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Pharmaceutical Company
Manunfactured by WORLD MEDICINE JLAC SAN. YE TIC, A.S.

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupobuux YOPSTT METHITHH ITAY CAH. BE THDK. A1
Micipeanaxodvcenns: 13 Teatys Meocannendd Hucani Hony focaddeci No 30 Noweutn Bazdocunap/Cmaxndya  Typewuusa
Jineunsin: TRAUY/2019/12-2
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CERTIFICATE OF ANALYSIS No. 40000048192
CEPTH®DIKAT AKOCTI Ne 40000048192

Product name: Venodiol Forte Film-coated tablets

Hazea npodykmy: Benodion Popme mabnema, 6xpumi nnierosoio 06010HK0I0
Batch no.: 410001120

N cepit:

Batch size: 3299 packagesfynaxogox

Posnmip cepii:

Manufactare date: 10.2024

Hama supobruymea:

Expiry date: 09.2027

Tepatin npucamnocmni:

TESTS SPECIFICATIONS RESULTS
Horazruru arocmi Hopmysanna Pezyromamu
Appearance Light brown to brown colored, oval, biconvex film- | Complies
Onue coated tablets, notched on two sides. Bionogidac
Osanerti dgoonyrni mabnemxy, expuni 1RIGKR080I0
obononKow, id COIMAD-KOPUMHEBO20 oo
KOPUHHEE020 KOALOPY, 3 Haciukamu 3 D8OX COpiN.
1dentification
Lenmughivauin The retention times of main peaks which are obtained | Complies
Diosmin from sample and standard chromatograms should be | Bidnogidae
Jhtocainy similar.
Hesperidin Yacu ympuMysania OCHOBHUX NIKiG, OMPUManux na
Fecnepuduny xpomamozpami - sunpodyaanozo [ cmandapmuozo
PO3YUNIE, Matomb BV GOUNAKOGUMY.
Titanium dioxide Orange-yellow colour should be observed in test| Complies
Tumany Oioxcudy solution. Bidnosioae
¥ eunpobysanony  posuuni mge  3'asumuca
OPAHICE80-DICOBMILET 300 APENEHHA.
Iron oxide Red colour should be observed in test solution. Complies
Orcudy 3cnisa V eunpobyaanoaty pozwuni mae 37asuwmuca uepsoue | Bidnosidae
3abapenen.
Average weight 1280.00 mg + 5% (1216 — 1344 mg) 1296 mg/me
Cepedrs naca 1280.00 M2+ 5% (1216 — 1344 a2)
Uniformity of weight Maximum 2 of single weights could deviate more | Complies
Oonuapidricao atacu than 5.0% of average weight and none of them could | Bidnogidae
deviate more than 10.0%.
He binviue nioe 2 kancyau nosunni gidpianamuca eio
cepednvol macy binvut Hisie = 5 % | oicodna xancyna
He sidxuanuntenteca Biott iz va £ 10 %.
Water content NMT 7.0% 53%
Bagicmn spdn He binvrue nizc 7,0%
1/3
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Manufactured by WORLD MEDICINE ILAC SAN. VETIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul, Turkey

License: TR/UY/2019/12-2
Bupobunux YOPJIR MEGHITHH IIAY CAH. BE TIDK. AL,

Micyeziaxodncennn: 15 Teays Maxannewi Jocavi Hony Doneaddeci Ne 30 Foneneni Buzosicunap/Cmanéya , Typeduma

Jiyensin; TRAUY/2019/12-2

Disintegration NMT 15 min. 6 min. (xs.)
Posnadanns He binvwe nive 15 xa.

Uniformity of dosage units Acceptance value (AV) should be suitable, Hesperidin AV=25.2
Hesperidin L1: NMT 15.0; L2: NMT 25.0 Tecnepeduny AV =13.2
Odropiduicne dezosantix lIpuitmanene  swauenna  (AY) mae  eidnosidamu | Complies

oounuL gunozam Bidnosgidae
Tecnepuduny L1: He binvute ninc 15.0; L2: He 6inpute nioe 25.0

Dissolution NLT 75.0% at the end of 30 minutes. 98.6 %
Hesperidin/Diosmin He senue nivie 75.0% vepes 30 xgunur.

