AEPIKABHA CJIYIKBA 3 JHKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

ByA. bepesnskiscoka, 29, Kuis, 02098, ren. (044) 295-26-85 ren, (044) 295.26-87
E-mail; dis.kyiv@dls.gov.ua, Koa CHAPIIOY 37079055

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpainy Jikapcbkoro sacoly

06.06.2023 Ne 27756/23/26

HOPMAI'VT

{naliMeny ot AKapeLkore 3acody 4inmo 3 PEECTPAUHININ HOCHIMeHIRY )
Kancy, no 10 kancya y 6uticrepi; wo 1 6aicrepy B KapTouHiii vilakosh

i

{opvia BUAYEKY, A03YBARHS, B BAKYBRHNE HKRAPCLKOTO 3ac0by )

Homep peectpanifinoro nocsimuenns UA/9221/01/01 crpox ait peecTpauitnoro noesianennn Heolyenennit

Cepia nikapeskoro sacoby M 321080 KiaskicTs Bre3enoro aixapenkoro sacoby 30000
Bupobuux Appeiidapm I'm6X, Himeuuuna

(rafistenyravys supdupra rapeucoro meody, KPHHHE BONOGRUHI

Baeseno B Yrpaiuy Tosapucrpo 3 obmexenoio pianosinaasnicTio "Mera Jaitdeatienciz"”,
inewr. ko 39405050

(nadisenybams Ta ko 32 CAPTIOY wpuansnol ocobu abo npizguoe. ivs. 1o Garssos disusnor

oeoln - phanpuoviig, 11 MiGue sposssanms ta peecrpanifuuiiuomep obalrosol Kipren nantika
noctrsin alo cepis ta novep nacoopta)

Hporoxon syansnoro kourpomo six 06.06.2023 N 1588/1.

3a  pesynbTataMil  ACPHKABHOIO  KOHTPOMO BCTAHOBACHO, 10 sikapenkuil 3acif  meeseno n Vepainy 3

BOTPpHMAHIIAN JAKOHOAARCTRA 1oA0 RalesnedeHun AROCT! Jigapeskuy 3acobis,

Hauan Mukosa XOAOAEHKO

{1 COHTPOMNG) {rianugh RETERITE F 1 SETIRTIRG)




Apaeiidapm I'm6X
aapeca: Joepdenacrpamure 20, 58313 Xepaex, Hipmiuuuii Peitn — Beerdanin, Hiveuwanns

Ceprudikar saxoeri / CERTIFICATE OF QUALITY

Hpenapam: Hopmazym, xancyru Nel0 (10x1 ) —no 10 xancyn ¢ 6uicmepi, nol 6ricmepi ¢ KUpMOnHiti
YHAKOBYL C MAPKYBAHHAM YKPATHCLKOI MOBOI. /

Product: Normagut capsules # 10 (10x1) - 10 capsules in blister, 1 blister in cardboard box with labeling
in Ukrainian.

Kooena xancyna micmums: 250 mr niodinizosanux CYXHX ApixaiB Saccharomyces Boulardii

(cunonim: Saccharomyces cerevisiae HANSEN CBS 5926) 3 mirimymom 10 knitus/r, mo

BEIEOUae: 221,25 Mr apikkis i 28,75 Mr 1aKTosu MOHOTiApaTy. /

Each capsule contains: 250 mg of freeze-dried yeasts of Saccharomyces Boulardii (synonymous:
Saccharomyces cerevisiae HANSEN CBS 5926) with a minimum of 10! cells / g, including: 221.25 mg
of yeasts and 28.75 mg of lactose monohydrate.

Peectpauiiine nocsinuenns /RC of medicine: NeUA/9221/01/01

Ne cepii/ Batch No: 321080

Kinbkicts npenapary B cepii (ynakoskn) / Batch size (packs): 30,000

Hara purotoBnenss/ Mfg:: 03/2023

Tepmin npunatrocti/ Exp:: 02/2025

No minensii/ License No: DE_NW_01 _MIA 2021 0004

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

HOKA3ZHHKH BHUMOTH / PE3VJbLTAT/
AKOCTI/ SPECIFICATION REQUIREMENTS (2) RESULT (3)
QUALITY ITEMS (1)
1.0Onne / Description Burarnyti, 6muckydi, wenposopi, teepl Binnosijae
JKENATUHOBI KarCyJIH 31 CBITIO-3€IeHHM / Complies

KOPIIYCOM 1 JKOBTOIO KPHILIEHKOO.

Kancynu MicTaTh rpasyisoBanuii nopomox
KOBTO-CIPOTO KONBOPY 3 XapaKTepHUM
sanaxom / Prolong, shiny, opaque, hard
gelatin capsules with light green body and
yellow cap. ;
The capsules contain granular powder of
vellow-gray color with a characteristic odor

2. Cepenns maca kaneyman / | 362 ur/mg + 10 % 366 Mr/mg
Average capsule weight

3. Bara Bmicty 285 mr/mg + 10 % 286 mr/mg
xancyau / Mass of capsule

filling

4. Binxnaenns pin cepeansoi | [ 2 xancyn i3 20 nonyckaetses -1.5% +1.4%
macu kaneyn / Uniformity of | Bigxunenns 6inpme 10 %, ane Hi oaHa

