HERMES CEPTVNW‘KAT AHATNU3A/ epmec ®apma rea.m.6.X.

Anbrow 36
PHAKRIMA el Certificate of Analysis 9400 Bonbdcbepr /
Get the dose vight Hermes Pharma Ges.m.b.H.
FTEPMEC ®APMA / Aligau 36
HERMES PHARMA 9400 Wolfsberg

Tepmun-UA / Termin-1D: 181429

MrPoAYKT 3CNYMU3AH® 3kcTpa, rpanynbl, 125 mr
PrODUCT ESPUMISAN® extra granules,125mg
Kopa npoaykra: 22099
Material code no.: D e o
HopmaTuBHas AOKYMeHTauus: Nn-003484-051219 c u3m. Ne1 ot 11.06.2020
Normative document: R — . L L =
[eicTayloliee BewecTso: CUMETUKOH
Active Pharmaceutical Ingredient: Simeticone . . nl
MpoussoauTensb pe#crayomero OV-QU-NU CnewnanTy AnekTpoHuk MaTtupuan3 10 3¢ 9, An-
gelnecTsa: 3n-Cu, CILIA
APl Manufacturer: .. . __DbDP Sgecial‘g_glectronic Materials US 9, LLC, USA ..._
NekapcTBenHan opma, [o3uposky: MpaHynsl, 125 mr
Dosage form, dosage: Granules, 125 mg
Homep cepun: 53023A | KonuuecTso: 33240 wTyK
Batch-no: .. —— : 33240 pieces
fata npoussoacTBa: 07.08.2025 CpoOK rogHOCTH: 08.2028
Manufacturing date: Expiry date:
Mokasatens / Test Cneundukauus / Specification Peaynbrar / result
Onucaxve Benble unu nouTh 6enbie rpaxynbl HENpaBuIbHOM Benble rpaHynb!
¢opmbi C MAMOHHbBIM 3anaxoMm HenpaBnanof/‘l dopMbl
C IMMOHHbIM 3aNaxoM
Description White or almost white granules of irregular shape White granules of
having lemon odor irregular shape having
lemon odor
MoTeps B Macce npu e 6onee 1,5% 0.2 %
BbICYLUIMBAHUN
Loss on drying Not more than 1,5% 0.2 %
CnocoBHOCTb K He Bonee 15 cekyHA 5 cek.
neHoraleHnto
Defoaming capability Not more than 15 seconds 5 sec.
Mo NMHHOCTD Ha WK - crnekTpe nornouienus NCNbITYyEMOro CooteetcTByeT
CUMETHKOHA pacTeopa, CHATOro B obnacTy ot 1000 ao 1500 cm’,

AOMKeH HabnoaaTbea xapaKkTepHblit UK Npy

1260 + 5 cm™, COOTBETCTBYIOLWIA NUKY HA CNeKTPe
nOrMOLLEHUs 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+ 5cm’
that corresponds to that in the absorption spectrum of
the standard solution.

KonwuyecTBeHHOE 118,8 no 131,3 mr CYMETMKOHA Ha NakeTuk 1247 mr
onpepenexHue

CumeTnKoHa

Assay of Simeticone 118,8 to 131,3 mg simeticone per package 124,7 mg
OpHOPOAHOCTD MapameTp NpuemnemocTu Ana 10 eguHuy 55
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HERMES

PHARMA

Gret the dose ﬁd‘+.
FEPMEC ®APMA /

HERMES PHARMA

CEPTUO®UKAT AHANU3A/
Certificate of Analysis

Tepmun-UAa / Termin-1D: 181429

Fepmec ®apma le3.m.6.X.
Anbroi 36

9400 Bonbcbepr /
Hermes Pharma Ges.m.b.H.
Aligau 36

9400 Wolfsberg

MNoka3zartenb / Test

Cneunduxaums / Specification

Pe3ynbrtar / result

[A03VPOBaHNA

[03UpOBaHUA < 15,0.
MapameTp nNpueMneMocTy Ans 30 epuHuy

poauposanus <15,0, 1 HU oaHa 13 egnHUY
LO3WPOBAHUA He < HEM 0,75 M n He > yem 1,25 M.

Dosage uniformity Acceptance parameter for 10 dosage units < 15,0; 55

Acceptance parameter for 30 dosage units < 15,0;

and none of dosage units < than 0,75 M or > 1,25 M.

