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BHCHOBOK
Npo SKicTh BBE3ICHOre B Yipainy nika PELROTO 3ac00y

28.03.2024 Mo 16658/24/26

HOPMAI'YT
{naiisenysanns SHRAPCHKOro 3ac00y TR0 3 peesTpaiifmm HOCBLAMCH )
xanreyan, no 10 xaweyn y Guicrepi; o 1 Guticrepy B Kaprouuii viaropi
{thopma minycuy.‘ AQBYBANHS, BUI 1KY BAHHS AIKAPCLKOTG sacoly)

Homep peccrpauiitnore nocsinuenns UA/9221/01/01 CTPOK fif peectpaniitnoro mocinenns HeoGMeRe Ul

Cepla nikapebkoro sacofy Ne 411120 Kinbkiors soesenioro nikapenkoro sacoty 20000
BupoGunk Apaeitdapy I'moX, Hiveuuwma

(nadivenynarms nupoBuska aikapeskoro 38000y, KPATIRL HOXOMEC I

Bueseno s Vipainy Toapucrso 3 obmexenoto Binnosigassuicrio "Mera Jaiidgeaiiencis”,
izenr. xon: 39405050
{nadenypanns ta koa 3a €JPIIQY TOPHIIHOT ocold alo npismie, iM'y, no SarLros; hiznunof
ocolu - isupuemus, 1 Micue npokusanns 1a pecctpauifinmi worep oSaixonot kapri 1wt
nogarkis 460 cepisn 1 HoMep nacnopta)

Hpororoa sisyasnnore kowrpomo six 28.03.2024 Ne 948/1,

3a pesysnrartamMi ACPIRABHOrO KOHTPOJK)  BCTAHOBICHO, 100 gixaperkudt  aaci6  sseseno Vipainy 1

AROTPHEMAHHAM nunor JAROHOAABCTRE oo sabesnevenus gxacy ni 1«1;&4)9.51: X 3ac0018.
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- Apneiidapy I'mb X, o
anpeca: Jloepdemnerpaunue 20, 58313 Xepuex, Iisniwnuit Peiiy — Beergasnin, Histewwana

Cep*md[)ixczw sIROCTE / CERTIFICATE OF QUALITY

Upenapam: Hopaaeym, xancyny Nel() (10x1) —no 10 kancya ¢ baicmepi, nol Oaicmepi ¢ kapmonnii
YRAKOGYT © MAPDKYVEAHN A YRPATHCHKO10 Mmoaor0. /

Product: Normagut capsuies # 10 (10x1) - 10 capsules in blister, 1 blister in c: rdboard box with labeling
in Ukrainian. | N
Kooena kancyna sicmumn: 250 yr miodinizoanmx cyxux ApLKAiB Saccharomyces Bowlardii
{CHHOHIM: Saccharomyces cerevisiae HANSEN CBS 5926) 3 minimymom 1019 KITTHH/T, 1o

Brmouae: 221,25 yr apimspkis i 28,75 Mr naxrosu MOHOr1ApaTy. /

Each capsule contains: 250 mg of frecze-dried veasts of Saccharomyces Boulardii (synonymious:
Saccharomyces cerevisiae IANSEN CBS 5926) with a minimum of 10" cells / g, including: 221.25 moe
of veasts and 28.75 mg of lactose monohydrate.

