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Swissmedic — Narcotics Division

Strong need for an efficient process in line with the conventions

e In charge of: Narcotics, Psychotropics and Precursors
o 8 staff members (5.9 full time equivalents)

e Strong chemical and pharmaceutical industry
e 7500 to 8000 Import and Export authorizations / year
e 350 authorized companies with 450 operational sites
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Efficient process due to use of IT systems

. National ;
Precursors PEN PEN onlin / * Domestic trade
onime b cywissmedic System
Schweizerisches
Heilmittelinstitut
MPTEXP Annual reporting
- Licenses
AuthI(:rities - Validation of data I Industrie I
- Reporting to INCB
XML
| INCB |

How can I2ES be of benefit?
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Concept: all required data available in one system

weBs

electronic request Counterpart data

o e e el e et S R

vV LEOOBO &

Authorizations Report Refresh Import Export| Save Cancel PEN  Print

General Editing.

e e E

EXPORT / APPROVED

Web Request1d : 31088

Approval process Export:
- based on I2ES data :

[Exe/721/2017

02072017 ®
Exporter Importer
Country: SWITZERLAND - Country: THAILAND -
Web User Attachments

File Name
> IMPP413 68 2560,

TradinglmportAuthorization pdr

Authorisation No.: | EXP/437/2016 Web Request ID: | 23815 Certificate No.: Status: | ENDORSEMENT SUBMIT... - |
M an ag e m e nt Of t r ad e Ectablishment: | Swissmedic, Abt. Laboratorien OMCL Entity Endorse Date: | 04/04/2016 |
d . S C re an C A es S . n I 2 ES d ata | Entity Endorsed: | ESTABLISHMENT Entity endorsed by: | 1005 Monika ks Entorsepate:. BREEETEE
I p I usl g | Aoproval Date: | 03/03/2016 Valid From: 03/03/2016 | vaidTo: | 02052016 | pesendorsenisc: [N
CAEndorse Date: 04/04/2016 []v share Endorsement: (9] Single Permit
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Improvements due to automatic data exchange

Transaction based

Approval process management of trade
using I2ES data discrepancies
- reliable data

- standard format

Exporting country Importing country
Competent Data exchange could Competent
Authority replace paper copies Authority
Export

8 Authorization

)

I2ES data could
replace paper

)
@
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MATCH

swésmedic

‘ NO MATCH

Matching of corresponding authorizations

e NDS 7 (national system Swissmedic):

“*green flag indicates that data from I2ES are available
e NDS-WEB (e-Government tool company):

“*green flag shows to Exporter that paper is not required

e Automatic matching of corresponding authorizations is based on:
Country code + Import-Authorization number
e Option for manual matching
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Flag in NDS-WEB

TEST swwgsmedic

| Home | Masters | Import/Export | Statistic Upload | User Settings |

Import/ExPort REqUESts Status @ ||_? Create Imp/Exp Request | |@ Filter | | Export General | | Export Detailed |

Cover Paper Request Auth. Request Approval Valid To Trading
Sheet Required ID Number Status Request Type Date Date Date Country

> _ 23811 REQUESTED  Export Precursors 23/02/2016 ITALY

; Export Controlled

> (O] Pending 23810 REQUESTED "¢ 23/02/2016 GERMANY
~ Export Controlled

> o A B 23809 REQUESTED " 23/02/2016 GERMANY
~ Export Controlled

> o A BB 23808 REQUESTED "¢ 23/02/2016 GERMANY
Import Controlled

> (O 23807 INREVEW P 22/02/2016 22/06/2016  GERMANY
Import Controlled

> (O] 23806 IN REVIEW 22/02/2016 22/06/2016  GERMANY

Drugs

> (O] 23805 IMP/276/2016  APPROVED I[';:E;’: Controlled  22/02/2016  22/02/2016  22/06/2016  GERMANY
@ Export Controlled