MukpoGuonoruieckas uncroTa / Microbiologic purity
O6uiee 4ncno aspobHelx <= 1000 KOE/r <10 KOE/r
Bakrepvi
Total aerobic microbial <= 1000 CFU/g <10 CFU/g
count
O61uee uncno <= 100 KOE/r <10 KOE/r
APOXOKEBbIX Y NNECHEBbIX
rpvw6os
Total Yeast and moulds <= 100 CFU/g <10 CFU/g

count

E. coli
E. coli

He oBHapyxuBaeTcs/T
not detectable/g

He oBHapyXuBaeTca
not detectable

YnakoBka / Packaging

PesynbTar / result

Mo 800 mMr rpaHyn B NAKeTUKk (cawe)
conbru. Mo 14 NaKETUKOB (cawe) c WHCTPYKUUEn No npumere

nadke.

HUIO B KAPTOHHOM

3 NaMUHUPOBaHHOW antomunneso-OymaxHon  CooTBeTcTBYeT

800 mg of granules per oné package (sachet) made of laminated aluminum and

paper foil. 14 packages along with the instruction on the medical use of

preparation per a carton box.

conforms

MapkupoBka: MepBuiHas ynakoBKa /1eKapCTBeHHOro npenapara
Ha nakeTuke (calue) Ha pycckoMm si3blke yKas3blBawT:

Labelling: Primary packaging

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

PesynbTtar
result

norotun BERLIN-CHEMI

E/MENARINI (Ha natuHuue)

BERLIN-CHEMIE

the logo BERLIN-CHEMIE/MENARINI (in Latin letters) MENARINI
TOproBoe HanMeHoBaHue npenapata c npeaynpeauTensHon mapkuposkoi ® 3CMYMU3AH®
trade name of preparation with a warning mark «®» aKcTpa
MeXayHapoaHOoe HenaTeHToBaHHoe HaMMeHoBaHwe CVMETWKOH
international non-proprietary name

[lo3upoBKYy 125 mr
dosage

HOMEp cepuu 53023A
batch number

«rofeH ao ... » 08.2028
«best before ...»

npomaaonmaeHHbm Koq nmeeTcs
Manufacturing code available
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HERMES

Fepmec dapma Mea.m.6.X.

PITARMA CEPTUGUKAT AHATUSA/ o 36
- Certificate of Analysis 9400 Bonbdctepr /

(set the dose right Hermes Pharma Ges.m.b.H.
FEPMEC ®APMA / gﬂggu V\:;,ew )

olfsberg
HERMES PHARMA TepMMH-Mn/Termin-lD: 181429
MapkupoBka: lepButiHas ynakoska nekapcTBeHHOTro npenapara PesynbTar
Ha nakeTuke (cawe) Ha pycckom A3bIKE YKa3blBaloT. result
Labelling: Primary packaging
in the package (sachet) the following writing in Russian is made:
HEeBMAVMbIE 3HAKK 3aluThl He umeeTcs
Invisible signs of protection not available
MapkupoBka: Bropu4Has ynaxkoBka Pesynbrar
Ha kapTOHHON na4ke Ha PYCCKOM A3blke yKka3sbiBatoT. result
Labelling: Secondary packaging
in the carton box the following writing in Russian is made:
HammeHoBaHue OVPMbI-NPOU3BOANTENA, cTpaHny lepmec ®apma feam.6.X,,
the name of manufacturing company and country ABCTpUs

HaumeHoBaHue Bnagenbua perucTpaumnoHHOro yaocToBepeHus, CTpaHy
RC holder, country

norotun BERLIN-CHEMIE/MENARINl (Ha naruHuue) BERLIN-CHEMIE MENARINI

the logo BERL|N-CHEMIE/MENARINI (in Latin letters)

Toproeoe HauMeHOBaHue npenaparac npenynpe.uwrenbﬂoﬁ 3CNYMWU3AH® akcTpa

mapkupoBkoi ®

trade name of preparation with a warning mark «®»

MeXOyHapoaHoe HenaTeHToBaHHOE HaUMEHOBaHNE CUMETHKOH

international non-proprietary name

KONWYECTBO NaKkeTUKoB (cawe) B oaHOM ynaxkoske 14 nakeTuKoB

number of packages (sachet) per one pack

neKapcTBeHHyto hopMy [paHynbl

dosage form

[lo3npoBsky 125 mr

dosage

copepxaHue AencTBytoLIEro BellecTBa B OAHOM NaKeTuke (cawe) B 1 naketuke coaepxutcs 125 Mr
cumMmeTmnKoHa

assay of active substance per one package (sachet) 1 sachet contains 125 mg
Simeticone

«CopepxuT copbuTon» yKa3aHo

«Contains sorbitol» indicated

cnoco® npumeHeHus [Ans npuema BHyTpb

mode of administration For oral use

ycnoeus oTnycka bes peuenta

OTC-status Without prescription

yCroBust XpaHEHUs
storage conditions

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

Bepnnn-Xemu AT, FepmaHua
Berlin-Chemie AG, Germany

Mpv TemnepaType He BbiLE 25°C
At temperature below 25 °C.

