oy -% WORLD MEDICINE EUROPE S.R.L.

Micyesnaxooacens: m. Omonen, ayn. Epoinop No

Bir £rg
Aras

Manufactured by

8.C. WORLD MEDICINE EURQPE S.R.L., Romania
Location: Otopeni city, Eroilor str, Ne 1B, Jjud. Ilfov, Romania
Bupobaeno
K.O. YOP.JIf] MEJHIIHH €BPOITA C.P.JT., Pysyniia

' CERTIFICATE OF ANALYSIS No.0035-ua-0

- CEPTUPIKAT AKOCTI Ne 0035-ua-0

- . Product name:
. Hazea npodyrmy:
_.Batch no,;

Hoxep cepii:
Batch size:

Pozmip cepi:
Manufacture date:

ANGITON hard capsules
AHTITOH xancynu meepdi

2400350

9 919 packages/ynakorox

ilornar 1B
taoant, udet Uiy

1B, oxpye Inghos, Pyrynis

Hama supobuuymea; 02.2024
Expiry date:
Tepuin npudamuocmi. 02.2027
TEST LIMITS/SPECIFICATIONS RESULTS T
LIOKA3SHHKH AKOCTI HOPMYBAHHS PESVIIBTAT
Appearance Hard capsules, size 0, brown body and cap, contain- Complies
3osuiuniii ¢uznsd ing homogeneous powder mixture of yellow dark to Bionosioae
brown with white particles
Taepoi xancynu, posmip O, xopnye i xpuweyra
KOpuunegozo Koavopy, ujo micmsame 0OHOPIOHY
NOPOWKONOOIOHY cymiue ¢id HIEMHO-DICOBO020
00 KOpuUHEgozo Koneopy 3 wacmunxamu 6inozo
; KOAbopYy.
Mass uniformity 427 mg + 7.5% 427.52 mg/ne
Odnopionicmy macu 427 M2 + 7.5%
Average mass content Not more than 2 of the individual masses deviate | Complies
Individual mass from the average mass by more than 7.5% and none Bidnosicae

Cepeduiii emicm sa yacoro

deviates by more than 15% from average mass.

Inousioyansna maca He binvtuee nixe 2 oxperux macy sloxwsIOmb e

6I0 cepeduvol macu 6Ginvui wine na 7,3% i

JACOOHA He GidxuAsembes Ginvwt Hise na 15% gio

cepedinol macy,
Disintegration Max. 15 minutes 4 minutes/ xewrun
Posnapanns Marce. 13 xeunun
Assay ascorbic acid 80—150 98.0 mg/capsule/
mg/capsule Me/kancyny
Kinvricue BUSHAYCHH A
ackopdinoeot Kucromu,
M/Kancyny
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Microbial contamination
Mixpotionoziuna uvuemoma

TAMC NMT 10* CFU/g < 10°CFU/g

3a2anbNa KitbKicme He Ginvwe 10° KV O/2 < 1P KYO/»

aepobHux Mikpoopeanismie

(TAMC)

TYMC NMT 107 CFU/g <10 CFU/g

3G2a1bHA KinbRiCHE He binvwe 10° KYQ/2 < I0KYO/2

Opivicdaicosux ma miicnsiguy

epubie (TYMC)

Bile-tolerant gram- | NMT 10% CFU/g <10 CFU/g

negative bacteria He binvwe 1 KVO/z < I10° KYO/>

Tonepanmui  do  oicosui

epamuezamueni 6axmepiy

Salmonella Absence/25 g Absent/25 g
Bidcymne/25 2 Biocymue/25 2

Escherichia coli Absence/l g Absent/l1g
Biocymne/] 2 Bidcymue/l 2

Packing: 15 capsules in blister.
Ynarosxa: o 15 xancyn y i

cmepi. Ilo 2 Gricmepu 3 nucnicon —
Storage conditions: Store in a protected from moisture and lig

23°C. Keep out of reach of children,

Yaroeu 36epizanns; 3bepizamu ¢ saxy

25°C. 36epizamu y HeQOCHYnHOMY Ona dimei Micyi.,

Shelf life: 3 years from the manufacturing dat
Tepuin npudamnocmi: 3 DOKU 3 damii euzom.

npudamuocmi,

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE 70 MARKET

Tpiseunge ma nocada / 38aHHA 0COb,
ARG eudara dosasin na SUnVCK cepii

SIGNATURE AND DAT, E, STAMP
Hionue ma oama nionucanns,

Hevamia / e

2 blisters with the enclosed leaflet in a carton box,
BKAACUUEM Y KADMOH KT Kopobyi.
ht place at temperature not exceeding

wWeHoMY 610 eonoeu ma ceimng mic

e. Do not use after the expiry date.
osnenna. He euxopucinosysamu nicus SAKTHYEHHA mepMiny

