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CERTIFICATE OF ANALYSIS
CEPTHDIRAT AKOCTT

Product name:

liersin: TRACY2019:00.2

No. 43000048784

Diosmin-WNM film-coated tablets

Hessa npodveniy: Jiocsin-BAM. madaemrn skpumi n48k08010 060201K010

Batch no.: 411001690

Ao copiis 411001 690)
Batch size: 3 270
Pogaigs cepii: 3 2710

packages/vnarxosox

Manufacture date: 11,2024
Hemer supodumea: 11.2024

Lxpiry date: 10,2027

Tepaiin npuoamocmi: 10.2027
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Mowagnuru axocmi :
Round. biconvex, pink coloured film coated tablets.

SPECIFICATIONS
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Rionosioac

In assay, retention times of main peaks which are obtained
from sample and standard chromatograms should be
similar,

Yoananisi vac ympustyeauns ocnosiux nixis. onpustniux i
SPARG M CIANGAPIINOT XPOMAMOSDAMI, BOGUIEN OV
nacionuat.

Test solution should give maximum absorbance at the 370 &
H0 nm and 265 + 10 nm wavelengths,

Marcidiabne ROAWHODISE  BUIPGOVGANO0
POTRUNY MQC Samii Atcye npie Ooesicuni xawid 370w 10 na i
265 & 10 o0

Orange-yellow  colour should be observed in the test
solution,
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Red colour should be observed in the test solution,
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935.0 mgaab. fucmadi £ 5% (888-982) myg/ tab. (ve/mad)

Maximum 2 of single weights could deviate more than
5.0% of average weight and none of them could deviate
maore than 10.0% of average weight.
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Manufactured by
WORLD MEDICINE ILAC 8AN. VE TIC. A8,
Location: 15 Temnnz Mahaliesi Cami Yole Caddesi No:50 Gunesti Bagerar: Istanbul. Turkey
License: TRAUY2019:4222
Bupoduus YOPLLMEIUIN LA CAHL BE TUUK. AL
Mcwemaxcowcewss 15 Jesny Savavewi Svcasn Hon [weadoees N w) Dionewesi Bacooewsap Cmavdys Tvpesuuna
Sligenso: TRIGY-2009/12

Disintegration Max. 30 min, 2 minutes (xa)
Losnaoanns Marcianw 3a 30 xe.
Dissolution Min. 80% of label claim at the end of 120 minutes. | 102.0 %
Posuunenns (Q=75%).
Minisnasr 80% 6i) saneaenoi  kinskocmi uepes 120 xe
L O=75%).
: Hmno;:éncity of Dosage Ac uplancc value (AV) should meet the requirements. Complies
- Units L1: Max.15.0, 1.2: Max.25.0 Bionosioae:
cOduopionicny oowesarx | puinsaaone savemst (4V) siae sionosioany GUMOMUM,

Loouttiinn L1 vpawe 15,0, L2 vawe. 23,0
Cass Untformity)
()r)/!(i/)lr)lll( b e
FDiosimn
diocsin
Assay

Kiwricne sunavenns
Diosmin 600.0 mghab. usimad) + 5% 593.1 mg/ tab.
divcann (370.0-630.0 mg/ 1ab. fye/mad)) (me/mai)
"Related Substances
i ¢ “yupogioni dosinsu

lmpurity A Max. 1% <Reporting limit
Hoviinera A Mare. 1 % <Mexci gusigienst
impurite I3 Max. 5% <Reporting limit
losiivea B Aare.3 % <Meowci gusigacnns
Smpuriiy C Max. 3% <Reporting limit
VAo O Muare 3 % <Mediet cusieaenns
Hmpurine 1 Max. 1% <Reporting limit
o 1) Marce 1 % <AMeici eusieacuins
Impunts I Max. 3% <Reporting limit
o 1 CMare 3% <Mevici susienenis
Chnpuarity I ‘Max 3% <Reporting limit
Coleniituna B Marc. 3% <Mexci suseacuis
Any unknown impurity Max. 1% <Reporting limit
Chyon sra ienidon Mare, 1 % <Mexci susicaenns
N ER
STotal impurity Max. 10% <Reporting limit

CCvana doviinion
\hcmhm;n;,u‘al quality
CMikpoéiosociune wucmon,

Mawe. 10 % <Mexci susieacnus

TAMC NMT 10 CFU/g <10 CFU/g
RN FI NI He Gime 107 KNV </ KVOie
SUPOGHUN MIKPOON i 33116
TYNMC NMT 107 CFUrg <10 CFU/g
SO RETLRICIS Oproreo), L He dianwe 1P KV p <[00 KYOie
SHHCuBEHY P 7

Lvcherichia coli

Shouid be absent/g
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Biocvmni o

Biocymui 7 0
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Manuafactured by
WORLD MEDICINE ILAC SAN. VE TIC. A8,
Lecation: 15 Temmaz Mahatlesi Cami Yolu Caddesi No:S0 Guneshi BageHarstanbul, Turkey
License: TRAUY2019-02.2
BupoGuue N ORI ML Y CAHBE TR A HL
Mecwevwvommennst 15 Tesiny s Maxaviemi Jwcas Do, v Aowanaect A 30 Uionew n Baconcwwp Cimavidva | yperwsana
it TROY 2019702

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

Viawoara: 15 kaneve s Gricmepi. 2 Oaic MEPIes 3 RRAAGCHOIO THCHPYRYICK) 6 Rapmoniii Kopody,

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

Keep out of reach of children!

