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Manuficiored by
WORLD MEDICINE 1LAC SAN, VE TIC. ALS,
Location: 13 Temmuz Mabatles: Cami Yolu Caddesi No:56 Gunesli Bageilarisunbul, Turkey
Liwwense: TRAY 26197122
BupolGnux YOPIA MENHLMN 1IAY CAH. BE TLLK, A
Micuesnaxomsensa: 13 Tesmwys Maxoagewi H T I"Iu:xy Hlaazgaest Ne 30 Drostewn Barzswmap Crandyn Ty pessing
Jhnensin: TRAUY 200971222

CERTIFICATE OF ANALYSIS Ne. 40000034198
CEPTHDIKAT AKOCT!

Product name: Diosmin-WM film-coated tablets
Hossa npodveny: Jicemin-BA, matremsu arpunii
HHEROEOIO 00QIOHKDI0

Batch no.: 306000710

Ne cepil: 306000710

Batch size: 3 186

Posyip cepii- 3 186
Manufacture date: 06.2023
Hamea supobuuymesa: 46,2023

packages/ynarocox

Expiry date: 05.2026
Tepsin nproanivocmi: 03,2026

TESTS SPECIFICATIONS RESULTS
florasenura axocmi Hopyyeauns ] Pesyasmani
Appearance Rfmnd_, biconvex,‘pink celoured ﬂlm.coaltcci tablets. wa‘mplics
Onue [\{J)-‘a?n QGOONVRAL Mabae IRy GRpUNH niiero6om Bionosiiue
OBOIGHROID POJCCEO0 KUABODY B
Identification
Idenmudiinanin
Diosmin In assay, retention times of main peaks which are obiained Complies
Hiocariy from sample and standard clromatograms should he | Bionoeioae
: simHur.
1 Y anevtisi vac ympuoyeam ocioginx nixis, ORPHLVARUY {3 | i
: IPAIRA A C]?!d.’i()('}p}}lﬂ(}f' ,\'p().iranmepfmu, ROBHBENH 6_}’!}?!1 |
HOQIGHI, |
Identification Test solution should give maximum absorbance at the 37¢ £ Complics |
i Ioenmuhinauin 19 nm and 265 # 10 nm wavelengths, ' Bidnogidue ;
i Diosmin Morcwvanene  snauenns  nozwivanns  sunpodyeunoen
Hioeatiny POIUUEE MAC Mty Atete g oosdeni el 378 s 1 war i
' 265 = 1ma !
Titanium Dioxide Orange-yellow colour should be observed in the test FComplies ‘
Fenony Tioweuo solution, | Bionosidac i

¥ docaiducysanosy pozwid 016 chnocmiepicamu |
CPAHICERO-JCOGNNIT KOTIp. ‘
I
|

ron Oxide Red colour should be observed in the test solution, Complies
rened secriye ¥ decuidowysanony pozwing cai0 cnechiepizanii uepaon s Biomosicac
SOGUPGHEHNA.

935.0 mg/tab. (wr/rad) & 3% (888-982) mg/ tab. fvomad)

10

“Average Weight
: Cepednn waca Maximum 2 of single weights could deviale more thy

5.0% of average weight and none of them could devifi® o
Veight Uniformity more than 10.0% ol average weight, *

i ih o . . .

i Qdnopidricme sacu Marewsym 2 o0uituani aiacu Moacyme GiGxicsmics Gia [
TLaine ma 3.0% cepedueol vact, | oowodna 3 sux e Aol
GIOXWIHIMUCH OLbite WD 1er H5 (0% a0 cepednnol atacu.

e Ores 6/?<f 25w Ly &,
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WORLD MEDICINE

Abgrmateuned Company

Manutuciured by
WORLD MEDICINE 1LAC SAN, VE T, A,
Location: 15 Temmuz Mahaliesi Camii Yolu Caddesi No:$0 Gonesh Bageilar/lstanbul, Tarkey
Lacense: TR/AUYZ2019/12-2
BupoQeus YOPHI METHIHMH TAY CAIL BE T8 ALLL
Micuessaxotkenns: 15 Tesmvy Maxanaeun Jkami ﬁo:s)' Jhka:need NeoSO Doneieni BarzmauapCravdyn | Typetn
SHuesn, TRATY2019/12-2

