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PASPEINEHIE Ne ENT-33-082021 o 04.08,2021 |
HA BBOJI B I'PAYKJIAHCKHY OBOPOT JIII ;

TOPI'OBOE HAMMEHOBAHME:

Surepon®

MEJKIYHAPOTHOE HETTATEHTOBAHHOE
HAWMEHOBAHWE (TPYTIIIHPOBOYHOE MJIHN

Caxapomnuers! Gymapom i

XHUMHYECKOE):

TEKAPCTBEHILAY GOPMA: Kancyisl 7

TO3HPOBKA: 250 mr . |

OOPMA BBITYCKA: kancyms! 250 mr (Gimerep) 6 x 5 (kopolka ‘
KapTOHHAS) ‘

HOMEP CEPHH (LIAPTHH): 761

OBbEM CEPHH (ITAPTHH): 41360 mt, [

TIATA IIPOM3BOICTBA: 04,2021 |

TOMEH 10: 04,2024

HAVMEHOBAHNE U AILPEC ITPOM3BOINTEJA
(C YKA3AHUEM CTAJIMH MPOH3IBOJICTBA):

Guokonexe, Gpanuns,

1 aBento, bres [Tackans, 60000 Bose
(Bce cTazmuy BRIIOUAS, BBITYCKaI0OMIAH
KOHTpPOJb KAYECTBA)

HOMEF H JJATA PETHCTPALMOHHOTO
YIOCTOBEPEHUS:

T Ne011277 o1 27.04.2010 .

HOMEP HOPMATHBHON JOKYMEHTALTHHA:

1 Ne011277-050319 1 Ham. Ne1,2,3

HAWMEHOBAHHUE H AJIPEC IEPIKATEJA
PErMCTPATIMOHHOTO YIIOCTOBEPEHHA:

Buokonske, @panius,
7 amento, [annsenn, 94250, Kantwiin

Naxmas CepHd, DBBE3CHHAA HA TEPPHIOPHUEO Pd, 6uiaa NPOMIBEASHA HA  BHINIEYKA3AHHOH
MPOH3BOACTBEHHOM MIOIAKE B IOHOM COOTBETCTBHH C tpedosannamu cGCMP u PETHCTPALIMOHHON
NOKYMEHTaLeH, 9T0 MOATBEpPAUIAcTCH cepTH(HKATOM COOTBETCTRHA YNOMHOMOUEHHOrO JIHLA

IPOUIBOIOHTEIA.

HacTosmi NOITBEPIKIAI0, 9TO BHILIEYKA3AHHAA CepIut JICKapCTBeHHOTO Npenapata, BBE3EHHOIO HA
reppuTopuio P, cooTBeTcTBYer TpebOBAHMAM, YCTAHOBICHHEIM TPH ero TOCYZAPCTBEHHOH

PErMCTPALIHN.

OTBETCTBRHHOE JIHIIC, YIIOJHOMOUYEHHOE TPUH3BOAHTENEM 110 Hoseperaocty ot 10 sweaps 2021 .

o
&

,;é{f/ﬁf/’ / Toruapenko O.A.

000 «LHOKOUEKC»
HHH 7725652995 KT 770601001 O'PH 1097746785927
p'e (pyGmr) 40702810887150000035 n [1AQ POCEAHK
e 30101810000000000256, BHK 044525256
IOpiumeckrit aapec: 119049 r. Mocksa, Shooanckiit nepey:aok, 1o 6, crposme |, 9T 3 nowm. [ kom. 4
daxrumcoknf aapee 119049 r. Mockna, Srrmanckidi mepeyaek, aon 6, crpocuiie 1, husnec-1eHIp IMmepekuil none
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BlIOCODEX B

7 avenue Gallieni
94 250 Gentilly

France

Batch No
Manufacturing date:
Analysis date:
Expiry date

Tests

Description

Certificate of analysis

50 mg 30 capsules
761
04.2021

Enterol®, capsule:

22.06/05.07.2021

04.2024

! &éﬁgc_lﬁcsﬂons

Results

Smooth, glitter, opaque, white gelatin capsules
Na «O», which contains light-brown powder with
characteristic yeast odor,

