»6 MAYOLY CEPTUOUKAT KAYECTBA
SPINDLER CERTIFICATE OF ANALYSIS
METEOCIIA3ZMMUJI®, kancy.isl, 60 Mr + 300 mr / METEOSPASMYL®, soft capsules, 60 mg + 300 mg

Cepus Ne / Batch number :  VN9502

T'OTOBBIN HPOAYKT / FINISHED PRODUCT

Howmep koutposs / Control number : 138484 Jlara npoussozcTea / 07/2025
o Manufacturing date :

Beinyckarolnuit KOHTpoJib kauecTsa : JlaGoparopurn MAHMOJIA CITHHIUJIEP /

Batch releaser : Laboratoires MAYOLY SPINDLER Tomen no / Expiry date : 07/2028

Anpec momanku / Site address: Hassanue A®C Nel / API #1 name: AnsepuHa uutpat / Alverine citrate

6, agenro ne JI'Eepon 78400 lllary, ®panuus / Ipoussoautens ADC Nel / API #1 Manufacturer; Centipharm, FRANCE
6, avenue de I’Europe 78400 Chatou, France I

Cepus ADC (npouseonurens Nel) / N03798 - N03801
Batch API (manufacturer n.1) :

Haspauue ADC Ne2 / API #2 name: CumetuxoH / Simethicone
ponssoantens AOC Ne2 / API #2 Manufacturer IBas”don Chemical Company Ltd, UK

Cepus A®C (npoussogurens Ne2) / N02396
Batch API (manufacturer n.2)

HOPMBI / PE3YJIBTATBI/

ITOKA3ATEJIN /
RESULTS

PARAMETERS NORMS

- Henpo3spaussie NpoA0roBaThie MATKHE KAlCYJsl OT 6€/10ro
Onucariue / Description JIO JKENTOBATOrO UBETA, COACPIKALINE TYCTYIO CYCTIEH3HIO
Genoro Lgera. /
Opagque white to yellowish oblong soft capsules, containing
a thick white suspension.

CootetcTByeT /
Conforms

NOAJINHHOCTD / IDENTIFICATION

AunsepuHa uutpart / Alvérine citrate
Onpeaenenye 1 (CBIXX) / Identification 1 (UHPLC)

Bpems yaepkuBaHuA OCHOBHOIO NMHKA HA XpOMAaTorpamMme NA
HCIBITYEMOTO PacTBOPa JO/DKHO COOTBETCTBOBATE BPEMEHH

YAEPIKMBAHKA [UKA ATBEPUHA LNTPaTa HA XpOMaTOrpaMme

CTaHAapTHOTO PacTBOpa alBepuHa LuTpara, / 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.

V®-crekTp NOrOILEHHS, MONYYEHHBIA /1A MMKA aNBEpUHA NA
Anepuna untpar / Alvérine citrate LIMTPATA HA XPOMATOIPAMME UCITHITYEMOTO PacTBOpa, AODKEH
Onpenenenue 2 (Y®-cnextp) / Identification 2 (UV) COOTBETCTBOBATh Y ®-CIEKTPY MOITIOWICHHS, TTOIYYEHHOrO JUIA

NuKa alBEpHHA LUTPaTa Ha XpOMATOrpaMMe CTaHAapTHOrO

pacteopa ansepuna uprpara./ 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 xpomatorpamMme HCTIEITYEMOTO PacTBOpa /1Ba OCHOBHBIX ATHA o orpercrpyer /
10 MOJOXKEHHIO U OKPACKE AODKHBI COOTBETCTBOBATH MATHAA HA Conforms
XpOMAaTorpamMme CTaHIapTHOTO PacTBOpa AIBEpUHA UMTpara. 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.

AnbTepHaTtHBHO / Alternatively
TCX/TLC

Cumertnkon (MK-cnektpockonus) / HK-criekTp HCNBITYEMOTO pacTBOpa B 061aCTH OT CootsetctByeT /
Simethicone (IR) 1260 g0 1020 cm™' nomxeH cooteeTcTeoBaTsh MK Conforms
CTEKTPY CTaHAAPTHOTO PaCcTBOPA JHMMETHKOHA,
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

Cpeanaa macca kancynsi / Mean mass of a capsule 613,0 Mr/mg £ 7,5 % (ot/from 567,0 10/to 659,0 Mr/mg) 611,5 Mr/mg

- "

Cpensist Macca COACPKHMOTO KarCysibl / 3 360,0 mr/mg % 7,5 % (ot/from 333,0 mo/to 387,0 Mr/mg) 3533 mr/mg
Mean mass of capsule contents

Pacnianaemocts / Disintegration He Gonee 30 muH (c auckamu) / <30 min (with discs) 10 Mun/min
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»6 MAYOLY
SPINDLER

NOKA3ATEJIM /
PARAMETERS

PoncrBennsie mpumecn (TCX) /
Related impurities (TLC)

