HERMES

lepmec ®apma Nes.m.6.X.

PHARM A CEPTlfICDMKAT AHAJWI.BA/ Antrodi 36
. Certificate of Analysis 9400 Bonbdcbepr /
Gret the dose right Hermes Pharma Ges.m.b.H.
FEPMEC ®APMA / Allgéu 36
HERMES PHARMA Tepmun-U[ / Termin-ID: 181511 400 iiolfsberg
MPoaykT SCNYMUSAH® 3kcTpa, rpaHynbl, 125 mMr
PRrRoODUCT ESPUMISAN® extra granules, 125 mg

Koa npoaykra:
Material code no.:

22099

HOpMaTHBHaH onyﬁeurauuﬂ:

Normative document:
OencrBylowee BewecTBo:

NN-003484-051219 ¢ u3m. Ne1 ot 11.06.2020

Active Pharmaceutical Ingredient:

CuMeTUKOH
Simeticone

MpousBoauTens AeCTBYOWEro

BellecTBa:
API Manufacturer:

aun-an-nu CnewwmanTtu 3neroﬁhx MaTtupuans KO 3c 9, 3n-
3n-Cu, CLLUA
DDP Specialty Electronic Materials US 9, LLC, USA

Nexapcraennan dpopma, [lo3upoBky:

Dosage form, dosage:

panynbl, 125 mr
Granules, 125 mg

Homep cepum: 53024A KonuvecrBo: 33960 wTyk
Batch-no: Quantity: 33960 pieces
Oata npoussopcrBa: 11.08.2025 Cpok rogHocTH: 08.2028
Manufacturing date: Expiry date:

Moka3atenb / Test

Cneuudukaumn / Specification

Pesynbtat / result

OnucaHue Benble unn noytn Genbie rpaHynbl HeNpaBUNbHOM Benble rpaHynbl
hOopMbI C NUMOHHbLIM 3anaxoMm HenpasunNbHOR opMbI
C NTMMOHHBIM 3anaxom
Description White or almost white granules of irregular shape White granules of
having lemon odor irregular shape having
lemon odor
MoTepsa B Macce npu He 6onee 1,5% 0,2 %
BbICyLUMBaAHUM
Loss on drying Not more than 1,5% 0,2%
CnocoBHoCTb Kk He 6onee 15 cekyHA 6 cexk.
neHoralleHuio
Defoaming capability Not more than 15 seconds 6 sec.
MoAnUHHOCTL Ha UK - cnekTpe nornoweHus ucnouityemoro CootsetcTByeT
CuUMeTHKOHa pacTtBopa, cHaToro B o6nactu ot 1000 go 1500 cm!,
[AOMKeH HabnaaTbCs XapakTepHblii NUK Npuy
1260 + 5 cMm™!, COOTBETCTBYIOLMIA NUKY HA CNeKTpe
NOrNOLLEHNA CTaHAAPTHOrO pacTeopa.
Identity of Simeticone The IR absorption spectrum of the test solution conforms
recorded within the range from 1000 to 1500 cm-!
should have a characteristic peak at 1260 + 5 cm™!
that corresponds to that in the absorption spectrum of
the standard solution.
KonuuecTtBeHHoe 118,8 0o 131,3 Mr CUMETUKOHA Ha NaKEeTUK 121,7 mr
onpepeneHve
CumeTukoHa
Assay of Simeticone 118,8 to 131,3 mg simeticone per package 121,7 mg
OaHOPOAHOCTD NapameTp npuemnemocTu ansa 10 eguHny 43
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HERMES

epmec ®apma "'e3.m.6.X.

PHARMA CEPTL:1<DMKAT AHAnVI.3AI Anbroit 36
= Certificate of Analysis 9400 Bonbahcbepr /
Gret+ the dose right Hermes Pharma Ges.m.b.H.
FEPMEC ©APMA / Aligéu 36
HERMES PHARMA 9400 Woltsberg

Tepmun-1 / Termin-ID: 181511

Moka3satens / Test Cneuundukaumsn / Specification

Pe3ynbrar / result

[O031npoBaHuA fosuposanuna < 15,0.
MapameTtp npuemnemoctu gns 30 eauHuy
aosnposaHua < 15,0, u HM 0gHa 13 egrHUY

Ao3npoBaHusa He < yeM 0,75 M n He > yem 1,25 M.