.\ VOB soepicanis: 3oepicanin o FAVUMEHONY 610 601008 ma cainid Ayl upu mesepamypi ne euge 25°C
3t /N WHHE R HCAOCHVITOMY A dimeli e i,

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

Topsiin mpuemuocmi: 3 Port 3 dasite sucomosaeni. He suropuemosyeamu nicas sarinuenns mepyiny

npucaninocmi,

SURNAME AND POSITION OF PERSON.

APPROVING BATCH RELEASE TO MARKE '

Hpiwitcie mc nocanda - geams ocodin, -

sihd b DTl i gl s AUV -L‘L'/J/I

SHONATURE AND DATE. STANMP ’
FHibisec mine Ocnies sichnicennm, nevamea usmase 2002200258
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nacoutical Compiny

Location; 15 Temmuz Mahallesi Cami Yolu Caddesi Nu:50 Gunesli BapeikiIstanbul, Turkey

Diocmin-BM Ne411001770_Cropinka_1.jpg

Manufactured by
WORLD MEDICINE HLAC SAN. VE TIC. A.S.

License: TRAJY2019/12-2
Bupodwus YOPJUL MESUHIMH LAY CAH BE TUDK. A4

Micesnaxoodncenin: 13 Texays Maxazaewmi owavi Hoay Qacaooeci Ao 50 Donewri Lucoxcwiap Cravdya , Typeviing

. CERTIFICATE OF ANALYSIS
CEPTH@IKAT AKOCTI

Product name:

Hiyensisn: TRUY2019/12-2

No. 40000048786

Diosmin-WM film-coated tablets

Hasea npodykmy: Jiocsin-BM, mabaemiu axpumi naiskosoio oboronxoio

Batch no.: 411001770

- Necepii: 411001770
* Batch size: 3 303
Posatip cepii: 3 303

packages/ynakosor

Manufacture date: 11.2024
Henma aupodmapnea: 11.2024

Expiry date: 10.2027

Tepaiin npuoammocmi: 10.2027

TESTS SPECIFICATIONS RESULTS
Horasuuru axocmi Haopasrpganns Pesyavmamu
Appearance Round, biconvex, pink coloured film coated tablets. Complies
Onuc Kpyeri,  Osvonyini  mabaemiu  expumi  niiarosorw | Bionosioac
OGOAOHROIO POHCEBO20 KOABOPY.
Identification. -
Ldenmudpivayin
Diosmin In assay, retention times of main peaks which are obtained | Complies
Liocariny from sample and standard chromatograms should be| Bionosioac
similar.
Y quanisi vac ympusysanist ockosnux nixie, Ompusanux iz
IPARA MA CIMAUOGPIIIOT XPOMAMOSpasn, nosunen Gyvmiu
0 T o B ROGION LM,
Identification Test solution should give maximum absorbance at the 370 % | Complies
Loenmudhicania 10 nm and 265 £ 10 nm wavelengths. Bionosioae
Diosmin Marcuvansne  snauennst  nozuunanns — 6unpodYeanoeo
Hiocyiny posuuny sac atanii sicye npu ooexctni xeuti 370 & 10w i
265 + 10w
Titanium Dioxide Orange-yellow colour should be observed in the test|Complies
 Tumiany Hioveuo solution, Bionosioac
Voo oocaioocyeanosy  poswui caio cnocmepicamu
OPAHKCEBO-DCOBIMUI KONIP,
Iron Oxide Red colour should be observed in the test solution, Conplies
Orcud saniza V' oocaiovcyeanosty poswuni ciio cnocmepicamu wepeone | Bionosioac
sabapeaens.
Average Weight 935.0 mg/tab. (ve/mad) + 5% (888-982) mg/ tab. (ue/mad) | 949 mg/ tab. (ve/mad)
| Cepeoun muca. :
Weight Uniformity Maximum 2 of single weights could deviate more than|Complies
Oduopionicme sacu 5.0% of average weight and none of them could deviate | Bionogioae
more than 10.0% of average weight.
Marcwyar 2 00w stacu voxicymiv gioxuasimucs Ginstu
i na 3,0% cepednsor sacu, i aeodna 3 nux e Moswce
sioxwsmucs Ginowe nioe na 10.0% gid cepeant u}/wu .
Water Content Max. 7.0%
Byicm eoou Marcuym 7,0%

f)% e o,
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Manufactured by
WORLD MEDICINE ILAC SAN. VE TIC. A.S,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:30 Gunesli BageilarTstanbul, Turkey
License: TRAUY2019/12-2
Bupobuug YOPJAT METZHINH 1AM CANL BE TUPK. AL
Micyemaxooxmennn: 13 Tesonys Maxarvrewi Tacavi Hoxy Tncaddeci Ao 50 Dioneweti Bazoxusap Crandvn  Tipewtuna
Jgenzin: TRAUY2009/12-2

