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BATCH QUALITY CERTIFICATE FOR DIETARY SUPPLEMENT/
CEPTHU®IKAT SIKOCTI CEPIT AIETUYHOI JOBABKH

4

Name of product: Dietary supplement Colenzak™ /
Hasea npogyxay: Mietuuna noGasxa Kononzax™

‘ Desage form: capsules gastro resistant with a weight of contents weight 457 mg /
Dopua BHITyCKy: Karcynmy KHILKOBOPO3THHHI 3 Macoo BMiCTY 457 Mr.,

Package Size and Type: 15 capsules in blister;

2 blisters in carton box/

Posmip ta Tun yraxoskm : 15 Katcy. y 6micrepi ; mo 2 GnicTepH y KapTOHHIl mauni

Name, Address of Manufacturer / Haitmen

36030 MONTE DI MALO v,
Delaware, 19810, CIIA,

Not a medicinal product / He ¢ TIKApCHKUM 3ac060M

Manufacturing date / Jara BHpOOHHUITRA: 01/2024
Expiry date / Tepmin npugarsocti: 01/2027

YBAHHS Ta MiCUE3HAX0DKEHHS BUpoBHUia; SALIX SRL, Viale del Lavoro, 14 —
Irania na samornenus Pharmunion LLC, 3524 Silverside Road, Suite 35B, Wilmington,

Batch number / Cepis: M§52
Batch size (packs) / Posmip cepii (ym.): 19983

I
PARAMETER/ IAPAMETPU

SPECIFICATION/
CIIEIIDIKALILS

RESULTS/
PE3YJILTATH

METHOD/
METO[

Organoleptic characteristics / Cp

rAaHONEIITHY H] XAPaKTEPHCTHKH

Appearance and colour of
capsules/ Omec ta xomip KancyJn

Trasparent, “0” size
capsules containing a
white with a light beige
component
hemogencous and fine
powder/

Ipozopi, posmipom "0"
KancyJ, 1o MiCTATE
Bimuit ;omnopinnmii
ApiSHOAHCTIEpCHIH
NOPOUICK 31 cBiTHO-
OexeBHMH
BKPaIIEHHAMH,

Complies / Binnosinae

Odour and taste / 3anax ta
cMaK

Typical / Xapaxrepuui

Visual examination
Bisyanouuit orymn

Complies / Bignorinae

Organoleptic evaluation/
Opranonenruyse susuauenny

Physical-chemical characteristics/ ®isuxo-ximigmi XapakTep

HCTHKH

Capsule range weight / Bara
OftHiET Kancyam

550 mg + 5%/
S50 Mr £ 5%/

553 mg / mr

Technical seale / Texuiuna
[LKana

Loss on drying / Brpara nipu
BHCHXaHHi

=5%

1,41%

Internal method /
Buyrpimnii meron

Microbiological quality/ Mixpo6

{oriusnil Kowrpons

Total yeast / mould count
(TYMC) / Zaramna kimskicrs
THT{CEHRBHX Ta JIPINDKOBHX

| rpubin (TYMC)

<10’ CFU/g / KYO/r
He 6tneme 102 KYO/r

<10 CFU/g / KYO/r

Plate count method EU
PHARMA, 20612 /Jamkosuit
MeToa

|
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2 . Plate count method- BIQ
Total coliform bacteria / <10 CFU/g / <10 CFU/g / KYO/r 12/19 -12/06, BIO 12/20 -
3aranbHa KiTRKICTE MaTHYOK Memmre uisx 10 KYO/ir 12/06 / Sanmossi merox
Plate count method- 1SQ
Enterobacteriaceae / <102CFU/g/KYO/r <10 CFU/g / KYO/r 21528-2/EC1/ Yoncosugi
EnTepoGakTepii He 6inbwe 102 KYO/r serain
s _ Plate count method -
Coagulase-positive staphylococei / <10 CFU/g/ <10 CFU/g / KYO/r- UNI EN ISO 6888-1 :2021 /
Koarynazonosurssni cTainoxoxn Menure mix 10 KYO/Ir L —— i
Absent/25 g/ Plate count method -
Salmonella / Canemonenna bsen g Complies / Bianosigae EU PHARMA 20631/
Biacyrniers/ 25 r Yamsomui veton

I hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging
/ labeling and quality control at the above mentioned site (s) in full compliance with the GMP requirements of the local Regulatory
Authority and with compliance the Produet Specifications /

Hust miprsepmxyro, wo srmesasyauena inopManix e AOCTOBIPHOK i Tounomw. [ana cepla Bupobnens, BEMIOYAROYM
MaKYBAHHA/MapKyBaHHA Ta KOHTPOJE AKOCTI, HA BHUIE3ASHAYEHIH MimbHuIl i Y noBHilt pigmosignocTi 3 Bumoramm GMP
JMoKaNEHEX KouTpomorodmx Oprauis, a Takowx ¥ BijumosigrocTi 31 CHCIHGBIKANIAMI TIPOAYKTY.

Name and position /title of person authorizing Mrs Gaia Xompero, AQ, on Signature/ Ilinnme:
the batch release: / piseime T2 mocana ocobu,  behalf of Mrs Martina Scaglianti,
TI0 BHAANA JO3BIN Ha BHITYCK cepit: DT SALIX SRL
Vi e

i4

Date of signature / Hara ninnucy: 26/01/2024

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail. / v
Ppazi Oy Ak~ pozBixuocTeii afio CYMHIBIB Misk BEpCisMH AHFTHCEKOK0 T2 YKPAIHCEKOKO MORAMH ITepeBaKHy CHITY Ma€ BepCist aHITIHCEKOKS MOBOF,




BATCH QUALITY CERTIFICATE FOR DIETARY SUPPLEMENT/
CEPTHU®IKAT SKOCTI CEPII IIETUYHOI JOBABKH

Name of product: Dietary supplement Colonzak™ /
Haspa npoayxry: Hdietnuna no6aska Kononszax™

Dosage form: capsules gastro resistant with a weight of contents weight 457 mg /
Dopma BUITYCKy: KalCyii KHUIKOBOPO3UHHHI 3 MAcolo BMicty 457 wr.

