IN-CHEMIE
MENARINI

Ceprudikar axocri

[poxykT: Ecnymizan® L
Hozysanus: 40 mMr/ Mn Jlikapceka popma: OpanbHa emynbcis
Po3mip ynakoeku: 1 OnuHuus po3mipy 30 mn
YNaKOBKH:
Bua ynakoBku: ®rakoH
BuyTpiwsiii kox npopyxty Ne:  F156184 Howmep ananisy: 85553
Howmep cepii: 43057A VYmMosu 36epiraHus: Lleit nikapcbkuit 3acid
crieuianbHIX YMOB
30epiraHHs He BUMarae
Po3mip cepil/KinbkicTb: 93798 ynakoBok Hara 3akiHueHHs  30/09/2027
TepMiHY MPHIATHOCTI:
Hara supoGHHUTEA: 02/09/2024 Hara Bumnycky cepii: 14/10/2024
Hara ananizy: 14/10/2024 Kpaina-supoOHuk: Himeuuuna
Kpaina-imnoprep: Vkpaina
Ha3spa BupobGHuka: BEPJIIH-XEMI AT’
Howmep peecrpauifitoro  UA/0152/01/01
NOCBiAYEHHS
HopmarueHa nokymeHrauis: 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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SERLI
MENARINI

Hazpa ADI: CuMETMKOH

A®I Indopmailis npo BupobHUUY LinbHHLIO BUpoGHuKka: DDP Specialty Electronic Materials US Inc. — US9 LLC Materials
Site, 1635 N. Gleaner Road, Hemlock, MI 48626, USA — JIJII1 Cnewianti Enexrponik Marepian IOC Inc. - 10C9 JUIC
Marepianc Caitr, 1635 No. 'neanep Poan, Xenmock, MI 48626, CLLIA

Howmep cepii A®I Bupobuuxa: HO33N47015

BupoGuuku

Bupo6uuurso «in bulk»

Haiimenysauus BupobHuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, Himeuunna
Homep niuensii na supoduuureo: DE_BE_01_MIA_2023_0045

Homep ceprudikary GMP: DE_BE_01_GMP_2023_0079

TMakyBaHHsI

HaitmenysanHs supofuuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesHaxomxenns supoGuuka: [ninikep Ber 125, 12489 Bepnin, Himeuunna
Homep niuensii na supoGuuurso: DE_BE_01_MIA_2023_0045

Howmep cepruikary GMP: DE_BE_01_GMP_2023_0079

CropiHka2 3 6
LIMS Lot Num: 85553 JHara apyky: 15/10/2024 16:14
Ceprudixar
Homep 3piTy 48161 LW_ORA_PHARMA_PRD



WLIN-CHEMIE
MENARINI

Bunyck cepii

HaiimenyBanHs BupobHuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesnaxomkenHs Bupobuuka: ['ninikep Ber 125, 12489 Bepnin, Himeuuuna
Homep niuensii va Bupo6uuureo: DE_BE _01_MIA_2023_0045

Homep ceprudikary GMP: DE_BE 01 _GMP 2023 0079

Cropinka 3 3 6
LIMS Lot Num: 85553
Ceptadikar
Homep 3siTy 48161

Jlara npyky: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



BunpoGyBaHHsi

Onuc (ceHCopHO)
3anax (ceHCOpHO)

HoMinanbHuit 06’°em
HanoBHeHHs (BUMIipIOBAHHA
06’emy)

O6'eM HANOBHEHHS
(BuMiptoBaHHs 00'eMy)
CepenHiit 00’em
HarNOBHEHHA

Big’emue BiaXHUNEHHS

CrabinbHicTs emyJibeil
(ueHTpudyryBaHHs)
Juuamiuna B'A3KICTD
(Ph.Eur.2.2.10)

BinxocHa rycTHHA

(Ph.Eur.2.2.5)
pH (Ph.Eur.2.2.3)

3AaTHICTB 10 MiHOraciHKug
HisuakicTs xpannenamaiHHs

Joszu i oaHOpiAHICTb 103
Jlo3a i oqHOpinHICTb 103
Kpariesb st epopanbHoro
sacrocyBanHs , Ph.Eur
“Pimki nikapchbki opMu s
NEepopanbHOro
3acToCyBaHHA"

InenTudikayis
[MonigumMeTHACHIOKCaH
(Ph.Eur. 2.2.24)

Kpemnito piokenn (Ph.Eur.
2.2.24)

Copb6inosa kucsora (Ph.Eur.
2.2.29)

KinbkicHe BUHaUEHHS
3aranbHMi CUMETHKOH (11O
CKITAIAETHCS 3

NOJII AMMETHIICUITOKCAHY:
KpeMHIto iokcuny = 96:4)