Dosage uniformity Acceptance parameter for 10 dosage units < 15,0, 43
Acceptance parameter for 30 dosage units < 15,0;
and none of dosage units < than 0,75 M or > 1,25 M.
Mukpo6uonoruyeckan uucrora / Microbiologic purity
O6wee yncno aspobHbix <= 1000 KOE/r <10 KOE/r
Gakrepuit
Total aerobic microbial <= 1000 CFU/g <10 CFU/g
count
Obwee yucno <= 100 KOE/r <10 KOE/r
LPOXOKEBBIX U NAECHEBbIX
rpubos
Total Yeast and moulds <= 100 CFU/g <10 CFU/g
count
E. coli He o6HapyxusaeTca/r He obHapyxuBaeTcs
E. coli not detectable/g not detectable

Ynakoska / Packaging

PesynbTtar / result

Mo 800 mr rpaHyn B nakeTwk (cawe) us NaMMHUPOBaHHON antoMuHMeBo-OymaxHo CooTeeTcTByeT
donbry. Mo 14 nakeTnkoB (calle) C UHCTPYKUMEN NO NPUMEHEHMNIO B KAPTOHHOM

naJke.

800 mg of granules per one package (sachet) made of laminated aluminum and conforms
paper foil. 14 packages along with the instruction on the medical use of

preparation per a carton box.

Mapkuposka: NepBu4Has ynakoBKa nekapcTBeHHOro npenapara Pe3ynbrar

Ha nakeTuke (cawle) Ha pyCCKOM £i3blke YKa3biBaIOT: result

Labelling: Primary packaging
In the package (sachet) the following writing in Russian is made:

norotun BERLIN-CHEMIE/MENARINI (Ha naTuHuue)

BERLIN-CHEMIE

the logo BERLIN-CHEMIE/MENARINI (in Latin letters) MENARINI
TOProBoe HauMmeHoBaHue npenapara c npeaynpeauTenbHONn MapKupoBkoii ® ACMYMU3AH®
trade name of preparation with a warning mark «®» aKcTpa
MexayHapoaHoe HernaTeHTOBaHHOE HauMeHoBaHue CuMeTUKOH
international non-proprietary name

Hoaunposky 125 mr
dosage

HOMEp cepuu 53024A
batch number

«roAeH fo ... » 08.2028
«best before ...»

Mpou3BoACTBEHHbIN koA nmeercs
Manufacturing code available
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HERMES

Mepmec dapma Ne3.M.6.X.

PHARMA CEPTUOUKAT AHANIU3A/ o
oo Certificate of Analysis 9400 Bonbdcbepr /
Gret the dose right Hermes Pharma Ges.m.b.H.
F’EPMEC ©®APMA / Allgau 36
9400 Wolfsber
HERMES PHARMA Tepmun-U[ / Termin-ID: 181511 °
MapkupoBka: MepB1YHan ynakoBka nekapcTBeHHOro npenapara Pesynbrar
Ha nakeruke (calie) Ha pyCCKOM SA3blke yKa3blBatoT: result
Labelling: Primary packaging
In the package (sachet) the following writing in Russian is made:
HEBUAUMbIE 3HAKMN 3aLUTbI He umeercs
Invisible signs of protection not available
MapkupoBka: BropuuHas ynakoBka PesynbTar
Ha kapTOoHHOW navke Ha pyCCKOM A3blKe yKasblBaIOT: result

Labelling: Secondary packaging
In the carton box the following writing in Russian is made:

HaumeHoBaHue UPMbI-NPOM3BOANTENS, CTPaHy
the name of manufacturing company and country

Fepmec ®apma MNea.m.6.X.,
AscTpus

Hermes Pharma Ges.m.b.H.,
Austria

HauMmeHoBaHWe Bragenbua perucTpaLMoHHOro ya0CTOBEPEHUS, CTPaHY
RC holder, country

BepnuH-Xemu Al', lepmanus
Berlin-Chemie AG, Germany

norotun BERLIN-CHEMIE/MENARINI (Ha natuHuue)
the logo BERLIN-CHEMIE/MENARINI (in Latin letters)

BERLIN-CHEMIE MENARINI

TOprosoe HauMeHoBaHue npenapara ¢ npegynpeauTensHoOn OCMNYMU3AH® akcTpa
MapKMpoBKoik ®

trade name of preparation with a warning mark «®»

