M 000 bepnnH-Xemn/A. MeHapyiHm

MOJITBEP)KJIEHUE COOTBETCTBHUS

Ne [IC-21002A

Toprosoe HauMeHOBaHHe OcnymuzaH® 3KcTpa

MexnyHapoaHoe HENMaTCHTOBAaHHOE HAUMCHOBAHHE CuMeTHKOH

(rpynIHpoBOYHOE HIIH XHMHUECKOE)

JlekapcTBenHas gopma I'paHyJibl

Jo3uposka 125 mMr

®opmMma BeIITyCKa 800 mr, came (14 wT.) , Na4KH
KapTOHHEBIE

Howmep cepun (nmaptun): 21002A

O0beM cepun(mapTuu) 31 800

Jlata npoussojicTea 28.01.2022

T'onen no 01.01.2025

HaumenoBaune wu  agpec mnpoumsBoantens (¢ | [Ipoussogutenn-

YKa3aHHEM CTaJlMi [IPOU3BOICTBA) I'epmec Papma T'ez. M.6.X (Allgau 36,

9400 Wolfsderg , ABcTpus
Bpinyckaloimui KOHTPO/Ib KAa4YecTBA-
I'epmec Papma T'ez. m.0.X (Allgau 36,
9400 Wolfsderg , ABcTpus

Homep 1 naTa perucTpallHOHHOTO YIOCTOBEPEHHS JITI-003484 ot 02.03.2016
(nata nepeodopmienus 05.12.2019)

Homep u 1aTa HOpMaTHBHOH JOKYMEHTALHH JII1-003484-051219, n3m. Nel

HanmenoBanue " anpec nepxarens | bepiun-Xemu AT, ['epmanus

PETHCTPALIHOHHOIO Y10CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosumuii 1OKyMeHT HOATBEPIKIALT:

-/IaHHBIH JICKAPCTBEHHBIH IIpenapaT cooTBercTBYeT 61-@3 «O6 obpalleHuy JeKapcTBEHHBIX
CPEICTB...»;

-CEpHs JIEKapCTBCHHOTO Tpernapara COOTBETCTBYET TpPeGOBAHMSM, YCTAHOBICHHBIM MNP €ro
rOCYJapCTBEHHOH PETrUCTpalliu

P

& CokonoBB.JI.  19.05.2022

(IMOAMHCH) (nata)

Q00 “Bepnun-Xemu/A. MeHapuHu”

KOpuanseckuia anpec: Poceus, 123317, r. Mockea, MpecHeHckas HabepewxHasn, . 10
Moutosbii appec: Poceun, 123317, r. Mocksa, MNpecHeHckan Habepexnasn, g. 10
Tenedon: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



HERM ES CEPTUOUKAT AHATU3A/ Fepmec ®apma 'ea.m.6.X.

Anbroi 36
PR ’ Certificate of Analysis 9400 Bonbdcbepr /
Gt $he dose righ! ) Hermes Pharma Ges.m.b.H.
r’EPMEC ©APMA / Aligau 36
HERMES PHARMA 9400 Wolfsberg

Tepwun-UA / Termin-ID: 116790

MPoOAYyKT 3CMNYMU3AH® akcTpa, rpaHynbl, 125 Mr

PrODUCT ESPUMISAN® extra granules, 125 mg

Koa npoaykTa: 22099

Material code no.: o .

HopmaTuBHaa AOKYMEHTaLUA: 1MN-003484-051219 ¢ uam. Ne1 ot 11.06.2020

Normative document: R o B

OeucTBylollee BelecTBO! CUMETUKOH

Active Pharmaceutical Ingredient: Simeticone o

MpouszsoanTens AeHCTBYIOLEro OV-ON-NA CnewwnanTty dnekTpornk MaTnpuans 0 3¢ 9, An-

BelllecTBa: 3n-Cu, CWA

APl Manufacturer: DDP Specialty Electronic Materials us g,LLC, USA

NekapcTBeHHas ¢opma, [LOIUPOBKY: Fpanynbl, 125 Mr

Dosage form, dosage: Granules, 125 mg

Homep cepuu: 21002A KonuyecTBO: 31800 wTyK

Batch-no: N Quantity: ) 31800 pieces

Jara npousBojcTBa: 28.01.2022 CpOK rogHoOCTM: 01.2025

Manufacturing date: Expiry date:

MoxasaTenb / Test Cneuundukauus / Specification PesynbTat / result

OnucaHue Benble vy noyTy Benble rpaHyNbl HenpasubHOM bensle rpanynsi
opMbl G MUMOHHBIM 3anaxom HenpasunbHON PopMbl

¢ NUMOHHbBIM 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 He 6onee 1,5% ' " 0,2%

BbICYLUXBAHUK

Loss on drying Not more than 1,5% 0.2 %

CnocoBHocTb K He Gonee 15 cekyHf 4 cexk.

