MAYOLY
SPINDLER

Name of product : METEOSPASMYL®, capsules
Hasea npoiykuil : METEOCIA3MUL, kancynu

Country of the manufacturer : France
Jlepasa-supotumk : Dpauuis

Registration centificate number : UA/R767/01/01
Homep peecTpauiiHOrO noceiadesHs

CERTIFICATE OF ANALYSIS
Cepragikar ananizy

Package size and type:

Posmip Ta TUI NaKYBAMHY ©

Batch number :
Homep cepii :
Batch size :

Poamip cepii

Strength/Patency : | capsule contents: Alverine citrate 60 mg; Simeticone 300 mg

Cuna giifakTheHicTs © | kancyna MiCTHT:: ansBepHHy UMTPATY 60 Mr; cHMETHIC 1y 300 mr

Dosage form ; Capsules
Jlikapcska popma ; Kancyan

Name, address and number of licences for all sites of manufacture and quality
control/HafiMeyBanes, MicLe3nax0IKEHHA T2 HOMEPK TEUEHY ACIX TINbHALS 3

BHPOGHULTBR T KOKTPOMO AKOCT

BHPOBHHUTRO HepoathacoBaoi poayKUI:
Jlabopatopit [[aneHik Beprin

20 pio Jlyt - lapne Bepniu 77190 SAMMAPLIE-IIC dpawuin

manufacturing site of bulk:
Laboratoires Galéniques Vernin

Date of manufacture ;
Jlara BepoGHHUTEA :
Expiry date :

Jara saxiHuedHs TepMiny
MPUAATHOCTT

JaGoparopit Mationi Cningnep
6, Asemo sie ’'Espon 78400 Ulaty Opanuis

No 3 in biisters of 10 capsules

MNe 3 y Gnicrepax no 10 kameyn

VING263

28299

10/11/2023

1172026

Certificate of GMP compliance
Ceptnikar sianosiauocti GMP
2020/HPF/FR/039

NEPSUHHA TA BTOPHHHA YNAKOBKA, KOHTROML #KOCTI, BLAMNOBIZATEHHIT 38 BAMYCK copil:

Site of primary and secondary packaging, site of control of the drug product, site of drug

product batch release;
Laboratoires Mayeoly Spindler
6 Avenue de I’Europe 78400 Chatou France

authorisation number/nomep niuexsii MM 16/216

20 rue Louis Charles Vemnin 77190 DAMMARIE-LES-LYS , France

Tests
HafimenyeanHa DOKAIHAKIB
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Mean mass of capsule with content
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Uniformity of mass content
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Requirements of specification
Buyoru eneundikaniv

Soft oblong capsules, size 6, shiny opaque white,
containing a thick whitish suspension

Henpo3zopi M’Aki IpeAoBrysati kancynH G7iH0-1KoeBTOro
komLopy, po3mipy Ne 6. BMiCT kancynu: rycta 6inysata
CYCIeH3iA.

5670 mgto 659.0 mg (613.0 mg+£7.5 %)
Bin 567,0 mr 20 659,0 Mr(613.0 Mr+ 7,5 %)

333.0 mg 10 387.0 mg (360.0 mg = 7.5 %)
Bim333,0 Mr 0o 387,0 mr (360,0 Mr£ 7,5 %)

Max 2/20 superior to + 7.5% of MM

0/20 superior 10 £15.0% of MM

He Ginpwe 2 (HAKBIAYANBHHX MAC BLAXHAAIOTECE BI
cepesiHe0i Mach Dinbile Hix Ha + 7,5 %, xoara
IHAHEIdyanhHa MACa HE BIOXMIAETECH BLI CEPEAHBOT
Mack Ginbie Hix Ha £ 135 %

<30 xs\min

Compiies with the spectrum of reference solution
{maxima at 1260 and 1020 cm-1)

Bianosinae cnextpy posunHy nopiaustus (MEKCHMYMIL
3a 1260 1a 1020 cm-1)

Main peak conforms to those of the chromatogram
of the reference solution -

Ocrosuwmit mik sionosinae niky Ha xpomarorpasi
CTAHAAPTHOrQ PO3UHHY )

2 spots canform o those of the chromatogram of the
reference solution

2 unAMM HA XPOMATOrpant BHIPOGOBYBAHOID POZUMHY
BiANORIAAKOTH MAAMAM HA XPOMATOrPAMI CTAHAAPTHOMO
pO3uMHY

£
By qv. 000G

Tests results
PeaynbraTe unpobysans

Complies/
Blanosigae

604.6 mg
604.6 M

3640 mg
3640 Mr
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Tests
HafimenyBansg NoxaHHKIB

