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Phaemarewtical Company
Manafoctured by WORLD MEDICINE ILAC SAN. VE TIC. AL,

Location: 13 Temmuz Mahisllesi Cami Yolu Caddesi No:30 Guaesii Bageilar: Istanbud, Turkey

Licgnse: TRUY 2019122

Bupotnus YOPSUTMEAMLEH FIAY CAHL BE TUTA A HL

Micnesnaxo:owensza: 15 Temsys Maxameini Jixasi Hony Jacaseel No SO Vwonemnai BarosemapCramdya Ty peuinig

Hinessis: TRAUY 20194122

CERTIFICATE OF ANALYSIS  No. 40000041051
CEPTHGIKAT HKOCTI A 40000041051

Product name:
Heessa npodyvenn:
Batch no.:

N cepii;

Batch size:
Pozip cepit:

Venodiol Forte Film-coated tablets

Benodios Gopine madremkn. 8Kt 1IGKOGOR) GOUTUHROIG

404000460
404000460
3 330 packages/vneacosor

Manufacture date: 04.2024
Hamu supotimamea:
Expiry date: (33.2027
Tepmin npudamuocmi:
TESTS SPECIFICATIONS RESULTS
Hoxasnukn saKkocTi Hopmypasiun PesvabraTi
Appearance Light brown to brown colored, oval. biconvex (ilm- | Complies
Onue coated tablets, notched on two sides. Bionosidac
Osasnl deoonyrd madaemey. expumi mHerosorn
GGOACUROK), 8i0) CHINAV-ROPULHEROM oo
KOPUNHESO20 KOIbOPY, 3 HACMMKAWN 3 060X cmopii.
ldentification '
loenmudpicauin The retention times of main peaks which are obtained | Complies
Diosmin from sample and standard chromatograms should be | Bidnosiou:
Huwocriny similar.
Hespernidin Hactu vmpurveanng ocHOGINN BRI, OMPHMUIINY N
fecnepucny: XPOMAMOSPE  SIMPoayeantco | cmandapniieso
POTHUNIG, MAIORTD GV GOUHAROGIALL.
Titanium dioxide Orange-yeliow colour should be observed in test | Complies
Tumaniy diorcuov selution, Biosnosioac
Yo sunpoGyveanony  poswuani e et
OPIHANCCRO-DICOBHINT 30Oapa e,
ron oxide Red colour should be observed in test solution, Complies
Oxeucdy yanizu ¥ qumpodysanony posuini nvuc 3agumitcs vepeoie | Bionosioae
SADUPETICHNN. i
Average weight 1280.00 mg £ 5% (1216 — 1344 myg) 1300 mgue
Cepedus maca I2RG.00 e £ 5% (1216 — 1344 310)
Uniformity of weight Maximum 2 of single weights could deviate more | Complies
Odunopiduicms macy than 5.0% of average weight and none of them could | Bionoaioue
deviate more than 10.0%.
He Gitbliee wine 2 kaneyons noeunid Giopiznsniues o
cepedubol Mact Oidbty wiske = 3 %6 1 dcoond gancyia
He GIOXWIRINUMEILC Glibtt widie na = 1) %,
Water content NMT 7.0%
Baricm goou He Giavue nioe 7, 0%
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Pharmaecutal {nmpary
Manafactured by WORLD MEDICINE [LAC SAN. VE TIC. AS.
Location: |5 Temmuy Mahallesi Cami Yolu Caddest No:50 Gunesh BageHar ixtanbul, Turkey

License: TR-UY 2019:12.2
Bupoduns YORJULMEJTHLIH UTAY CAN BE THIK. ALLLL
Micneshaxomkenns: 13 Tessva Maxavicwd Jbsavi HU,"I}" Fflwanaecs Ne 30 B onenn Layazaprasoy Ty peram
Jitessia” TROUY 20141222

BeHnogion ®opTte N2404000460_Cropinka_2.jpg

Disintegration
Poznacanusn

NMT 15 min.
He ditbuee nine 1ixe.

4 min. (xa.)

Uniformity of dosage units
(Hesperidin)

Acceplance value {AV) should be suitable,
L1: NMT 15.0; L2: NMT 25.0

Hesperidin AV = 7.5
Fecnepednny 417 = 7.3

Odnopionicae dozosanux fipuivtane  anavenns 1AV woe  gionosidani Complies
OQRHULE BUMOLM Bionosioac
(fecnepuduny) L1: He 6iavwe wime 13.0; L2 He Oiaviue nine 25.0

Dissolution

Hesperidin/Diosmin NLT 75.0% at the end of 30 minutes, 93.9 %
Pomiunennn He venue wiae 75.0% veper 30 xswin.