H-3-3tundeHunmponunamuy /
N-3-ethylphenyl propylamine

Jlro6as eanHUYHAA HEMASHTHOHLMPOBAaHHAs NpUMecs /
Any individual unidentified substance

Cymma HenaeHTHOUUIMPOBAHHBIX NpUMECEH /
Sum of unidentified substances

CEPTU®UKAT KAYECTBA

CERTIFICATE OF ANALYSIS
0N mo
HOPMBI /
NORMS

He Gonee 0,5% /<0,5 %

He 6onee 0,5%/<0,5 %

He 6osee OHOro AOMOMHUTENBHOrO nsiTHa (< 0,5%) /
not more than one additional spot (< 0,5%).

Mukpob6uosoruyeckan yucrora / Microbiological contamination

NPOBOAHTCA AJIA Ko 25 cepun / Performed every 25 batches

O6uiee 9Hcn0 a3poGHEIX MHKPOOPTaHH3IMOB /
Total aerobic microbial count

Ob611ee UMCIO APOACKEBBIX M INECHEBBIX IPUGOB /
Total yeast and mold count

Escherichia coli

OnHOPOAHOCTH 03UPOBAHUA ANBEPHUHA LIUTPAT /
Uniformity of dosage Alverine citrate

OnHopoaHocTh no3npoBaHna CUMETHKOH /
Uniformity of dosage Simethicone

KOJIMMECTBEHHOE OIIPEJAEJIEHUE / ASSAY
AnbepuHa uutpar (CBIXX) /
Alverine citrate (UHPLC)
AnsTepHaTUBHO /Alternatively
[TorenuuomeTpudeckoe TUTpoBanue / Potentiometry

Cumernkon (UK-cnextpockonus) / Simethicone (IR)

< 10° KOE/r < 10° UFC/g

<102 KOE/r/ <10* UFC/g

Orcytersue Escherichia colis 1 i/ Absence/ 1 g

INoxkazatens npuemnemMoctTd AV, paccuuntanusiit st 10 kancysn
JomxkeH OrITh He 6onee 15,0 / AV calculated for 10 capsules <
15.0

]

Moxazarens npuemiaeMoctn AV, paccuntaHHblii 1na 10 kancyn,
Jojpked ObITh He 6onee 15,0 / AV calculated for 10 capsules <
15.0

Ort/From 57,0 no/to 63,0 mr/kanc / mg/caps
(60,0 Mmr/mg £ 5,0 %)

Ort/From 251,1 po/to 319,3 mr/kanc / mg/caps
Or/from [(90,5 % x 300,0 mr/kanc / mg/caps) — 7,5 %]
zo/to [(99,0 % x 300,0 mr/kanc / mg/caps) + 7,5 %]

METEOCHA3ZMMJI®, kancyast, 60 mr + 300 mr / METEOSPASMYL®, soft capsules, 60 mg +

PE3YJIBTATHBI /
RESULTS

<0,3 %

<03 %

<0,3

NA KOE/r/ UFC/g
NA KOE/r/ UFC/g
NA

CootsercTayer /
Conforms

CootsercTByer /

Conforms
59,4 MT/Karnc
mg/caps
288,6 Mr/karnc
mg/caps

Ilo 10 karicyn B 6nuctepe (IIBX/amomuHuit).

VYnakoeka/ ITo 10 xancyxn B 6auctepe (IIBX/anomunuit). Mo 3 O/IHCTEPOB BMECTE C IUCTKOM-
Packaging flo 1, 2, 3, 4, 6 6nKCTEPOB BMECTE C JINCTKOM-BKIIA/IBILIEM B KAPTOHHOM BKJIAUBILGM B KAPTOHHOM nayke.
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. 1 3 [blister(s) are placed in a cardboard box
‘arong with the leaflet.

Xpanenue/ Storage

Cpoxk roauocti/Shelf life 3 rona/ years

Ipu Temnepatype He Bbie 25 °C/ At a temperature not more than 25 °C.

Cootsercrsyer / Conforms

Cootserctayer / Conforms

MeTteocnasmun, Kancyses, cepus Ne IVN9502 cootsercTByeT TpeboBanuam HJL Ne JIIT-Ne (006992)-(PT-RU)-250924 u omoOpena K Byinycky /

Meteospasmyl, capsules, batch Ne VNO502 meets the requirements of ND-Ne(006992)~(PT'-RU)-250924 and is approved for release.

Jara ananusa /
Date of analysis:

11/08/2025
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LABORATOIRES MAYOLY SPINDLER
6, avenue de FEurope
78400 CHATOU

FRANCE

LABORATOIRES MAYOLY SPINBLER
Isabeile PELSY JOHANN

Responsable Controle Qualité YNONTHOMOYEHHOE NAno /

Authori erson

22



