Y WORLD MEDICINE
Pharmaceulical Company

Manufactweed by
WORLD MEDICINE ILAC SAN. VE TIC. A5,

Locationi: 15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilac/Istanbul, Turkey

License: TR/UY!2019:12-2
Bupobuik YOP/I] MEJHIIMH IAY CAH. BE TUDK. A.iIl.

Micnesmaxonxenmn: 15 Tennys Maxamnewi Jaani Foay Teasneci M 50 Tiosemr Barmeatnap/Crambyn . Typemiina

Ninensin: TRAUY 2019/12-2

CERTIFICATE OF ANALYSIS No. 40000034819

CEPTH®IKAT AKOCTI

Product name: Venodiol tablets
Hazaa npodyxmy: Benodion mabremxu

Batch no.: 312001970

Mo cepin: 312001970
Batch size: 17 673

Poamip cepil: 17 673 packages/ynaxosox
Manufacture date: 12.2023
Hama supobnuymsa: 12.2023
Expiry date: 11,2026
Tepmin npudamnocmi: 11,2026
TESTS SPECIFICATIONS RESULTS
Appearance Brown-light to brown spotted colored, oval, biconvex | Complies
Onuc tablets. Bionosidae
Heosxosunyrni mabnemxu osanviol hopmu, 8id caimno-
KOPUiHE6020 00 KOPUNKEB020 KOMbOPY 3 6KDANAEHHAMY.
Identification
loenmugpixayia
Diosmin Retention times of main peaks which are obtained from | Complies
HAuocminy sample and standard solutions chromatograms should be | Bidnosioac
Hesperidin similar,
Fecnepuduny Hac ympumysanus ocHosHux nixie, ompumanux Ha
Ascorbic acid xpomamozpami  eunpobyeanozo i cmandapmuozo
Ackopbinoeol Kuciomu DOIUUKIG, MAIOMB DYITU OORAKO8UMU
Average mass 750 mg + 5.0% (713 - 787 mg) 750 mg (m2)
Cepedus maca 750m2 £5.0% (713 — 787 m2)
Uniformity of mass Not more than 2 of the individual masses deviate from
Oonopionicms macu the average mass by more than 5.0% and none deviates
by more than 10.0% Complies
He binvwe 2 oxpemux mac 6ioxurmiomsca ¢id cepednvoi | Bionosioae
Macu Oinewe wizie na 5,0%, i xcodua ne eidxurscmves
Ginvwu wine na 10,0% m
Water content NMT 8.0% /&‘m \J,\ 52%
Bmicm soou He Ginvue nixnc 8, / 2 I }?I AN
Disintegration NMT 15 minutes # g i G {'1' \\ 11 minutes (xs.)
Posnadanns He Ginvwe nine 1535 W[ ~ [ M £
Uniformity of dosage Acceptance valug(AV) should meet the tal irements. | Hesperidin (lecnepuduny)
units 7 7 AV=502
Oodxopionicms dozo06anux Ascorbic acid
ooUHUYY (Acxopbinosoi kucromu)
Av=35]1
Complies
Bidnogioac
Dissolution
Pozuunennsn
Diosmin NLT 75.0% of the label claim in 30 minutes. (Q =
Huocminy 70.0%)

He menwe nixne 75,0% sid zasenenozo emicmy uepez 30
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Mansiactared by
WORLD MEDICINE ILAC SAN. VE TIC. A S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilarlstanbul, Turkey
License: TR/UY/2019/12-2
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xe. (Q = 70.0%)
Hesperidin NLT 75.0% of the label claim in 30 minutes. (Q = 98.4 %
I'ecnepuouny 70.0%)

He menwe ninc 75,0% 6io 3anenenozo emicmy wepes 30
x6. (Q = 70.0%)

Ascorbic acid NLT 75.0% of the label claim in 30 minutes. (Q = 93.6 %
Ackopbinoeot kucnomu 70.0%)

He menwe ninc 75,0% 6id sanenenozo emicmy vepes 30
xe. (O = 70.0%)

Assay

Kinvxicne ausnavenns

Diosmin 450.0 mg/tb + 10% (405.0 — 495.0 mg/tb) 471.9 mg/tb (m2/mab)
Huocminy 450.0 m2/mab £ 10% (405.0 — 495.0 mz/mab)

Hesperidin 50.0 mg/tb + 10% (45.0 — 55.0 mg/tb) 51.6 mg/th (mz/mab)
Tecnepuduny 30.0 m2/mat £ 10% (45.0 — 55.0 mz/mab)

Ascorbic acid 100.0 mg/tb + 10% (90.0 — 110.0 mg/tb) 100.1 mg/tb (v2/mab)
Acxopbinosoi kuciomu 100.0 m2/mab £ 10% (90.0 — 110.0 mz/mab)

