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Manufactured by

S.C. WORLD MEDICINE EUROPE S.R. L., Romania
‘Location: Otopeni city, Eroilor str. Ne 1B, jud. Iifov, Romania

Brpodaeno

K.O. VOPII MEJTULIH €BPOIIA C.PJL.

Miciiesnaxonikenns: M. Otoneus, yn. Epoinop Ne 1B, oxpyr ndos, Pymyuis

‘CERTIFICATE OF ANALYSIS No.0071-ua-0
CEPTHQOIKAT AKOCTI Ne 0071 -ua-0

Product name:
Haszsa npodyxmy:
Batch no.:

Howmep cepii:

Batch size:

Poamip cepil:
Manufacture date:
Alama gupobruymea:
Expiry date:

Tepmin npudammnocmi:

BILLARIUM hard capsules
BILIAPIYM TEepai Kancyim

2300710
16995 packages/ynaKoBoK

11.2023

11.2026

Appearance _.Hard capsules, sme 1 red—browﬁ 'b@dy and cap, Comphes
Bosiiwnii eusnsd containing homogeneous powder mixture of | Bionosioae
| yellowish-brown colour with white particles
| possessing characteristic odor; the formation of
‘conglomerates is possible-during storage.
1 Teepoi wancynu, poamip I, xopnyc 1 xpuwikd
YEPEOHO-KOPUYHEBO20  KOABODY, WO  MICMAMb
"OOHODIOHY  ROPOWKOBY  CYyMiul  JiCO8MYysamio-
KOPUYHEB020 KORbODY 3 OilumMu YOCIMUHKAMU, WO
Maiomb  xqpakmepruil sqnax;,  Hpu  3bepizanni
| e | MODICTIUBE YMBOPEHHS KOHSLOMEDAMIE.
| Average mass Tof capsule 198.0 mg - 242.0 mg 216.9 mg/mr
content. 198.0 m2 - 242.0 m2
Cepedna maca smicmy Kancynu.
Uniformity of mass Not more than 2 of the individual masses deviate
Oonopiouicms macy. from the average mass by more than = 10% and | Complies
| none deviates by more than + 20%. Bionogioae
| He Ginvwe Hisic 2. orpemi macu gl0xunsomses 6io
cepednsol macu Ginvwt wioe Ha +10% i scodua ue
| e 3’6iaxuﬂﬁemfbc3'6i%m Higic Ha+20%.
i Disintegration Not more than 30 min 5 min
| Posnadanns He 6invue 30 xaunun 5 x8.
| Identification The peaks due to Flavone glycosides in the
[oenmudpuxayis chromatogram of the test solution is in range of | Complies
| Flavone glycosides retention times (10-25 min) and near to those in the | Bidnosioae
(Gink 2 Slion ox thagt) chromatogram obtained with the reference solution
| Ay N, - ! | )
Dragh é"‘e § ool AN (Quercetin —about 15 min),
(ex coaki azzéxao G r*l Ilixu  gragonosux 2aixosudie Ha xpomamozpami. |
.- § | o 1 v \ Q0CHIOAHCYBAHO20 POIRUHY 3Haxodfzmbc;z &ﬁzgﬁagogi..
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Manufactured by
S.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. Ilifov, Romania
Bupobmewo
| K.0. YOPJII MEIJMITMH €BPOIIA C.PIL __
‘MicuesnaxomieHns: M., Oronens, By, Epoiiop Ne 1B, oxpyr Indos, PymyHis

Asiaticosides

{ (Centella asiatica extract)
Asiamurozudu
(excmparm

| asiamevroi)

YeHMenu

Titanium dioxide
A{uorcuo mumany
' Red iron oxide

| Yepgonuil oxcud saniza

vacie ympunyeaniz (10-25 x6) 1 Gusexi 0o nixie na |

xpomamozpami, OMPUMUHIE 3 POITUHOM NOPIGHANNHA
(ksepyemun — bausoxo 15 x6).

| The peak due to asiaticoside, inthe chromatogram of

the test solution is similar in‘retention tims to this in

{'the chromatogram obtained with the reference

solution.
Hir asiamuxosuay HO xpomamozpami
OOCHIOMNCYBAHOZO PO3YUHY 3G YACOM YMPUMYBOHHA

| n0Qi6HUIl 00 Yb020 HA XPOMAMOZPAMI, OMPUMAHIT 3
PO3YUROM ROPIBHARHA

.An orange-red colour appears.

| 3'nansemues opanoiceso-uepeone 3abapeieHHsL.

