“MASTER PHARM SAC

ZAP/SOP/MP/02/01 ENG wyd.01 z dn. 26.06. 2023

CEPTU®IKAT AHANISIB

HOMEP CEPTU®DIKATY AHAIIZIB

A-004/UNIPHARM/24

NPOQYKT HOMEP CEPII TEPMIH NMPUOATHOCTI
HOHITAMMA® kancynu Ne20
(10x2) B GnicTepax 131223 12.2026.

376/PL/23; AR-23-E8-130504-01; AR-23-E8-130505-
01; AR-23-E8-130003-01; AR-23-E8-130006-01;

HOMER-AHANER AR-23-E8-129690-01; AR-23-E8-129688-02;
673446/23/GDY
CNELIMDIKALIIA (KO NPOAYKTA) S-01/UNIPHARM/P/18
OATA BUrOTOBHNEHHA 04.12.2023.
TECT PE3YNbTAT BUMOIUA
Onuc Bignosigae Teepai XenaTuHoBi Kancynu
Poamip signosigae 0
dopma Biarnosigae Unningpyyrol opmy 3 3a0KpYrIEHUMU Kpasmu
Korip Bianosigac OcHosa — Bina, Kancynu — oparxesi
Yac poanagamHs 8 xB <30 xB
CepeaHtst Maca HanoBHEHHS G
Kancynu 460,95 mr 451,00 mr £ 7,5%
CepejiHs Maca Kkancynu 558,12 mr 547,00 mr £ 7,5%
Pb sinnosigae make. 3,0 mrikr
Baki MeTanu* cd Bianosigae make. 1,0 mr/xr
Hg Bifnosinae makc. 0,10 mr/kr
Bumoru
MapKYBAHHS BUMOrK Ha MOMEHT BUIYCKY
XoniH 81,1 wmr 82,55 mr 66,00 mr— 123,75 mr | 80%-150%
YM® 143,35 mr 150 mr 120,0 Mr—225,0mr | 80%-150%
Kinexicre {ipuaoHct 3,65 r 4wr 32mr-60mMr | 80%-150%
BU3HAYEHHA (Biramin B6)
T""‘M‘“B(%”a”*” 2,26 wr 2,5 Mr 2,00 Mr—3,75mr | 80%-150%
doniesa kucnora 439,00 ur 400 ur 320,0 ur —600,0 ur | 80%-150%
LliaHakobanamin _ -
(Birami B12) 2,51 ur 3yr 24 yr—4,5pr 80%-150%
MIKPOBIOSNIOTIHHA YUCTOTA
TAMC - 3ararbHa kinbkicTs " 4
WUTTESAATHUX MIKPOOPraHiamis <1,0x10! KYOFr =104 KYOir
TYMC — 3aranbHa KinoKicTsb
OPHKIKOBUX Ta NNicCeHeBunx < 1,0 x10" KYO/r < 102 KYO/Ir
rpubis
Escherichia coli BigcyTHicTb B 1 T sigcyTHicTE B 11
Staphylococcus aureus BicyTHicTh B I T BigcyTHicTE B 1T
Salmonella Bi/ICYTHICTL B 25 I BiacyTHiCTL B 25 1
B 3akpuTiil ynaxkosLi npu temnepatypi 15 —-25°C |
npy BiaHoCHIN BonorocTi He sule 75%, B
YIOBW 3BEPIFTAHHA HEAOCTYNHOMY ANs AiTel micli. 3axviaTi Bia caitna.

TpaHCropTHI 3aCOBU NOBUHHI MATV MOHITOPUHT
TeMNepaTypy y BaHTXHOMY BIAAINEHHI T8 BORN

A(jy. Py ru/;(f/(:)
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“MASTER PHARM 5.A7 CEPTH®DIRAT AHAJDIB
ZAPISOP/MP/02/01 ENG wyd.01 z dn. 26.06.2023.