- Titaniurn Dioxide

Requirements of specification
Bumora cneusteyi kauil

Positive

Tests results
PesyibraTh snpobysans

. Compiies/
THTAHY AIOKCHA {TozutisHa Bianosigae
Assay
KintKicHe BU3HAYMEHHA
- Simeticone expressed as polydimethylsiloxane 257.9 mg to 311.9 mg/capsule 2828 mg/capsule
CHMETHKOH B TIEPEPAXYHKY HA MONIAMMETHACHIOKCAH [(90.5% x 300 mg/capsule) - 5 %] to [($9.0% x 300.0 Mr/Kancyy
mg/capsule) + 5 %)
Bin 257,9 mr a0 3119 mr/kancyny
Bin [(90,5% x 300,0 mr/xancyny) - 3 Y no [{99,0% x
300,0 Mr/eancyny) + 5 %]
- Alverine citrate 57.0 mg to 63.0 mg/capsule (60.0 mg+ 5 %) 60,6 mg/capsule
ATBBEPHHY LHTPAT Bin 57,0 mr mo 63,0 vr/kancymy (60,0 Mr £ 3 %) MI/Kancyny
Dissolution >80% (Q=75%) 95 o
- Alverine citrate He menwe 80 % (Q =75 %) o
Po34yuHeHRx
- ABBEPHHY LIHTPAT
Control of microbiolegical contamination
(done every 25 hatches)
Mikpobionoriuna unerora
(BunpofyBanna BHKORYHOTE ATA KOMKROT 25-T cepil)
- Total Aerobic Microbial Count < 10* CFU/g NA CrU/g
3aransie SHCRO aepofuux MikpoopraHisMis (TAMC) He Ginblue 10" KYOIT KYO/r
- Total yeast and moutd count <102 CFU/g NA CFU7g
JAransHeE YHCR0 APiKIKOBMX Ta nnicenesmx rpubis (TYMC) I_-Ie Binsiwe 102 KYO/r KyO/r
. . Absenceinlg NA inlg
- Escherichia celi Bincyriicrs 8 1 1 slr
Search for substances related to alverine citrate {HPLC)
CynpoBigHi ZOMIlIKY ZNEBEPHKY KHTRATY
- Impurity A < 0.1% ND %
Aomiwia A He Sinewe 0,1 %
- lmpurity B < 0.1% ND o
nowiika B He Ginsue 0,1 %
- lmpurity C < 02% 0,0 %
nomimka C He Binsine 0,2 %
- tmpurity D < 0.3% ND %
somiwka D He Sinsiue 0,3 %
- [mpurity E
Jlomipmm;claYE 203% ND o
He dinewe 0,3 %
- Other Impurities
T4l ZOMILTKH <02% 0,0 %
X He dinbwe 0,2 %
- Total Impunities
cyMa JoMimok < 1% 0 %

Comments / KomerTapi

Certification statcment
3asBa npo cepTudixanito

He 6inbuie | %

L 7 32cAinYYI0, WO HABEASKA BAWE (HOPMALIS € AOCTOBIPHO T2 TOUHOIC. LIF0 cepito nposykwii 6yn0 SHPOBREHO, BXITIOYAKMH NIAKY GAHHA/MAD KYBAHIA Td
KOHTPO/Ib AKOCTI HA BHUSC3A3HACHUX TIBHALAX ¥ NOSHIR BEAMOBILAHOCTE 3 BHMoramn GMP, BCTAHOBIEHHMH MICLIEBMM DETYNATOPHMM OPraHoM, 3 TAKOMN

B1LN0BIAKO A0 chewdikamif, Mo MICTRTEEA ¥ PeecTPALIANOMY fockE Kpainu-iMaopTepa, [IpOTOKONY BUPOBRKITE, NAKYBAHHA Ta aHANI3IB cepil 5Y10 neperaaHyTo

Ta BCTAHOBMEHO BignosiakicTs GMP.

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeiling and quality control

at the above mentioned sites in full cormpliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
IlpisasHuwe Ta nocana/3paHns 0cofk, AKA BKAATA 4036 KA BUNyCK cepii/ Name and position/title of person authorising the batch release

Lshanalaizas MAYOLY SPIIDLER

Fabienne REZAIRE 727

Pharmacien Responsable Intérimaire
N° 10000585140
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