Disintegration Max. 30 min. 7 minutes (xg)

Posnadanun Marewvivn za 30 xe,
Dissolution Min. 80% of label claim at the end of 120 minutes.|105.0 %
Posuunenns (Q=75%).

Minixiym 80% 6i0 sangaenoi  kiabxocmi wepes 120 xe

(O=75%).

"} Homogencity of Dosage Acceptance value (AV) should meet the requirements. Complies
Units L1: Max.15.0, L2: Max.25.0 Bionogiduc
Qonopionicnte dosoeanux | Hpuivawie snavenus (AV) sae 6ionoeioamu suyoean.
eouHun L1 swawe 15,0, L2: svare. 25,0

{Mass Uniformity)
Qounopionicne macu

Diosmin
| fiocaii -
Assay
Kinericue sisnavennsn
Diosmin 600.0 mg/tab. (yeimai) £ 5% 593.6 my/ tab.
Hiocatin (570.0-630.0 mg/ tab. (ve/mad)) (v2/mai)

Related Substances
Cynposioni domimiru

Impurity A~ o Max. 1% <Reporting limit
Loatinuxa A Marc. 1 % <Meoci sunenennst
Impurity B Max. 5% <Reporting limit
Hovivixa B Marc.3 % <Meoci austeaens
Impurity C Max. 3% <Reporting limit
Hosiwka C Murc.3 % <Mewci usisaenis
Impurity D Max. 1% <Reporting limit
Hosiwuxa D - - Maxre, 1 % <Mexuci aunarenns
Impurity E Max. 3% <Reporting limit
Hoviwra E Mare 3 % <Mevici eusicarenns
Impurity F Max. 3% <Reporting limit
Hostiua F Mare. 3% <Meoci gunerenins
Any unknown impurity Max. 1% <Reporting limit
Fvow siva uesioova Maxce I % <Meowci ausiaacunst
AOATIK: e -

Total impurity Max. 10% <Reporting limit
Cyaa doninor Mare, 10 % <Meoxci auagaenuns

Microbiological quality
Mixpodioaoeivna wvucmoma

TAMC NMT 10} CFU/g <10 CFU/g

BAXAABIG KLIBKICHD He 6iavwe 107 KYO/. <O KYOr
b sl AepoBHUX Mikpoopeanizvie |

TYMC NMT 10°CFU/g <10 CFU/g

sueanblid KiAbKicms opincond He dinvwe 107 KVO/a
RACHAGUN 268
Escherichia coli Should be absent/g
Biocymui / ¢

<l0 RYOr

Absent/g
Biocvimi /7 »

JRPATH,

APM.
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Manufactured by
WORLD MEDICINE ILAC SAN. VE TIC, A.S.
Lovation: |5 Temmuz Mahatlesi Cami Yolu Caddesi No:50 Gunesli Bageilar/Istanbul. Turkey
License: TRAUY/2019/12-2
Bupodmuk YOPJIT MEZHIUIH LAY CAIL BE TLDK. A1
Micyesnaxaomcenns: 15 Tesys Maxaaeun: Jwani Hoay caddect N 30 Piomewesi bazoscwap Cmasdyy , Typeuuund
Jigensis: TRAUY2019:12-2

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

Ynaxosra: 15 xancya 6 Gaicmepi. 2 Gaicmepis 3 sxaadenoio incmpyryicio 6 ROt Kopoouyi,

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

Keep out of reach of children!

Vxoeu sbepicanus: 36epicamu ¢ saxuuenosy 6id 6oa0ou ma ceintia sicyi npy mexnepamypi ne guge 25°C.
3Gepicamu 6 nedocmynnomy 0in dimei siciyi,

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

Tepyin npudanmocmi: 3 poxu 3 damu suzomosienns. He suxopucmosysamu nicas axingenis meptiny
npUOAmIOCH.

SURNAME AND POSITION OF PERSON; 1
APPROVING BATCH RELEASE TO MARKET
Ipissige ma nocada 7 seanns ocoon, et
AKQ BUdaTa Q0I8LA 1O GURYTR cepil

SIGNATURE AND DATE, STAMP
Hionue ma dama nidnucanus, nevamsa / wmasnt 20.02.2023 i
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