# MAYOLY
SPINDLER

METEOCIIA3ZMMWJI®, kancyasl, 60 mr + 300 mr / METEOSPASMYL®, soft capsules, 60 mg + 300 mg

CEPTHOHUKAT KAUECTBA
CERTIFICATE OF ANALYSIS

rOTOBbI MPOAYKT / FINISHED PRODUCT

Homep xourpons / Control number : 102876

Cepusa Ne / Batch number : V0852

Jlata npoussoxcTsa /
Manufacturing date :

Brinyckaiomuii KOHTPoJb Kadectsa : Jlabopartopuu MAMOJIY CIIMH/IJIEP /

Batch releaser : Laboratoires MAYOLY SPINDLER

Anpec nnomanxy / Site address:
6, asemro ae JI'Erpon 78400 Illaty, ®pannus /
6, avenue de I’Europe 78400 Chatou, France

Tonen mo / Expiry date :

Haspanne A®C Nel / API #1 name: Ansepuna uutpar / Alverine citrate

06/2025

06/2028

Mponssoantens AGC Nel / API #1 Manufacturer: 'Centipharm, FRANCE

Cepns AOC (npouseomutens Nel) / N02374 ; N02257

Batch API (manufacturer n.1) :

Hazpaune AOC Ne2 / API #2 name: CumernkoH / Simethicone

TIpoussoaurens ADC Ne2 / API #2 Manufacturer :

Cepusa A®C (npoussoautens Ne2) /
Batch API (manufacturer n.2)

N02578

DDP speciality electronic materials US
9LLC, United States

MOKA3ATEJIHU / HOPMBEI / PE3YJIBTATBI /
PARAMETERS NORMS RESULTS
o | Descrioti Henpo3spauHeie NPoJOArOBaTEIE MATKHE KarCyJibl OT Genoro C /
nucauue / Description 210 SKENTOBATOrO LBETA, CONSPHALIHNE TYCTYIO CYCNEH3UIO ngggrn?‘sye’r

HONJIMHHOCTD / IDENTIFICATION

Ansepuna uutpar / Alvérine citrate
Onpexzenenue 1 (CB2XX) / Identification 1 (UHPLC)

AnsepuHa uutpat / Alvérine citrate
Onpeaeneuue 2 (Y-cnextp) / Identification 2 (UV)

AnsTepHatusHo / Alternatively
TCX/TLC

Cumerukon (MK-cniextpockonus) /
Simethicone (IR)

Cpennsa Macca kancynst / Mean mass of a capsule

CpenHss Macca CORep>KUMOro Kancymst /
Mean mass of capsule contents

Pacnanaemocts / Disintegration

MS-F-CQ-PF-0061 2 Révision n°I7 du 18/04/2025 RUSSIE

Oenoro useta. /
Opaque white to yellowish oblong soft capsules, containing
a thick white suspension.

Bpewms yzaepuBaHus OCHOBHOTO NHKa HA XpoMaTorpamme
HCMLITYEMOrO PacTBOpa AOMKHO COOTBETCTBOBATL BPEMEHH
YACP)KMBaHMs NHUKa alIBEPUHA LUTPATa HA XpOMaTorpamMme
CTAHJAPTHOrO PacTBOpa anBepuHa uutpara. / The chromatogram
obtained with the test solution shows a major peak at the same
retention time as the peak due to Alverine citrate obtained with
Alverine citrate reference solution.

Y®-crexTp NONIOWEHHS, NOMy4eHHbIH i TMKa AlBepUHa
LMTPATA HAa XPOMATOrPaMME UCIIBITYEMOrO pacTBOPA, AOJKEH
COOTBETCTBOBATE Y M-CCKTPY NMOMIOLIEHHA, MONYUEHHOTO ANiA
NMKa ANBEpHHA UMTPaTa Ha XPOMATOrpaMme CTaHAApTHOTO
pacTsopa ansepuna uutpara./ The UV absorption spectrum of
Alverine citrate peak obtained with the test solution should be
similar to the UV absorption spectrum of the peak due to Alverine
citrate obtained with Alverine citrate reference solution

Ha xpoMatorpaMMe HCTIbITYEMOTO PacTBOpa B2 OCHOBHBIX MATHA
MO NONOKEHHIO U OKPacKe A0JKHb COOTBETCTBOBATH MATHAA HA
XpOMaTorpaMmMe CTaHAaPTHOTO PacTBOPa ansepuHa uutpara. Two
main spots on the chromatogram obtained with test solution
should correspond by the combination of the position and
intensity of staining to the two main spots in the chromatogram
obtained with the alverine citrate reference solution.

HK-CreKTp HCTILITYEMOTO PacTBOpa B 061aCTH OT
1260 no 1020 cm™! nomxen cootsercrBoBath K
CIIEKTPY CTAHZAPTHOrO PacTBOpa IMMETHKOHA.

