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PABPEIUEHVE Ne ENT-40-062020 o7 08.06.2020
HA BBOA B I'PAMKIAHCKMII OBOPOT JIIT
|

TORCOBOE HATIMEHOBARIE: f')}{‘::utpOJ’lE

MERAYHAPOAHOE HENMATEHTOBAHHOEL
HAUMEHOBAHIE (CPYNNIIPOBOYHOE N
NNNNYECKQE):

JEHAPCTBEHHAS GOPMA;

Topouok wia npHroToBNEHHA CYCHeH3HH LA

TPHEMA BHYTDb
HO3ATOBKA: 100 mr

GOEMA BBITIYCKA:

[Mopowok f1a MpUroTORNEHHA CYCTIEH3HH 1A
npuema eHyTps 100 Mr (naketuk) 306 MT x 20
(mauka KapTonuan)

HOMEP CEPHH (TIAPTHI): 3738
OBHEM CEPHH (TTAPTHH): 28800 wr,
JATA ITPOM3BOJICTBA: 03.2020
TOJEH J0: 03.2023

HAHMMEHOBAHHE 1 AIPEC NMPONU3IBOLUTENSN B]{Qf(bﬂexc. (Dpanu}{,ql
(C YKASAHHEM CTAIHH MPOH3BOJCTBA): | asewio, Bres ITackans, 60000 Eore

(Bcee cTaanu Brmoyas, BEINYCKAOIU
KOHTDOIb KauecTsa)

HOMEP H IATA PETHCTPALIHOHHOTO JIT1-000622 07 21.09.2011 .,
YIOCTOBEPEHUSL:

HOMEP HOPMATHBHOH JOKYMEHTALIHH: JII1-000622-050319 1 Han. Ne 1
HAHMEHOBAHHE H AIPEC AEPMKATEJS Buokonexe, Dpanumus,

PETHCTPALIHOHHOI'O Y IOCTOBEPEHH:

7 aseino, Mamisenn, 94250, ¥antiiin

Hanuas cepus, DDelEHHAd Ha TEPPHTOPHK P®, 6bma npomssenesa wa BRILIEY Ka3aH ol
NPOK3BOACTBEHHOM MIOMIANLKE B MOJHOM COOTBETCTBHE ¢ rpeSonanuamu cGMP y PeTrHCTPALHONHON
JOKyMeHTaLMeR, YTO [MOATBEPHNACTCA CEPTHOHKATOM COOTBETCTBHA YIONHOMOUENHOro mima
NPOH3BOOHTENA.

Hacrofmum nmoaTsepxalo, YTO BRILIEYKAIAHHAR CEPHA NEKAPCTBEHHOrO TIpEN2paTa, BRE3CHHOTO Ha
Tepputopuio P®, cooTBeTeTBYeT TPEDOBAHHAM, YCTRHOBNEHHLIM NpU erp TOCYIAPCTEERHOI
PerucTpauyy,

OTBeTtTBEHNOE NHLO, YIOTHOMCHEHHOE POH3ROAHTENEM N0 JloBepentiooTy o 30 centAbps 2019 1,
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Bl mEx
7 avgnua Gallieni

84 240 Gentilly

Frange

Eatd

rolf, powder for oral suspension prepa

Certificate of analysis /Ceprudimkar ananuia

nHyTpL 100 s N20

Bath No / Cepus Ne: 3738

Manufacturing date / fata warotosfieins: 03. 2020

Anulysis date / [lata asanusa: 30.04/11.05.2020
Expiry date / Toaen no: 03.2023
Tests/|[Toxaszarenn Specifications / CuennuKan Results/ PesynnTathi
Light brown powder with an odor of fruit./ Complies / CooTBeTCTBYET
Description /Qnucanne Coeto- Kopiryiensifl HOPOLIOK ¢ Py KTORBIM

JANANOM

Identiication /TloLMHHOC TS
Sacchgromyces boulardii
Methiofs/Meroan:
Microscopy/ Mukpockonus

Ovoid cells of width from 4 to 6 um and length
from 6 ta 13 um frequently with terminal and
sub-terminal buds are observed. No ather
microorganism should be observed./

Hosrsnnt naBa0auThes SHUEBHIHBIC KISTKH,
uHpHIOT 0T 4 20 6 MEM # Amunof 0T 6 10 13
MKM, Huc10 ¢ GOROBBIMH H BEPXY LICHHBIMK
nourasi. J1pyrue MREPOOPTAITHIMB! HONKHH
OICYTCTROBATS.

