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Manufachireg by
$.C. WORLD MEDICINE EUROPE 5.R.L., Romania
Location: Otopeni city, Eroflor str. Mo 1B, jud. Iifov, Romania
Brpotaens
K0, YOrap MEIHIMH €BPOTIA C.PJL, Pymynis
Micuestexomrenns: am., Orortens, syn. Bpoizap Ne IB, oxpyr Ludios, Pyaynis

CERTIFICATE OF ANALYSIS Ne: 0034-u2a-0
C‘EPTH@IMTHKOCTIA@ 0034-1uq-0

Product name: VOBILON 80 mr Harg capsules
Hassa npodyrmy: BoBinon 80 smr Teepai kancyny
Batch no.:
Homep cepii- 2400340
Batch size:
Posmip cepis: 40 341 packages/ynaxonos
Manufacture date:
Hama supobuuymes: 02.2024
Expiry date:
Tepmin npudampocmi: 02,2027
| TEST LIMITS/SPECIFICATIONS RESULTS
LI OKASHHKH AKOCTI HOPMYBAHEHS PEIYIBTAT }
Description
Appearance of capsule shell | Hard capsules,size no 1,with brown colour forcap and ; Compiies
i Onne: body Bionogidae
Soeniwunii suenad ooacusy Teepoi kancpny, poamip Ne [, 3 xopuyresuy ROABOPOA
raneyay Rputirl ma xopmycy
Appearance of content Homogeneous powder mixture of light brown or dark Complies
i Bosnimmiii auzano sxicmy brown colour with darker vi sibles particles . Bidnoeioar |
Ooropiony ROpOUROGa Cyatin ceimio-vopuiresoso | {
ado  memno-xopuunesozo RORBORY 3 meMuituumy
. SUOUMINY YaemunK Ay _
Average weight,mg 220 mg + 10%( 198 — 2423 219.4 mg/ mr
Cepedns maca, a1z 220 Mr+ 10%( 198 - 242)
Uniformity of mass, % w/w Note more than Jof individnal masses deviate from Complies
Oonopionicine macy, % wivw the average mass by more than = 10% and none Bidnogioae !
deviate by more than +20%
‘ He Ginvwe uine 2 oxpesne sy siOxuiisomscs 4id
f . CEPEORBOT Macu Ginviu midic e = 10% § scoong we
L SiOXUIEMBCR Ginvws Rine 1e £20%
Disintegration , minutes Maximum 30 5.0
Identification of flavanolds, a% flavonol glycasidesfk}eymuqbima;fz Paasonoidis, ax Guasonosi 2aiKo3ndy
WLC/TH[X ! The main spots in the sample solution are similar in Complies
]j position and size to those in the reference solution Bionogidac

| Posramysanus i POSMID OCHOBREX misiy y '
i

| BHIPOOYBaHOMY posdusi inenTiumi 38 [FONOMEHHSIM
1 posmipoM 3 nisvan 5 posunti nopinmﬁ%
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HPLC/BEPX Retention times of Quercitin Kaempferol and Complies
Isorhamnetin peaks in the sample soltition are similar Bidnogidac
fo retention times of these peaks in‘the reference
solution
Yacu ympuvanna nixig Reeplumuny kemnghepoay ma
BepaMRenumy 8 pozwuni 3paska nodioni 6o vacy
YIPUMANNS YuX WiKiG Y posyuni RODIBHAHMS

Identification of terpenic Retention times of bilobalides, ginkgolide A, Complies

lactones (HPLC) ginkgolide B and ginkgolide C peaks in the sample Bionoaicac

Loenmugpixayin mepnenosuy solution are similar to retention times of these peaks

Aaxmonis (BEPX) i the reference solution
Hae ympiotysanna nixig Girobaniois. 2inrzonicy 4,
2inK209i0y B { einksonioy C Y posuuni spaska :
rOQiBHI Jo wacy YmPUMARAA Yux niKie y posyuni !

[ nOpigHAHS ‘

Content of flavanoids, ‘Minimum 19.2 20.2

calculated as flavonal Ministym 19,2

glycosides (HPLC), mg/cps,

Buicm grasanoidig,

Pospaxosannli ax

prasononziosudy (BEPX;,

Mhane, '

Content of terpenic lactones Minimum 4.8 4.81

(HPLC } mg/cps. Minjsipn 4,8

Buicm meprenosu AAKMOHTE

(BEPX), me/xanc,

Microbial contamination

Mixpobioaozivue YNCIROMG

- Total viable aerobic count, | Maximum 10° <10° CFU/sy/

CFU /g | Makcwsgv 107 Ky¥O/r

TAMC ;

3d2anoa Kiflericmy aepobni

MikpRopeanimis, KYO/2

TYMC Maximmum 10° < 10:CFU/g

3a2quvHa Kizsricmn, Maxcumyu J(° K¥yOrr

Opiacdocagice ma naicugeux

eputis, KVO¥/z

- bile-tolerant gram-negative | Maximum 102 < 10° CFU/g/

bacteria Marcumym 1P KYo/r

moaeparmni do gicoeyi

epastnezamusui Saxmepit

- Escherichia coli/l g { Absence/g Complies
Bidcymui/z Bionpeidas

- Salmonella sp./ 25 g Absence/25¢ Complies

_ Bidcynmis25, STRRA N L Bidnosioae
<
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Packing: 10 capsules in blister, 3 blisters with the enclosed leaflet in a carton box.

Vruaxoexa: o 10 Kkancyn y Gricmepi, no 3 baicmepu 3 aucmxos-eiaaien ¥ kapmonnifi kopobyi,
Storage conditions: Store in a protected from moisture place at temperature not exceeding 25°C, Keep
out of reach of children!

Yuoeu sbepizanua; 3bepizermy ¢ Jaxigenomy @id eouosn Mleyt mpu meMnepamypi ne suwe 25°C,
Ibepizamu g nedocmyrmony das dimeil micyit

Shelf life: 3 years from the manufacturing date. Do not nse afier the expiry date;

Tepain npudamnpocmi: 3 Poky 3 damu suzomognens, He SURDPUCHIOGYEQIn Rican sarinyenys mepatiny
npudamnoeni '

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET QUALITY DIRECTOR: MAZ
pisauiyge-ma nocada / seansiz ocobuy, ]

ARG sudaaa Jo38in na gunycx cepit

SIGNATURE "AND DA TE, STAMP
Higrnue ma dama HIOnUCanus, nevame / wmamn 07,0320
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