The IR spectrum of the test solution in the range

from 1260 to 1020 cm™ should correspond to

the IR spectrum of the dimethicone reference solution

613,0 Mr/mg 7,5 % (o1/from 567,0 zo/to 659,0 mr/mg)

360,0 Mr/mg + 7,5 % (o1/from 333,0 no/to 387,0 Mr/mg)

He 6onee 30 MuH (¢ aMckamu) / < 30 min (with discs)

HE MPUMEHUMO/
NA

HE NpUMeHuMo/
NA

CoorsercTayer /
Conforms

Cootserctnyer /
Conforms

600,4

3544

Mr/mg

Mmr/mg

MuH/min

12



CEPTHO®UKAT KAYECTBA

»6 MAYOLY CERTIFICATE OF ANALYSIS
SPINDLER ~ METEOCIA3MMJI®, kancyssi, 60 mr + 300 mr / METEOSPASMYL®, soft capsules, 60 mg +
NN mo
TTIOKA3ATEJIN / HOPMBI / PE3YJBTATDI /
PARAMETERS NORMS RESULTS

Poacrpennbie npamecu (TCX) /
Related impurities (TLC)

H-3-3tundeHnnnponunamMun / He Gonee 0,5% /< 0,5 % <05 %
N-3-ethylpheny! propylamine

Jlro6as eanHNYHAA HENAEHTHOULIMPOBAHHAS TIpUMECE / He 6onee 0,5%/<0,5 % <0,5 %
Any individual unidentified substance

CyMMa HeHAEHTHDHLMPOBAHHBIX IPUMECEH / He Gosiee OHOTO JOMOMHUTENBHOTO nATHa (< 0,5%) / Coorperctayet/
Sum of unidentified substances not more than one additional spot (< 0,5%). Conforms
— Mukpobronornyeckan unerora / Microbiological contamination

NpoBOAHTEA A1A kaxao# 25 cepun / Performed every 25 batches

Obuee ancno aspoBHBIX MUKPOOPraHH3MOB / < 10° KOE/r < 10° UFC/g NA KOE/r/ UFC/g
Total aerobic microbial count
Obuiee HHUCNO APOJOKEBLIX H ILTIECHEBBIX [PHOOB / <10?KOE/r/ < 102 UFC/g NA KOE/r/ UFC/g
Total yeast and mold count
Escherichia coli Orcytersue Escherichia coli 8 11/ Absence/ 1 g NA
Oﬂf*OPOJ}HOGTB A03MPOBAHNS A—"_BCP"Ha uurpar / INokasarens npuemnemoctn AV, paccuuranyplii ans 10 kancys, 2.8
Uniformity of dosage Alverine citrate nosmkeH 6uiTh He Gonee 15,0 / AV calculated for 10 capsules <
15.0
OmnoponnocTs A03upobanust CHMETHKOH / [Tokasatens nmpuemnemocty AV, paccuutanubidt ans 10 kancymn, 7.5
Uniformity of dosage Simethicone nomkeH ObiTs He Gonee 15,0 / AV calculated for 10 capsules <
15.0

KOJMYECTBEHHOE OIIPEJEJEHHE / ASSAY

Anbsepyna nutpar (CBOXX) / Ort/From 57,0 no/to 63,0 mr/kanc / mg/caps 61,1 Mr/kanc
Alverine citrate (UHPLC) (60,0 mr/mg + 5,0 %) mg/caps
AnprepHatuBHO /Alternatively

TMoTeHupomeTpuyeckoe TuTporanue / Potentiometry

Cumervkon (MK-cniektpockonus) / Simethicone (IR) Ot/From 251,1 no/to 319,3 mr/kanc / mg/caps 279,8 Mr/Kanc
Or/from [(90,5 % x 300,0 mr/karic / mg/caps) — 7,5 %] mg/caps
no/to [(99,0 % x 300,0 mr/xanc / mg/caps) + 7,5 %]

ITo 10 kancyn 8 6nuctepe (IIBX/anomunnuii).

Ynakoska/ o 10 kancyn B 6nuctepe ([IBX/amoMunmii). Tlo [3 GIMCTEPOB BMECTE C NMCTKOM-
Packaging Mo 1,2, 3, 4, 6 GMcTEpOB BMECTE € NUCTKOM-BKJIAIBILIIEM B KAPTOHHOM Blma.Lsm:m 5 KapTOHHOMH nauke.
nauke. /
10 capsules in a blister (PVC/aluminum). 10 capsules in a blister (PVC/aluminum).
1,2, 3, 4, 6 blisters are placed in a cardboard box along with the leaflet. 3 blister(s) are placed in a cardboard box
mong with the leaflet.
Xpanenue/ Storage Tlpn Temnepatype He Bolme 25 °C/ At a temperature not more than 25 °C, Cooteerctayer / Conforms
Cpok rogHoctu/Shelf life 3 rona / years Cootsercteyer / Conforms
Merteocnasmun, kancynsy, cepusa Ne a V0352 ' cooTsetcTBYeT TpeGosanuam HJI Ne JITI-Ne (006992)-(PT-RU)-250924 n onoGpena k BrITycKy /
Meteospasmyl, capsules, batch No | V0852 meets the requirements of ND-Ne(006992)-(PT-RU)-250924 and is approved for release.
Jlara anamsa / 23062025 -ABORATOIRES MAYOLY SPINDLER Vnomonouertioe gt
Date of analysis: 6 avenue de I'Europe Authonzed peron

78400 CHATOU - France 202
MS-F-CQ-PF-0061 - Révision n°{7 du 18/04/2025 RUSSIE

LABORATOIRES MAYOLY SPINDLER
Isabelle PELSY JOHANN
Responsable Contréle Qualité



