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CEPTUOUKAT COOTBETCTBUS
H2 NPOAYKIIO, BKAIOCRNYIO B €AHHLI Hepederh NPOAYKITHH,
noaAexamen obasareasHoN CepTHQHKaIHM

N POCC RU C-FR.®B14.A.00139/19
Cpokacitcrsisc  0.06,2019 1O

., OPTAH ITO CEPTUOHKALIUH Ne vuzx8825

per. Ne POCC RU.0001.110B14
3AD "TexxauecTso", 103044, r.Mockea, yn. AuHamosackan, 4. 1A, o, 400
Ten.: +7 (495) 676-5417, dhaxc: +7 (435) 676-2941, www.tehkachestvoru, tehkachestvo@gmail.com

3ASIBUTEAD

000 "BMOKOAEKC", Mexpaiomkas uscnexyus defepansHoi Hanorosoi cnyBu: Ne46 no r. Mocxee. OTPH: 1097746785927
ot 08.12.2009, anpec: 107045, Poccus, r. Mocksa, Mocnenxuit nepeynox, & 11, crp 1, Ten: +7(495) 763-2680

 M3TOTOBHUTEAD

Y buoxogexc, mpauumfaibcodem. avenue Blaise Pascal, 60000, Beauvais, France, crpaua: Dparuuna

. ' xop OK
[ aPOA I 21.20.21.129
~ NexapcTaenoe cpencTso: InTepon®d, kancyne: 250 Mr 10 wT., hnakoHs {1). naukm kapToHHbie, per.
ya. Ne M NO11277 or 27.04.2010 (nara nepeodopmnerus PY 24.06.2014), cepus 390, rogen ao:
01.02.2022, naprua; 30720 ynaxosox. forosop nocrasku Ne 1-LLC or 17.05.2012, uxsodic Ne
8454922 or 16.05.2019 koa THB3A
3004800002

-~ COOTBETCTBYET TPEBOBAHUAM HOPMATHUBHBIX AOKYMEHTOB
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. CEPTHOUKAT BbIAAH HA OCHOBAHUY

HI 42-8284-05, nam. Ne1-4

NpoToson uenmramui Ne 19636 oT 18.06.2019, 000 UL, "CAPMOBOPCHA", arrectar
akxpegutayum: POCC RU.0001.210N40 or 07.07.2016
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BIOCODEX<

7 avenue Gallieni

94 250 Gentilly
France
- Cepruurar asannsa/ Certificate of analysis
- Surepoa®, 10 kancyary/ Enterol®, 10 capsules
Cepus No/ Batch M 3%0
Hata msrotosaesmyManufacturing date 02.2019
Hara anamasa/Analysis daie 19/25.03.2019
) Cpok roasoctw/Expiry date 02,2022
{ Hoxasatean/Indices | Hopmbi/Specifications PesyavTaTei/Results
j | Tnaxme, Gaecrauise,  Renpospaumsie, Geaoro  upers CootsetcTayer/
| | #enaTrmoBLIe Kancys! Ne «O», COABPAAIINE CBETAO KOPHYHEBBIH Complies
| Onucanie/Description | NOPOUIOK ¢ XAPAKTEPHAIM APORAEBHM 3ANAXOM/
' | Smooth, glitter, opaque, white gelatin capsules Ne «0», which
‘ contains light-brown powder with characteristic yeast odor.
i Mikpockonns: sfueBHTHbE ApOAAessle  KIeTin,  actn
| Hal/I0RI0TCS  TEPMAHANRHEIE M cyOTepMUHATLHEE NOYKH. Cootsercrsyer/ {
MoanunsocTs/ Hikaxiux apyrux MHKPOOPTRHH3IMOB He NOMKHO DPACYTCTBOBATS Complies
Identification: Egg-shaped yeast cells. Terminal and subterminal buds can often
| Saccharomyces boulardii be noticed. No other microorganisms should be present.
| ACCHMILISIUNA CAXAPOB M APYTHX yriaesoopofos/ Sugar and
| | other carbohydrates assi.q:i]ati?n: ,
1 | i | i |
| !wm.{)§(Ili'0!(3f:‘u'ursJZi 2000072
[ 6 .’ l ; } |7 I
Cpeasas macca
COAEPAKHMOro Kancyn/
Average weight of the 257-314 mr/mg 289 mr/mg
capsules’® content
HD" :: ulm ";::;IZ::' rruol':ﬂ 2/20 Gonee = 10%; 0/20 Gonee + 20%/ Cootsercrayer/Complies
! . 0
sveraze welohs i 2/20 more than = 10%; 0/20 more than + 20%.
Pacnanzemocts/ { He Gonee 30 mus.
Disintegration test Not more than 30 min. Coorsercreyer/Complies
Koauuecraennoe 5 84wy
onpeaenenie/Assay 282,5 £ 10 % mr/mg (254-311 Mr/mg). 281 sar/mg
Saccharomyces boulardii
i ¥ > L vara
R — | He memee 2,5%10%kancyna mpu BpmTyCKe;

