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WORLD MEDICIE

=~ Pharmacoulical Campany Mauufactured by WORLD MEDICINE ILAC SAN, VE TIC, A8,
Location: 15 Témmuz Mahialicsi Cami Yolu Caddesi No:S0 Guyest Bugeilar/Istanbal, Turkey
License: TRAJY/2019/12-
BrpoSank YOrnn MEJHIINE [TAU CAH. BE TR, AL,
Micueanaxomkenna: 15 Temmyz Maxamneni Hacapei ony hisaameei Ne 50 onemn] Barnamnaprmlﬁyn S Typeuusua
Juensin: TR/ Y/2019/12.2

CERTIFICATE OF ANALYSIS No, L210615043
CEPTHOIKAT IKOCTT

Product name: Coledan 1000 [U capsules
Hasea npomyxry: Konenan 1000 MO KAcyn
Batch no.: 10600720

A2 cepir: 10600720

Batch size: 3 167

Posmip cepiind 167

Manufacture date: 06.2021

HLama supolinuymen. 05.202)

Expiry date: 05,2024 _
Tepmin npudamuocmi:03,2024

Test Specification ' Result
Hoxasmx_rcu Axoemi C:zeuudii&zgm Pesynvmam

Brown coleured, opaque, oblong  capsules confaining  clear

packages/yvrnarogox

Appearance colourless solution, Complies
Cnye Henposopi doseacmi KGRCYIL kopusnesoeo korbopy, wo Mictigme | Bidnosidae
Apcaopuil Besbapsnuil posuyn,
Identification
In assay, retention times of main peaks cbtained from Complies
Vitaniin 3 chromatograms of sample solution and standard solution should be Bidnoaidue
(Cholecalciferoi) Simitar.
Orange-yellow color should be observed in the sample solutjon, Complies
Bimaminy D3 Red celor should be observed in the sample solution. Bionasioae
().’ozrércaﬂbz;ugbepo.ﬂz) Yac ympusysanns CCHOSHIX nikle, ompumamex na xporamozpasti Complies
sunpadysanozo | Cmandapmrozo pozuunis, mae Gymu OOuMaR GaUM Bionosidac
Tianium dioxide 6 X001 kinbkicnozo suznavenNs,
Tumany dioxcudy ¥ eUnpobysaitonty PO3uunl wmae 3'sgumucn OPUHOICEEO-3C08 MU
Iron oxide xonip.
Orcud zanisy ¥ SunRpobyeanomy posum; MAC 2 AGUMUCS uepeone sabapanenns,

Uniformity of fass
Odropionicms mary

Max, 2 of single weights could deviate more than 7.5% of average
weight and none of them could deviate more than 15.0 % of
average weight.

He Binvue Hize 2 xancym ROGUNNE @idpisuamics aip cepedusor
Macy Ginww riive + 7,5 95 ; HwooRd kancyng ne sloxunTmUse Hivesn
Oirers Hize na + 15 %,
NMT 30 min,

He Ginvue 30 xg

Complies
Binnosinae

Disintegration
Posnadanns

Density 0.914 g/m]
Tyemutia 0.900 - 1.100 g/mi (r/s) ()
Uniformity of d i . .

T eriul ¥ 0 dosage units Acceptance value (AV) should meet the requirements, Complies
Oodropidnicms dososamp ) ; ; . : .
0B Hpuivaneye auennn (AV) pae §10n0IdaMmY S1rtoaany Bionosidge

—— e

Assay
Cholecalciferoj
Kirbxicne SUIHAYEHN
Xonexcwmsyuderon
Related substances

1000 IU/capsule (MOlkancyay) + 10%
(900 - 1100 [Ulcapsule (MO/mncyﬂy)}
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' wosLn MEDIGJNE i
~" Phartuaceutioal Company Manufactured by WORLD MEDICINE ILAC SAN, VE T10. AS,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagoilar/Istanbul, Turkey
License: TRAIY/2019712.2
BipoSu YOPIL METHITIH Ay CAH.BE TIIK. All.
Micuesnaxonicermys: 15 Temmys Maxannemi I oy Nuanneci he 30 Tionewni Banmsamap/Cramyn | Typeymma
Jlingxain: TRATYI2019/12.2

Cynposidni dostira

Trans- Cholecalcifero! (EP,

Imp A) NMT 0.50% Not dstecteq
7 PAHC-XORERAIbYUDepon He Giavue 0.50% He suraneno
{(Qomiua A, EP)

Unknown impurity NMT 0.509% Not detected
Hegidoma domiura He binvuse 0.50% He sunaneno
Total impurity NMT 1.0% Conform
Cyma domireox e Ginswe 1,0% Bionoaicae

Mierobiologicat quality
Mirpotionoziung Yucmomag
TAMC

Iqeauora KinsKicme
Qepobinix atikpoopzanimie

NMT 10° CFU/g
e Ginme 10° Kyvo/

NMT 10*CFU/g

TYMC : 2

Fa2dbie KiAuKiCHe dpinde He Gimsue 10 Kyor:

gﬁ‘;”jﬁ P “ff Should be absent/g Absent/g
erichia ¢ Bidcymui /2 Bidcymiii / 2

<1 CFU/g
< I K¥VQ/2

<1 CFU/g
<! KVO/z

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

Keep out of reach of children!

Ymosu s6epizayus . Ibepizamu 8 saxwitenoMy sid sonveu ma ceimaa

Iepizamy & HeBoCmYRHOMY Ons dimeri mic ul,

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

Micyl npu mernepamypi we guuge 25°C.

Teprin npudamnocmi- 3 POKW 3 damu suzomoanenys. He BUKCPUCTHOBYSAMY RicAR Saxinvesis HEpALTIY

hpudarinrocmi,

SURNAME AND POSITION OF PERSON,
APPROVING B T'CH RELEASE TQ MARRET
Hpizsue ma nocaog / JCANHHA ooy,

AKA dudana desein na sunycK cepiy

SIGNATURE AND DAT, E, STAMP

Tidnue ma same nidnucanns, nawmnia A itnaun 27.09.2027




