00O bepnnH-Xemnu/A. MeHapmuHmn

MNOATBEPKJIEHUE COOTBETCTBHSI

Ne TIC-14008A

Toprosoe HaMMeHOBaHHE Ocnymuszan® skcTpa

MesxayHapoJHOE HeMaTeHTOBAHHOE HaHMEHOBAaHHE CHMETHKOH

(rpynuupoBOYHOE WIIH XUMHYECKOE)

JlexapcTBeHHas ¢popMa IpaHyJIbl

Jo3upoBka 125 Mr

dopmMa BeITycKa 800 wmr, cawe (14 wrt.) , Na4KH
KapTOHHBIE

Homep cepuu (mapTun): 14008A

O6neM cepur(mapTHH) 29 880

JlaTa npoH3BOJCTBA 20.10.2021

["oneH no 01.10.2024

HaumenoBanue u azgpec mnpousBoaurens (¢ | Ilpoussoauresnb-

yKa3aHHEM CTaJuil NPOU3BO/CTBA) I'epmec ®apma I'ez. M.6.X (Allgau 36,

9400 Wolfsderg , ABcTpHs
Beimyckaommii KOHTPOIb KauecTBa-
I'epmec @apma I'es. m.6.X (Allgau 36,
9400 Wolfsderg , ABcTpHs

HoMep U 1ata perHcTpallHOHHOTO YAOCTOBEPECHHS JII1-003484 ot 02.03.2016
(nara nepeodopmienus 03.03.2021)

HoMep 1 nata HOpMaTHBHOM JOKYMEHTALMH JIT1-003484-051219, u3mM. Nel

HaumenoBanune H ajipec nepxarens | bepnmun-Xemu Al',I'epmanus

pErHCTPAallHOHHOI0 Y10CTOBEPEHUA Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmmii JOKYMeHT NOATBEP/KAAET:

-IaHHBIH JIEKapCTBEHHBIH mpenapar cooTBeTcTByeT 61-P3 «OO06 obpallleHHH JIeKapCTBEHHBIX

CPEICTB...»;
-cepHs JIeKapCTBEHHOTO IMperapaTra COOTBETCTBYET TpeOOBaHMAM, YCTaHOBJIEHHBIM IIPH €ro
roCy/IapcTBEHHOI perucTpaluu

=" Cokonos B.J.  14.12.2021
(nara)

000 “bepnuH-Xemw/A. MeHapuHu”

KOpuaunyecknin agpec: Pocecus, 123317, r. Mockea, NpecHeHckan HabepexHan, a. 10
MoyToBbin aapec: Poceun, 123317, r. Mocksa, MNMpecHexckan HabepexHasn, a. 10
Tenedon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



HERMES

lepmec ®apma Mea.m.6.X.

PIARMA CEPTUOUKAT AHANU3A/ o

L Certificate of Analysis 9400 Bonbdhcbepr /

tre+ the dose right Hermes Pharma Ges.m.b.H.

F’EPMEC ©APMA / Allgéu 36
HERMES PHARMA Tepmun-KA / Termin-1D: 112700 el
MrPopykT SCNYMU3AH® akcTpa, rpaHynbl, 125 Mr
PrODUCT w__ESPUMISAN@ extra granu!es 125 mg

Kopn npoaykTa:
Material code no.:

722099

Hopuaruenaﬂ noxyﬂenrauis
Normative document:

NN-003484-051219 ¢ u3m. Ne or 11.06.2020

[MeAcTBylOlEE BEWECTBO:
Active Pharmaceutical Ingredient:

Simeticone

MpoussoauTEnb AEHCTBYIOWEro
Bewecrea:
API Manufacturer:

CUMeTHUKOH

[W-AW-Nn CnewnanTh 3ne|rrpouux MaTtupuan3 O 3¢ 9, 3n-
3n-Cu, CLLA
DDP Specialty Electronic Materials US 9, LLC, USA

TNekapcTBeHHan opma, [Jo3MpoBKY:

Dosage form, dosage:

Fpanynbi, 125 mr o
Granules, 125 mg

Homep cepun: 14008A ' KonuuecTtso: 29880 wrykK
Batch-no: 7 o F Quantity: - 29880 pieces
ﬂara nponaaonc'raa: 20.10.2021 Cpox roaHOCTH: 10.2024
Manufacturing date: ! Expiry date:

Mokazatenb / Test

Cneundukauun / Specification

PeaynwTar/ result

Onucaxue Benblie unu noyty Genble rpaHynbl HENPaBUNbHON benbie rpaHynsl
dOopMbl C TMMOHHBLIM 3aNaxom Henpas1NbHON OpMbI
C NUMOHHBIM 3aMaxom
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 bonee 1,5% 02 %
BbICYLUMBAHWM
Loss on drying Not more than 1,5% 0.2%
CnocoBHOCTbL K He Bonee 15 cekyHAa 4 cek.
NeHoraweHuo
Defoaming capability Not more than 15 seconds 4 sec.
MoanuHHOCTL Ha WK - cnekTpe nornowexnsa UCNbITyemoro CootseTcTBYET
CvmeTHKoHa pacTteopa, cHaToro B obnacTu ot 1000 ao 1500 cm™,
AOMKeH HabnAaTbCA XapakTepHbli MUK NpK
1260 + 5 cM™!, COOTBETCTBYIOLLUI NUKY Ha CNekTpe
NOrNOWEHUA 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.
KonuyecTteeHHoe 118,8 no 131,3 Mr cMMeTHKOHA Ha NakeTUK 129,0 mr
onpeaeneHue
CumMmeTukoHa
Assay of Simeticone 118,8 to 131,3 mg simeticone per package 129,0 mg
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HERMES

repmec ®apma Nea.m.6.X.
PHARMA CEPTU®UKAT AHAIIU3A/ Ay o)
e Certificate of Analysis 9400 Bonsdpetepr /
tret the dese right Hermes Pharma Ges.m.b.H.
FrEPMEC ®APMA / Aligau 36
HERMES PHARMA 9400 Wolfsberg

Tepmun-WA / Termin-ID: 112700

Moka3zarens / Test Cneuudukauun / Specification

PeaynobTat/ result

“ORHOPOAHOCTb
[03UPOBaHUA

Mapametp npuemnemocti Ans 10 eanHUY
faosvposanus < 15,0

MapameTp npuemnemocTy AnA 30 eauHUY
poavpoBanva <150, v HYM oaHa U3 eanHul
po3upoBaHus He < yem 0,75 M u He > yem 1,25 M.

51

Dosage uniformity Acceptance parameter for 10 dosage units < 15,0; 5,1
Acceptance parameter for 30 dosage units < 15,0;
and none of dosage units < than 0,75 M or > 1,25 M.
Mukpobuonoruyeckas yncrora / Microbiologic purity
Obuiee Yucno asapobHbiX <= 1000 KOE/r <10 KOE/r
BGakTepui
Total aerobic microbial <= 1000 CFU/g <10 CFU/g
count
O6wee yucno <= 100 KOE/r <10 KOE/r
LPOMOKEBBIX W NNECHEeBbIX
rpuboB
Total Yeast and moulds <= 100 CFU/g <10 CFU/g
count
E. coli He oBHapyxuBaeTcs/r He oOHapyxweaeTca
E. coli not detectable/g not detectable

¥YnakoBka / Packaging

PeaynbTar / result

Mo 800 Mmr rpaHyn B NakeTuk (cawe) u3 NaMUHUPOBAHHOM anoMUHUEBO-CyMaXHOM CooTBeTCTBYET
chonbru. Mo 14 nakeTUKoBs (Cawe) C UHCTPYKUMENR NO NPUMEHEHWIO B KapTOHHOW

navke.

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: MepBUYHaA YNakoBKa NeKapcTBEHHOTO npenapara Pe3ynbTar

Ha nakeTtuke (Calue) Ha pyCCKOM RA3blke yKa3biBaloT. result
Labelling: Primary packaging

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

norotun BERLIN-CHEMIE/MENARINI (Ha naturuue) BERLIN-CHEMIE
the logo BERLIN-CHEMIE/MENARINI (in Latin letters) MENARINI
TOProBOE HauMeHoBaHue npenapara ¢ npeaynpeauTensHOR Mapkuposkoih ® 3CNYMUSAH®
trade name of preparation with a warning mark «®» aKcTpa
MEXAYHapOAHOe HeNaTeHTOBaHHOe HaumeHoBaHue CHMETUKOH
international non-proprietary name

[loauposky 125 mr

dosage

HOMEp Cepuu 14008A

batch number

«rofl€H Ao ... » 10.2024

«best before ...»
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HERMES

lepmec ®apma ea.m.6.X,

PHARM A CEPTI{IQ)MKAT AHAHM_SAI Ao 38
y Certificate of Analysis 9400 Bonbdcbepr /
et the dese right Hermes Pharma Ges.m.b.H.