LIMS Lot Num: 85553
Cepridixar

Crnenndixaunin

ManoB’si3ka eMyJibCis
MOJ04HO-BIN0ro KORLOPY
dpykrosuil 3anax HaHaHa

30 M

He menie 30 mn
He 6inbie 2,7 ma

Po3ninenns a3 He
BinGyBaeTLCH

Bin 90 no 150 mlla-c

1,060 + 0,020

4,852

He meHwe 80 %
He 6inblue 2 kpanens 3a
CeKyHIY

JKonHa 3 OKpeMMX Mac He
Mac BiAXUIEeHHS Oinblie
Hix Ha £ 10 % Big
cepenHboi Macu 10 no3.
3araibHa maca 10 o3 He
BiApi3HAETbCA Ginblle Hix
Ha *+ 15 % Big HOMiHANBHOT
Macu 10 no3

TTopiBHsIHHA 3 ETaJOHHON
cyOcraHuieo
[lopiBHsIHHA 3 €TAaNOHHOIO
cyOcTaHLielo
[TopiBHsHHA 3 €TATOHHOK
cyberaHLiieto

37,0 —43,0 Mr/ mn

Pe3yabTaTH (3 OXMHHLSIMH

BUMipIOBAHHA)

Bignosinae
Bianosigae

Bianosinae

31 mn

0,0 mn

Bigmnosinae

113 mlla-c

1,059

5,0

100 %
He nposoauiocs

He nposoauiock

ITO3UTHBHO
ITo3uTHUBHO

[To3WTHBHO

41,1 mr/ mn

Cropinka 436

Howmep 38iTy 48161

Yacrora
nposeaens
BHIIpoOYyBaAHHS

Al0

A10

A10

Al0

Jlata apyky: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



Kinbxicue BU3HAUYEHHS
[MonigMMeTHIICHIOKCaH
(Ph.Eur. 2.2.24)

KinekicHe BM3HAYCHHS
Kpemuito piokeun (Ph.Eur.
2.2.24)

KinbkicHe BU3HAYEHHS
Cop6ixosa xucnora (Ph.Eur.

2.2.29)

TAMC (Ph.Eur. 2.6.12)

TYMC (Ph.Eur. 2.6.12)

Escherichia coli
2.6.13)

(Ph.Eur.

Yactora TECTYBaAHHS:

Bin 95 no 105 % sin
TEOPETUHYHOTO BMICTY
(38,4 mr/mn)

Makcumym 2,7 Mr/ma

Bin 90 nmo 110 % Binm
3asBJICHOT KITBKOCTI

He 6inbuie Hix 107
KYO/mn

He 6inbiue Hix 10!
KYO/Mmn
BincyTHi/mn

AX: TECTYBaHHs BKJIIOHAE KOXKHY «X» Cepilo
Ry: TeCTyBaHHs BUKIIIOUAE KOMKHY «y» Cepito
1365: TecTyBaHHs NPOBOAMTLCA OMH pa3 Ha pik; 1180: TecTyBaHHA NPOBOAKTLCS pas Ha NiB poky; 190: rectysanHs

NMPOBOANTBLCSA KOXKHOTO KBapTaiy; 130: TecTyBaHHA NPOBOAKTBLCSA KOXKHOIO MicsL

LIMS Lot Num: 85553
Ceprudixar

MENARINI

101 %

2,4 Mr/ Mna

99 %

"He npoBoauioch

He nposoauioch

He nporoaunocs

Cropinka 536

Howmep 3BiTy 48161

Al0

A10

Al0

Jlara apyky: 15/10/2024 16:14

LW_ORA_PHARMA_PRD



[TosicHenus:

MENARINI

ADI: AktuBHUi dapMaleBTUUHKUIT IHIpelieHT

[1TT: TTpomikHKiT NposyKT

ERLIN-CHEMIE

Micue3HaxomkeHH st BUpOOHHKa, 1O BUMYCTHB cepito B 06ir: BEPJIIH-XEMI AT, [ninikep Ber 125, 12489 Bepsin,

Himeuuyuna

Homep niuensit Ha Bupobuuureo ans Ykpaivu: DE_ BE 01_MIA 2022 0011

Ceprudikar: Llum a1 sacsiguylo, wo uaseaeHa puuie iHdopmauis € AOCTOBIpHOIO Ta TouHowo. Llio cepito npoaykiii Gyio

BUI'OTOBJICHO, BKJHOYAIOYH I'Ial(yB'dHI'I}I/M'deyBal-ll-[ﬂ Ta NPOBCACHO KOHTPOJL 1T AKOCTi Ha BUILE3A3HAUCHHX BMp()6HM‘IHX IUSTEHUISIN Y

nosuiit sianosianocti 3 Bumoravu HBII, BecraHoBICHUME MiCLEBUM PECYASTOPHUM OPraHoM, a TAKOX BIAFOBIAHO 10 crienudyikaitii,
1o MicTaThes y peecrpauifinomy nocke. [IpoTokonn BUpOOHMUTBA, MaKyBaHHS Ta aHaiiziB Oy/no neperisHyTo Ta BCTAHOBICHO

pianosiguicrs HBIT.

