TIEP’KABHA CJVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCBKIA OBJIACTI

nipos. Ceitmmunoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox E€JIPTIOVY 37078774

BUCHOBOK
Npo AKicTh BBe3eHOro B YKpainy JiKapchKoro 3200y

20.12.2024 Ne 57360/24/10

ECIHYMI3AH® L

(HalMERyBaHHS JiKapChKOTO 3ac06Y 3TIAHO 3 peecTpauiiiHiM TOCBi TUEHHAM)
Kpamnii opajibHi, emyibcisi, 40 Mr/mi, no 30 mu1 y ¢uiakoni 3 KpanejabHULEI0-BCTABKOIO T2
npo6xoio; mo 1 ¢urakoHy B KapTOHHIH Kopooui

(dhopma BUIYCKY, O3YBAHHS, BII NaKyBaHHs TiKapckKoro 3acoby)

Homep peectpaniiinoro nocsiggenns UA/0152/ 01/01 crpox if peectpaniitsoro nocsinuens 01 .01.2099

Cepis nikapenkoro 3acoby Ne 43057A KinbKicTs BBE3€HOTO Tikapebkoro 3acoby 1944
Bupo6uuk "BEPJIIH-XEMI AT™",, HimeuuuHa
(HaltMeHyBaHHA BHPOOHHKA JTIKapCHKOTO 3acoby, KpaiHa TOXOJIKEHHH)
BaeseHo B YKpaiHy CrnijibHe YKPaiHCbK0-eCTOHCbHKE MiANPHEMCTBO Y ¢opmi ToBapHCTBA
3 oG MesKeHoo BianosinanpHicTio "OnriMa-®dapm, JITA", inenr. kox:
21642228

(waiimenysans Ta kof 3a CAPTIOY opunuunol ocoby abo npizsuLLe, im's, o 6arTbKoBi (pizuuHOT
0coGH - mignpuemu, Ti Micle TPOXUBAHHA Ta peecTpauiiiinit HoMep 08JIKOBOT KAPTKK NIATHIKA
ronarkis abo cepist Ta HOMep Nacnopra)

IIpoToKo] BizyaILHOr0 KONTPOIIO Bl 20.12.2024 N2 3417/33.

3a pesynbTaTaMi JEPKABHOTO ~KOHTPOII0  BCTAHOBJCHO, IO nikapchbkui  3aci6 BBeseHo B YKpaiHy 3

IIOTpI/IMaHHﬂM BHMOT 3aKOHOZABCTBA 1100 3abe3neyet s AKOCTI TiKapChKHX 3aCO0iB.

Onrra EPBOMEHKO

{ninmac) {ininiand Ta npissuie)




ERLIN-CHEMIE
MENARINI

Ceprudikar sikocri

[ponyxT: Ecrnymizan® L
Ho3zysanHs: 40 mr/ Mn Jlikapcbka dopma: OpanbHa eMynbCis
Po3mip ynakoBku: 1 OnmHung po3mipy 30 mn
YNaKOBKH:
Bua ynakoBki: ®rakoH
BuyTpiwHiit kon npoaykry Ne:  F156184 Howmep ananisy: 85553
Howmep cepil: 43057A VYMOBH 36epiranHs: Lleit nikapcbkuii 3acio
crieuiasbHUX YMOB
306epiraHHs He BUMArae
Po3mip cepil/KinbKicTsb: 93798 ynakoBok Hara 3akiHueHHs  30/09/2027
TepMiHYy MPUIATHOCTI:
Hara supoOHHUTBA: 02/09/2024 Hara Bumycky cepii: 14/10/2024
Hara anasnizy: 14/10/2024 KpaiHa-BUpOOHUK: Himeuunna
Kpaina-imnoprep: VkpaiHa
Ha3sa BupoOHuKa: BEPJIIH-XEMI AI"
Howmep peectpauiiinoro UA/0152/01/01
NOCBiAYEHHSs
HopmMarusHa JOKyMeHTALs: He 3acTocoByeThes
Cropinka 136
LIMS Lot Num: 85553 Jara apyky: 15/10/2024 16:14
Ceprudikar

