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Bolum [: Yeni ig yapis sekli !

Zamandan ve paradan tasarruf yaparak cok sayida pazara nasil girilir:

- LICENSALE.COMP® vasitasiyla basitlestirilen kiiresel MedTech kayitlari
- Soru & Cevap

Bolum II: ABD — FDA; Mevcut uygulamalar;
UDI etiketleme gereklilikleri nasil karsilanir.

Bolum llI: Acik toplanti

Turk MedTech endustrisinin pazara erigim zorluklari.
T
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MEVZUAT ONAYINA YONELIK ENTEGRE STRATEJI
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KARMASIKLASAN
MEVZUAT CERCEVESI
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YENI MEVZUATIN ZORLUKLAR

Ruhsatlandirma ve Piyasa ile ilgili istinbarat eksikligi
Yerel is ortaklari ve tedarikgilerin eksikligi

Yuksek ve Degisken maliyetler 0 @ Q @

Uzun suren pazara ¢ikis suresi

Lisans mulkiyeti

Sinai Mulkiyetin KontrolG 9
lletisim

Satis sonrasi faaliyetler Q
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YENI SORUNLAR o
YENI COZUMLERLE COZULUR
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BULUT Teknolojisi — KURESEL PAZARA ACILMA
STRATEJINIZDE YENI BIR OYUNCU
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PAZARA CIKIS SURESINI
AZALTIR
MALIYETLERI AZALTIR

50%
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LICENSALE.COM® PAZARA ACILMA ve
RUHSATLANDIRMA STRATEJINIZI NASIL
BIRLESTIRIR?

- Lisanslarin mulkiyetini koruyun

- Sinai mulkiyet gizliligini koruyun

- Herseyi bir sistemde saklayin

- Ruhsatlari BEKLMEDEN alin

- 100’den fazla ulkede Duzenleyici
Istihbarata erisim

- Hizh reaksiyon igin esneklik
kazanin

- Kuresel uzman agina erisim




PRESS ROOM CAREERS PRIVACY POLICY

b L|CENSALECOM COMPANY SERVICES EVENTS ARTICLES CONTACT US

PRICING CLIENTS REGIONS CUSTOM SERVICES LOG IN

Login
Please enter your User Name

User Name:

Password

Fomget your passwond™

This is the dlient log-in portal for LICENSALE.COM™. For the expert log-in portal, visit WORKNET™.

REGISLATE™ WORKNET™ ARAZY GROUP
LATEST NEWS

VANCOUVER, CANADA (NOYEMBER 12 2014} Mariang a milestone in the company’s ongoing commutment
to excellence, Arazy Group Consultants Inc. has been acoredited with a Quality Management System
Certificate in compliance with the requirements of I50 9001:2008._
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Home Projects Applications Documents Ideas FAQ

4 Search

Applications v

Advanced Search...

4 Recent Items

APP-0001500

4 Custom Links

4 Status + Actions Legend

Download

Submit

Locked

Approved

Expert Reviewing

Please Review

Action Required

IO > < MRS B

View: | o

Name

'

Documents
Home
4| < |

Create New Document
Recent Documents L

Globar Compliance Form Name

Brochure - DEMO 2.docx

Mot yet known

AS TEST - Device Label - Updated docx

Labeling - Davice

AS TEST - IFU-User Manual.docx

Labeling - IFU or User Manual

AS TEST - Package Label.docx

Labeling - Package

AS TEST - Device Label.docx

Labeling - Device

AS TEST - ISO certificate.doc

Manufacturer's QMS Certificates

Accessories.docx

Product accessories

QMS Certificates-DEMO.docx

Manufacturer's QMS Certificates

Business License 2-DEMO.docx

Business License

IFU-User Manual-DEMO.docx

Labeling - IFU or User Manual

SPANISH-Specs of materials 2-DEMO.docx

Specification of the materials of the device and packaging

SPAMNISH-Specs of materials-DEMO docx

Specification of the materials of the device and packaging

SPANISH-QMS-Demo.docx

Manufacturer's QMS Certificates

SPANISH-IFU-User Manual-DEMO docx

Labeling - IFU or User Manual

SPANISH-Device Label-DEMO docx

Labeling - Davice

SPANISH-Package Label-DEMO.docx

Labeling - Package

SPANISH-QMS Legal-DEMO.docx

Manufacturers QMS Certificates

SPANISH-Product Description-DEMO.docx

Product description and intended use

TAG-LEGAL -Device Label-DEMO.docx

Labeling - Davice

TAGAFU-User Manual-DEMO docx

Labeling - IFU or User Manual

TAG-Package Label-DEMO.docx

Labeling - Package

TAG-Product Application-DEMO.docx

Product Application

TAG-Device Label-DEMO.docx

Labeling - Device

TAG-Product Description-DEMO. docx

Product description and intended use

2 Losnesie e BritEn Columbe, Caraas Al Rghts Aeserves



Luyuun
Demo Client

Latest News - Arazy Group
. Click on More to see our latest news.

online regulated product registration

Home Projects = Applications  Documents Ideas FAQ

Application Document Manager

Manage the documents required for this Applcation APP-0001500

||
! Brand: Regislate Demo Product

Advanced Search Country: Regislate Demo Country

Documents Needed for this Application Automatic Search
Recent Items | |

Manufacturing Process

DEMO.docx Doc Name Required Form Required Languag Legalization Your Document Status + Actions Notes & Correspondence
APPDOC-0027468 APPDOC-0027458 Authorized English Apostile & Embassy Approved 8/26/2014 5:52 PM
APP-0001500 Representative

ol SUIEL " qreem 0 1512013 2:456 PW
appointment letter AR Agresment? docx (V0 @ 4415721 )
APPDOC-0027468