Complies / CoataerctayeT

| |
Assim|lation of sugars and other irf 0 0 0 0 fm 2 2000032
carbolfydrates - Witk
ACCHMHRLMA CANGPOB B APYTHN 6 7
YrAeBoaA0s
Averape mass of sachet content and 306 mr/mg £7,5% 320 mg = nT
devint|on from the averuge mass / 181207, 5%
Cpenan Macc COAEPAIMDIY 2/20=15%
MAKeTHKA M OTKIOHCHHE OT \lpfﬂlieﬁ MACChl
Water|content / Bona 2% 0,3%

Microbiological purity /
MukppEHONOrHYCCKAA THETOTE:

Total ferobie micrebial count (TAMC)
O6uiek wneno adpobuuix Gaxtepuii

Total yeasts and moulds count (TYMC)
OB 4ucio rpubos

Entergbacteria /
Dirrepobarrepii

Eschepichia coli
Pseuapmonas aeruginosa
Staplplococcus aureus
Salmdnella

< 50 CFU/g / <50 KOE/r < 10 CFUfg /< 10 KOE/r

Absence/ g [ oreyreTsie B 11 Complies / Coorneternyer

Absence/ g / oteyreTaue/ T Complics / CooraeTeTayeT

Complies / CooTseTcTByeT
Complies / CootBeTcTRYET
Complies / CooTBETCTBYET
Complies / CooTmeTctuyet

Absence/ g / oteyTeTnue/ 1
Abscnve/ g / oTeyTeTaKe/
Absence/ g / oTcyTcTRME T
Absence/ 10 g / oveytctsue/ 10

Specific activity: number of vital cells
Sacchpromyces

boulardii/

Crieu pryeckas AXTHBIOCH! KOTHUECTEO
aumhik K1eTox Saccharemyces boulardii

>1,0 x 10° cells per sachet at release;

> 0,4 x 10° cells per sachet at the end of shelf
life./ KOE/ nakeTnk Tpu
21,0 x 10* KOE/ nakernk npH BoimyoKe. BBITYCKE

50,4 x 10% KOE/ [1AKeTHK 11pH XPAHEHRA.

2,9 = 10% cells per sachet -




Assay

Komupcrsennoe
onpengaenie Saccharomyees boulardii

102,0-124,0 mg / sachet
102,0-124.0 my/nakeiug

112,8 mg / sachet
112.8 Mr/nakerux

Muaste

s¢ed strains and strains for control /

nPDIGTW(\.'lCTBCHHhIC IWTAMMBl H WTaMMbl
JANA KOHTPOAR

Complies with ND / B coornerctoum ¢ HJ

Complies / CooteetcTBYST

Packaging / ynaxonxa

306 mg of powder are placed into a paper-
pelyethileno-aluminium sachet,

10, 14 or 20 sacheis and the instruction for use
are placed into a carton box,

10 sachets are placed into a carton box without
top edge and 2 or § such boxes together with the
instruction for use are placed into a carton box./
o 306 mr nopoluka OOMCINAKT B Bymanno-
HOIHITHASHO-ATHMHHHEBLI TAKETHE,

I1e 10, 14 umn 20 nakervxon ¢ HucTpyxumei no
JPHMCHEHHIO TOMELLHOT B NAMKY KAPTUHIYIO.
Mo 10 naxeTHKOB NOMENIAT B Mauxy
xapToHiyto Ge3 pepxueft Tpanyu ¥ 1o 2 uaH $
TAKHX MA4CK NOMCILAKT B NAYKY KaPTOHHYIO
BMECTC ¢ MHCTPY KIHET 1O MPUMEHCHHIO,

Complies / CooteeTeTRYET

Labeling / Mapkuposka

The primary packagin het) showld be
labeled in Russian_with; trade name of the
product with precaution ®; «Saccharomyces
boulardiiv, pharmaceutical form; posology;
composition (name and content of aclive
subslance  and  excipients  per  sachet);
prescription status; storage conditions; «Keep
out of the reach of childrenn, «Rout of
udministration and strength: see instructions for
usen; name, country and legal address of the
manufacturer  (and  marketing  authorization
holder); address of manufacture; batch No,;
expiry dale,

Additionatly, specify in sachet: logo of the
manufacturer (and MA holder).

It is possible 1o apply variable technical codes
for a package or product.

The carton box fsecondary packaging) should be

weign with: trade name of the
product with precaution ®; «Saccharomyces
botdardiin, composition (name and content of
active substance and excipienls per sachet);
pharmaceutical form; posology; number of
sachets per package; storage conditions; «Keep
out of the reach of childrenn, rout of
administration: «sce instruction for use», «Rout
of administration and posology: see instructions
for usew; prescription status; name, couniry and
legal eddress of the manufacturer (and
marketing authorization holder); address of
manufacture; batch No.; manufacturing date,
expiry date, bar code; marketing authorization
number,

Additionally, specify in carton bax: logo of the
manufacturer (and MA holder),

It is possible 10 apply variable technical codes
for a package or product,

On secondary packaging No, 20, an area is
indicated the pince where the packaging shoukd
be opened (packaging integrity system)./

fa HEDGIYH 1 HEKOERE H[M’E"illl\‘f,! Ha
Qi‘g'[‘&ﬂ_lr HIbINE Yadisigaon).