Pozunnenns

Tecneprduny/uocaminy

Assay

Kimvricne euznauenin

Diosmin 900.00 mg/tb + 5% (855.00 — 945.00 mg/ib) 923.7 mgftb (ma/miab)
Lhuocminy 900.00 ye/mat £ 5% (855.00 — 945.00 me/mat)

Hesperidin 100.00 mg/tb £ 5% (95.00 — 105.00 mg/tb) 101.4 mgftb (wa/mad)
Tecnepudisy 100.00 az/mab £ 5% (95.00 — 105,00 maimat)

Diosmin related substances
Cynpoeidni doariniku Tuocminy

Acetoisovanillone (Impurity &) | NMT 1.00% <Reporting limit
Ayemoizoeaninony (Qomimuna A) | He binstue nioe 1,00% < Mexei eungnennst
Isorhoifolin (fmpurity C) NMT 3.00% <Reporting limit
Bzopoidhoniny (Somiuwa C) He Ginvwe wioie 3.00% < Meaici ausenenis
Linarin (Impurity E) NMT 3.00% <Reporting limit
Hinapuny (domivra F) He binvuee nioe 3.00% < Meoti eusenenns
Diosmetin (Impurity F) NMT 3.00% <Reporting limit
Huovmemuny (Domiuma F) He dinviue nioie 3.00% < Meoii susenenns
Maximal unknown impurity NMT 1.00% <Reporting limit
Marcuvanena negidoma domiwa | He Sinvute wioe 1.00% < Meoici sunenerina
Total impurities NMT 10.00% Complies

Cyua Qomivor He Ginwptue nise 10.00% Bidnosidae
Hesperidin related substances

Cynpoeioui donimnn

Tecnepuduny

Eriocitrin NMT 1.00% <Reporting limit
Epuoyempuny He @invwe nioe 1.00% < Meorci gungnenua
Isonaringin NMT 4.00% <Reporting limit
Lzonqpunziny He oinvwe nizic 4.00% < Meoici guagnenns
Neohesperidin NMT 1.00% <Reporting limit
Heozecnepuouny He dinvtue nioe 1.00% < Meori eunanenns
Naringenin NMT 1.00% <Reporting limit
Hapunzeduny He 6invue wioe 1.00% < Meaict ausenenns
Didymin NMT 3.00% <Reporting limit
Huduntiny He 6insine nine 3.00% < Meoici gunenenn
Hesperetin NMT 1.00% <Reporting limit
Tecnepunmay He binvie nioe 1.00% < Meaici eungnenus
Unknown impurity NMT 1.00% <Reporting limit

Hesidoata doatiira

He 6inviue niore 1.00%

< Meawci suzgnenns
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Manufactured by WORLD MEDICINE ILAC SAN. VETIC, A8,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bageilar/Istanbul, Tuckey
License: TR/AUY/2019/12-2
Bupoduur: YOPJI METHIHE IIAY CAH. BE TIHM A1

Micyeanaxodneeuns: 15 Teantys Meaxannewi Hocai Pfo:ga,![s:mdaecf MNe 50 Fonewni Bozdocunap/Cramgyn  Typeununa

Jlienziz: TRIAUY2019/12-2

Total unknown impurities NMT 3.00% Complies
Cyma negidomux domiuiox He Giaviue nine 3.00% Bidnosidae
Total irnpurities NMT 9.00% Complies
Cyma domiox He Binvtue nioe 9.00% Bidnogidae

Microbiological quality
Mixpobtionoziuna wucmomn

TAMC NMT 10° CFU/g <10° CFU/g

3CR2OMbHA KibKICHTb agpobnux He 6inwue nize 10° KYO/z < I(F KYO/2

Mikpoopzanizmia

TYMC NMT 10* CFU/g < 10% CFU/g

sazansHa xinoricme Opiscoacosux: | He dinvue nioe 10° KYO/2 < 1P KYO/z

ma nnicuacuxy 2pusie

Escherichia coli Should be absent/g absent/g
Maroms 6ymu eideymnisa Bideymmnisz

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

Vnarosxka: no 10 kancyn ¢ Gricmepi. Ilo 3 Gnicmepu pasom 3 8xaadenoio THCMPYKYICIo 6 Kapmionniil
xopobyi.

Storage conditions: Store in a protected from light place at temperature not exceeding 25°C. Keep out of
reach of children!

Yaosu sbepieanua: 3bepizamu ¢ saxuyenorty 810 eonozu ma ceimna yicyi npu memmepamypi He auuje
25°C. 30epizamu ¢ Hedocmynuomy Ona Ofhmedt micyi,

Shelf life: 3 years from the date of manufacture. Do not apply after the shelf-life expiration.

Tepymin npudamnocmi: 3 poxu 3 damu suzomoenenns. He euxopucmogyeanz Wicha 3ariMNEHHA MEPIIHY
npudamuocmi.

SURNAME AND POSITION OF PERSCN, L;\C“”\N yeTiC. "Us Manager of Quality Control:
APPROVING BATCH RELEASE TO\M‘ACR@ i, GOy uC"d “°. oMenedincep BKA:

Ipiseue ma nocada / 3eannn ocodu, TR

KA GUOARA 003BIN HA BUNYCK CePiT

SIGNATURE AND DATE, STAMP
Hidnue ma dama nidnuconns, nevanica / wmeam 15.01.2025
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