FEPMEC ®APMA / g:gam 36|f$

0 Wolfsbe
HERMES PHARMA Tepmun-UI / Termin-1D: 112700 9
MapkupoBka: MNepBuYHanA yNnaKkoBKa nekapcTBeHHOro npenapara PesynbTar
Ha nakeTuke (Calle) Ha pYCCKOM A3blke YKa3blBatoT: result
Labelling: Primary packaging
In the package (sachet) the following writing in Russian is made:
[MpON3BOACTBEHHBIA KOA WMEETCA
Manufacturing code available
HEBUAMMbIE 3HAKK 3aLUTbl He uMeeTcs
Invisible signs of protection not available
MapkupoBka: BropuyHas ynakoBka PesynbTar

Ha KapTOHHOW NaykKe Ha PYCCKOM A3blKe YKa3biBaKT!
Labelling: Secondary packaging
In the carton box the following writing in Russian is made:

result

HaumeHoBaHne GUpPMbI-NPoON3BOANTENSA, CTPaHY
the name of manufacturing company and country

Fepmec ®apma MNea.m.6.X.,
ABCTpUA

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

HauMeHOBaHWe Bnajenbua perncTpauroHHOro YAOCTOBEpeHUs, CTpaHy
RC holder, country

BepnvH-Xemu AT, 'epmanuna
Berlin-Chemie AG, Germany

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

BERLIN-CHEMIE MENARINI

TOproBoe HaumeHoBaHue npenapata ¢ npeAynpeauTensHoM! 3CNYMWU3AH® akcTpa
MapKkupoBkon ®

trade name of preparation with a warning mark «®»

MeXayHapoaHOe HenaTeHTOBaHHoe HauMeHOoBaHNe CWMETUKOH

international non-proprietary name

KONUYECTBO NaKeTWKOB (Calle) B OAHOW| ynakoeke
number of packages (sachet) per one pack

14 nakeTukoB

nekapcTBeHHyto hopmy Ipanynel
dosage form

[o3vnposky 125 mr
dosage

cofepXaHue AenCTBYIOLLEro BeWwecTsa B O4HOM NakeTuke (cawe)

assay of active substance per one package (sachet)

B 1 nakeTuke copepxurca 125 mr
CMMETHUKOHA
1 sachet contains 125 mg

Simeticone
«Cogepxut copbuton» yKa3aHo
«Contains sorbitol» indicated
cnocob npuMeHeHus [lns npuema BHYTpb
mode of administration For oral use
yCrnosua 0TNycka Bes peuenta
OTC-status Without prescription
yCNOBUA XpPaHeHWA Mpv Temnepatype He Boiwe 25°C
storage conditions At temperature below 25 °C.
«MomoraeT npv B3AyTUKX XUBOTa» yKasaHo
«Helps in abdominal bloating» indicated
«JlekapcTBeHHOe CPeACTBO XpaHuTb B HEAOCTYNHOM ANA getei mecrel»  ykasaHo
«Keep the drug out of the reach of children!» indicated

3/4



HERMES

lepmec ®apma Mea.m.6.X.

ey CEPTUOUKAT AHATIU3A/ i
| Certificate of Analysis 9400 Bonbchcbepr /
(ret the dose right Hermes Pharma Ges.m.b.H.
FrEPMEC ®APMA / gﬂggm 38” b
olfsber
HERMES PHARMA Tepmun-UT / Termin-ID: 112700 ’
Mapkupoeka: BropuyHan ynakoeka Pesynbrat
Ha KapTOHHOW nayke Ha pyCCKOM S3blKe YKa3blBaloT: result
Labelling: Secondary packaging
In the carton box the following writing in Russian is made:
«CobnioaaTte UHCTPYKLUWIO NO NPUMEHEHWUIO Npenapara, KoTopan yKasaHo
HaxXO0AUTCH BHYTPW YNaKOBKWU» indicated
«Follow the instruction on the medical use, which is inside the pack»
«MoxHO He 3anuBaTb BO4OWY yKasaHo
«May be administered without washing down» indicated
HOMEp cepuu 14008A
batch number
«rofen o ... » 10.2024
«hest before ... »
LUTPUX-KOA “meeTcs
bar-code available
perucTpauvoHHLIA HoMep nn-003484
registration number
HeBuavMbIA 3HAK 3aLLUTbI uMmeercs
invisible signs of protection available
cpencTea naeHTUdMKaLUmM CUCTeMbl MOHUTOPUHIa ABVWXEHWUA nmeeTcH
nekapcTBeHHOTO npenapara available
product identification information and traceability data
[Mpou3BoACTBEHHBIN KOO NMeeTcA
Manufacturing code available
ynakoeka UMeeT KOHTPONb NePBOro BCKPbITUA uMmeeTcs
tamper-evident is available on the pack available

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

Cpok rogHocTH 3ropa

Shelf life 3 years

BbiweykasanHas cepusi omeeyaem mpebogaHusiM HopMamueHou oKkyMeHmayuy.

The above batch meets the requirements of normative documentation.

maea oTAena KOHTPONA KayecTea:

Head of Quality Control:‘wﬁfijna Rasingeij

Dara:
Date:

% 2. Nov. 2021
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