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Beaufour IPSEN Industrie
rue d'Ethe Virton

28100 Dreux

FRANCE

TEL : +33 (0)2 37 65 46 00

B Come

Version: 1

Konrpommpyemasn cepus/Inspection lot ; 040000262024 Koa matcpuana/Material Code : 1004578
Homep cepun HTICEH/IPSEN batch number : U03652 HammcHopanue aprukyne/drticle name : SMECTA ORANGE 3G 10SACH RU

Hata nponseoacrea/Manufacturing date : 24/Feb/2021
Cpox ronnoecti/Expiry date : 31/Jan/2024
Ccbliixa na cneunduxaimio/Specification reference : 032341/ 11.0

Ipoucaypa/Procedure : 32199

Hcensrranne/Test Memu/Me!hod Hopmet/Specification PesynkTaTe/Result  Epunnua/Unit

Hopoumk 0'r ccpona'ro-ﬁcnom Z0 CCpOBaro-
KOPHWHEBOTO WK CEPOBATO-OPADKEBOr0 LIBETA
¢ 3anaxom oT cnaboro HecnewdHIeckoro 10
Opranonentuvecknit cnaboro BaHHILHOrO CootpeTcTEYET
Visual and olfactory Greyish-white to greyish brown or greyish COMPLIES
orange powder, with a smell from weak non-
specific to weak of vanilla

Onucanne
Appearance
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Hudpaxrorpamma cooTseTCTBYET Muommii
CMEKTHT anfpakTorpamme

Diosmectie PEHTICHOBCKHX Nyyax | The X-ray diffraction spectrunm is similar to that COMPLIES
X-ray diffraction of the reference.
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TORTAHHOCTBIRENTIEICATION

Cpeanss Macca 3.57-3.95 .

Eup.®apm. 2.9.5
Average mass Ph Eur.2.9.5 3.75
2/20 ynaxosok — He Sonee = 7.5 % 0/20
ynakosok —He Goaee £ 15 %
gﬁ;ﬂﬁ ;‘?’chfr; nc:maccc Erp.®apm. 2.9.5 On 20 sachets : not more than 2 sachets deviate CoorsercTayer
tv of mas Ph. Eur. 2.9.5 from the average mass by more than +- 7.5 % COMPLIES

and none deviates by more than +- 15 %,

A, e el o T L g T
KOMHECTEERHOR ONPEHIE 15547

Totepa Beca NpH CXUTAHHH ' Cncumbxmumn u-rcyrc'rnyc'r

ceipsa = A (%) B3newusanue No specification, 7 %

Loss on ignition RM = A (%) Weighing

g:f;cmm;‘. ” I'pasumecTphsa . e 3.00 T/ maxer
smee Gravimetry - glaverage sachet

This certificate was compiled by a validated laboratory information system and comes without genuine signatures. The approval was done in the
laboratory information system by means of traceable electronic signatures.

JDanuuti ceprrdukat Obin cocTaBnen sanuanporauHol raGopaTopHoll HHGOPMAUKMOHHOR CHCTeMOM H BEINyCKaeTca Ge3 py ho 0. Heelt,
Ceprdukar yTeepkaeH B 1aGopatoproll “H(OPMALMONHOH CHCTEME NOCPEACTBOM JNEKTPORHEIX MOANNUCEH,
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Dosage form/dopuma seimycka £y
Powder for oral solution in sachet/Tlopouok 1ns IPHNOTORNEHHA PACTROPA MR NPHEMA RNYTPL §
o

=

=

£
m
I
x

Page: 172 5 o‘r V7'2 0
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TEL : +33 (0)2 37 65 46 00

Version : 1
Kowrponupyeman cepun/Inspection lof : 040000262024 Kon marepnana/Material Code : 1004578
Homsep cepun MIICEH/APSEN batch number : uUo03652 Haumenosanne apruxyna/drticle mame : SMECTA ORANGE 3G 10SACH RU

We hereby certify that the above information is authentic and accurate, This batch of product has been manufactured packaged and tested in full
compliance with the EU-GMP requirements and with the specifications of the importing country Marketing Autorisation. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with EU-GMP. / Hacrontmem TIOATBEPIKAAEM, YTO YKAIAHHAA BLILIE
ARGBOPMAIIR ABNACTCA AOCTOBEPHOMH H TONHOM. Cepita Grina npou3eaacna, ynaxorasa u TIPOTCCTHPOBEHA B COOTBETCTEUH ¢ TpeGoBaHuaMY GMP 1
CrIERM(YRKALIEH CTPANEI-HMIIOpTEpa. JoxyMeHTaLHA Ha NpoK3B0ACTRO, YTAKOBKY ¥ TCCTHPOBAHKE cepuy BLta nposepeHa 1 NpH3nana
COOTRETCTRYI01LEH GMP,

Following test can be absent as it is carricd out periedically/ Cnenyiounie uenrrranns MOTYT OTCYTCTBOBATE, TaK XaK He IPOBORATCH PYTHHHO |
Microbiological quality/ Muxpo6uonoriueckan yucrora

3akmoucnne/Conclusion : Lot conforme / Batch Complies / Coomeemcmayem
OnexrpoHnas noanuew/Electronic signature
Oxo6peno/dpproved by : Rachel Mandret-Atsarias as PERSONNE QUALIFIEE / QUALIFIED PERSON
Tara/Date : 16/Mar/2021 14:03:08 (UT C)
Briaano/issued by : Morgann Millour
Hara/Date : 17/Mar/2021 16:08:12 (UTC)
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