Package Size and Type: 15 capsules in blister; 2 blisters in carton box/
Posmip ta Tn ynaxosku : 15 xancyn y 6mictepi ; no 2 Gnicrepn y KapTOHHIN mayui

Name, Address of Manufacturer / HaiimenyBanns ta MicuesHaxomkes s supobuunka: SALIX SRL, Viale del Lavoro, 14 —
36030 MONTE DI MALO (VI), ITanis Ha 3amossenns Pharmunion LLC, 3524 Silverside Road, Suite 35B, Wilmington,

Delaware, 19810, CLLIA.

Not a medicinal product / He ¢ ni

KapchkuM 3aco60M

Manufacturing date / [lata BupoGuuursa: 06/2024

Batch number / Cepis: N604

Expiry date / Tepmin npunartocri: 06/2027 Batch size (packs) / Poamip cepii (yn.): 19564
SPECIFICATION/ RESULTS/ METHOD/
PARAMETER/ TTAPAMETPH CIELIDIKALILS PE3VJIbTATH METOJ

Organoleptic characteristics / O

pr‘aHonenTuqu XapaKTEePUCTHKH

Appearance and colour of
capsules/ Omc Ta koaip xancyn

Trasparent, “0” size
capsules containing a
white with a light beige
component
homogeneous and fine
powder/

ITpo3opi, posmipom "0"
KarncyJiu, 1o MicTsaTh
Ginuif ,onHopiauuii ,
apibHoancrepcHuit
TNIOPOILIOK 3i CBiT/O-
OexeBumu
BKPArjICHHSIMH.

Complies / Binnosigae

Visual examination
Bisyansuuii orsisig

Odour and taste / 3anax ta
cMak

Typical / Xapaxrepnuit

Complies / Bignosigac

Organoleptic evaluation/
Opranosientyuyne BU3HAUECHHS

Physical-chemical characteristics/ ®isixo-ximiuni xapakrep

HUCTHKH

IUTICEHEBHX Ta APDKIKOBUX
rpubis (TYMC)

He 6Ginbe 102 KYO/r

Capsule range weight / Bara 550 mg + 5%/ Technical scale / Texniuna
o 553 mg / mr
OJiHI€T Karcy i 550 Mr =+ 5%/ Kaja
Loss on d.rying / Brpara npu <5 327% Interr!al l:flvethod /
BHCHXaHHI 597 Buytpilnii Mmetog
Microbiological quality/ MixpoGioriuuuit konTpoI,
Total yeast / mould count
S Plate count method EU
2
(TYMC) / 3arankra kinbkicts < 10°CFU/g/ KYO/r <10 CFU/g / KYO/r PHARMA 20612 /Yawkosuii

METO

/?K (el )
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Plate count method- BIO

Total coliform bacteria / =10-CFUIE/ <10 CFU/g / KYOIr 12/19 -12/06, BIO 12/20 -
3arajibHa KiJIbKiCTh NaTHYOK Menwe uix 10 KYO/r L I —
Plate count method- ISO
; 7)
Errerobaoteniateaca) < 10*CRU/g / KYOIr <10 CFU/g / KYOJr 21528-2/EC1/ Uaukobui
EnrepobaxTepil He 6inbue 102 KYO/r METOR
Plate count method -
Coagulase-positive staphylococci / <10 CFU/g/ ]
Koarynazono3utysii cradifiokoky Menme nix 10 KYO/r <10 CRUlg /Ky OFr o ?{I:Liigaggsr\fe-rloﬁou /
Plate count method -
Salmonella / Canbmouena Absent/25 g/ Complies / Bignosinae EU PHARMA 20631/

BigcytHicts/ 25 1 i
ACy YatuxoBUid METOL

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging
/ labeling and quality control at the above mentioned site (s) in full compliance with the GMP requirements of the local Regulatory

Authority and with compliance the Product Specifications /

Llum miaTBEpMXKYHO, WO BHULIE3a3HAYEHA indopmatis € gocroiproo i TouHOM. [lana cepis BUpOGJIeHa, BKIIOUAIOYH
naKyBaHHA/MapKyBaHHs Ta KOHTPOJb AKOCTi, Ha BHUle3a3HAueHil AinbHuLi i y noBHii Binosianocti 3 BuMoramu GMP
nokaisHux Konrpomoiouux Opranis, a Takox y pinnosizHocti 3i cnenudikauismu NpoayKTy.

Name and position /title of person authorizing Mrs Alice Rossi, AQ, on behalfof  Signature / [ianuc:
the batch release: / Ipizsuile Ta nocaga 0cobu, Mrs Martina Scaglianti, DT
110 BHIAa 103Bi HA BUITYCK cepil:

Date of signature / lara mianucy: 28/06/2024

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail. /Y
pasi By, b-s1kix posBiiHOCTEH 60 CyMHiBIB MK BEpCisiMH aHITIHCHKOIO Ta YKPAIHCHKOIO MOBAMH NEPEBAKITY CHILY Mac Bepcist aHMMACLKOI0 MOBOIO.
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