Risk Analysis - DEMO.docx

APFDOC.003 APPDOC-D027459 g::':ﬁ:ale offree French Notarized Awating Release @ 6/21/2015 12:18 P
= Certificate of Free Sale.docx (w0 @ 5/7/2015 11:58 AM)

APPDOC-0027470 0

APPDOC-0027467

APPDOC-0027466 APPDOC-0027481 US-FDA English Motarized Document Missing No Notes

APPDOC.0027455 ApprovaliClearance rlease Chaose - " o 0
4 Custom Links APPDOC-0027483 Product description English Approved No Notes
and intended use Description.docx (w0 @ 7/26/2012 11:46 AN) o @ o
4 Status ions @
Status + Actions Legend APPDOC-0027464 Labeling- FUor  English Awating Release 411412015 1:50 PM

User Manual FU  (v0 @ 822013 12:45 PN) ( Replace ) o Q

APPDOC-0027485 Labeling - Device  English Approved No Notes

AS TEST - Device Labeldocx (v0 @ 5/26/2015 12:58 PM) 0 @ o

APPDOC-0027466 Summary of clinical English Awaiting Release No Notes
study results
|- Please Choose - v o

Download

Submit

Locked

Expert Reviewing

Please Review

through QA
|f Please Choose - Vl

APPDOC-0027487 Evidence of release English o No Notes

Action Required

]
i
Q0RO 0

manufacturing

APPDOC-00274568 Description ofthe  English No Notes
Manufacturing Process - DEMO.docx  (v0 (@ 9/2/2015 12:57 M) ( Replace ) e
process o

APPDOC-0027489 Risk analysis English No Notes
Risk Analysis - DEMO.docx (v0 @ 8/2/2015 12:57 PM) (Replace ) 0 9

APPDOC-0027470 Evidence of English No Notes
established 0

procedures and - Please Choose - v
systems for

post-marketing

surveilance

APPDOC-0030877 EC Certificate (CE ~ English MNotarized Approved No Notes

Mark) EC Certificate docx (40 @ TH 32012 354 PM) 0 0 o
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ORNEK LATIN AMERIKA

Logout
CA Demo
Latest News - Arazy Group
L I c E N SA L E .CO M Click on More to see our jatest news.
online regulated product registration
Home Projects  Applications  Documents Ideas FAQ
Application Document Manager
St « ge the d: quired for this App APP-0003487
Lot Brand: Licensale Brand
Agvanced Search | Country: Venezuela Bolnanan Republic of
Documents Needed for this Application Automatic Search. Submit Application
" APP-0003508 APPDOC-0062658 Cenificate of Free  Spanish (Castilian) Apostille Appeoved No Notes
; APP0003502 Sale SPANISH-CFS-DEMO docx (W0 @ 8/13/2015 6:09 PM) @ 0
| APPDOC0062039 0
~ APPDOC-0062659 Mﬂnﬁ Spanish (Castilian) Apostille Appeoved No Notes
p SPANISHQMS Demo docx (0 @ 8/13/2015 6 14 PM) G 0
 comocaman O
APPROC-0062033
| APPDOC-0052034 APPDOC-0062650 1S0 12485 Spanish (Castilian) Apostilie Approved o Nates
Sallcaln 1S0 13485 - DEMOdocx (0 @ 811372015 6:15 Py 0 @ 0
APPDOC-0062661 Description of the ~ Spanish {Castilian) Appeoved No Notes
mandactynng SPANISH - Manufacturing Process - (0 @ 8/13/2015 6:17
- s e o 009
APPDOC-0062662 Product Spanish (Castilian) Appeoved No Notes
Dosnboad daasngion aod SPANISH-Product Description: W0 @ 8132015 6:47
o — o ™ o 009
©
APPDOC-0062663 Product Spanish (Castilian) Appeoved No Notes
Resd eu3 salesforce.com SPANISH - Specs and Drawings - (0 @ 8132015 6:18 PN o S

~
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LICENSALE.COM® EN 1Yl UZMANLARLA
IRTIBATA GECIRIR

"EK KONTRAT
"EK PARA BIRIMI
"EK DIL
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Maliyetnizi Azaltan Cozumler

BASLANGIC

TEK SEFERDE BIR ULKE
COKLU PAZAR

BES ULKE veya DAHA FAZLASI

GLOBAR®

ON ULKE veya DAHA FAZLASI
GLOBAL®

ON ULKE veya DAHA FAZLASI MURACAAT BASINA

$8800
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SEKTORCE KABUL GORMUS EMSALSIZ COZUM

ELEKTA LABORIE FUJIFILM SONOSITE
TOSHIBA SPD ABBOTT LUMINEX
PHYSIO CONTROL P&G ANALOGIC
T-DOC/LABORIE AMECO BARD MEDICAL
_UMENIS CARL ZEISS KARL STORZ MITSUI
KANEKA SMITH & NEPHEW HALYARD
AEALTH VARIAN ..... VE DAHA BIRCOKLARI
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=» OTURUM ACIN
=) CIHAZLARINIZI SECIN

=» KAYIT YAPILACAK BOLGEYI SEC
+/ GONDER’I TIKLAYIN
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ILGINIZ ICIN
TESEKKURLER

Turkiye yetkili Temsilcisi: AdviQual End. Dan. San. Tic. Ltd. Sti.
info@AdviQual.com
Tel: 0212 603 1917
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