Howmep 3BiTy 48161 LW_ORA_PHARMA_PRD
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ARINI

Hazpa ADI: CumeTukoH

A®I Inpopmailis npo BupoGHUHY AinbHHLIO BupobHuKka: DDP Specialty Electronic Materials US Inc. — US9 LLC Materials
Site, 1635 N. Gleaner Road, Hemlock, MI 48626, USA — JIIT Cnewianti Enexrponik Matepian FOC luc. ~ 10C9 JUIC
Marepianc Caiir, 1635 Ne. I'neanep Poan, Xenmock, MI 48626, CLLIA

Howmep cepii ADI upobuuxa: HO33N47015

Bupo6ruku

Bupo6uuureo «in bulk»

HaiiMenysanus BupoGHuka: Berlin-Chemie AG — BEPJIIH-XEMI A’
Micuesnaxomkenns supoGHuka: [ninikep Ber 125, 12489 Bepnin, Himeuunna
Homep niuensii Ha supobuuureo: DE_BE_01_MIA_2023_0045

Howmep ceprudikary GMP: DE_BE_01_GMP_2023_0079

TTakyBaHHsI

HaitmenyBanus supoGuuka: Berlin-Chemie AG — BEPJIIH-XEMI AI'
MicuesHaxomxenHs BupoOHuka: [ninikep Ber 125, 12489 bepnin, Himeuunna
Homep niuensii na supobuuurso: DE_BE_01_MIA_2023_0045

Howmep ceptudikaty GMP: DE_BE _01_GMP_2023_0079

Cropinka2 36
LIMS Lot Num: 85553 Jara npyky: 15/10/2024 16:14
Ceprudikar
Homep 3BiTy 48161 LW_ORA_PHARMA_PRD



LiN-C
MENARINI

Bunyck cepif

HaiimenyBaHHs BupoOHuka: Berlin-Chemie AG — BEPJIIH-XEMI A"
MicuesHaxomkeHns Bupobruka: ['ninikep Ber 125, 12489 Bepnin, Himeuuuna
Homep niuensii Ha supobuuuTeo: DE_BE_01_MIA_2023_0045

Howmep ceprudikary GMP: DE_BE 01 _GMP 2023 0079

Cropinka 336
LIMS Lot Num: 85553
Ceptadpikar
Howmep 3sity 48161

Jara apyxy: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



BunpoGyBaHHs

Onuc (ceHCopHO)
3arax (CEHCOPHO)

HoMinanbuuii 06’em
HanosHeHHs (BUMIpIOBAHHA
06’emy)

O6'eM HANOBHEHHS
(BuMiptOBaHHs 06'emy)
Cepeaniit 00’em
HAMOBHEHHS

Big’emHe BigxuneHss

CrabinbHicTb eMyJbeit
(uentpudyryBaHHs)
Junamiuna B’S3KICTh
(Ph.Eur.2.2.10)

BinnocHa rycTHHA
(Ph.Eur.2.2.5)

pH (Ph.Eur.2.2.3)

3AaTHICTb 10 NiHOraciHHs
[isuakicTs kpannenamiHis

Tlozu i ogHOpiAHICTh 103
Jlo3a i ooHOpiAHICTb 003
Kpariesib As nepopanbHoOro
sacrocysanHs , Ph.Eur
“Pinki nikapcbki (popmu 1ng
nepopasbHOro
3aCTOCYBAHHA"

InenTndikauis
TosniguMeTHnCHIOKcaH
(Ph.Eur. 2.2.24)

Kpemnito pioxenn (Ph.Eur.
2.2.24)

Cop6inosa xucnora (Ph.Eur.
2.2.29)