Leit ceprudikar Bunanuii nepesipeHoto koMm'ioTepHoto cuctemoto LIMS i nifickuit 6e3 ocobucroro nianucy.

Cepist 6yna npoTecToBaHa BiANoOBiAHO A0 YMHHOTO CTAHJAPTY TeCTyBaHHs. SIKicTs Bianosinae creundixauii.

PinanpHuii cratyc: BunyueHo

Mignuc
AKOCTI

MEHEKEPA 3 KOHTPOIO

Mianuc YnosHoBaeHoT ocobu:

Tlianuc emitenra:

Im’st — Marnac Biccinmkep

Im’st — I-p. HopGept Cranr

ImM’s — JIro60B Kanpaypoga

[Toscuenns gopmary natu: dd/MM/yyyy hh:mm [:ss]

LIMS Lot Num: 85553
Ceprudikar

Cropinka 6 3 6

Homep 3BiTy 48161

Jara — 14/10/2024 16:55:43 (GMT
+1)

Jdarta — 14/10/2024 18:02:47 (GMT
+1)

Hara — 15/10/2024 16:14:12 (GMT
+1)

Hara apyky: 15/10/2024 16:14

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 Authorigation n.:
Normative Documentation:

D/

Certificate of Quality

Espumisan® L

40 mg/ml Pharmaceutical Form:

1 Pack Size Unit:

Bottle

F156184

43057A Analysis Number:
93798 Packages Storage Conditions:
02/09/2024 Date of Expiry:
14/10/2024 Date of Batch Release:
Ukraine 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 1614

LW_ORA_PHARMA_PRD



RLIN-
M| MENARINI

APl Name: Simeticone

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

APl Manufacturer Batch number: HO33N47015

Manufacturers

Manufacturing site of bulk

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

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



M RERLIN-CHEM
N/ MENARINI

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

Nl MENARINI

ltem Specification Result Testing
Frequency
Appearance (sensory) Low viscous milky-white emulsion conforms
Odor (sensory) Fruit flavor of banana conforms
Nominal filfing volume (volu 30 ml conforms
me measurements)
Filling volume (volume
measurements)
Average filling volume Not less than 30 ml 31mL
Negative deviation Not more than 2.7 mi 0.0 mL
Emuision stabllity (centrifuga No phase separation occurs conforms
tion)
Dynamic viscosity (Ph. Eur. 2 90 - 150 mPa's 113 mPa's
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 uniformlity 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 Compatrison with the reference posttive
Polydimethylslioxane (Ph. substance
Eur, 2.2.24)
identlity Silicon dloxIide (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 = 86:4)
Assay Polydimethylslioxane 95 - 105 % of the theorstical 101 %
{Ph. Eur, 2.2.24) content (38.4 mg/mt)
Assay Sliicon dioxide (Ph. Maximum 2.7 mg/mi 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

IW_ORA_PHARMA_PRD



ERLIN-CHE

[V MENARINI

Item Specification Result Testing
Frequency
Assay Sorblic acld (Ph. Eur. 2. 80 - 110 % of the labeled content 98 %
2.29)
TAMG (Ph. Eur. 2.6.12) Not more than 102 CFU/ml Not tested A10
TYMC (Ph. Eur. 2.6.12) Not more than 101 CFU/ml Not tested
Escherichla coli (Ph, Eur. 2.6.1 Absence per ml Not tested A10

3)

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

« 1385: test parformed once per year; 1180: teat performed half-yearly; 190: test p d q 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
/] 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.

Fina! Status: Approved for market

Quality Control Manager Name - Matthias Bissinger Date - 14/10/2024 16:556:43 (GMT +1)
Signature:

Quallfied Person Signature: Name - Dr. Norbert Stang Date - 14/10/2024 18:02:47 (GMT +1)
issuer Signature: Name - Ljubov Kandaurova Date - 15/10/2024 16:14:12 (GMT +1)

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

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

Certificate of Quality Report Number 48161 LW_ORA_PHARMA_PRD



