%f‘“

e

“W ?
i

CEPTHMOUKAT COOTBETCTBUS
Ha IPOAYKIHIO, BKAIOYEHHYI0 B eAMHBII ;iéﬁeiénﬁnpoé}rmﬂ,- o
ToAAexamedt 06a3aTeAbHOM CepTHbuKaumy

% POCC RU C-FR.®B14.A.00150/19
Cpoxaeficrsmac  26,06.2019 o

.

»4 OPTAH IO CEPTUOUKAIINH , N 0046989
j .-per.Ne POCC RU.0001.110B14

' . 3AO "Texravectso”, 109044, r.Mocksa; yn. }Juuamoacxaﬂ;"-xi. 1A, 0. 400 =
L Ten. +7 (495) B76-5417, thake: +7.(495) 676-2941.wmv.tehka;ihgstvd.ru. tehkachestvo@gmail.com

000 'SMOKOQEKC!‘.MekpaRQHHaﬂ MHCnekUua PenepansrHaii ha;;omaoﬁ cnyxGbl Ned6 no r. Mockaa, OFPH: 1087746785927
- o7 08,12.2009, appec: 107045, Poccus, r. Mockaa, Mocnepwuii nepeynox, A 11, e1p 1, Ten. +7(495) 783-2680

(. M3TOTOBMTEAB-

"% Buokogexc, ®parywa/Biocodex, 1, avenue Blaise Pascal, 60000, Beauvais, France, cTpana: ®panyus

& kop OK ]
% TIPOAYKLIMA 21.20.21.129 §§w
% Nexapcrsennoe CpencTso: InTepon®, nopowok ang NPUroTOBNEKUA CYCNEHIWW ANA Npuema BHYTDL
100 mr, 306 mr nakeTwkm (20), navkw KapTOHHbIe, per. yA. Ne JIN-000822 or 21.09.2011 (nata
3amenel PY 24.10.2016), cepun 3370, rogen go: 01.03.2022, naptun: 56590 ynakoaox. Horoaop
nocrasxu Ne 1-LLC ot 17.05.2012, uupoiic Ne 8495394 ot 22.05.2019 koa THB3A

3004900002

! COOTBETCTBYET TPEBOBAHMSM HOPMATHBHBIX AOKYMEHTOB -
Wi NIT000622-210911, usm. Na1 - % .

% CEPTHOUKAT BbIAAH HA OCHOBAHUU

- MpoTokan ucneimaHui Ne 19986 ot 24.06.2019. 000 Hu'."d?APﬁ!OBCPOHA‘. arrecrar
-axxpeauTayuu: POCC RU.0001.219N40 ot 07.07.2016 -

R TR AR RN RN

&y

b3 CCTHTEAD PYKOBOAHTEAR ) % 66
- . - poTuH A.B,
cequamuux _,__-.._.,__..._,_, , 7 ¥ e

NaryTkuHa H.B.

|
E

Sflcnepr (sxcneprur)

T



BIGCCODE X W

7 avenue Gallieni
94 250 Gentilly
France

Enterol®, powder for oral suspension preparation 100 mg N20/ Durepon®,

Certificate of analysis /Ceprwdiwar anamusa

» HOPOmMOK A% npHroTORICHNR CYCTIENINM 190 npnema BHYTPR 100 M N20

KPS HERBI DOpowmoK ¢ dpyxTosmm APOMATOM

Buth N / Cepun Ne: 3370
Manufacturing date / Jlara mreTosienns: 03,2019
Analysis date / Jlata anaminia; 10/16.05.2019
Expiry date / Tonen o 03. 2022
Tests/ [oxaravean Specifications / Cneunduxauun Results/ PeavantaTi
Characters /Onycanne Light brawn powder with an odor of fruit. Cavrao- Complies / Cootaeicrayer