NeHoraeHnio

Defoaming capability Not more than 15 seconds 4 sec.

MoanuHHOCTL Ha UK - cnekTpe nornollieHust UCnbiTyemoro CootBeTcTBYET

CuMeTUKOHa pacTeopa, cHaToro B obnactu ot 1000 ao 1500 cm,

JomkeH HabnwaaTbCA XapakrepHbid MUK Npu
1260 £ 5 cm', COOTBETCTBYIOLWUIA NUKY Ha CNekTpe
nornoLUeHWs CTaHAAapTHOroO 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.

KonuyecTtaeHHoe 118,8 0o 131,3 Mr CUMETUKOHA Ha NaKkeTuk 1245 mr
onpegeneHue

CumeTuKoHa

Assay of Simeticone 118,8 to 131,3 mg simeticone per package 124,5 mg
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HERMES

PHARMA

tret ~he dose right”
FEPMEC ®APMA /
HERMES PHARMA

CEPTUOUKAT AHANTU3A/
Certificate of Analysis

Tepmun-WU / Termin-1D: 116790

Fepmec ¢apma Me3.m.B.X.
Anbron 36

9400 Bonbgcbepr /
Hermes Pharma Ges.m.b.H.
Allgau 36

9400 Wolfsberg

Mokazartenw / Test Cneuudcpukauusn / Specification

PesynbraT / result

OQHOPOAHOCTL
[031pOBaHnA

MapameTp npuemnemocTy ana 10 eauHuL
Aosnpoeanma < 15,0,

MapameTp npuemnemocTn ana 30 eanHuy
Aosuposarus <150, u HU ogHa U3 eauHAY
Ao3upoeaHna He < yem 0,75 M U He > yem 1,25 M.

12,0

Dosage uniformity Acceptance parameter for 10 dosage units < 15,0; 12,0
Acceptance parameter for 30 dosage units < 15,0;
and none of dosage units < than 0,75 M or > 1,25 M.
Mukpobuonoruueckan yuctoTa / Microbiologic purity
Obuwjee 4yncno aapobHbix <= 1000 KOE/r <10 KOE/r
Bakrepuit
Total aerobic microbial <= 1000 CFU/g <10 CFU/g
count
OBwee yucno <= 100 KOE/r <10 KOE/r
APOXOKEBBIX M NNECHEBbIX
rputos
Total Yeast and moulds <= 100 CFU/g <10 CFU/g
count
E. coli He oBHapyxvBaeTcs/r He obHapyxuBaeTtcs
E. coli not detectable/g not detectable

¥Ynakoska / Packaging

PeaynbTaT/ result

Mo 800 Mr rpamyn B nakeTuk (calle) M3 NaMUHUPOBAHHOM anwomMmuHneso-6ymaxHoit  CooTeeTcTeyer
tonbru. Mo 14 nakeTukos (cawe) ¢ UHCTPYKUUEW No NPUMEHEHRWIO B KAPTOHHOM

nauke.

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.

MapkupoBka: NepBuunas ynakoBKa neKkapcTBeHHOro npenaparta PesynbrtaTt

Ha nakeTtuke (calue) Ha pycckoMm H3bike YKasblBaloT: 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 HaumeHoBsaHWe npenapara ¢ npeaynpeanTenbHOR MapkupoBkoi ® ACMYMUIAH®
trade name of preparation with a warning mark «®» aKcTpa
MeXAyHapPOAHOE HenaTeHTOBaHHOE HauMEHDBaHNE CuMeTUKOH
international non-proprietary name

Hosupoky 125 mr

dosage

HOMep cepuu 21002A

batch number

«rofjeH 4o ... » 01.2025

«best before ... »
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HERMES

PHARMA

—
fret +he dose right

CEPTUOUKAT AHATU3A/

Certificate of Analysis

lepmec ®apma 'ea.M.6.X.
Anbroi 36
9400 Bonbdcbepr /

Hermes Pharma Ges.m.b.H.