Peecrpauiitie nocsinuems /RC of medicine: NeUA/9221/01/01

No cepii/ Batch No: 411120 f

Kinbkicets npenapary s cepli (ynakoskw) / Bateh size {packs): 20,000

Hara surorosnesus/ Mfg:: 01/2024 »

Tepmin npugatnocti/ Exp: 12/2025

No sinensii/ License No: DE_NW_01 MIA_2021 0004

Ne GMP-PIC/S ceprudirara /GMP-PIC/S certificate No: DE_NW_01_GMP-2020 0019

HOKAZHHUKH BHMOTH / PE3YJILTAT/
AKOCTI/ SPECIFICATION REQUIREMENTS (2) RESULT (3)
QUALITY ITEMS (1) ,
L.Onue / Description Butaruyri, Gmuckyu, HETIPO3OPI, TREPI Biznosiaae
KEHATHHOBI KAIICYJIN 31 CBITHO-3e eI / Complies

KOPITYCOM 1 JKOBTOK) KPHITICUKOFO,

Kancymm micrsrs rpanyisosasmit HOPOIOK
JKOBTO-CIPOTO KONBOPY 3 XAPAKTSPHIM
sanaxom / Prolong, shiny, opaque, hard
gelatin capsules with light green body and
yellow cap.

The capsules contain granular powder of
yellow-gray color with a characteristic odor

2. Cepennst maca vaneyau/ | 362 mr/mg + 10 % 369 mrimg
Average capsule weight :

3. Bara smicry 285 Mmr/mg + 10 % 291 mrimg
xaneymu / Mass of capsule

filling : _ n
4. Bigxnrenus six cepeannol | g 2 kancys i3 20 gonycracrses -2.5% +2.2%
macn gkaneyst / Uniformity of | sizptnens Gisme 10 %, ane Hi o

mass Kancysia He MOBMHHA MATH BIIXHICHES B

mact Gipie 20 % /

max. n=2 units outside weight + 10%

None unit outside average wei ght + 20%

5. Yae posnany / ge Olnbiue 30 xB. 7 max 30 minutes 5-8 .
Disintegration xB. /minutes




HOKASHUKH
AKOCTY/
QUALITY ITEMS (1

BHMOTH /
SPECIFICATION REQUIREMENT S2)

PEZVILTAT/
RESULT (3)

6. Lnenrradiranis /
Identification

- Tarany pioxeny /
Titanium dioxide

= ROBTHIR 0xeu 3aaizy /
Iron oxide yellow

- Jepodiin-Cu koMmexc /
Chlorophylliine-Cop per

ARTHBHIH KOMIIoHenT /
active component

- Marpockonia / macroscopy

~ MiKpocKonis / microscopy

- Bioximiuna APIID 32 C
cuerema / biochemical APY
1D 32 C system

- xposmarap-Candida /
Chromagar-Candida

- sopaMmpenino-
akrugion-arap /
Chloramphenicol-Actidione-
agar

Konsoposa peaxiis na tiran. /
Color reaction for Titanium dioxide

Konnoposa peakuis na saniszo. /
Color reaction for Iron

Y®/ug-cniextp s nopisusuni 3i CHEKTPOM
cragapra. / UV/VIS-spectra conforms with
reference spectrum

Spxorupaeni giniini komouii TR
hopm, MonoToHui, Binysaro-Gexeni,
Atamerpon 1-3 mm. / Clearly lined colonies
of smooth forms, monotone, whitish-beige,
with a diameter of 1-3 mm.

i mikpockorom CIOCTEPITAIOTHCH
OMHOPIAHI, KPYIJI, TPOROBIYBaTL, rOTOBHAM
HHHOM OBaibHi kniTHam (2-10 M),
HACTKOBO 3 BLAPpoCTKamu. Hiski i
MIKPOOPIaHIZMH He NOBHEMI criocTepirarucs
/ Uuniform microscopic image with round to
elongated primary oval yeast cells (2-10
sm). partly with scion buds. Other
microorganisms must not be visible.

B cneremi APLID 32 C S. Cerevisine
HANSEN CBS 5926 nai0Ts tosurunm
acHMITAIITEL peaknil 3 peuosunanmmy:
FIHOKO3a, caxaposa, padinosa, MaisTosa,
/ Cerevisiae HANSEN CBS 5926 in the
system APTID 32 C S. show positive
assimilation reaction with substances:
glucose, sucrose, raffinose and maltose.