Smooth, glitter, epaque, white gelatin capsules
No «On, which contains light-brown powder with
characteristic yeast odor,

Identification Ovoid cells of width from 4 to 6 pm and length Complles
Saccharomyces boulardii from 6 to 13 pm frequently with terminal and
Methods: sub-terminal buds are observed, No other
Microscopy microorganism should be observed./
2 3
Assimilation of sugars and other or 10 0 0 0 or 12
_carbohydrates 6 7 2000032
Disintegration test <20 min. 4 min
5 Average mass of capsule content and o 285:10% mg 282mg
deviation from the average 18/20 = 10% Complies
............ - - L 0E2O%
Water content 2% 2%
Microbiological purity:
Total aerobie microbial count (TAMC) <50 CFU/g TAMC : 25 CFU/g
Total yeasts and moulds count (TYMC) Absence/ g TYMC Absence/ g
Enterobacteria Absence/ g Absence! g
Escherichia coli Absence/ g Absence/ g
Pseudomonas aeruginosa Absence/ g Ahsence/ g
Stophylococcus aursus Abscnee/ g Absence/ g
Salmonella Absence/ 10 g Absence/ 10 g

Specific activity: number of vital cells
Saccharomyces
boulardii

22,5 % 10° cells per capsule at release;
21,0 x 10° cells per capsule at the end of shelf
life. /

7,7%10° cells / capsule

Assay Saccharomyces boulardii

254-311 mg/eapsule

277 mg/ éapsuie

Master sced strains and strains for control

Complies with ND

Complies with ND

Packaging

6 capsules in blister of PA/aluminum/PVC and
aluminum foil.

5 blister with leaflet in a carton box.

There may be a control of first opening.

aluminum foil,
5 blister with leaflet in a carton box.
The box has a control of first opening /

6 capsules in blister of PA/aluminum/PVC and |

Labeling

The blister label indicated in Russian:

trade name of the product with precaution
“®" group name, pharmaceutical form, strength,
name and country of the marketing authorization
holder (and manufacturer), batch number, expiry
date, «Open heren, technological codes of
package and/or manufacturer could be applied;
The jollowing is additionally indicated in Latin:

marketing authorization holder logo (and
mianufacturer).
h Hon boy _shoul label R

with:

The blister label indicated in Russian:

trade name of the product with precaution *@",
group name, phannaceutical form, strength,
name and country of the marketing authorization
holder (and manufacturer), batch number, expiry |
_date, «Open heren, variable technological codes |
are applied,

The following is additionally indicated in Latin:
marketing authorization holder logo (and
manufacturer),

The carion box Igbeled in Russlon with:

https://pharmcert.ru/sert/46/39/2__ /000717430__ %D0%91%D...
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rade name of the product with precaution
“@"group name, phannaceutical form and
amount of capsules per bottle, strength (name
and content of aclive substance and list of
excipients, oxcept for components of capsule
shell), storage conditions («Store at 15-25°C,
keep out of the reach of children»), prescription
status, «Rout of administration and posology:
sce instruetions for use», name and legal address
of the marketing outhorization holder (and
manufacturer), method of application, batch
number, date of manufacture, expiry date, Bateh
number, date of manufacture and expired date
see on the box bottom surface”, bar code,
marketing authorization number,
technological  codes  of  package
manufacturer could be applied.
Additionally, serinlization codes could be applied.

The following is additionally indicated in Laiin: trade
name of the produst with precaution 8", marketing
authodzatdon holder logo (and manufacrer). On a
cardbotl bax for blister 10, 20 and 30 the dashad line
indicaies the arca indicating the place where the package
was opened (control of first opening).

and/or

wade name of the product with precaution
“®©",group name, phamaceutical form and
amount of capsules per bottle, strength (name
and content of sctive substance and list of
excipients, except for components of capsule
shell), storage conditions («Store at 15-25°C,
keep out of the reach of childreny), prescription
status, «Rout of administration and posology:
sec instructions for usen, name and legal address
of the marketing authorization holder (and
manufacturer), method of application, baich
number, date of manufacture, expiry date, Baich
number, date of manufacture and expired date :
sec on the box bottom surface”, bar code,
marketing authorization number,

varigble technological codes are applied,
Additionally, serfalization codes are applied.
The foliowing is additionally indicated in
Latin: trade name of the product with
precaution “®", marketing authorization holder
logo (and manufacturer). On a cardboard box
for blister Ne30 the dashed line ndicates the
ares indicating the place where the packags
was opened (control of first opening).