mass Karcysia He IOBMHHA MATH BiAXHICHHS B

maci 6itsine 20 % /

max. n=2 units outside weight + 10%

None unit outside average weight + 20%

5. Yac posmany / He 6imsie 30 xB. / max 30 minutes . B
Disintegration XB. /minutes




NOKAZHUKH

AROCTT BUMOI'H / PE3VIBTAT/
| ; A x SPECIFICATION REQUIREMENTS (2) RESULT (3
QUALITY ITEMS (1) ( 3)
6. Inenrudixauin /
Identification
- Turany pioxcun / Koneoposa peakitis na tutan. / Bigmosiznae/
Titanium dioxide Color reaction for Titanium dioxide Complies
- WOBTHH OKCHJI 3a1i3a / Konnoposa peaxiiis na 3anizo. / Binmosinae/
Iron oxide yellow Color reaction for Iron Complies
- Xiopoginin-Cu komnaexe / | YO/Buj-criekTp B nopiBHsHHI 3i cuekTpoM | Bigmosinae/
Chlorophylline-Copper craunapra. / UV/VIS-spectra conforms with | Complies
reference spectrum
AKTUBHUI KoMaoHeHT /
active component
- Makpockonis / macroscopy | Spxosupaeni niniitni koxomil ramKHx Bignosinae/
(opm, monoToHHI, GinysaTo-Gexes, Complies
miamerpom 1-3 mm. / Clearly lined colonies
of smooth forms, monotone, whitish-beige,
with a diameter of 1-3 mm.
- mikpockonis / microscopy | Ilig Mikpockomnom CHOCTEPITaOTHCH Bianosinae/
ORHOPI/HI, Kpyrii, mponosrysari, ronossum | Complies
YHHOM OBallbHI KTy (2-10 Mrm),
9aCTKOBO 3 BigpocTkamu. Hiski tmmi
MIKPOOPraHi3sMy He HOBHHHI CIIOCTepiraTHes
/ Uuniform microscopic image with round to
elongated primary oval yeast cells (2-10
umy), partly with scion buds. Other
microorganisms must not be visible.
- Gioximiuna APIID 32 C B cucremi AP ID 32 C S. Cerevisiae Bizmosizae/
cuerema / biochemical API HANSEN CBS 5926 narote nosutusHi Complies
ID 32 C system ACHMUIAIIAHI peaknii 3 peuoBHHAMMU:
: TIIOK034, caxaposa, padinosa, MaisTo3a.
/ Cerevisiae HANSEN CBS 5926 in the
system API1ID 32 C 8. show positive
assimilation reaction with substances:
glucose, sucrose, raffinose and maltose.
- xpomarap-Candida / Pm;: B v(b(}f};m H;%/pﬂy;;}ﬂg}f KonoHil / Growth gxfgiggyﬁ
Chromagar-Candida in form of purple colonies omp
. A aM(eHIKOI-aKTHIIOH- Bimnosigae/
- Xaopauerixos- e ey e i R ¥
aKTHion-arap / arapom Kosiosii S. ce FHE ~omplies

Chloramphenicol-Actidione-
agar

poctH. / 8. cerevisiae colonies should not
grow at chloramphenicol-Actidione agar
plates




PE3YJILTAT/

cerevisige

Saccharomyces cerevisiae |/
Contents of Saccharomyces

cerevisiae 3 ne Merie 10 xniTuw/r, mo
Bixmosinae 2,5x1 i'f}gi(ﬁi"rm-ifﬁamy}zy /250 mg
of dry yeasts of Saccharomyces cerevisiae
with at least 10' cells/g, complies to 2.5 x
10° cells / capsule

HOKAZHUKH BHMOTH /
AKOCTI/ SPECIFICATION REQUIREMENTS (2) RESULT (3)
QUALITY ITEMS (1
7. Bmicr 250 mr cyxmx npixmkis Saccharomyces 33x10°KVYO s

kancyni/ CFU in
capsule

/ Microbiological purity

8. Mikpo6iosoriuna wncrora

B npenapari foryckaerbes TonepanTHIX 10
JKOBY1 TpaMHeraTuBHux Gaxtepiit < 102
KYO 8 1 r /Bile tolerant negative bacteria
may be < 10° CFU in g of product

Bincyrunicts Salmonella 8 10 r npenapary /
Absence of Salmonella in 10 g of product

BigcyrHicts Escherichia colip 1 v
npenapary / Absence of Escherichia coli in
1 g of product

Bincyrnicts Staphylococcus aureus B 1 r
npenapary /Absence of Staphylococcus
aureus in 1 g of product

>10<10°KYO B
¥ :’!
> 10 < 10*CFU in

Bincyruis 101/
Absentin 10 g

Bigcyrain 1 r/
Absentinl g

Biacyruis 1 o/
Absentin 1 g

Hara saxinvenns npopenenns anaxizis Ta BuAAYi ceprudikara /
Analysis is done and Certificate is issued on: 12.05.2023

Hum s 3arBepuKkyIo, 0 HpHBeieHA BHINE indopmanis spaserben Jocrosipnoro i Tounow. o
cepito npoayknii 6y/i0 BUrOTOBJIEHO (BKIIOYAIOYH YHAKOBKY i MapkyBaHHs) i nposexeHo
KOHTPOJIL I IK0CTi Ha BHme3razaniil xiasuni y BianosinnocTi 31 cneunpikanicio, mo micrarhes
B peccTpamiiiHoMy J0che Ha NPenapar Aus A0CTIIKYBAHOrO Jikapepkore 3acoby. Iporoxonm
BHPOOHHITBA, YHAKOBKH i anajizis 6yan posrasmyTi ta yerapopaeno sinnosinnicrs 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 site 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 been established.

JupexTop 3 KOHTPO/II0 AKOCTI TA YIOBHOBAKeHA 0c00a — Hoxrop I, Xoanskamu
Head of Quality Control and Qualified Person — Dr, G. Holzkamp

GMBH

Pharmazeutische Fabrik
Losrteidetr. 20, Yol 023%0/07 7677

68313 Herdecke

Ardeypharm GmbH Pharmazeutische Fabrik, Loerfeldstrafe 2¢

Bank

4303 97767
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