Yyl npu memnepamypi ne suye

Quality Dirvector: Mazily Gabriela
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Manufactured by
S.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. Ilfov, Romania
Bupobneno
K.O. YOPJI] MEJHIJHH €BPOIIA C.P.JL, Pymynin
Micyesnaxoooicenns: m. Omonens, ¢y, Epoinop Ne 1B, oxpye Iaghos, Pyatynin

CERTIFICATE OF ANALYSIS No.0036-ua-0
CEPTH®IKAT AKOCTI N2 0036-ua-0

Product name: ANGITON hard capsules

Hasea npooyrny: AHTITOH xancynu meepoi

Batch no.:

Homep cepii: 2400360

Batch size:

Posatip cepii: 30 010 packages/ynakoBok

Manufacture date: .

Hama supobruymea: 02.2024

Expiry date:

Tepmin npudamnocmi: 02.2027

TEST LIMITS/SPECIFICATIONS RESULTS
TTOKA3HHKH AKOCTI HOPMYBAHHA PE3YJIBTAT

Appearance Hard capsules, size 0, brown body and cap, contain- | Complies
3oeniwnit euznad ing homogeneous powder mixture of yellow dark to | Bionosioac

brown with white particles ‘

Teepoi xancynu, posmip U, kopnyc i kpumeura
KOPUUHEE020 KONbOPY, 1o Micmame 0OHOpIOHy
HOPOWKONOOIOHY cyMit 6I0 MEMHO-dICO8MO20
00 KOPUYHEBO20 KONLOPY 3 HACIUHKAMU BIN020

KONBOPY.
Mass uniformity 427 mg+7.5% 428.33 mg/me
Oonopionicme macu 427 me +7.5%
Average mass content Not more than 2 of the individual masses deviate | Complies
Individual mass - from the average mass by more than 7.5% and none | Bidnosioae
Cepeoniii emicm 3a macoio deviates by more than 15% from average mass.
Inousidyansia maca He Ginvute nixe 2 okpemux macu giOXUASIOMbLCA

6i0 cepedubol macu Ginewt wine na 7,5% i
aicoona ne eioxunsemves Ginviu nisic na 15% €io
CepednbOT Macu.

Disintegration Max. 15 minutes 5 minutes/ xguiun
Posnadanns Maxe. 15 xeunun
Assay ascorbic acid 80-150 , 101.5 mg/capsule/
mg/capsule Me/rkancyiy
Kinvxicne SUBHUHEHHS
ackopbinogot xucromu,
Mz/xancyny
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Microbial contamination
Mixpobionoziuna yucmoma
TAMC

3a2anbHa KITbKICN
aepobnux Mikpoopeanizmie
(TAMC)

TYMC

30201HA KIIBKICMD ‘
OpIdICOIACOBUX WA NATCHAGUX
epubie (TYMC)
Bile-tolerant gram-
negative bacteria
Torepanmni 0o dcoeui
epamuezamugHi baxmepil
Salmonella

Escherichia coli

NMT 10* CFU/g
He 6inbwe 107 KVO/z

NMT 10? CFU/g
He 6inve 10° KVO/z

NMT 10? CFU/g
He 6invue 10° KYO/2

Absence/25 g
Biocymne/25 2
Absence/l g
Biocymne/l 2

< 10° CFU/g
< 10 KVO/z

<10 CFU/g
<10 KYO/z

<10? CFU/g
< 107 KVO/2

Absent/25 g
Biocymne/25 &
Absent/1g
Biocymue/l &

Packing: 15 capsules in blister. 2 blisters with the enclosed leaflet in a carton box.

Vnaxoska: 1o 15 xancyn y 6nicmepi. ITo 2 6nicmepu 3 mucmKom — 6KAa0umeM y Kapmonuiit Kopooyl.

Storage conditions: Store in a protected from moisture and light place at temperature not exceeding
25°C. Keep out of reach of children.
Vauosu 36epizanns: 36epizamu 6 saxuuenomy 6i0 6onoau ma ceimna micyi npu mexnepamypi ne suuge
25°C. 36epizamu y nedocmynnomy 0as oimeit smicyi..

Shelf life: 3 years from the manufacturing date. Do not use after the expiry date.

Tepmin npudamuocmi: 3 poxuy 3 Oamu gueomoeienns. He euxopucmosysamu nicas 3akinienns mepatiny

nPUOamHOCHI.

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET
Ipizssuye ma nocada / 36auns ocodu,

axa sudara 0036in HA BUNYCK cepil

SIGNATURE AND DATE, STAMP
Hionue ma dama niOnUcanns; nét;g;n

£
4

oy

Quality Director: Mazilu Gabriela

Jupexmop BKA: Masziny abpieaa
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