Identification ATomtrm WTh
Saccharomyces boulacdi

Miccoscopy/ Mispockommecknn

Study of assimilation of sugars and
other carbohydmte products {(API 20
C Auxy

Complies / Coorercisyer

ACCHMMA A 1w CaxapOE H apyrux
YIACHOACOACORALHX NPOTYKTOR
Average mass of sachet content and

deviation from average mass /
Cpeansn macca CONEPHEHMOro

306 mr+ 7.5 % (283-329 mr)
18720 £ 7,5 %,

Ovoid yeast cells. Terminal and sub-terminal budsy are Complies ! Cootnercayer
frequently observed/
Kpyrasie wau opammimie kaetsn WHPHHO 4-6 Mry ¢
Aol 6-13 MRV, TepMIHATRHILIE | CyOTepMHBATBIRG
YIOAUICHUA KACTOMRBIX TCR (#1104KH»),

2 3

o | 0 1 00| 0| orum 2 2000072

6 7

2830 329 my/ 109 g - wr

MAKETHKE H OTKNOKEHHE OT CpeveRl | 220 4 15%
MacCw
Water content / Bona 2%/ He Gnee 2%

Microbiological purity /
Mukpoduonoriaeckas YHCTOTA:

Acrobic bacteria/
Adpolumx GakTepui

Molds and other yeast/
[lrecentic rpuosl i npomoms

Enterobacieria and other Gram-
negative bacteria /
Enterobacterlaccae n Apyrue
TPaMOTPHLATE o ke SaKTepii

Escherichia coli
Picudomonus aeruginasg
Stuphylococcus aureus
Salmanella

S 500 CFU/g / ne Gonee 500 KOE/r

Absence/ g/ otcyictane/ 1

Absence/ g / oteyternue! ¢

Ahsence’ g / oreyictame/ 1
| Absence’ g / gucyrceme! 1
Absence/ g / oteyicinne/ r
Absence 10 g/ oicyternue/ 10 ¢

7 “Comples/ Coomercrs
£ P:;y yer

: N;;r&'“l:“'ﬂ ! Coorverciayer
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Complies / Coorsercrayer
Complies / Coorsercrayer
Complies / Cootsercrayer
Complies ! Cootsercizyer

Viability determinatioq /
H\'mwumwmwn ApusoxeEbiX

2 1,0 < 10%cells per sachet at release: 20,4 % 10° cells per
sachet at the end of shelf life, /

2,1 x 10% cells per sachet -
KOE/ naretnx npn

KICTOK He mence 1,0 x 10° KOE/ naketHs NpH BRIy CRE. BRIMyCKe
He mence 0.4 x 10 KOE/ NAKCTHE NP3 XPAHEH Y,
Assay / 10210 124 mg 112 mg * wr
Konuvyectnennoe onpeacIcHne
Saccharomyces boulardii 113 Mr=10% (102 - 124 Mr)
Conclusion: complies / Quality Control manager/
Jaxmosenue: Cootsercioyer OrneTcToenmiilt 30 KoKTPONL KuvecTsa BIOCODEX

Relcase date: /Mlara REITyCKa:

Or LUZIN Nicolas
Pharmacian LIb4rataur Quaifiad Person
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BIOCODEX @

[Usre : L 2venue Blaisa Paionl Bp 10753
60007 Bravyaig Celex, France
tel. @ 33 (0)3 44 02 03 12
fax : 33(0)3 44 84 77 49

Attachment to Certificate of analysis for ENTEROL®, powder 100 mg
Mpunoxerue k Cepmud;uxamy aHanusa na SHTEPO/T®, fnopowox ns npuzomosnenus CycneHsuu
ans npuema eHympe 100 m2

Batch No./Cepus Ne: 3370
Manuf. date/Jama np-ea; 03.2019
Expiry date/Cpok 2o0dHocmu; 03.2022

Nitrogen value of the mix of lyophilized Saccharomyces
boulardii batches, used for manufacture of this drug product
batch, and needed for Assay of active ingredient /

6,1 %
SHayeHue codepxaHus a3oma, nonyvyeHHoe u3 cMmecu
ceputl UoUNUIUPOBaHHbIX Saccharomyces boulardij, F o5
ucnonb3yemsix g fipouseodcmee  dawrod cepuu, u for/
Heobxodumoe dng Konudecmeenrozo  onpedenenus R
aKmMueHo20 sewecmaa. hs (g
Qualified person/ SRR
YrnonHomovenroe uyo orsigzc:r; Nicclss
Fharmacien Libérateyr Quatified Parson
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