KinbkicHe BU3HauYeHHs
3aranbHui CUMETHKOH (110
CKJTAIaEThCs 3

OJ1i AUMETHIICUITOKCAHY:
KpeMHito piokcuny = 96:4)

LIMS Lot Num: 85553
Cepridikar

Creuudixauis

MaoB’a3Ka eMYyJibCis
MOI04HO-6iN10r0 KOonbLopy
dpykrosuii 3amax 6aHaHa

30 mn

He meniue 30 mn
He 6inbuie 2,7 mn

Po3pineuns ¢as He
BinOyBa€eTbCA

Bin 90 no 150 mlla-c

1,060 + 0,020

4,852

He menwte 80 %
He Ginbiue 2 kpanenb 3a
CEeKYHLY

JKonHa 3 OKpeMHUX mMac He
Mae BigXuiieHHs Oinblie
Hix Ha £ 10 % Bin
cepennboi Macu 10 no3.
3araynbHa maca 10 no3 He
BiApI3HAETLCS GiMbLIe HiK
Ha % 15 % BiJ HOMIHATBHOT
macu 10 no3

[TopiBHsAHHA 3 €TaJOHHOI
cyberaHuieo
[lopiBHsAHHA 3 €TaJOHHOIO
cybcraHuieo
[TopiBHsAHHS 3 €TaJOHHO
cybcraHLieto

37,0 —43,0 Mr/ mn

PesynbraTH (3 0AHHHUAMH

BUMipIOBAHHSA)

Bignosinae
Bianosigae

Bianosinae

31 mn

0,0 mit
Bianosinae
113 mlla-c
1,059

5,0

100 %
He nposoauiocs

He nposoauniock

[TO3UTUBHO
[To3uTuBHO

[To3UTHBHO

41,1 mMr/ mn

Cropinka 436

Howmep 3siTy 48161

Yacrota
nposeaenus
BHIIpOOYBAHHS

Al10

A10

A10

A10

Jlata apyky: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



KinbkicHe BU3HAYEHHS
[MoninumeTusicunokcaH
(Ph.Eur. 2.2.24)

KinekicHe BU3HAUEHHS
Kpewmuito npiokcun (Ph.Eur.
2.2.24)

KinbxicHe BU3HAYEHHS
Cop6inosa kucnora (Ph.Eur.
2.2.29)

TAMC (Ph.Eur. 2.6.12)

TYMC (Ph.Eur. 2.6.12)

Escherichia coli
2.6.13)

(Ph.Eur.

Yacrtora TECTYBaHHSI:

Bin 95 no 105 % sin

MENARINI

101 %

TEOPETHUHOTO BMICTY

(38,4 mr/mn)

Makcumym 2,7 Mr/mi

Bin 90 mo 110

2,4 mr/ Mmn

% Bim 99 %

3a4BJIEHOT KITbKOCTI

He 6inbiue Hix 10?
KYO/mn

He 6inbiue Hix 10!
KYO/mn
BincytHi/mn

AX: TECTYBaHHs BKIIFOUAE KOXKHY «X» Cepilo
Ry: TECTYBaHHS BUKIIHOUAE KOXKHY «y» CEpito
1365: TecTyBaHHs MPOBOAUTBLES OAMH pa3 Ha pik; [180: TecTyBaHHs NPOBOAMTLCS pa3 Ha MiB poky; [90: TecTyBaHHs

MPOBOAMTBLCA KOXKHOIO KBapTaily; [30: TecTyBaHHSA NPOBOJMTBECA KOKHOTO MiCALU

LIMS Lot Num: 85553
Ceprudikar

"He npoBoaunoch

He nposoauiock

He nposoaunoch

Cropinka 536

Homep 38iTy 48161

Al10

Al10

Al0

Jlara apyxy: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



ERLIN-CHE
MENARINI

IIE

[TosicHenust:

