » codTieteini‘c ‘TpeGosatuamn pericipaimonoro

ceserensoras. Orfseuaet TpeBOBaImAN H CTanAap T GMP. Cepairicar Ne009/2020/GMP
CONELUSION: the product is- minufactured, packed and nalyzed ss: per Registration Certificate requirements. Tt tomplies
with GMP standards and féquiremerits; Certificate:No; 0092020/GMP .

Juen3ua e APOHIBOACTEO fieKAPCTREMREIX CpeiiTs: Cepna AB N 598054
Licence for medical products production: Batéh  AB No, 598054
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ana

Xymuk-aHanurhy %im,nma;nmn‘ OKK | Hayanpmux OKK YHOTHOMOUEHHOE T1LLO
Analyst eputy QC Hend £0C Head Qualified Person
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