> 23804 EXP/429/2016 ENDORSED 22/02/2016  22/02/2016  21/04/2016  GERMANY

Drugs
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Flag in NDS 7

Home System Administration Masters I Import/Export Licenses INCB Reports Synchronization Parameters A @
neEOO
Authorizations Report Refresh |Import Export
L
General
Dashboard H Authorizations %
Authorizations v ax
a Autho pe Autho ab b a ading ding A Da alid Fro alid d a a Date E
A WEB 31092 EXPORT SINGLE APPROVED | EXP/718/20 | ESTB-569  Siegfried AC| il New Ze: ESTB-6907 | PSM Health 24.02.2017 02.03.2017 02.03.2017 02.07.2017
PENDING M WEB 31091 EXPORT SINGLE APPROVED | EXP/729/20 | ESTB-392  F. Hoffmanr| ™ German: ESTB-2985 | Roche Phar 24.02.2017 02.03.2017 02.03.2017 20.05.2017
PENDING M WEB 31090 EXPORT SINGLE APPROVED | EXP/728/20 | ESTB-392  F.Hoffmanr| ™ German' ESTB-2985 | Roche Pharr 24.02.2017 02.03.2017 02.03.2017 20.05.2017
WEB 31089 EXPORT SINGLE APPROVED | EXP/724/20| ESTB-392 | F. Hoffmanr| == Thailand| ESTB-7917 | Roche Thaili| 24.02.2017 02.03.2017 02.03.2017 02.07.2017
WEB 31088 EXPORT SINGLE APPROVED | EXP/721/20 | ESTB-392  F. Hoffmanr| == Thailand ESTB-7917 | Rache Thail, 24.02.2017 02.03.2017 02.03.2017 02.07.2017
WEB 31087 IMPORT SINGLE APPROVED | IMP/378/20| ESTB-493  Novartis Phi| [#l Canada | ESTB-40 Patheon Inc| 24.02.2017 02.03.2017 02.03.2017 02.07.2017
WEB 31086 IMPORT SINGLE APPROVED | IMP/377/20| ESTB-493  Novartis Phi| [#] Canada | ESTB-40 Patheon Inc| 24.02.2017 02.03.2017 02.03.2017 02.07.2017
WEB 31085 IMPORT SINGLE APPROVED | IMP/375/20| ESTB-493  Novartis Ph: &= United S ESTB-7463 | Exel Inc. 24.02.2017 02.03.2017 02.03.2017 02.07.2017 I
WEB 31084 IMPORT SINGLE APPROVED | IMP/373/20| ESTB-493  Novartis Phi| EE United ¢ ESTB-7463 | Exel Inc. 24.02.2017 02.03.2017 02.03.2017 02.07.2017
WEB 31083 IMPORT SINGLE APPROVED | IMP/374/20| ESTB-493  Novartis Ph:| &= United S ESTB-7463 | Exel Inc. 24.02.2017 02.03.2017 02.03.2017 02.07.2017
WEB 31082 IMPORT SINGLE APPROVED | IMP/366/20| ESTB-466% CHEMO AG,| i Argentir ESTB-5615 | Maprimed £ 23.02.2017 01.03.2017 01.03.2017 01.07.2017
WEB 31081 IMPORT SINGLE APPROVED | IMP/365/20 | ESTB-417 | Grunenthal | ™ German: ESTB-930 | Grunenthal | 23.02.2017 01.03.2017 01.03.2017 01.07.2017
WEB 31080 IMPORT SINGLE APPROVED | IMP/362/20| ESTB-417  Grunenthal | ™ German' ESTB-930 | Grunenthal | 23.02.2017 01.03.2017 01.03.2017 01.07.2017
WEB 31079 IMPORT SINGLE APPROVED | IMP/369/20| ESTB-417  Grunenthal | ™ German: ESTB-930 | Grunenthal = 23.02.2017 01.03.2017 01.03.2017 01.07.2017
WEB 31078 IMPORT SINGLE APPROVED | IMP/368/20| ESTB-600 | UFAG Labor| il France | ESTB-3562 | EDQM & He 23.02.2017 01.03.2017 01.03.2017 01.07.2017 -
WEB 31077 EXPORT SINGLE APPROVED | EXP/716/20 | ESTB-5082 = Develco Phe| 52 United k| ESTB-7881 | Generics (Ul 23.02.2017 01.03.2017 01.03.2017 09.05.2017
WEB 31076 EXPORT SINGLE APPROVED | EXP/715/20 | ESTB-5082  Develco Phe| & United k ESTB-7881 | Generics (Ut 23.02.2017 01.03.2017 01.03.2017 09.05.2017
NO MATCH Qi) 31075 EXPORT SINGLE APPROVED | EXP/714/20 | ESTB-5082 | Develco Phe| £t Kingdon| ESTB-7881 | Generics (Ul 23.02.2017 01.03.2017 01.03.2017 09.05.2017