NOBUHHI BYTU TEXHIYHO CnpasHi, YucTi, 6e3 CTOPOHHIX
sanaxis Ta By HaKpwTi

TEPMIH NMPUOATHOCTI 3 pokw Bin paty BUpoGHULTBA

*TecTH BHKOMYIOTBCH JUIs Nepuiol cepil a koxni 12 micsuin

NPOAYKT BUIOTOBNEHO Y BIANOBIAHOCT! 4O BUMOI CNELUUDIKALIT: S-01/UNIPHARM/P/18
gepcia 1
MAroTOBREHO NOrOMKEHO
Hara: 29.01.2024. [arta: 29.01.2024.
Mocapna: Cneuianict no 3abeaneqyeHHIo AKOCTI [Mocapna: MonoBHUM cneuianict 3 AkocTi
nianuc: Mignue:
Nignuec pincHwui Hinnue pincHui
[LokymenT nignucanui Arata Typek LloKyMeHT nignucaHui Ka‘rapxm ia Peuafa:Mamoc
Hara: 2024.01.29. 14:44:45 CET [ara: 2024.01.29. 15:15: 47°C
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“MASTER PHARM SA CEPHIGIRAT BIIDNCRY HPOAYR DY BUINTAETHT
ZAPISOPIMP/02/02 ENG wyd.01 z dn 26.06.2023.

CEPTU®DIKAT BMMYCKY NPOLAYKTY BIAXUAEHHA

HOMEP CEPTU®IKATY BMITYCKY NPOOYKTY OATA BAAYI
Z-004/UNIPHARM/24 29.01.2024.

TOPIMOBA HA3BA

CNELN®IKALIS (KOO NMPOLYKTA)

HOHITAMMA®
Ne20 kancyn (10x2) 8 GnicTepax

S-01/UNIPHARM/P/18

Ha ocHosi:

HOMEP CEPTU®IKATY AHANI3IB

A-004/UNIPHARM/24

376/PL/23; AR-23-E8-130504-01; AR-23-E8-130505-
01; AR-23-E8-130003-01; AR-23-E8-130006-01; AR-

HOMEPY AHATI3IB 23-E8-129690-01; AR-23-E8-129688-02;
673446/23/GDY
PILIEHHS BYJIO NPWIAHSITO MPO: BUNYCK/BIAXWAEHHS"
HOMEP CEPIi: 131223
TEPMIH NPUOATHOCTI: 12.2026.
MIAFOTOBNEHO NOrOMKEHO

lNara: 29.01.2024.

Mocaga: Cnelianict no sabesneyeHHio AKoCTi
Mianuc:

Mignuc giicHun

[JokymeHT nignucanui Arata Typex

[Oara: 2024.01.29. 14:44:58 CET

[ata: 29.01.2024.

Mocaga; MonoBHWiA crieyianicT 3 AKOCTI

Mignuc:

nignuc pincHuiA

okymenT nignucanni KatapxuHa Pexara Mamoc
[ara; 2024.01.29. 15:16:01 CET

*BUKDECNUTH, AKLLO HenoTpibHO




“MASTER PHARM S.A

CERTIFICATE OF ANALYSIS

ZAP/SOP/MP/02/01 ENG wyd.01 z dn. 26.06.2023

CERTIFICATE OF ANALYSIS

NUMBER OF CERTIFICATE OF ANALYSIS

A-004/UNIPHARM/24

PRODUCT BATCH NUMBER EXPIRY DATE
UNIGAMMA® capsules Ne 20
(10X2) in blisters 181223 122026

NUMBER OF ANALYSIS

376/PLI23; AR-23-E8-130504-01; AR-23-E8-130505-01; AR-23-
E8-130003-01; AR-23-E8-130006-01; AR-23-E8-129690-01; AR~
23-E8-129688-02; 673446/23/GDY

SPECIFICATION
(PRODUCT CODE)

