V' BERLIN-CHEMIE
- MENARINI

Ceprudikar axocri

TIpoayxr: Ecnymizan® Be6i
HosyBanus: 100 mr/ mn Jlikapceka dopma: Kpanni opanbhi, eMynncis
Po3mip ynakoBku: 1 OpnHuus poamipy 50 mn
YTIaKOBKH:
Bun ynakoBku: ®naxkoH
BryTpimHiii koa nponykty Ne:  F132559 Howmep ananisy: 92686
Howmep cepii: 44004A VYMoBH 36epiranns: Lle#t nixapcbkuii 3aci®
crieLianbHUX YMOB
36epiraHHs He BUMarae
Posmip cepil/KinpkicTs: 17580 ynakoBok Hata sakindeHHs  31/10/2027
TEpPMiHY NPHAATHOCTI:
Hara BupoOHuIITBA: 17/10/2024 Hara Bumycky cepil: 07/11/2024
Hara anamizy: 07/11/2024 Kpaina-supobuuk: Himeuuuna
Kpaina-imnoprep: Vkpaina
HazBa BupoGuuka: BEPJIIH-XEMI AT
Homep peectpauiiinoro  UA/10476/01/01
NOCBiUeHHs
HopmarusHa poxymeHTauis: He 3acTocoByerhest
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Cropinka 136
LIMS Lot Num: 92686 Harta npyky: 08/11/2024 9:10
Ceprhdikar sKocTi
Howmep 3sity 50504 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
{|  MENARINI

Hassa A®I: CHMeTHKOH

A®] Indopmaiis npo BupoSHUUy AinbHMIGO BUpoGHMKa: DDP Specialty Electronic Materials US Inc. — US9 LLC Materials
Site, 1635 N. Gleaner Road, Hemlock, MI 48626, USA — JIII Cremianti Enextponik Marepian Y0C Inc. — HOC9 JIJIC
Marepianc Caiir, 1635 Ne. I'neanep Poan, Xeamock, MI 48626, CILIA

Homep cepii A®I supoGuuka: HO33NBM004

BupoOHUKH

Bupo6uuurso «in bulky

HaiimeHypanns Bupobauka: Berlin-Chemie AG — BEPJIIH-XEMI AT
MiclesnaxokeHHs Bupo6HuKa: [ninikep Ber 125, 12489 Bepuin, Himeuuuna
Homep nitensii Ha BUpOOHULTBO: DE BE 01_MIA_2023_0045

Howmep ceprudixary GMP: DE_BE_01_GMP_2023_0079

IlakyBaHHs

Haitmenysanns Bupobuuxa: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesnaxoukeHHs BupobHuka: [ninikep Ber 125, 12489 Bepuin, HiMeuduna
Howmep niuensii Ha BupoGruureo: DE_BE_01_MIA_2023_0045

Homep ceptudixary GMP: DE_BE_01_GMP_2023_0079

Cropinka236
LIMS Lot Num: 92686 Ilata apyxy: 08/11/2024 9:10
Ceprudikar axocTi
Homep 3Bity 50504 LW_ORA_PHARMA_PRD



ERLIN-CHEMIE
MENARINI

Bunyck cepii

HalimenyBanus supoOnuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesnaxomuxenHs BHpoOHuKa: [inikep Ber 125, 12489 Bepnin, HiMeuuuna
Homep niuensii Ha BupoGHuuTeo: DE_ BE 01 MIA 2023 0045

Homep ceptudixary GMP: DE BE 01 GMP_2023 0079

Cropinka 336
LIMS Lot Num: 92686 Jara apyky: 08/11/2024 9:10
Ceprudikar sixocti
Howmep 3BiTy 50504 LW_ORA_PHARMA_PRD



Bunpo6yBaHusi

Onuc (BizyanbHuit)
3anax (OpraHoNenTHYHNH)
pH (Ph.Eur. 2.2.3)

BigHocHa
(Ph.Eur.2.2.5)

rycTHHa

Ho3a i oxHOpiAHICTE 103
Josa i onxHopimHicTe 1103
pizkoro TiKapchKOro
3aco0y, 10 BHAOOYBAIOTHCA
3a JOMOMOIOK KpanenbHOI
nacagku (Ph.Bur. “Pimxi
nmikapchki  3acobu A
OpaIbHOTO 3aCTOCYBaHHA")