7’ )
swissmedic

Implementation of I2ES:

« Only few counterpart data in I2ES
* Next step depends on I2ES usage
from trading countries

4

Regular
‘ Pilot use
'Itr? ected with all
with selecte companies
Internal companies usinp N
: g
e using NDS- WEB
Go live use of I2ES WEB
automatic data in the
XML exchange approval
upload to process

1I2ES 22.03.2016
getting
experience
with 12ES
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Experience automatic data exchange

Jobs run once per night

Jobs

Active

[+ | 10000 Synchronize active countries from [2ES to NDS [ Succeeded
[+ | 10001 Synchronize trading authorizations from [2ES to ND5S Succeeded
# 10002 Synchronize trading endorsements from [2ES to NDS = Succeeded
[+ | 10003 Synchronize estimates from I2ES to NDS @ Succeeded
[+ | 10004 Synchronize authorizations from NDS to [2ES [ . SucceededWithlssues
[+ | 10005 Synchronize endorsements from NDS to [2ES . SucceededWithIssues
[# | 10006 Create trading import authorization pdf [« Succeeded

10
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Actions
Home System Administration Masters Import/Export Licenses INCB Reports Synchronization Parameters Actions )]
(=]
2~
Refresh
Refresh

Dashboard | Applications * | 125 Jobs x| T2ES Jobs History

12ES Jobs History v 3 x

Job name Execution started at Comments Number of items synced E
Enter date =
[+ 1 10013 Process SPA reports 08.03.2017 05:00:12 Succeeded 0
| [¥] | 10006 Create trading import authorization pdf 08.03.2017 04:00:10 Succeeded 0
[¥] | 10005 Synchronize endorsements from NDS to [2ES 08.03.2017 03:00:08 ‘ SucceededWithlssues 506
= 10004 Synchronize authorizations from NDS to [2ES 08.03.2017 02:00:07 . SucceededWithlssues 562

Drag a column header and drop it here to group by that column

Authorizal n Number T || Authorization Type T ||Valid To T|| Status

> | IMP/82/2017 | IMPORT 16052017 000000, @ ‘
IMP/87/2017 IMPORT 18052017 000000 { “. Wrong substance code ‘PZO02TAR' ‘ ‘
IMP/88/2017 | IMPORT 18052017 000000, @ [ ‘
IMP/90/2017 IMPORT 18052017 000000, @ |

Succeeded with issues:
 substance code is not known
e country code is not known

[*]'1 10003 Synchronize estimates from I2ES to NDS 08.03.2017 01:00:05 Succeeded 8149
[* | 10002 Synchronize trading endorsements from I2ES to NDS 08.03.2017 00:00:03 Succeeded 0
i+ 1 100m Sunchronize trading autharizatione from 19FS tn NDS N7 02 2017 230001 Sucraadad 0 r

‘ UNODC - JOM - PBEKO2
1827

08.03.2017

11
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Matched authorizations with filter <match>
23 since go life + 4 for testing

Home System Administration Masters ‘ Import/Export | Licenses INCB Reports Synchronization Parameters S @
v 2200
Authorizations Report Refresh Import Export
General