MexayHapoaHoe HenaTeHToBaHHOE HAUMEHOBaHUe CvMeTUKOH

international non-proprietary name

KONMUYECTBO NAKETUKOB (Calue) B OAHON ynakoske
number of packages (sachet) per one pack

14 nakeTtukos

nekapcTBeHHyo opmy paHynbl
dosage form

Hosunposky 125 mr
dosage

coaepxaHue AeicTByoLWero BeLecTsa B 04HOM NakeTuke (calue)

assay of active substance per one package (sachet)

B 1 nakeTuke coaepxutcsa 125 mr
CUMETUKOHA

1 sachet contains 125 mg
Simeticone

«Copepxut copbuton» yKasaHo

«Contains sorbitol» indicated

cnocob npuMeHeHus Ons npuema BHYTpb
mode of administration For oral use
yCnoBust oTnycka bes peuenTta
OTC-status Without prescription

yCnosus xpaHeHus
storage conditions

Mpu TemnepaTtype He Bbiwe 25°C
At temperature below 25 °C.

«NomoraeT npu B3gyTUM XUBOTAY yKasaHo
«Helps in abdominal bioating» indicated
«JlekapcTBeHHOE CPEACTBO XpaHUTb B HEAOCTYNHOM ANS AeTeil MecTe!»  yka3aHo
«Keep the drug out of the reach of children!» indicated
«CobniogaTb MHCTPYKUMIO NO NPUMEHEHUIO Npenapara, KoTopas yKasaHo
HaxoAWUTCA BHYTPU yNakoBKU» indicated

«Follow the instruction on the medical use, which is inside the pack»
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HERMES

Fepmec ®apma Ne3.m.6.X.
PHARMA CEPTUGUKAT AHANU3A/ o
= Certificate of Analysis 9400 Bonbacbepr /
Giet the dose right Hermes Pharma Ges.m.b.H.
FTEPMEC ®APMA / g\ﬂggtwslf ;
HERMES PHARMA Tepmun-A4 / Termin-ID: 181511 osherg
Mapkuposka: BropuuHas ynakoBka Pesynbrar
Ha kapTOHHOW nayke Ha pyccKOM A3bIKE YKa3blBatOT: result
Labelling: Secondary packaging
In the carton box the following writing in Russian is made:
«MOXHO He 3anuMBaTb BOAOW» yKasaHo
«May be administered without washing down» indicated
HOMep cepuu 53024A
batch number
«rogeH go ... » 08.2028
«best before ...»
LUTPUX-KOA umeeTcs
bar-code available
perncTpaumuoHHbIR Homep J1M-003484
_registration number
HeBnaumblil 3HaK 3aLLUUTbI nuMeeTcs
invisible signs of protection available
cpeacTea MaeHTUMKaUMM CUCTEMbI MOHUTOPUHIa ABUXKEHNS uMeeTcs
NeKapCTBEHHOTO Npenapara available
product identification information and traceability data
Mpoun3soacTBEHHbIR KOA umeeTcs
Manufacturing code available
ynakoBKa UMEET KOHTPONb NEPBOro BCKPLITUSA uMmeeTcs
tamper-evident is available on the pack available

XpaHeHue Mpu Temneparype He Bbiwe 25 °C.
Storage } At temperature below 25 °C.

Cpok rogHocTH | 3roaa

Shelf life ' 3 years

Bbiweyka3zaHHas cepus omeeyaem mpe6ogaHusAM HOPMamueHoU GOKYMeHmayuu.

The above batch meets the requirements of normative documentation.

naBa oTAena KOHTPONs KadyecTsa: [ara:

Head of Quality Control: Tina Kovac,_ Date: 29.09.2025

AU
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HERMES Certificate of Confirmation HERMES Phoma Cesnb.