Related substances

Cynpogioni domiuaxu

Any single impurity NMT. 5.0% 2.1%

Hegidoma oounuuna He binvuse nine 5,0%

domiwxa

Total impurities NMT 15.0% 93 %

Cyma domiwiox He binvwe nioe 15,0%

Microbiological quality
Mixpobionozivua vucmoma

TAMC NMT 10° CFU/g 50 CFU/g (KYO/2)
3azanvua kirbkicmy He binve nine 10° KVO/2
aepodnux Mikpoopzaniamie
TYMC NMT 10° CFU/g < 10 CFU/g (KVO/2)
3azanvna xirvkicme He 6invwe nine 1PKYO/2
OPIiNCONCOBUX MG NAICHRBUX
zpubis
Escherichia coli Should be absent/g. fﬁg\«\ Absent/g

Maomb Gymu sidcymudlo2"— 212, Riocymui/z

 ; 1 BN

B\Y

£ e M EHTIB N
Packing: 10 capsules in a blister. 3 blisters with the 5 Jéantt'in'a cart it Box.

Ynaxoexa: no 10 xancyn y 6ricmepi. o 3 6nicmepu 3 ; m& Woplobyi
Storage conditions: Store in a protected from light plsi i ing 25°C
Ymosu 36epizannn: 36epicamu ¢ 3axuuenomy 6io csi i npu meunepaq_iﬁprl ¢ aume 25°C,
Keep out of reach of children! g " YA

3bepizamu & nedocnmynmnomy onr dimeii! o £ _?.f___\___ﬁ"\\ N

Shelf life: 3 years from the date of manufacture,

EiLAG SAN. VE TiC. AS.
Tepuin npudamnocmi: 3 poku 3 damu euzomoanenna.

-
2l DICHN _
WORLD MEDICIEILAG 51 o0

£ Temou Ml Fe
Do not apply after the shelf-life expiration. B;gmf:' 5T UL Ti:-._S[!;‘ ; ;\.rnézluao%“
i i (] damuocmi. Gineyi VD 8180355
He sacmocosyeamu nicna zaxinuenns mepminy npudamn o r;;ml: o 04505240 0017
SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET Kaan ALIOGLU
npme ma nocada / :sanns ocobu, ®antn Ggrence NAADrD ve Masgl MdBe

; ruahii. Assurance Mapager and (ualified Perses
AKA eudana D036IR Ha SUNYCK cepil

SIGNATURE AND DATE, STAMP C%
Ilignuic ma dama nionmucarna, nesamsa / wmamn 21.05.2024
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Manulictured by
WORLD MEDICINE fLAC S, VE TIC. 2.5,
Loemtion: 15 Temmus Mahallesi Cami Yoly Caddes: No:30 Gunesli Hagcilar Ianbul, Tutkey
License: TR Uy 2019 12.2
Bupodnus YOPIA MEMNMUMI IAY CAH BE TUER. ALl
Mictteymaxetenna: 13 T, MY Maxazneini Hisasi 1“[(:.1_\' Aaauanect Ne 501 wneqn Bar vzap Cramtya . Tyvpetnnn
Hinewsias TR UY 2019 12.2

CERTIFICATE OF ANALYSIS No. 46000034821
CEPTH@IKAT AKOCTY

Product name: Venodjol 1ablets

Hasau npadyxmy: Benooios madreme
Batch no.: 312002680

7/

A cepir: 312002080
Batch size: 18 185
Pozuip cepir: 18 185

packages/vraregor

Manufaeture date; 12,2023
Hama supotituymaa: 12,2023

Expiry date: 11,2026

Tepatin npudamuoemi: 11,2026

—

Ascorbic acid
Ackopdineeor ruenomu

Ypovamozpavi - eunpodyeynoco
PO, Maoms Byvny OORUROB UMY

TESTS SPECIFICATIONS RESULTS
Appearance Brown-light to brown spotted colored, oval, biconvex Complies
Onue tablets, Bidnosicoe

Asoswosunyicni mataenyy ogaannol ghopsiu, 6id caimao-

KOPUYTICR0O0) o RNofiiiesoR0 F\'(J.'lb(lf)l‘ 3 GIPOTLICHTSINY,
Identification
{denmughivayis
Diosmin Retention times of main peaks which are obtained from Complies
Huocwiny sample and standard solutions cliromatograms should be Bimoaioar
Hesperidin similar.
Tecnepuduny Hoc  ympusyeams  ocnosniy niKis,  ompuotanny ny

cmandapmnoeo

Average mass
Cepeons vaca
Uniformity of mass
Oonopiouicns wacu

750 mg +5.0% (713 - 787 1ng)
730m0 +35.0%¢713 - 787 up

Not more than 2 of the individual masses deviate from
the average mass by more than 5.0% and none deviales

747 mg (w0)

Baiienm goou

e Gigotue wive 80%

Disintegration
Poznaooins

by more than 10,0% Complies
He binsuee 2 ORPEMIX Mac sioxuimonsen aio cepednnal | Bionosidue
Mack Bl wive na 3,0%, i ACadiel He GIOXIIHCBES
Ot 1idie ne 10,0%