A®I: AktuBHul QapmaleBTHUHHKIT iHMpelieHT
[1TT: TTpomixkHuit npoaykT

Micue3HaxomkeHHs BUPoOHHKa, WO BUNYCTHB cepito B obir: BEPJIIH-XEMI AT, Cninikep Ber 125, 12489 Bepsin,
Himeuunna
Homep niuensii Ha BupobHuuTeo s Ykpainu: DE_BE 01_MIA_2022_0011

Ceprudirkar: Llum s 3acsizuylo, wo Hasefena Buiue iHdopmautis € AOCTOBIpHOIO Ta TouHO0. Llio cepito npoaykuii Oyio
BHIOTOBJICHO, BKITIOUAIONH [AKYBAHHS/MAPKYBaHHs Ta NPOBEACHO KOHTPOJL 1T SKOCT Ha BUILE3A3HAUCHUX BUPOOHUUNN ALILHMILIN ¥
nouii sianosinxocti 3 Bumoramu HBII, BeraHOBNAEHUMH MICLICBHM PETYSTOPHUM OPratoM, a TaKOX BiAMOBIAHO 10 crienudykartiit,
1o MicTaTbest y peecrpauifinomy nocke. [IpoTokond BMpoOHMUTBA, MaKyBaHHS Ta aHani3iB Oyno MeperasHyTo Ta BCTAHOBICHO
pianosiguicts HBIT.

Leit ceprudikar BunaHuii nepesipeHoro koMmmn'toTepHoro cuctemoro LIMS i nificHuit 6e3 ocobucroro nianucy.

Cepis 6yna npoTecToBaHa BiANOBIAHO A0 YMHHOTO CTAHIAPTY TecTyBaHHs. SIKicTb Bianosigae cneuudikail.

dinanbHUi cTatyc: BunyiueHo

[Minnuc MeHemkepa 3 KoHTpoaio Im’s — Marnac Biccinmxkep Hdara — 14/10/2024 16:55:43 (GMT

SKOCTI +1)

[ignuc YnopHoBaxeHoT 0cobi: Im’st — II-p. HopGept Cranr Jara — 14/10/2024 18:02:47 (GMT
+1)

Ilianuc emiteHTa: Im’s — JIro6oB Kanpayposa Hata — 15/10/2024 16:14:12 (GMT
+1)

[Toscuenns Qpopmaty patu: dd/MM/yyyy hh:mm [:ss]

Cropinka 6 3 6
LIMS Lot Num: 85553 Hara apyky: 15/10/2024 16:14
Ceprudikar
Howmep 3BiTy 48161 LW_ORA_PHARMA_PRD



Product:
Dosage:
Pack Size:

Packaging Type:
Internal Product Code:

Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:
Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LV

MENARINI

Certificate of Quality

Espumisan® L

40 mg/ml
1

Bottle
F156184

43057A
93798 Packages

02/09/2024
14/10/2024
Ukraine

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:
Storage Conditions:

Date of Expiry:

Date of Batch Release:

Batch Releaser Country:

Berlin-Chemie AG

UA/0152/01/01
N/A

Oral emulsion
30 ml

85553

This medicinal product
does not require any
special storage
conditions

30/09/2027
14/10/2024

Germany

LIMS Lot Num: 85553

Certificate of Quality

Page 1 of 6

Report Number 48161

Print Date: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



ERLIN-CHEMIE
M| MENARINI

APl Name: Simeticone

API Manufacturer Site Information: DDP Specialty Electronic Materials US Inc. - US9 LLC Materials Site, 1635 N.
Gleaner Road, Hemlock, M| 48626, USA

API Manufacturer Batch number: HO33N47015

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorlsation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

