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WORLD MEDICINE EUROPE S.RL.

Manufactured by
8.C. WORLD MEDICINE EUROPE 8.R.L., Romania
Location: Otopeni city, Ercilor str. Ne 1B, jud. Ilfov Romania
Bupobneno
K.O. VOPJIJI MEJIMITMH €BPOIA C.P.JL
Micuesnaxozkenns: M. Otonens, syit. Epoinop Ne 1B, okpyr Lidos, Pymymnis *

CERTIFICATE OF ANALYSIS No.0071-ua-1
CEPTH@IRAT AKOCTI Ne 007 -ua-1

Preduct name: BILLARIUM hard capsules
Haszea npodyxmy: BILJIAPIVM teepai xancyms
Batch no.:

Howmep cepii: 2300711

Batch size:

Pozmip cepit: 13 389 packages/ynakoBox
Manufacture date:

Haing supobruymsa: 11,2023

Expiry date:

Tepmin npudammocmi: 11.2026

Hard capsules, size 1 red-bromi body and ¢ap, | Complies
containing homogeneous powder mixture of | Bidnosidae
yellowish-brown colour with white particles
possessing characteristic odor; the formation of
conglomerates is possible during storage.

Teepoi kancymu, posmip 1, Kopnye i Kpuura
UEPBOHO-KOPUYHEBD20  KOALOPY, WO  Micmams
OOHOPDIONY — HOPOWIKOSY — CYyMIW  JICOBMYBAMO-
KODUYHEB020 KOMbOPY 3 DIRUMU. YACTUNKAMY, W0
Maiomy  xapakmepHuli 3anax; npu sbepizawnni
MONCAUSE YIMBOPEHNA KONSROMepamis.

Appearance.
3osuiuinit guznsd

‘| Average mass of capsule | 198.0 mg-242.0mg 216.9 mg/mr
content.’ 198.0 Mz - 242.0 m2
Cepéons mdca smicmy xancyri. .
Uniformity of mass Not more than 2 of the individual masses deviate
Oonopionicms Macu fiom the average mass by more than = 10% and | Complies
none deviates by more than = 20%, Bionoeioae

He Ginvwe wize 2 oxpemi macu eiOXWIRIGMbCA 610
cepedrbol Macu bineus Higie Ha +10% I sicoona wue
gidxunaembes Binsus Hisie na =20%.

Disintegration Not more than 30 min 5 min
Posnadanns He tinviue 30 xeunun 5 xs,
Identification The peaks due to: Flavone glycosides in the
Ioenmugurayis chromatogram of the¢ ‘test solution is in range of | Complies
Flavone glycosides retention tithes (10-25 min) and near to those in the | Bidnosidae
(Ginkgo biloha extract) chromatogram obtained with the reference solution
Prasonosi anikesudu (Quercetin — about. 15 min).
(excmpaxm 2inxzo binoba) | Mliku  hnasonosux  2nixosudie na _xpomamozpami

: docnidoicysanozo posauny 3Hmanazoni
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WORLD MEDICINE EUROPE S.R.L.

Manufactured by
S.C. WORLD MEDICINE EUROPE S.R L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. lifov, Romania
Bupobiieno .
K.Q. YOPJIE MEJTMITHH €BPOTIA C.P.JL.
Micuesnaxomkenns: M. OToneHs, By Epoinop Ne 1B, oxpyr Indos, Pymysis

ygcis ympumyeanns (10-25 xe) i 6ausexi 00 nixie Ha
XPOMAIMOZPAM, OMPUMANTI 3 POSHUHOM NOPIGHAHNA
(ksepyemun — brusvio 15 xe).

Asigticosides The peak due to asiaticoside, in the chromatogram of

(Centella asiatica extract) the test soluition is similar in retention time to this in | Complies
Asziamurosudu the chromatogram obtained with the refererice | Bionosioae
(excmpaxm yenmennu | solution.

asiamecoroi) Ifix asiamuxo3udy HO xpomamozpami

OO0CNIQXCYEARV20 POSHUKY 3a HACOM YMPUMYSAHHA
noQibryil 0o Ybozo Ha xpomamozpanri, ompumartiil 3
POFUYUNOM RODIBHAHHA.

Titanium diexide An orange-red colour appears. Complies
fuorcud mumany 3'senaemuca opanyiceso-vepeoe 3abapenenna. Bionosidac
Red iron oxide A blue precipitate is formed. gf:;:g;%zg
Hepsonuit oxcud saniza Ymsoproemsen cuniil ocad. '

Assay

Kinwxicne susnauenis _

Flavone glycosides. Not less than 18.24 mg/caps. 18.64 mg/caps.
Sragonosi snikosudu He menwe 18,24 mz/xanc. 18.64 ma/vanc.
Asiaticosides Not less than 9.0 mg/caps. 9.1 mg/caps.
Aziamurosudu He menwe 9,0 ma/xanc. 9.1 malkaric,

Microbiological quality
Mixpobionoziuna yticmoma

Total aerobic microbial count | Not more than 10* CFU/g < 10°* CFU/g

3azanena xinvkicms aepobuwx | He 6invwe 10¢ KVO/z < 10° K¥YO/e

Mixpoopzanimis

Total combined yeasts/moulds | Not more than 10> CFU/g <10 CFU/g

count He 6invue 1P KYO/2 < 10 KVO/z

3q2aNbHA Kinwricms

OpisicOxcosux  ma RMRICHASUX

2pubis

Bile-tolerant  gram-negative | Not more than 10° CFU/g < 10® CFU/g

bacteria ' He 6invwe 10°P KVO/z < J0? KVO/2

Torepanmui do aeosyi

epamrezamugni barmepiy :

Escherichia coli Absence (1 g) Absent
Bidcymue (1 2 Bideymne

Saimonella Absence (10 g) Absent

' Biocymme (10 2) Biocymue

Staphylocaccus aiireus Absence (1 g) Absent

Bidcymue (1 2) Bideymnc
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_ Manufactured by
S.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Ctopeni city, Eroilor str. Ne 1B, jud. lifov, Romania
Bupobieno
K.O0. VOPJII MENIITHMH €BPOIIA C.PJI.
Micuestaxoprenns; M, Oronesns, sy Epoinop Ne 1B, oxpyr Indos, Pymyuis

Packing: 10 capsules in blister; 3 blisters with the enclosed leaflet in a carton box.

Ynaroexa: Ilo 10 kancyn y bnicmepi. Ilo 3 Gnicmepu 3 nucmxom — 6KAQOUULEM Y KADMOHHIR KOpOOYi.
Storage conditions: Store in a protected from moisture place at temperature not exceeding 25°C.

Keep out of reach of children!

‘Vamosu sbepizannin: 3b6epizamu 6 3axunenomy 6io sonozu micyi npu memnepamypi ne sume 25°C.
3bepizamu ¢ wedocmyrnHomy Ona Oimeimicyi!

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

Tepmin npudamuocmi’ 3 poxu 3 Oamis euzomoanenns. He suxopucmosyeamu HicAA 3aKIHYeHHS epMiny
APUOGMHOCTII. '

SURNAME AND POSITION OF PERSON, QUALITY DIRECTOR: BADICU NIK ULINA
APPROVING BATCH RELEASE TO MARKET HHPERTOP BKA: HIKV/IIHA BAITHYY
Ipiseunge ma nocada / 3eantis ocoby,
AKg sudana 0038in Ha sUNYCK cepii

SIGNATURE AND DATE, STAMP
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