1IpunaKicTh KparsenaminHis

CrabinbHicTb
eMynbcii(ueHTpudyrypaHHs)

3maTHICTB [0 NiHOTACiHHA

JunaMivuHa B’A3KICTDb

(Ph.Eur. 2.2.10)

HominanbHuit 06’ em
3aOBHEHHS (3Ba)KYBAHHS)
0O6’em 3aroBHEHHA
(3BaXKYBAHHA)

CepenHiit 06’€M 3aMoBHEHHS
Jomnycrume B emHe
BiAXMJECHHS

Lnenrudikanis

[TJAMC (Ph.Eur. 2.2.24)

Kpemuito niokcua (Ph.Eur.
2.2.24)

LIMS Lot Num: 92686
Ceprudikar skocTi

Cneuudikanis

MaJIOB’ I3Ka eMyJbCis
MOJIOYHO-0IJIOT0 KOJIBOPY
Opykrosuii, baHaHOBUH

Bin 4,8 m0 5,2

1,060 + 0,020

XKonna 3 OKpeMHX Mac He
Mae BigxunenHs Oinblue
bk wHa +£10% Bin
cepenuboi Macu 10 1os.
SaransHa mMaca 10 go3 He
Bmp13Hﬂ€Tbc;1 BifL
HoMiHansHOT Macu 10 103
6inpiue Hix Ha £ 15 %

He 6inpwe nixk 2 xparui 3a
CEeKYHIY

da30BOro  po3niNEHHA  He
BiIOYyBacTLCS; Yy KpaHbOMY
BUMAIKY, PO3LIApYyBaHHs, LIO
MOXE 6yTH YCYHEHE
CTpPYLIYBaHHAM

He menie Hix 80%

Bix 100 mIla-c go 165
Mmlla-c

50 ma

He meHie Hix 50 M
He 6inpie Hix 4,5

[HdpauepBOHMI  CNEKTP
NOTTHHAHHS
BUIPOOOBYBAHOTO

PO3UHHY TIOBHHEH
BiAMOBiNATH TaKOMY
€TAJIOHHOT0 PO3UHHY
[HdpayepBOHUH  CIEKTP
TIOTTUHAHHS
BHITIPOOOBYBAHOTO
PO3UHHY TIOBHHEH
BignoBigaty TAKOMY

€TaJIOHHOTO PO3YHUHY

MENARINI

PesysibTaTn (3 OAMHULSIMH
BHMIipIOBAHHSA)

Binnosinae
Bignoeigae
5,0

1,056

Binmosinae

1 kpamst/cexynna

Bignosigae

100%

122 mlla-c

Binnoeigae

50 M
0,0 mn

ITo3uTUBHO

ITO3UTHBHO Al0

Cropinka 436

Howmep 3Bity 50504

YactoTa
NpoBeJeHHs
BUNPOGYBAHHSA

Ilata apyxy: 08/11/2024 9:10
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Kucnora copbinosa (Ph.Eur.

2.2.29)

MixkpoGiosoriuna uncrora
TAMC (Ph. Eur.2.6.12)

TYMC (Ph. Eur.2.6.12)

Escherichia coli  (Ph.

Eur.2.6.13)

KinekicHuit aHanis
CuMETHKOH

[AMC (Ph. Eur.2.2.24)

Kpemuito miokeun (Ph.Eur.

2.2.24)

Kucnora copbinosa (Ph.Eur.

2.2.29)

YacTtora TECTYBaAHHA:

Xpomarorpama
BUNIPOOOBYBAHOTO
PO3UHHY TIOBMHHA
NoKasyBaTd ik i3 4acom
YTPUMYBaHH, 110
BiflNOBinae qacy
YTpUMYBaHHs nika

KHCJIOTH  copOiHOBOT Ha
XpoMmarorpami eTanoHHOTO
PO3UMHY

He 6Ginswe 102 KVO B 1
M

He 6inbwe 10! KVO B 1
M

Bincyrhi B Mn

Bin 92,5 no 107,5 mr/mn

Bin 91,2 Mr/mMn Jo
100,8 mr/ma, 10
Bignmosigae  95,0% -

105,0 % Bin TeopeTUYHOrO
BMicTy 96 MI/mn
Bin 4 mr/mi 1o 7 mr/mi

Big 90,0 % xo 110,0% sin
3asIBJIEHOT0 BMiCTY

AX: TeCTYBaHHs BKJIIOYAE KOXHY «X» Cepilo
Ry: TecTyBaHHs BHKJIIOYAE KOXKHY «Y)» Cepito
1365: TecTyBaHH NPOBOAMTLCSA OMHH pa3 Ha pik; 1180: TecTyBaHHS IPOBOAUTLCS pas Ha miB poky; 190: TecTyBanus