(lecnepuduny}

Assay

Kizoricne susnavuenn

Pliosmin 900.00 mg/th + 5% (855.00 ~ 945.00 mg/th) 937.0mg/th (ycsmai)
Shaocviny 900,00 yo/mads £ $% (835,00 - 933 .00 sev/miaiy)

Hesperidin 100.00 mg/th £ 5% (95.00 — 105.00 mg/th)

(lecnepuduny)

100.00 so/mad £ 5% (95,00 — 105,00 svoimad)

103.8 myih facmmad)

Diosmin related substances
Cyaposioni dominxa Juocsiny

Acetoisovanitione (Impurity A)
Anemoiroganizony (doxitka 4)

Isorhoifolin {Impurity €)
Tzopoighotiny (doviuma C)

Linarin {(hnpurity E)
Afapuey (Ooviwxa )

Diosmetin (Impurity F)
Huocvenuny (Soviwra F)

Maximal unknown impurity

Total impurities
Cyva gostiurok

NMT [.00%

He Qirbaue nine I0O0%

NMT 3.00%
He bitowe nive 3.00%

NMT 3.00%
He dimnme nive 3.00%

NMT 3.00%
He Giptae wixe 3.00%

ENMT 1.00%

_ . o He Giaste nive 1.00%,
FMavcuvcrone neaioonia dovinirg |

NMT 10.00%

He Giavre nioe 10.00%

“<BDisregard Hmit
< Xenci gusg et

<Disregard limi
<Mexwci gungirenns

<Disregard limit
< Meow'i auneatenns

<Disregarg fimit
< Mewei eunerenns

<Disregard limit

“ Mexct gusnaienns

i Complies
- Bionosic:

Hesperidin related substances
Cyapogioni doviwirn
Fecnepuduny

Eriocitrin

Epucyempuny

lsonaringin
zonapuneiny

Neohesperidin
fleceecnepuduy

NMT 1.00%

He Gl nive T.00%

NMT 4.00%
He 6iretie nixe 4.00%

NMT 1.00%
He Girbe wize I.00%

<Disregard limit
< Menei susesienns

<Disregard limit
< Mewel suna tenns

<[Jisregard limit
< Meowed gusigrenns
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Manufactured by WORLD MEDICINE IEAC SAN. VE TIC, A8,

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:$0 Gunesl Bagcilar'istasbub. Turkey
License: TRAUY2(19:12-2

Bupofuk YOPSTE MEAMIEHT IAY CAH. BE T, ALL

Micnesmaxaeresns: 13 Tevayy Mavamens Haasi fio.‘l_\' Joxaaneci Ne 50 Dionrenaai BaristnaapCranbya Ty penuni

Jinenzin, TRAUY 20191222

Naringenin
Hapuneeowiy

Didymin
Auountiny

Hesperetin
Fecnepunungy

Unknown impurity
Hegioava dosinika

Total unkaown impuritics
Cyna HeGIDOMHUX QOMINIOK

Total impurities
Cynia dovimoi

NMT 1.00%

He Gixeure wine 1.00%,

NMT 3,000
He dinsure wioe 3.00%

NMT 1.00%
He Gianure wixe 1.00%

NMT 1.00%

He iantue nioe [.00%

NMT 3.00%
He diaviue nixe 3,00%

NMT 9.00%
He Giaeuee nine 9.00%

<Disregard limit
< Aexe! gisigrenns

<Disregard limit
<Mewei qrsnaeiin

<isregard limijt
< Meswel guseaenns

<Disregard limil
< Meowed ausig s

Complies
Bionoaioac

Complies
Bionogioac

Micrebiological quality
Mirpoiorecivna yvnemoma
TAMC

FACWIBHA KITBRICHS aepadix
MIKDOORIGHIZMIE

NMT 10" CFU/g

< 10 CFUig
He Bianue wive 1P KVO»

< KN O

TYMC NMT ¥ CFU/g <10 CTFUAp
SCARIBHU KEBRICITE OPINCONCOGIN He Giintae nive ¥ KXOT KO i
B

nricuscux epubia
Eschevichia cali

absent’g

Should be absent/g Biocrmmni s |

Muowms Symu sicdcvmnis o

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

Vuawosra: no [0 xancyn 6 Gaiemepi. ITo 3 EACIMEPU PAIGM 3 GRIGOCHOIO IHCIMPYRYICI RAPIOHIIT Kopodii,
Storage conditions: Store in a protected from light place at temperature not exceeding 25°C,

Keep out of reach of children!

Muoau stepicaims. 36epizamy ¢ BUEHUCHOMY 610 GOIOPW MA CRIMIG MICYT NP mesnepamypi ne aiige 253°C Shepicanii
HEDGCMYHNOALY B Qimeli atiey,

Shelf life: 3 years from the date of manufacture.

Do not apply after the shelf-life expiration.

Foparin npudarmoeni: 3 poxu 3 dami Gueomoeaienns.
He sixoprcmosyeaunu ticas saxinwenns mepating npuddnoCnt,

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET
Tpksunge ma nocadd 7 seauas ocofu,

HEY BHchaAa Q03 Ha BURYCK Copif

SIGNATURE AND DATE, STAMP

1700IH¢ Mol OLma IGHECARIA, PONTRING  HRKLUH

23.07.2024
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