TOPIUBUC HEMMEHOBONIKE mpenapara ©
npeaynpeanTentHoi MAPKHPOBKOH ®,
wSaccharomyces  boulardiin, nexapeiseunyio
dopMy, a03wpoRky, cocTas (€ YkmuanHeM
HAHMECHORAIHA " KOTTHHeCTRENNOTD
COJRPIKAHIA JwHeTRY U1 0 "

Coinplies / Cootneternyer




BCMOMOTATE/LHBIX BEWLECTB B OAHOM MAKETHKE),
YCTOBMHY  OTOYCKA,  YONOBHMA  XPAHCHHMS,
«XpannTL & HEAOCTYNHOM AnA feTel MecTen,
«Cniocof  npuvencHus i O3MPOBKu: oM,
HHCTPYKIHIO no TPHMEHEHHIOY,
HAHMENOUaNME, CTPAITY H IOpHAHdeckui agpec
npouskotuTens (u Jepmarenn PY), anpec
MPOU3ROICTRA, HOMED CEPHH, CPOK FOLHOCTH,
diﬂl{)ﬁ'.‘ﬁuh!(‘;’?bﬁo Ha o gamuniie YRAThIEAIONT,
NOFOTHI NPOMIBONATENR (M Aepkatens PY),
Buosmomwa HangceHie NpeMEHIBIX
TEXHHYECKHMX K008 YHAKORKH HIH ﬂpO.-J,yKTd.
gaune xapmowson 3 sepwwefl epanul wa
DYVCCROM SIBIKE YRAIbIRAIINT:

Topromoe  HauMekosaNHE  npeuapaTa <
npemynpennrensHoi MAPKHPORKD i B,
wSaccharamyces  boulardily, coctan (¢
YKAJaHHEM HAIHMCHOBAHHA H KONMHYECTHEHHOTO

Complies / Coorsetctayer

COAEPRAHUR aehcTBY0WErY H
BCNOMOIdTC/ALHEIX BELUECTR B OTHOM NiKe IHKe),
NCKAPETBEHHYIO thopuy, NOIHPOBKY,

KOMMYECTRO TIAKETHKOB B YNUKORKE, YCAOBHA
Xpasesun, « XpalnTs B HEAOCTYIHOM A8 AeTel
Mecten,  cnocoG  npumeneHns,  «Cnocol
NPHMEHENHA K SOIHPOHKA; CM, HHCTPYKIHIO N0
TIPHMEHE HHHON YEORUA OTy CKa,
HAMMEHOBAHME, CTPAHY W I0PHILIHECKHH anpec
nporanoaurens (1 pepwarens PY), aapec
MPOHIROACTRE, HOMEp CepuH, nary
HPOWIBOACTEA, CPOK T'OLHOCTH, WITPHX-KOR,
HOMEP PErHCTPALMOHHONO YAOCTOBSPSHHA;
JlononsUTeNRHO HA  ABTUHMUE  yKAILIBAIOT!
NOTOTHI NPOMIROAHTERR (# Acpxaress PY).
Bosmomuso HAHECEHHE MEPEMEHHBIX
TENIHYECKMY KOO8 YIIAKOBKHE KN NPOAYKTA.
JononuntenbHo  MOTYT  OMTE  HaHecouwl
CPEACTBA HACHTH(HKALHH.

Ha sropurinofl ynakobke (nauke kapronnol) Ne
20 myukrTHpHOR AMHKEH oboiHauena o6racTh,
YKAIBIBAIOWAN HA MESTO BCKPHITHA YNAKORKH
(CHETE M HEpYIIHMOCTH Y IAKOBKH).

Shelf-life / Cpox roanocrn 3 years/ 3 roan Complies / CooTpeTernyeT

Xpauenire / Storage conditions: [lpu Temneparype ot 15 20 25 °C/ at temperature 1525 °C

This baith of Product has been manufactired and tested in compliance with cGMP requirements and with the specifications of the ND J1IT-
000622-D50319 var, |

Hanuas fepus Npoaykra nporiseacna u MPOLIE HCTILITAKWA B COOTRETCTRMM ¢ TpebonannamMHt cGMP o crneumdmkatamn HJL JTT-000622-
050319 fram. 1.

Conclus|on: Releuse date: 20.05.2020

Jakmougiue: Hata prnyesa: 20,05.2020 Qualix‘);'c:_{;mm
Gilles Renau
G'rmgiwunui‘i- A x

.| .. d Pharmacist