APOHAEBLIX KJICTOR/
Yeast cell viability

| He megee 1,0 x10%xancyna npn xpasemsm,
| Not less than 2.5 x 10%capsule for the date of release;

8,4 x10%xancyae

Boaga/Water

_ Not less than 1.0 x 10%capsule for the shelf life.
1 He Gonee 2 %/
Not more than 2%

1,8%

MukpoBuonornyecxas
qHcTOTA/
Microbiological purity

B 1 r openapara somxeo SuTs: A

23poGHLIX GaxTepufi — ve Sonee 1000; 4Oy L
niecHesble rpubsl B HekoTopwle Aposmst, Entercbacieria w
BexOTOphIe rpaMM-OTpHUaTenkukle Gakrepmn, Escherichia coli,
| Pseudomonas aeruginosa, Staphylococcus aureus - momam
otcyteTosars. Salmonella - aon#ua oTCyTCTBOBATH B 10 1Y

| g of the drug should contain:

i Aerobic bacteria — not more than 1000;

Mold fungi and certain yeasts, Enterobacteriaceae and certain
gram-negative bacteria, Escherichia coli, Pseudomonas
aeruginosa, Staphylococcus aureus should be absent;

Salmonella should be absentin 10 g.

Coorsetctayer/Complies

3AKITIOYEHHE/CONCLUSION: cootseTcTyeT TpeSopanuam/complies

Release date :

Megezuep no xorTpormo Kadectaa/Quality Control

BIOCODEX
Dr Kevin MARCHE

mmacien Libérateyr - Qualifed Persor
23 AVR. 2019
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BIOCODEXT

P

I Usine : 1 avenue Blaise Pascal, B.P. 10753
60007 Beauvais cadax, Frarce
tel. : 33 (0)3 44 02 03 12
fax : 33(0)344 84 77 49

Attachment to te of analysis for 0 apsules 250 m
fpunoxenue xk Cepmugpuramy ananusa e 3HT, EPO/M®, kancyne: 250 m2

Batch No./Cepus Ne: 390
Manuf. date/Jama np-sa: 02.20189
Expiry date/Cpok eodnocmu: 02.2022

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 /
6,0 %
SHavenue codepsarus asoma, nonyyeHHoe U3 cMecu cepud
NuUOGUNU3UPOSaHHEIX Saccharomyces boulardii, ucnons3yemeix e
npouseodemee Bawrol cepuu, u Heobxodumoe dns KONu4ecmeeHHo20
OonpedeneHus EKMUBHO20 sewecmsa.

Qualified person/
Ynonxomovekroe nuyo

BIOCODEX

Siege social @ 7 avenue Galiieni, 94257 Gentiity celes, France. Tel: 33 (0)141 24 3000 Fax 133 (0)1 41 24 30 01
Sociéiéd par actions simpiifides au capital de 4 254 000 € 562 064 600 R.C.S. Créteil. A.P.E. 21202
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