Dashboard | Authorizations

Authorizations v 3 x
12ES Match || Source T'||Web Re T||Authori T | Subtype T Status Authori T | Establis T | Establis T | Trading T || Trading T ||Trading T ||Request Date T | Approval Date T ||Valid From

MATCH WEB 31089 EXPORT SINGLE APPROVED| EXP/724/2( ESTB-392 | F. Hoffman| == Thailan: 03.2017 02.07.2017

MATCH WEB 31088 EXPORT SINGLE APPROVED| EXP/721/2( ESTB-392  F.Hoffman == Thailani AUSTRALIA 03.2017 02.07.2017

MATCH WEB 30796 EXPORT SINGLE APPRCVED| EXP/518/2( ESTB-392  F.Hoffman = Thailan: 02.2017 17.06.2017

|MATCH WEB 30795 EXPORT SINGLE APPROVED| EXP/519/2( ESTB-392 | F.Hoffman == Thailan BANGLADESH 02.2017 17.06.2017

|MATCH WEB 20794 EXPORT SINGLE APPROVED| EXP/520/2( ESTB-392  F. Hoffman| == Thailan: GERMANY 02.2017 17.06.2017

MATCH ‘WEB 30062 EXPORT SINGLE ENDORSEL| EXP/34/201 ESTB-392  F. Hoffman il Australi 01.2017 04.05.2017 24012017

MATCH WEB 29923 EXPORT SINGLE ENDORSEL | EXP/4727/: ESTB-493 | Novartis Pt == Thailan: THAILAND 12.2016 31.03.2017 01.02.2017

|MATCH WEB 29822 EXPORT SINGLE ENDORSEL | EXP/4659/z ESTB-493 | Novartis Pt| &l Australi| ESTB-8321 | Novartis PF| 13.12.2016 19.12.2016 19.12.2016 19.04.2017 20.01.2017

|MATCH WEB 29819 EXPORT SINGLE ENDORSEL | EXP/4578/ ESTB-506 | Osmophari == Thailani| ESTB-7224 | Cosma Me«| 13.12.2016 14.12.2016 14.12.2016 14.04.2017 16.12.2016

MATCH 'WEB 29671 EXPORT SINGLE ENDORSEL| EXP/4574/2 ESTB-392  F. Hoffman == Thailan| ESTB-7917 | Roche Thai 07.12.2016 13.12.2016 13.12.2016 31.12.2016 16.12.2016

MATCH WEB 29665 EXPORT SINGLE ENDORSEL| EXP/4576/: ESTB-506 | Osmophari| = Thailan( ESTB-7224 | Cosma Me« 07.12.2016 13.12.2016 13.12.2016 13.04.2017 16.12.2016

|MATCH 'WEB 29607 EXPORT SINGLE CANCELLEL ESTB-506 | Osmophart == Thailan( ESTB-7224 | Cosma Me« 06.12.2016

|MATCH WEB 29015 EXPORT SINGLE ENDORSEL| EXP/4173/: ESTB-460 | Lipomed A/ &l Australi| ESTB-7997 | PM Separai 07.11.2016 10.11.2016 10.11.2016 31.12.2016 15.11.2016

MATCH WEB 28776 EXPORT SINGLE ENDORSEL | EXP/3984/: ESTB-506 | Osmophari = Thailani| ESTB-7224 | Cosma Me«| 24.10.2016 28.10.2016 28.10.2016 28.02.2017 23.11.2016

MATCH WEB 28775 EXPORT SINGLE ENDORSEL | EXP/3983/ ESTB-506 | Osmophari == Thailani| ESTB-7224 | Cosma Mex| 24.10.2016 28.10.2016 28.10.2016 28.02.2017 23.11.2016 —
|MATCH WEB 27997 EXPORT SINGLE ENDORSEL | EXP/3465/z ESTB-392 | F. Hoffman Il Banglac| ESTB-2986 | M/S Radiar| 09.09.2016 15.09.2016 15.09.2016 15.01.2017 25.11.2016

|MATCH WEB 27635 EXPORT SINGLE ENDORSEL| EXP/3216/Z ESTB-460 | Lipomed A &l Australi| ESTB-7997 | PM Separat 22.08.2016 25.08.2016 25.08.2016 25.12.2016 29.08.2016