Shelf-life

3 years

3 years

Storage conditions: at temperature 13-25 °C

This bateh of Product has been manufactured and tested in compliance with cGMP requirements and with the specifications of the ND Tl

011277-050319 var. 1,2, 3

Conclusion:

Complies

Release date: 13.07.2021

Pharmacien Libérale

e
BIOCODEX

I Nico'a )
Dr LUZIN NIEOZS, | pgsson |

Quality Control manager

5
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7 avenue Gallieni
94 250 Gentllly

France

Jutepon®, gaycvapt 250 mr 30 wrr (BancTenn!)

CeprapukaT aHanHIa

Homep ceprh 761
Jlare npon3BOUCTRA; 04.2021
JiaTa anamIn 22.06/05.07.2021
I-D;'jcﬂ a0 04.20?—4
TowniaTenu Cnennguraing PeavabTaThl
Tnajxue, Brectainse, nenpospaymsie, Gemoro T aazkie, GaccTamue, Renpolpatnste, Genoroe
e UBeTA WENATHIOBEIE Kancy s Ne «On, 1Bera KeNaTHEOBBIE Rancy/isl Ne «On,

COjePRALINE COSTNO-KAOpHIHEBLIH nopowok ¢
:«nan‘l‘cpHE.’.\{ JIPORIKEBRIM 3ATEINOM.

COIEPKATIIIE CBETIO-KOPHITHERRIT TOPOLIOK
© XAPAKTCPHEIM JADOHIKEBLIM 3AMIAXOM,

boulardii

TIpoHIBONCTBEHHRIE UITAMNDBI I
OITAMMD! JUTA ROHTIPORE

B coorpeteTnuy ¢ HJY

B coorserctany ¢ HI

Salmenella oreyreraue/ 10 T oreyrorsyvior/ 101
Coenudraeckas akTHBIOCTE! 2.5 % 10° KOE/ kamcyny nps BRIOYCKe. . |
ROTHYCCTBO HHBHIX KICTOK o1 b 107 KO witic . 7,7x10% kancyna |
Saccharomyces boulardii i RETICYIY. IPH X[AAcHaL- [
KomuuecTpenios |
onpenenerie Saccharomyces 254-311 mr/kancyns 277 mr / kancyna ;
' |
|

HaiMeHoBAHKE ® cTpnEy miagemnua PY (d
NPOHIBOMNTEIR), HOMEP Cepii, CPOK FOIHOCTH,
lLOTk'pLI'HHI‘L 37ecky, BOIMOAHO HaHeCeHHE
nepe.\icﬂﬂmx TCXHOIOTHIECKHX KOA0B
VIIAEQOBKH WHIH TPOHIBONHTEAL,
OONOARUMETRHO  HA  RUIMUHHE  YRGI6IGAHNT
OTOTHA BAAKENbLA PY (M HpoM3BOINTENR).

Vnakoska Tlo 6 xatieyn 8 6muetep 13 ITA/MmoMmmitTIBX | Tlo 6 kancyn s Gunerep HI
u amoMunnesoit Gonerd. ITo 5 Gmucrepos ¢ TTA/amomunii/TIBX u amosurHeBoit
MHCTpYKukell MO OPHMENCHHIO B KAPTOHHYK omery, Tlo 5 EMICTepoB o MISTPYKIACH N0
KopoliKy. TIPHMEHEHHIO B KAPTOHIY 10 KopoGKy.
Bowowno  anudie  kouTpons  nepnoro | [Tauka MyieeT ROHTPO/Lb HEPBOTO BOKPRITHA.
BCKPBITHIL