IMPOBOAUTHCS KOXKHOI'O KBapTaly, 130: TECTYBAHHA NMPOBOAUTHCA KOXHOTO Micsus

LIMS Lot Num: 92686
Ceprudikar sikocri

ERLIN-CHEMIE
MENARINI

Tlo3utuBHO

He nporoaunocs
He nporonumocs

He nposoaunock

104 Mr/man

98,0 Mr/mn

6 mMr/mn

99,3 %

Cropinka 53 6

Howmep 3Bity 50504

Al10

Al0

Al0

Ilara npyky: 08/11/2024 9:10

LW_ORA_PHARMA_PRD



ITosicHeHHS:

A®I: AkTuBHMI GapMaleBTHIHUH HrpeaieHT

[1IT: TIpoMi>kHMI NPOZYKT

MiclLe3HaxomKeHHs BUpoGHHUKa, 1o BUMycTHB cepito B 06ir: BEPJIIH-XEMI AT, 'ninikep Ber 125, 12489 Bepnin,

HimeuyuyuHa

Homep nitensii Ha BAPOOHUIITBO Ayist Y KpaiHM: DE_BE 01_MIA 2022 0011

Ceptudirar: Llum s 3acBiIuylo, 1O HABEHSHA BHILE inpopMatis € AocToBipHOIO Ta TouHOI0. Llio cepiio nipoaykuii Oyno
BUCOTOREHO, BKIIOUAIOUH [aKyBAHHs/MAPKYBAHHS T2 IPOBEACHO KOHTPOMH i SKOCT] Ha BUILE3A3HAYEHNX BHPOOHHYUX RiTBHHLSAX Y
[HoBHiit BiAnoBiAHOCTI 3 BuMoramy HBII, BCTAHOBIICHMMY MiCLIEBUM PETyNIITOPHUM OPraHoM, a TaKoX BiaMoBiaHO 1o crieuudixaii,
wo micTsThes y peectpatiiitioMy nocke. Tlporokonu BMPOGHUIITBA, MAaKyBaHHs TA aHaNi3iB Gy/O NEperigHyTo Ta BCTAHOBICHO

pianoeiauicts HBIT.

Lleit ceprudixaT BuIaHH MepeBipeHO0 KOMITIOTEPHOIO CHCTEMOIO LIMS i gificHuii 6e3 0COGHCTOrO MiANKCY.

Cepis 6yna MpoTecToBaHa BiNOBILHO O YHHHOTO CTAHAPTY TECTYBaHHA. StkicTb Biamosinae cnenudikauii.

diHansuuit cratyc: BunyieHo

[ligmuc MeHemkepa 3  KOHTPOJIO
SKOCTI

e YnoBHoBaxkeHOT 0cO0H:

[lignuc emiteHTa:

Im’s — Hikonp Cabat

Im’s — JI-p. Axim Bekkep

Im’s — JIio6oB Kanpayposa

Tosicuenus dopmary pati: dd/MM/yyyy hh:mm [:ss]

LIMS Lot Num: 92686
Ceprudikar sxocTi

Cropinka 6 36

Homep 38iTy 50504

Jara — 07/11/2024 16:29:11 (GMT
+1)

Jata — 07/11/2024 18:00:56 (GMT
+1)

Jlata — 08/11/2024 09:10:31 (GMT
+1)

Ilara apyxy: 08/11/2024 9:10

LW_ORA_PHARMA_PRD



Product:
Dosage:
Pack Slze:

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:

Y| BERLIN-CHEMIE

A MENARINI
Certificate of Quality

Espumisan® Baby
100 mg/mi Pharmaceutical Form:
1 Pack Size Unit:
Bottle
F132559
44004A Analysls Number:
17580 Packages Storage Conditions:
17/10/2024 Date of Explry:
07/11/2024 Date of Batch Release:
Ukraine Batch Releaser Country:

Berlin-Chemie AG

UA/10476/01/01
N/A

Oral drops, emulsion
50 m!