Water Coutent Max. 7.0% 4.29
Byicon goon Marcusvw 7,0%
Disiategration Max. 30 min. 6 minutes (xs)
Paznadanis Meccuanyat 3a 30 xg
Min. 80% of label claim at the end of 120 minutes. 102.4%
Dissolution (Q=75%) :
Poszwunenna Mistiviyn 3G%% i 3aneaenoi xiterocmi vepes 120 xs §
. (()=73%) ; |
Homogeneity of Bosage Complies
ni : I
g:;:f;” Sricntn 00308aI I Acceptancc.i value (AV) shot{ ld meet the requirenents. Bianasioa
Bl Max. 15.0, L2 Max.25.0
COREHED

p , Tpuivuansne suavenist (A V) vac eidnosicamu sinosel.
(Muass Uniformity) / :

D L swage 15,0, L2 vawe 23,0
Odnopidnicmu vacu

i Diosmin
 Hiocasin

Assay

g:(;:;:f;“ gressestia 600.0 mg/tab. (ua/mad) + 5% (370.0-630.0 my’ tab. 600.0 g’ tah

Hiocatin (a2 mat)} (v :55

. , —————
Related Substances

Cyaposioni dostitixy -

fmpurity A Max. 1% C<Disregard limit
Vilosiuira A Maxe | % = Meowi gras s
! fmpurity B Max. 3% 1.4%
fﬂo,wiuma B Mare 3 % }
mpurity C Max. 3% 12,98 !
L Hoaineca C Mare 3 % : |
Impurity D Max. 1% 0.3% i
oriiura D Maxe 1 %

lmpurity E Max. 3% 2.0%

Hoasrdwwa £ Muxe. 3%

Impurity F Max. 3% 1.29%

Hostiura Mare. 3%

Any unknown impurity Max. 1% 0.1%

Bvou sva neidoma Muare I %

dostiuine i

Total impurity Max. 10% L 6.8%

Ly davinwr Marc 10 %6 : o .
Microbiological quality

Mixpodionoeivia uucmoma

TAMC NMT 10° CFU/g

FUASLABHA KINOKICHD He Giavure 1P KVO»
aeROBIY MIRPOOPeaniz i
TYMC NMT 10°CFilg ;

sazesibta wianricnte Opincond He Simae 107 KV
naicHagiy epubiy
Fseherichia coli Should be absent/g
Bidcymui />
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Munufuclured by
WORLD MEDICINE ILACSAN, YE TIC. ALK
Location; 13 Temmnz Mahallesi Cami Yolu Caddest Noo 50 Gunes!li BagoilazTstunbul, Turkey
Livense: TRIIY 20191 2-2
Bupotuns YOPJ MEJHTHH LAY CAH. BE TR AL
Mictesasotaenm: 13 Tesmys Mavaaneni fxand Hoay Joeaiesi N 50 Douets i bar sscaepiOrantyn Ty pesaana
Sigenain: FIRVUY 201941222

Packing: 15 capsules in a blister. 2 blisters with the enclosed leaflet in a carton box.

Ynaxoska: |3 wancyn g SaicTepli. 2 Snictepis 3 BIIAACHOIO THCTPYRUICIO B Kaprouiii kopobui.

Storage conditions: Store in a protected trom light place at wemperature not exceeding 25°C.

Keep out of reach of children!

Yaoan 3depicainn; 30epieamit 6 3axuigenony 6id uiozu N ceint eyt npu mesmepaniypi e erige 23°C
IGepizannt 6 nedocmynronty dan dhmedi vicyi.

Shelf life: 3 years from the dote of manufacture,

Do not apply after the shelf-life expirazion.

Tepatiys npudammeenis 3 pory 3 Oaniy guzomosaenuns, He europucmosyvecnue iica savinye s mepainy
HPRGUNIHOLIIL,

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET
Hpissuue ma nocada / weamis ocobu,

SKA GUOWTd QOIEET HA GUNYCR cepll

SIGNATURE AND DATE, STAMP \
Hidwue ma Qama RIONRCUIIR, Hewamicg . IHNauR F2.02.2024
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