MATCH ‘WEB 27634 EXPORT SINGLE ENDORSEL| EXP/3215/: ESTB-460 | Lipomed A/ &l Australi| ESTB-7997 | PM Separat 22.08.2016 25.08.2016 25.08.2016 2512.2016 29.08.2016

MATCH WEB 26859 EXPORT SINGLE ENDORSEL| EXP/2700/: ESTB-2517  Sigma-Aldr &l Australi| ESTB-6332 | Sigma-Aldr 11.07.2016 18.07.2016 18.07.2016 20.10.2016 21.07.2016

|MATCH ‘WEB 26805 EXPORT SINGLE ENDORSEL| EXP/2669/: ESTB-392 | F.Hoffman| [ Banglac| ESTB-2986 | M/S Radiar 05.07.2016 14.07.2016 14.07.2016 14.11.2016 23.09.2016

|MATCH WEB 26196 EXPORT SINGLE ENDORSEL| EXP/2237/ ESTB-493 | Novartis Pt &l Australi| ESTB-10 Novartis Pk 07.06.2016 10.06.2016 07.06.2016 07.10.2016 13.07.2016

| — 4
onon | men a3

| UNODC - JOM - PBEKOZ
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Approval process of Export request

I IMP and EXP matched I I2ES data EXP Importing country
t Competent
: Authority
I Match request with IMP I I2ES data IMP

Export
- Authorlzatlon

13
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Approval process Export with I2ES data

File Home System Administration Masters [ Import/Export l Licenses

INCB Reports Synchronization Parameters e
Y L E2O0O0BRQ &
Authorizations Report Refresh Import Export| Save Cancel PEN  Print CERTIFICATE OF OFFICIAL APPROVAL OF IMPORT
—
Export o Public Health, being the Miiry charged with
o arus 10 which he Pyetropic Subsances
General Editing on
4 IMPORT AUTHORIZATION [
‘Dashboard H Authorizations * “ Export Authorization % e ;| MPP4-130.2. 2560
F s Do i 36 et By e 902 rtoen s 13 oot onBopeh oot
m'fzﬁm"wmﬂmm'“ﬂ?m“'”ﬂ’&“ﬁ“:.:“;ﬂ“?m““"m“?'“m“’"‘ﬁ ----- o
0 B s 124, CH40T0 Bsel, STZERUND
= ™ Fomenn Lo L
EXPO RT / AF gamw%m%mmm Grenzacherstrasse 124, CH-4070 Basel, SWI
ey e throvgh e Castoms e
a = .
i e ) of the the et just 2017
Web RequestId : 31088 7 ety f o) abanced s haimporid p——
o 10 b importcd b sequied sl for vl
Authorization Number: EXP/721/2017 Re t e - o dngt)
e eaNi o
Request Date: 24.02.2017 Ap (€ ey of e prep o) achooe o b o
1) Clorazspa - 3230130 o (2mg Taes) (100 i) 17300k
Walid From: 02.03.2017 Va
e et o s 7T Camn) 13 e Cenped ok P o R s
Endorse Date: Enter date | Ca ik
B tesuance and expirion:
Exoorter M B
P |
Name of the compstent authoriy.
Country: SWITZERLAND Co =
Web User Attachments