LIMS Lot Num: 85553 Page 2 of 6 Print Date: 15/10/2024 16:14

Certificate of Quality Report Number 48161 LW_ORA_PHARMA_PRD



RLIN-CHEMIE
MENARINI

Koo

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

LIMS Lot Num: 85553 Page 3 of 6 Print Date: 15/10/2024 16:14

Certificate of Quality Report Number 48161 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
N4 MENARINI

ltem Specification Result Testing
Frequency
Appearance (sensory) Low viscous mitky-white emulsion conforms
Odor (sensory) Fruit flavor of banana conforms
Nominal filfing volume (volu 30 ml conforms
me measuremsents)
Filling volume (volume
measurements)
Average filling volume Not less than 30 ml 31 mL
Negative deviation Not more than 2.7 mi 0.0 mL
Emuision stabllity (centrifuga No phase separation occurs conforms
tion)
Dynamic viscoslty (Ph. Eur. 2. 90 - 150 mPa's 113 mPas
2.10)
Relative denslty (Ph. Eur, 2.2. 1.060 £ 0.020 1.059
5)
pH (Ph. Eur. 2.2.3) 48-52 5.0
Defoaming abllity Not less than 80 % 100 %
Dropping rate Not more than 2 drops per second Not tested A10
Dose and uniformity of dose
Dose and uniformity of dose of oral No single mass deviates by more Not tested A10
drops, Ph. Eur. "Oral Liquids" than & 10 % from the average mass of
10 doses. The total of 10 masses
does not differ by more than £15
% from the nominal mass of 10
doses
Identlty Comparison with the reference positive
Polydimethylslioxane (Ph. substance
Eur. 2.2.24)
Identity Sillcon dloxide (Ph. Comparison with the reference positive A10
Eur. 2.2.24) substance
Identity Sorbic acid (Ph. Eur. Comparison with the reference positive
2.2.28) substance
Assay Simeticone total (PDM 37.0 - 43.0 mg/ml 41.1 mg/mL A10
S:sllica = 96:4)
Assay Polydimsthyislioxane 95 - 105 % of the theoretical 101 %
(Ph. Eur, 2.2.24) content (38.4 mg/mi)
Assay Sliicon dioxide (Ph. Maximum 2.7 mg/m! 2.4 mg/ml. A10

Eur. 2,2.24)

LIMS Lot Num: 85553

Certificate of Quality

Page 4 of 6

Report Number 48161

Print Date: 15/10/2024 16:14

W_ORA_PHARMA_PRD
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Item Specification Result Testing
Frequency
Assay Sorbic acld (Ph. Eur. 2. 90 - 110 % of the labeled content 98 %
2.29)
TAMC (Ph. Eur, 2.6.12) Not more than 10*2 CFU/mI Not tested A10
TYMC (Ph. Eur. 2.6.12) Not more than 10*1 CFU/ml Not tested
Escherichla coli (Ph. Eur. 2.6.1 Absence per ml Not tested A10

3)

Testing Fraquency Explanation:
« Ax: test added every *x” lots
* Ry: test removed every “y” lots

« 1385: test performed once per year; 1180: test performed half-yearly; 190: test p d ry; 130: test

d monthly

LIMS Lot Num: 85553

Certificate of Quality

Page 5 of 6

Report Number 48161

Print Date: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



Y| BERLIN-CHEMIE

N/ MENARINI

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany

Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2022_0011

Certification: | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

This certificate was issued by a validated computerised LIMS and is valid without personal signature.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quallty Control Manager Name - Matthias Blssinger
Signature:

Quallfied Person Signature: Name - Dr. Norbert Stang
issusr Signature: Name - Ljubov Kandaurova

Date Format Explanation: dd/MM/yyyy hh:mm][:ss]

Date - 14/10/2024 16:55:43 (GMT +1)

Date - 14/10/2024 18:02:47 (GMT +1)

Date - 15/10/2024 16:14:12 (GMT +1)

LIMS Lot Num: 85553 Page 6 of 6

Certificate of Quality Report Number 48161

Print Date: 15/10/2024 16:14
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