FEPMEC ©®APMA / gﬂggw% X
olisberg

HERMES PHARMA Tepmun-U / Termin-ID: 116790

MapkuposBka: lMepBuyHan ynakoBka NnekapcTBeHHOro npenapara PesynbTar

Ha nakeTtuke (calue) Ha pycCKOM A3blKe YKasbiBaioT: result

Labelling: Primary packaging

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

MponseoACTBEHHbIW KO uMeeTcs

Manufacturing code available

HEBUAWMbBIE 3HAKU 3aLUTbI He uMeeTcA

Invisible signs of protection not available

MapkupoieKa: BropuyHas ynakoBka PesynbTar

Ha kapTOHHOR na4ke Ha PYCCKOM S3blKe YKA3bIBAIOT: resuit

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

HauMeHoBaHWe (OUPMbI-NPON3BOAUTENRA, CTPaHY
the name of manufacturing company and country

lepmec ®apma Nea.m.6.X.,
ABCTpUA

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

HauMeHOBaHWe Bnafensua perucTpayUoHHOrO YAOCTOBEPEHUR, CTPaHy
RC holder, country

Bepnun-Xemu Alf, Fl'epMaHua
Berlin-Chemie AG, Germany

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

BERLIN-CHEMIE MENARINI

TOProBoe HauMeHoBaHWe npenapara ¢ npeaynpeAUTENbHOR ACNYMU3AH® akcTpa
Mapkuposkon ®

trade name of preparation with a warning mark «®»

MeXyHapoAHOe HENaTEHTORaHHOE HaUMEHOBaHUE CHMETUKOH

international non-proprietary name

KOJTMYECTBO NaKeTUKoB (calwe) B O4HOW ynaKkoeke
number of packages (sachet) per one pack

14 nakeTukos

nekapcTeerHyto dopmy MpaHynsi
dosage form

Hoauposky 125 mr
dosage

cofepxaHve AeCTBYIOUIero BeWecTBa B O/HOM nakeTuke (cawe)

assay of active substance per one package (sachet)

B 1 nakeTuke cogepxutca 125 mr
CMMETHKOHA

1 sachet contains 125 mg
Simeticone

«Copepxut copbuton»

YKa3aHo

«Contains sorbitol» indicated

cnoco6 npUMeHeHWs OnA npuema BHYTPb
mode of administration For oral use
yCnoBus oTnycka bes peuenta
OTC-status Without prescription

YCNOBUSA XPaHEHUR
storage conditions

Mpu TemnepaType He Bbille 25°C
At temperature below 25 °C.

«[loMoraeT npu B3gyTuK XusoTa»

yKasaHo
«Helps in abdominal bloating» indicated
«JlekapcTBeHHOE CPEACTBO XPaHWUTb B HEAOCTYNHOM ANS 4eTen MecTel»  ykasaHo
«Keep the drug out of the reach of children!» indicated
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HERMES

el CEPTUOUKAT AHANU3A/ O o S
i Certificate of Analysis 9400 Bonsdcbepr /
fret the doe right Hermes Pharma Ges.m.b.H.
FEPMEC ®APMA / gﬁggﬁgfsber
HERMES PHARMA Tepmud-U1 f Termin-1D: 116790 S
MapkupoBka: BropuyHas ynakoska PeszynbraT
Ha KapTOHHOW Nayke Ha PYCCKOM A3bIKE YKa3bIBAOT: result
Labelling: Secondary packaging
In the carton box the following writing in Russian is made:
«CobniofaTe UHCTPYKUMIO N0 NPUMEHEHMWIO Npenapara, KoTopas yKkasaHo
HaxoAMTCA BHYTPWU YNaKoBKW» indicated
_«Follow the instruction on the medical use, which is inside the pack»
«MoXXHO He 3anuBaTtbh BOAOW» yKasaHo
«May be administered without washing down» indicated
HOMEp cepviu 21002A
batch number
«rOAeH A0 ... » 01.2025
«best before ...»
LUTPUX-KOZ, umeeTca
bar-code available
perncTpayuoHHbIi HOMEp JIN-003484
registration number
HeBnAUMbBINA 3HaK 3aWuTs umeeTca
invisible signs of protection available
cpeacTsa MASHTUMKAUMKM CUCTEMbI MOHUTOPUHIA ABUXKEHWA umeeTca
nexapcTBEHHOTO Npenapara available
product identification information and traceability data
MpouseoacTBEHHbIR Kog umeeTes
Manufacturing code available
ynakoBKa UMEeT KOHTPOMb NepBoro BCKPbITUA uMeeTca
tamper-evident is available on the pack available

XpaHeHue Mpu Temnepatype He Bbilwe 25 °C.
Storage- At temperature below 25 °C.

Cpok rogHocTH 3roga

Shelf life 3 years

BrluieykasaHras cepus omeevaem mpebogaHusam HopMamueHou Goxvme;-:maguu.

The above batch meets the requirements of normative documentation.

maea otaena KOHTPONA KadecTea:
Head of Quality Control: Valentina Rasinger
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[ara:

Date: {5, Feh. 2022
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