1 A blue precipitate is formed.

Ymeoproembea cuniv ocad.

Complies

Bionogioas

Complies
Bionosidac
Comniphes
Bionogione

Assay

Kinvxicne susnaueuns

| Flavone glycosides
Dnasoneei enikosudu.
Asiaticosides

Asziamurosudu

| Not less than 18.24 mg/caps.

He menwe 18,24 ma/rane.

Not less than 9.0 mg/caps.
_He menue 9,0 mz/kanc.

18:64 mg/caps.
18.64 me/xanc.
0.1 mg/caps.
9. I'mefranc.

Microbiolegical quality
Mixpobioioziyna wyemoma
Total aerobic microbial count
3azqubHG  KiAbKICMb  AepobHUX
MIKDOOp2ARI3MIE

Total combined yeasts/moulds
count

3Q2ARbHA KInLKIiCMb
OpinicOIcostx MmMa  NAICHABUX
epubia
Bile-tolerant
bacteria
Tonepaninui 0o Hcosyi
epamHezamusHi 6axmepii
Escherichia coli |

gram-negative

Salmonella

COCCUS Gureus

i Biocymme (10 2)

Not more than 10* CFU/g
He 6invwe 10° KYO/2

Not more than 10? CFU/g
He 6invute 10° KVO/2

Not more than 10 CFU/g
He Ginvute 10° KV O/2

Absence (1 g)
Bideymue (1 2)
Absence (10-g)

Absence (1 g)
Biocymne (1 2)

< 10° CFU/g

< I3 KYO/z

| < 10 CFU/g

< 10 KYOrz

| <102 cruzg
< I0? KYO/2

| Abgent
Biocymue
| Absent
1 Bigcymue
Absent
Bidcymne
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Manufactured by
$.C. WORLD MEDICINE BEUROPE S.R.L:, Romania
Location: Otopeni city; Eroilor str. Ne 1B, jud. Itfov, Romania
BupoGaeno
K.0. YOPJI MEJTULIVIH €BPOTIA C.P.JL.
MiciiesHaxomaenms: M. Oronens, By Epoincp Ne 1B, okpyr Lidos, Pymysis

Packing: 10 capsules in blister. 3 blisters with the enclosed leaflét in 4 carton box.,

Vnaxoera: ITo 10 kancyn y 6nicmepi. ITo 3 bnicmepu 3 nucmrom — 6kaAGOUMEM Y KADMORKIT KOpOOYyi.
‘Storage conditions: Store in a protected from moisture place at temperature not exceeding 25°C.
Keepout of reach of children!

Vmosu 36epizanna: 36epizamu 6 zaxuujenomy 6id eonozu micyi npu memnepamypi ne suwe 25°C.
36epizamu ¢ nedocmynromy Ons dimeiimicyi!

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

Tepmin npudammocmis 3 poku 3 damy euzomosnens, He 6ukopucmogysamu nicia sainsenns mepminy
npudamuocmi. |

SURNAME AND POSITION OF PERSON; QUALITY DIRECTOR: BADICU NIKULINA
APPROVING BATCH RELEASE TO MARKET  [JHPEKTOP BKA: HIKYIIIHA BAHYY
Ipissue ma nocadq / 38anus ocoby,
saKa-euoana 038N Ha BUnYCK cepii

SIGNATURE AND DATE, STAMP |
Iionuc ma oama nioriucanns, nesamid / WHam

33