Pict B dopmi nyprypuux xomnouitt / Growth
in form of purple colonies

Ha wamkax 3 x:10pamMgeniko1-aktiiion-
arapom konomii S. cerevisiae He nosuHni
pocti. / 8. cerevisiae colonies should not
grow at chloramphenicol-Actidione agar
plates

Buniosinae/
Complies

Bimroninae/
Complies

Bianosigae/
Complies

Bianosinae/
Complies

Bianosixae/
Complics

Bimoninae/
Complies

Bianosinae/
Complies

Binnopinae/
Complies

Ardeyphars Gl Fharsierestizehe Fabrik, Locefldsteate 20, 58217% Hard




NOKAZHUKYH BUMOry / PEIVILTAT/

SKOCTI/ SPECIFICATION REQUIREMENTS (Z) RESULT (3)
QUALITY ITEMS ()
7. Baicr 250 Mr cyxux Apbﬁfﬁ%ﬁ%%éharon;%g% 68X T KYO 5 ]
Sz:ccfzamnqycc:s‘ cerevisiqe / cerevisiae 3 we memme 1010 KATHE/T, 110 Kancysi/ CFU in

Contents of Sqccy arompces

BIJIIOBI ac 2,5x1 O"’Kﬂi"{'mj/Kezu':{cyu'ty /250 mg capsule
cerevisige

of dry yeasts of Sacch aromyces cerevisiae
with at Ieast 1010 cells/g, complies (0 2.5 x
10 cells / capsule S
B nipenapari AOTYCKAETLCH ToNepan- X 10
JKOBYT TPAMHEraT sy Oaxrepiit < |7
KYO s 1r/Bile tolerant negative bacteria
may be < 10° CFU in g of product

W"‘“‘.“’“W"“‘“‘"“‘”“"’“
8. Mikpo6ionoriama qHCTOTA
/ Microbiological purity

S0 <TERYD
> 10 < 107 CFY

ing

Bineyraicts Salmonella s 10 v i penapary /

Bigeyrnin 10 1/
Absence of Sulmoneliy in 10 g of product

Absentin 10 g
Bincyrricrs, Escherichia colip | ¢

Openapary / Absence of Escherichia coli in
I g of product

Bincyruip 11/
Absentin | g

&

Bigeyruicrs Staphylococeus aurens » Ir
npenapary /Absence of Staphylococeus
aureus in 1 o of product

Aarta sakiwaenyg UDOBEXCTnst awanizin ta gy ceprudicara /
Analysis is done and Certificate is issued on: 28,02.2024

Bineyrnip | v/
Absentin I g

!
|

Lam g SATBLEP/URYI0, 0 npHBeena bume indopmanin seamerney AOCTOBIPHOIO | ToyHo, o
cepito  npoxywnif 0yJ10 BHrOTOBIeHO {BRI09a109Y YHAROBRY | maprybanum) j HPOBERCHO
ROHTPOIL 1T sikocri ua BHinesraxamiit pinsuni Y Biznosiagocri 3 cnenmgicanicio, mo micrirpes
B peectpaniiinomy socke pa penapar ags pocnimkysanoro MRAPCBKOro sacooy. Hporowkomn
BUDOCHALTBA, YakoBKy § anaaizis Gym postaaByTi Ta Yeranosseno Bianosiamicrs GMP,

/ By this I certify, that the mentioned above information is reliable and correct, This batch of product
has been manufactured (including packaging and labeling) and quality control of it is done on the
above mentioned sjte in accordance with the specification from the registration dossier of the
investigated drug. Protocols of manufacture, packaging and analyzes were reviewed and the GMP
compliance has heen established,

) %K"&"Gp I Xosnsxamr
Head of Quality Control and Qualified Person — Dr. . 1 olzkamp

Hrperrop 3 ROHTPOIO sIROCTI Ta YIoBHOBAKena ocoba -~ J,