Water content NMT 8.0% 56%

NMT 15 minutes.
He Gitoue i 15 ye,

9 minutes (ve. )

Uniformity of dosage
units

Oduopionicms dozosan
aBituyy

Acceptance value (AV) should meet the requirements.
Lpuimnmne snavenny (4 V) Mmae sionosioan BUALO2GLN,

Hesperidin (/ ecnepucuny)
AV=502

Ascorbic acid
{Ackopsinogor Kiceromu)

Huocwiny

70.0%)

AV =5]
Complies
Bivnoaioue

Dissolution

Pozuunenny

Diosmin NLT 75.0% of the label claim in 30 minutes. Q=

B ' i wpaina L
He wemwe nine 75,0% gio RGN0 gALICH] wﬁlg’au?ﬂ Hal
o

(e P Mg 8
A & o

{Soypng o

Sy OX. AT
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R/ A ——— Carigan, Mauufuetred by

WORLD MEDICENE [LAC SAN.YVE TIC, ALS,
Lanition: 15 Tenmmws Mahallesi Cami Yohi Caddesi No:50 Gunesi; Bageilar Istanbul, Turkey
License: TH LY 2019 12-2
Birpudwns YOI MENTUNE 1A CAH. B TULK. A L.
Mictiesuasoukenns: 15 Tevmys Maxauienit Flaaii Tioay Jlwaniee N S0 Tostenn:ni Bar aaisap Cravdiva Typeanma
Jivemis: TR 1Y 2019 2.2

xe. (Q = 70.0%)
Hesperidin NLT 75.0% of the label claim in 30 minutes. (Q = 98.4 %
Llecnepuouny 70.0%)

He vemue nine 75.0% gio 3URGHLNAC0 Gaticny wepes 30
xa. (Q = 70.0%)

Ascorbic acid NLT 75.0% of the label claim in 30 minutes, Q= 92.4 9,
Acxopéinoeor xucromy 70.0%)

He memue nioe 75,0% 60 3ansnenoso syicny vepes 30
Xe. (Q = 70.0%)

Assay

Kimricne suznavenns

Diosmin 450.0 mg/th £ 10% (405.0 - 495.0 mp/th) 471.9 mgib (ve/nierdy
Huocsriny 430.0 3e'mads £ 10% (405.0 - 495 () M RIG)

Hesperidin 50.0 mg/th + 10% (45.0 - 55.0 mgib) 51.6 mghh (ueimag)
Tecuepuouny 30.0 melmab £ 10% (45.0 — 55.0 MaMad)

Ascorbic acid 100.0 mg/th £ 10% (90.0 - 110.0 mg/th) 100.1 mg/th (yvvmui)

AckopSinoeor xuciomu 100.0 y2/mas = 10% (90.0 - 110.0 s12/mciciy
Related substances
Cynposioni doatinmu

Any single impurity NMT. 5.0% 2.0%
Heeidoa oo He 8Lisue nie 3,0%

daviture

Total impurities NMT 15.0% 4.9 %
Cyvta domifwrox He biavue wine 15,0%

Microbiological quality
MixpoGionoeiuna wyemoma

TAMC NMT [0} CFU/e < 10 CFU/g (KY O
Sacureita kizoxicwn He Giaviue nine 1IF Ky Fo
aAePOGHIX MIRpOOpLaniia
TYMC NMT 10° CFUrg < 10 CFUig (AV )
Saccitvia viasriome He Sinore nive HEKYVE):o
OpIICOICOsIY ma nxicingyy
epidia
Escherichia colj Should be absent/g. Absent/g
Meianio Gymu eideymuisa, Bioevimiie

Packing: 10 capsules in a blister. 3 blisters witlh the enclosed [eafiet in a carton box,
Ynaxosra: no 10 xaneym ¥ Gafemepi. fo 3 aricmepn 3 inempyiiicnn Y Kupmeanniin kopody,
Storage conditions; Store in a protected from light place at temperature not exceeding 25°C,
Yuoeu 3depiacnus: 3bepicunty g ST eHOMY 60 calmia sicyi npy menepanvni e suye 25°C
Keep out of reach of children!

3Gepizamu g Hedocmyitony 9an oimedr!

Shelf life: 3 years from the date of manufacture,

Tepatin npudanmocmi: 3 PORY 3 damn sucamosteny,

Do not apply after the shelf-life expiration.

e sacmoconyaamy nicus ARG NN mepatiny npudmnnoc,

SURNAME IND POSITION O PERSON,

APPROVING BATCH RELEASE 70O MARKET
(Ipissuye ma nocada 7 saurs acodn, L
AR Gt dOI6iT Har BUNVCK Ccepir

SIGNATURE AND DATE. STAMP

fidnne ma oanyg nir)mrmmm. HOUARAG - kg
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