MuoprHpoRKa Ho Gaicmene va PYcCkuAt #3bIke VPKAZblsion: Ha Baucmepe na PYeeKos SI6IKe YRIIAHO! {
TOproBOE  HAMMCHORAHME  NpeNapaTa G | TOPrOBOC  HAHMSHOBNRME Mpemapata ¢ |
npeqynpeanTensHnd  Mapkupawkodl  «@w, | mpemynpeanTelERol MapkupoBrofi  « B,
IPYINEPOBOUHOS HAUMEHOBAHUE, | PPYNITHPOBAMHOE HOIIMEHOBAHHE,
NERaPCTOCHHY IO dopmy, HOIHPOBKY, | AEKNPCTRCHHAN popma, oIHpODIKE,

HAMMEHOBRHME M CTpaHn Biajensiia PY (n
NPOHIBONMTENA),  HOMEP  CePHM.  CPOK
ronHooTH, «OIKPBIBATE 3SCHY, HAHECCHDB!
MepeMeImble  TEXHONOTHAECKHE KO
YIIBKOBKH H TPOHIBONHTEITA;

JONOAHNMETBHO HA Aciniidje )JKLUM&‘(JIOHI:
norotun Bnagensua PY (A nponysomizens).

[MoamKuoCTs Jommnl BaGTIONATECA SHLSBIIHbIC KICTRH, CooTaercToyer !
Saccharomyces boulardii wipkHOR 0T 4 20 6 MKM M AArKoi 0T 610 13 i
h’iﬂTﬁﬂbI: MEM, TACTOC GOROBBIMHE B 5L‘PBYLUC'IH'H'MH I
MilkpocKomi noMKasi. JPyTre MuKpOOpsaHHIMbl I0TAHb
OTCYTCTROBATD.
2 3 i

: a3 wi | 0 0 0 i :
ACCHMHAALTNR CaXapon 1 0 7 2 2000032 |
APYrHN VI2B0A0B [} i
PacnagaemocTh <2{) nSIH, 4 MK
Cpeanss Macca CoaepEEMOTe 285:10% M1 282 mr
oTxsOHeH#e OT cpeinedl Maccsl | 18/20 £ 10% CooTeercrayer

2/20 £ 20%

Boaa 2% 2%
MuxrpolHOIOTHiIecKag UHCTOTa:
O6mee ucao apodHRIK
SakTepui < 50 KOE/r 25 KOEr
Ofies mrena rpubon orcyTeTBAC B 1 I oTcyreToyioT B I T
DurepobakTepHn aTeyTeTBRE/ T OTCYTSTRYIOY T
Escherichia coli OTCYTCTBEY T QICYTCTBYIOT T !
Psewdamonas aeruginesa otcyTeTsHe T OTCYTOTBYIOT/ T :
Staphylococcus wirens oTeyTCTBHE T oTCYTCTEYI0/ T
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TOProBoe  HAHMEHOBAHHME  mpenapata ¢
mpeaynpesauTensiof  MapkupoBkoll  « By,
TPYORHPOROHIIOE HUHMEHOBAHHE,
NEKAPSTBEHITYIO (BOPMY i RONHYECTBO KANCYA B
YNAKOBKE, ﬂOTKPOBK}" coCcTaB COHCF‘BIHMOI’Q
oaHol RAncybl (‘HBII.\IGHDERHHL‘ H KOMBi4eCTBO
eflCTBYKMURIO  BellecTBD W MepeuHs
BCUOMOTATEILHBIX BRUIeCTH, Kpoxe
KOMTIOHEHTOB OGOAONKK), YCAOBHE XPaHeHHA
(«Xpavnrs npw TemnepaType 15-25 °C, B
HEJOCTYNHOM nd gerell Mucre.»), ycnowuas
otryexe, «Cnocol NpIneReHHA W AOIMPOBKA;
= HHSTRYKLIHIO no TIPHMEHENHIO. N,
HAHMSHOBAHHE M lopHmeckad  anpec
snazensus PY (1 npomssomurens), cnocol
NpHMEHEHHA  ,  HOMep  cepHH,  naty
NPOHIBOACTRA, CpoK ToHoeTH, «Homep cephu,
NaTA MPOHIBOACTBE H CPOK TONHOCTH: CM. HA
AuAkell  MOBEPXHOCTH TAUKMY, IITPHX-KOZL,
HOMED  PeTHCTPALMOHHOTO  YAOGTOBEPEHHA,
BOIMOAHO HalCCCHHE NnepeMeRHhIX
TEXHONOTHURCKMN  KONOB  YNAKOBKM WM
NPOHIBOAHTENT.