S-01/UNIPHARM/P/18

PRODUCTION DATE 04.12.2023
TEST RESULT REQUIREMENT
Form compatible Hard gelatin capsule
Size compatible 0
Shape compatible Cylinder with rounded ends
Colour compatible Body - white, Cap - orange
Disintegration time 8 min. £ 30 min.
Average weight of the capsule
filling 460,95 mg 451,00 mg £ 7,5%
Average weight of the capsule 558,12 mg 547,00 mg £7.5%
Pb compatible max. 3,0 mg/kg
Heavy cd compatible max. 1,0 mg/kg
metals Hg compatible max. 0,10 mg/kg
Lai?ei Release range
claim
Chaline 81,1 mg 82,55 mg | 66,00 mg~ 123,75 mg | 80% - 150%
UMP 143,35 mg 150 mg | 120,0 mg—2250mg |80% - 150%
Pyridoxine 5 o - o
sy (Vitamin Bs) 3,66 mg 4 mg 3,2 mg-6,0mg 80% - 150%
Thiamin (Vitamin B1) 2,26 mg 2,5mg 2,00 mg-3,75mg | 80%-150%
Folic acid 439,00 ug 400 pg 320,0 yg - 600,0 yg | 80% - 150%
Cyanocobalamin s o 9
(Vitamin B1z) 2,51 ug 3 Hg | 24 ug—-4.5ug 80% - 150%
MICROBIOLOGICAL PURITY
TAMC - Totaggigc;bic microbial <1,0x10" cfulg < 10¢ ciulg
TYMC ~ Total g:uanstts and moulds <1,0x10" cfulg <102 cfulg
Escherichia coli absentin1g absentin 1 g
Staphylococeus aureus absentin1g absentin1g
Salmonella absentin25g absentin 25 g
In closed package at a temperature 15 - 25 'C and relative humidity up to
CONDITIONS OF 75%, out of reach of children. Protect from light.
STORAGE/ Means of transport should have temperature monitoring in the loading
TRANSPORT compartment and they should be technically efficient, clean, free from

foreign odours and be covered.

EXPIRATION DATE

3 years from a manufacture date

* The tests are performed for the first batch, and every 12 months.
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“MASTER PHARM S.A.

CERTIFICATE OF ANALYSIS

ZAPISOPIMP/02/01 ENG wyd.01 z dn. 26.06.2023

PRODUCT FULFILS THE REQUIREMENTS OF SPECIFICATION: S-01/UNIPHARM/P/18 version |

PREPARED

ACCEPTED

Date: 29.01.2024
Position: Quality Assurance Specialist
Signature:

$ignature valid

okuimient podpisany !
Data: 2024.01.29 14:44:85 CET

Date: 29.01.2024
Position: Senior Quality Specialist
Signature:

Signature valid

Data: 2024.01.29 15:154%WCET
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“MASTER PHARM S.A

CERTIFICATE OF PRODUCT RELEASE/REJECTION

ZAP/SOP/MP/02/02 ENG wyd.01 z dn. 26.06.2023

CERTIFICATE OF PRODUCT RELEASE/REJECTION"

NUMBER OF CERTIFICATE OF
PRODUCT RELEASE/REJECTION

DATE OF ISSUE

Z-004/UNIPHARM/24

29.01.2024

TRADE NAME

SPECIFICATION (PRODUCT CODE)

UNIGAMMA® capsules Ne 20 (10X2) in blisters

S-01/UNIPHARM/P/18

On the basis of:

NUMBER OF CERTIFICATE OF ANALYSIS

A-Q04/UNIPHARM/24

NUMBERS OF ANALYSIS

376/PL/23; AR-23-E8-130504-01; AR-23-E8-

130505-01; AR-23-E8-130003-01; AR-23-E8-

130006-01; AR-23-E8-129690-01; AR-23-E8-
129688-02; 673446/23/GDY

A DECISION HAS BEEN MADE ABOUT: RELEASE/REJECTION*

BATCH NUMBER: 131223

EXPIRY DATE: 12.2026
PREPARED ACCEPTED

Date: 29.01.2024

Position: Quality Assurance Specialist
Signature:

Signature valid

[ t i ydo
Data: 2024,01.29 14:44:58 C
* Cross out unnecessary

Date: 29.01.2024
Position: Senior Quality Specialist

Signature:
Signature valid

Data: 2024.01.29 15:16: ET
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