92686

This medicinal product
does not require any
special storage
conditions

31/10/2027
07/11/2024
Germany

LIMS Lot Num: 92686

Certificate of Quality

Page 1 of 6

Report Number 50504

Print Date: 08/11/2024 98:10
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BERLIN-CHEMIE
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: HO33NBMO004

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: 92686 Page 2 of 6 Print Date: 08/11/2024 8:10

Certificate of Quality Report Number 50504 LW_ORA_PHARMA_PRD






BERLIN-CHEMIE
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: 92686 Page 3 of 6 Print Date: 08/11/2024 9:10

Certificate of Quality Report Number 50504 LW_ORA_PHARMA_PRD






BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
Appearance (visually) Milky-white, low viscous emulsion conforms
Odour (organoleptic) Frulty, banana conforms
pH (Ph. Eur. 2.2.3) 48t05.2 5.0
Relative density (Ph. Eur. 2.2 1.060 * 0.020 1.056
5)
Dose and dose homogeneity
Dose and dose homogenelty of No single welght should have a conforms

liquid medicine, extracted using a
drop tip (Ph. Eur. "Liquid
preparations for oral use”)

Dropping speed
Emulsion stabllity {centrifugl
ng)

Abliity to foam suppression
Dynamlc viscosity (Ph. Eur. 2.
2.10)

Nominal filing volume (welg
hing)

Filling volume (welghing)

Average filling volume
Admissible negative deviation

Identification PDMS (Ph. Eur.
2.2.24)

Identification Sillcon dloxide (
Ph. Eur. 2.2.24)

devlation exceeding £ 10 % of the
average weight of 10 doses. The
total weight of 10 doses should not
deviate from the nominal welght of
10 doses by more than £ 15 %
Not more than 2 drops per second
No phase separation; at most
creaming, which may be destroyed by
shaking

Not less than 80 %

100 to 165 mPa's

50 mi

Not less than 50 ml
Not more than 4.5 m!

The infrared absorption spectrum of
the test solution should conform

to that of the reference

solution

The Infrared absorption spectrum of
the test solution shouid conform

to that of the reference

solutlon -

1 Drop/second
conforms

100 %
122 mPa's

conforms

50 mi.
0.0mL
positive

positive A10

LIMS Lot Num: 92686

Certificate of Quality

Page 4 of 6

Report Number 50504

Print Date: 08/11/2024 9:10
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BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
Identification Sorblc acid (Ph. The chromatogram of the test positive
Eur. 2.2.29) solution should show a peak with a
retention time corresponding to the
peak retention time of soiblc acld
in the chromatogram of the
reference solution
Microblal contamination
TAMC (Ph. Eur 2.6.12) Not more than 102 CFU/ml Not {ested A10
TYMC (Ph. Eur2.6.12) Not more than 10*1 CFU/mi Not tested
Escherichia coll (Ph. Eur. 2.6.13) Absence per ml Not tested
Assay Simeticone 92.5 to 107.5 mg/m! 104.0 mg/mL A10
Assay PDMS (Ph. Eur. 2.2.24) 91.2 to 100.8 mg/mi, equivalent to 8.0 mg/mlL
95.0 - 105.0 % of the theoretic
content of 86 mg/ml
Assay Sllicon dioxide (Ph. 4 to 7 mg/mi 6 mg/mlL. A10
Eur. 2.2.24)
Assay Sorbic acld (Ph. Eur, 2. 80.0 to 110.0 % of the declared 99.3 %
2.29) content
Teeting Frequency Explanation:
* Ax tost added every " lots
« Ry: test removed every “y" lote
« 1386 toet parformed once per ysar; 1180: test performed half-yearly; 180: test p q 130: tost d monthly
LIMS Lot Num: 92686 Page 5 of 6 Print Date; 08/11/2024 9:10

Certificate of Quality

Report Number 50504
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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.

Final Status: Approved for market

duallty Control Manager Name - Nicole Sabath Date - 07/11/2024 16:29:11 (GMT +1)
Signature:

Qualified Person Signature: Name - Dr. AL;.hlm Becker Date - 07/11/2024 18:00:56 (GMT +1)
Issuer Signature: . Name - Ljubov Kandaurova Date - 08/11/2024 09:10:31 (GMT +1)

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

LIMS Lot Num: 92686 Page 6 of 6 - Print Date: 08/11/2024 8:10

Certificate of Quality Report Number 50504 LW_ORA_PHARMA_PRD