HDII("IHHTCHEHO MOTYT GbITh HaSCOHB!
CPONCTBE HASHTHPHKAIIHH,

ﬂOHOJTHIHllL’.'IbHD HG  Jaminuniife YRAFBICAHOM;
Toprosog HaHMEHORaKIe npenapara c
mpeaynpeaurensdol  MapkupoRko  «Bw,
JAOFOTHIT BIAZeMbIa PY (M npodssoanTens).

Ha navuxe kaprosnofi s Ganerepos Ne 10, 20
# 30 nynkrupaoil et ofoaavena ofmacTn,
YKAILBAKIIAA Ha BOIMOKHOS MECTO BCKPRITHA
YNEROBKM ( CHCTEMA HCPVITIMOCTH YITAKOBKH).

Ha_rapmonioil k0podke Ha pycexow Sivixe
UKaEaia,

TOProBOE  HAMMEHOBAUHME Mpemapata ©
TpeTynpenuTensHOR  Mapkuposkoft  « B,
IpyNNHPOROTHOS HANMEHOBAHHE,
NeRPETBERKAR (POPMA H KOTHICCTHO Kaney:
B YNaKoBKe, J03HPOBKA, COCTAB CONCPAHMOTO
OmHOR KAUCYaB! (HaHMeHOoBanue "
KO/OYECTBO neﬁc‘mymmem BOLASCTBA H
NEPCUCHL BOTOMOTATC/IBHBIX BEIICCTR, Epoye
KoMnonenToB ofonouKr), yenosns Xpateuns
(«Xpawute mpn TeMmeparype 135-25 °C, B
HEAOCTYITHONM ANS JIeTell MeCTo.n), yononina
ormycks, «Cnocol TPineHeHA B ZI0IHPOBRA;
CM,  HHCTPYKIHIO 1O DNPHMEHEHHIO»,
HOIHMEHOBAHHE H FOp'FLﬂH']eCKHﬁ aapec
saagemsiia PY (B mpomisommrend), cnocol
OpHMEHEHMS ., HOMEp  CepHi,  faTa
NpoOM3BONCTBA, Cpok romsoctd, «Homep
CepHH, NaTa MPOH3BOICTEA H CPUK TOTHOCTH:

CM. HA HHAKHEH NOBEPXHOCTH MAUKiD, WTPIX-
KO, HoMep PECTHCTPALMOHBOTD
YAOCTORCDOHUSN, HAHECEHB!  HepeMelHwre
TEXRONOTHTECKHE KOMB YTIAKOBKH,
JHononuurensuo HANECEHB cpencTpa
VACTTHYEKALNH,

;?(JHG.’(HIHHE.’!M(O'W Jﬂlll”h‘llqe :W:’QT{THG:
TOPrOBOC HAMMEROBAHNE NPETIAPATA €
TIPEAYNPEAHTEIBHOA MapKAPOBKOH «@in,
noroTHn BRagensua PY (1 npoussomytens).
Ha naure xapromwolt ang Snuctepos Ne30
mymrrHpHol TERHed obo3nauera oGnacTs,
YKQIBIBAIOIIAA HE BOIMOKHOE MECTO
BOKPWITHA YTIAKOBKI [ CHCTeMA

HEPYIIHMOCTH YTIAKORKH).

Cpok romocti

3 rona

Irona

Xpancnue: [pu remneparype ot 15 10 25 °C

HMannan cepitn [poayxra npousnenelia ¥ MPONIA HCTIRITANIS B COOTBETCTBKI ¢ TpeGosamsnt cOMP 1 cneumd mratrsm

HIT 11-011277-050319 nam, 1, 2,3

3akmoueHne: CaoTBETCTBYET

Jata smnycxa: 13.07.2021

OTnereTnennnif 38 KOUTPOTDL KaTecTBa

VnoakoMmovenkoe 1o/
Huxonac JTysnn

llepesad ¢ anzuuiickoso na pyccxull g smoarien Omsememesemeis anjor 000 « BHOKOREKCs, ynoarosionennsia
npousgodimerer no Josepenwocmi om 10 ansaps 2021 2
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