«MomoraeT nNpwn B34yTUU Kupota»

«Helps in abdominal bloating»

yKazaHo
indicated

«JlekapCTBeHHOE CPE/CTBO XpaHuTL B HEeAOoCTYNHOM ANA AeTed mecrte!»

«Keep the drug out of the reach of children!»

yka3aHo
indicated

«COBMI0AaTb MHCTPYKLVIO NO NPUMEHEHII0 npenapara, koTopas

axoavTCa BHYTPU ynakoBKn»

ykasaHo
indicated

H
«Follow the instruction on the medical use, which is inside the pack»
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HERMES CEPTM(DMKAT AHA"M3A/ Fepmec ®apma Fea.m.6.X.

PHARMA h ) Anbroi 36
e Certificate of Analysis 9400 Bonbdcoepr /
(set the dose right Hermes Pharma Ges.m.b.H.

FEPMEC ®APMA/ gﬂggu v\:lae;|f )

oltsber

HERMES PHARMA TepMMH-MD./Ten'nin—lD: 181429 ¢

MapkupoBka: BropuuHas ynakoBkKa PesynbTar

Ha KapTOHHON Nauke Ha pyCCkoM A3bIKe YKa3biBaoT. result

Labelling: Secondary packaging

in the carton box the following writing in Russian is made:

«MOXHO HE 3anuBaTb BOAOH» ykasaHo

«May be administered without washing down» indicated

HOMeEp cepun 53023A

batch number

«rogeH ao ... » 08.2028

«best before ...»

LITPUX-KOA nmeeTcs

bar-code available

pEerucTpaLMOHHbIA HOMED fN-003484

registration number

HeBuavMbIA 3HaK 3awWnTbl nmeeTcs

invisible signs of protection available

cpepcTea naeHTUdUKaLmn CUCTembl MOHUTOPUWHIa ABWKEHUA UmeeTcs

neKapcTBEHHOTO npenapara available

product identification information and traceability data

NpowU3s0ACTBEHHBIV KOA nmeeTcs

Manufacturing code available

ynakoBka UMeeT KOHTPOIb NepBOro BCKPbLITUS nmeeTcs

tamper-evident is available on the pack available

XpaHexue Mpw TemnepaType He gbiwe 25 °C.

Storage At temperature below 25 °C.

CpoK rogHoOCTH
Shelf life

3ropa
3 years

BbiweykazaHHas cepus omeeyaem mpeboeaHusM Hogmamuenoﬂ dokyMeHmauuu.
The above batch meets the requirements of normative documentation.

[napa oTAena KOHTPOns KavecTea. Nata:
Head of Quality Control: Tina Kovac Date: 01.09.2025

4/4



HERMES Certificate of Confirmation HERMES Pharma Goe 0.0
PHAR MA (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: 53023A Quantity batch: 33240 ST

Date of fabrication / . .

manufacture: 07.08.2025 Expiry date: 08/2028

Ref.No.- CoA: 2025-0001390830-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.

there were

During the course of manufacturing, packaging and testing
[x] no deviations.

[ ] deviations.

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

The batch has the required quality and is released for shipmént.

Date: 03.09.2025 Qualified Person:
—_Johann Wagner

Termin-ID: 181429 Page 10f 1



HERMES . HERMES Pharma Ges.m.b.H.
Addendum Packaging Schwimmschulweg 1
PHAR MA A-9400 Wolfsberg

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

Customer: Berlin-Chemie AG
Lot/Batch number: 53023A
Ref.No.- CoA 2025-0001390830-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 25050733 73692 / V117099/01
73692C  Paper Aluminium lonomer 25070990 73692 / V117099/01
73777C  package leaflet 25050312 73777 / V144386/01
73777C  package leaflet 25080118 73777 / V144386/01
73896C folding carton 25070416 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: 181429 Page 1 of 1



Addendum

HERMES Active Pharmaceutical HERMES PhprmenGes.mb.H.

Schwimmschulweg 1a
PHARMA . i
H Ingredlent(s) A-9400 Wolfsberg

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

Lot/Batch number: 53023A
Reference No. Certificate(s): 2025-0001390830-NORM-1

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

API: Hermes Manufacturer

batch no.: batch no.: Manufacturer:

Simeticone (LIVEO Q7-2243) Ph. Eur. 5065745 HO033P2C031 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-1D: 181429 Page 1 0of 1



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53023A

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): 53023A

O6wem cepun(apTim) 33240

Jlata npousBoacTBa 07.08.2025

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

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanun

7775 Pysamoea T.B.  22.01.2026
(moAmuch) (nara)

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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