PHARMA (acc. Annex 16 Appendix | EU GMP-Guide) A-9400 Wolfsberg

22099 / ESPUMISAN Extra 125 Dir. gran. (RU/14)

Identification No.(Customer): F144271 Customer: Berlin-Chemie AG
Dosage form: Granules Packaging size / type: 14/ Stickpack
Lot/Batch number: 53024A Quantity batch: 33960 ST

Date of fabrication / . .

manufactures 11.08.2025 Expiry date: 08/2028

Ref.No.- CoA: 2025-0001390831-NORM-1

Hermes Pharma Ges.m.b.H.
A-9400 Wolfsberg, Schwimmschulweg 1a
Hermes Pharma Ges.m.b.H.
A-9400 Wolfsberg, Schwimmschulweg 1a

Manufacturing authorisation No. / Licence: GZ: INS-481363 (19.07.2022)
Certificate of GMP-Compliance: No: INS-481363 (19.07.2022)

Name and address of fabricator:

Manufacturing site:

| hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement
have been carried out in full compliance with the GMP requirements of the EU and the terms
described in the Agreement for ensuring compliance with the requirements of the Marketing
Authorisation(s) as provided by the Marketing Authorisation Holder.

During the course of manufacturing, packaging and testing there were

[X]  nodeviations.

[ ] deviations.

[ ] additional relevant information regarding the quality of the batch is attached.
Comments:

The batch has the required quality and is released for shiP'Went.

Y

Date: 02.10.2025 Qualified Person:

Johann Wagner

Termin-ID: 181511 Page 1 of 1




Addendum

HERM Es Active Pharmaceutical HERMES Pharma Ges.m.b.H.

Schwimmschulweg 1a
PHARMA Ingredient(s) A-9400 Wolfsberg

22099 / ESPUMISAN Extra 125 Dir. gran. (RU/14)

Lot/Batch number: 53024A
Reference No. Certificate(s): 2025-0001390831-NORM-1

The following active pharmaceutical ingredient(s) was/were used in the production of the above
batch:

AP} Hermes Manufacturer

batch no.: batch no.: Manufacturer:

Simeticone (LIVEO Q7-2243) Ph. Eur. 5065745 HO33P2C031 DDP Specialty (Hemlock)

This document has been generated electronically and is valid without a signature, in connection
with the above mentioned reference certificate(s).

Termin-ID: 181511 Page 1 of 1



HERM Es . HERMES Pharma Ges.m.b.H.
Addendum PaCKaglng Schwimmschulweg 1a
PHARMA A-9400 Wolfsberg

22099 / ESPUMISAN Extra 125 Dir. gran. (RU/14)

Customer: Berlin-Chemie AG
Lot/Batch number: 53024A
Ref.No.- CoA 2025-0001390831-NORM-1

The following packaging material versions were used in the manufacture of the above mentioned
batch:

Packaging Hermes batch no. Packaging version
73692C Paper Aluminium lonomer 25070990 73692 / V117099/01
73777C  package leaflet 25080118 73777 1 V144386/01
73896C folding carton 25070416 73896 / V130788/01 serial.
73896C folding carton 25070809 73896 / V130788/01 serial.

This document has been generated electronically and is valid without a signature, in connection
with the above mentioned reference certificate

Termin-ID: 181511 Page 1 0f 1



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53024A

ToproBoe HaMMEHOBaHUE Ocnymu3zaH® skcTpa

MexnyHapoaHOE HEMATEHTOBAHHOE HAMMEHOBAaHUE CUMeTHKOH

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapctBeHHas popma TPaHYyJIbI

Jo3upoBka 125 mr

®dopma BBITTyCKa 800 wmr, came (14 mT.) , mayku
KapTOHHBIE

Howmep cepuu (maptumn): 53024A

O0beM cepun(mapTun) 33 960

Jlata npousBoacTBa 11.08.2025

I'onen no 08.2028

HaumenoBanwe wu agpec  mpousBomutens (c IMpousBoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) (Bce cramuu, BKiIrOYas BBITYCKAIOIIANA

KOHTPOJIb KaueCTBa)
I'epmec ®apma I'e3. m.0.X., ABcTpust
(Schwimmschulweg 1a, 9400
Wolfsberg, Austria)

Howmep u nara peructpalilnoHHOTO y10CTOBEPEHUS JII1-003484 ot 02.03.2016
(mara nepeodopmienus PY 22.11.2021)

Howmep u nara HOpMaTUBHOW TOKYMEHTALMH JIT1-003484-051219, uzm. Nel

HanmenoBanue u azpec nepxarens | bepaun-Xemu Al',I'epmanus

PETUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KIAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYyeT 61-D3 «OO6 oOpalieHuu JeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKAPCTBEHHOT'O IMpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanun

z,/'>
> /-~ PyzanoBa T.B.  22.01.2026
(TOTHCH) (nara)

Ne 6/1 o1 09.01.2 fia "
%)

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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