File Name

> mapsszasassoput x POF

TradingImportAuthorization.pdf

14
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Confirmation of export with filter <match>

g b 200

|Authorizatior|s Report Refresh Import Export

General

Dashboard u Authorizations %

Web Rec T || Authoriz T'| Subtype T Status - || Authoriz T || Establish T ||Establish T'| Trading' | Trading | T || Trading | T || Request Date T || Approval Date " || Valid From Valid To T'||Endorse Date T || Cancel Date
MATCH WEB 30062 EXPORT SINGLE ENDORSED | EXP/34/2017 ESTB-392 F. Hoffmann| & Australia| ESTB-11 Roche Prodi 02.01.2017 04.01.2017 04.01.2017 04.05.2017 24,01.2017
MATCH 'WEB 29923 EXPORT SINGLE ENDORSED | EXP/4727/2(| ESTB-493 Novartis Phz| == Thailand | ESTB-2221 | Novartis (Th| 19.12.2016 2212.2016 22.12.2016 31.03.2017 01.02.2017
MATCH WEB 29822 EXPORT SINGLE ENDORSED | EXP/4659/2( ESTB-492 Movartis Ph| Bl Australia| ESTB-8321 | Novartis Phe 13.12.2016 19.12.2016 19.12.2016 19.04.2017 20.01.2017
|MATCH WEB 29819 EXPORT SINGLE ENDORSED | EXP/4578/2( ESTB-506 | Osmopharm| == Thailand | ESTB-7224 | Cosma Med 13.12.2016 1412.2016 1412.2016 14.04.2017 16.12.2016
|MATCH 'WEB 29671 EXPORT SINGLE ENDORSED | EXP/4574/2(| ESTB-392 F. Hoffmann| == Thailand ESTB-7917 | Roche Thail: 07.12.2016 13122016 13.12.2016 31.12.2016 16.12.2016
MATCH WEB 29665 EXPORT SINGLE ENDORSED | EXP/4576/2( ESTB-506 | Osmopharm == Thailand | ESTB-7224 | Cosma Med 07.12.2016 13.12.2016 13.12.2016 13.04.2017 16.12.2016
MATCH WEB 29015 EXPORT SINGLE ENDORSED | EXP/4173/2( ESTB-460 Lipomed AG &l Australia ESTB-7997 | PM Separati 07.11.2016 10.11.2016 10.11.2016 31.12.2016 15.11.2016
|MATCH 'WEB 28776 EXPORT SINGLE ENDORSED | EXP/2984/2( ESTB-506 | Osmopharm| == Thailand | ESTB-7224 | Cosma Med | 24.10.2016 28.10.2016 28.10.2016 28.02.2017 23.11.2016
|MATCH WEB 28775 EXPORT SINGLE ENDORSED | EXP/3983/2( ESTB-506 | Osmopharm == Thailand | ESTB-7224 | Cosma Med 24.10.2016 28.10.2016 28.10.2016 28.02.2017 23.11.2016
MATCH WEB 27997 EXPORT SINGLE ENDORSED | EXP/3465/2(] ESTB-392 F. Hoffmann Bl Banglads ESTB-2986 | M/S Radiant 09.09.2016 15.09.2016 15.09.2016 15.01.2017 2511.2016
MATCH WEB 27635 EXPORT SINGLE ENDORSED | EXP/3216/2() ESTB-460 Lipomed AG & Australia| ESTB-7997 | PM Separati 22.08.2016 25.08.2016 25.08.2016 2512.2016 29.08.2016
|MATCH WEB 27634 EXPORT SINGLE ENDORSED | EXP/3215/2() ESTB-460 Lipomed AG &l Australia ESTB-7997 | PM Separati 22.08.2016 25.08.2016 25.08.2016 25.12.2016 29.08.2016
|MATCH WEB 26859 EXPORT SINGLE ENDORSED | EXP/2700/2( ESTB-2517 | Sigma-Aldri: &l Australia) ESTB-6332 | Sigma-Aldrii 11.07.2016 18.07.2016 18.07.2016 20.10.2016 21.07.2016
MATCH WEB 26805 EXPORT SINGLE ENDORSED | EXP/2669/2(| ESTB-392 F. Hoffmann| Bl Banglad:| ESTB-2986 | M/S Radiani 05.07.2016 14.07.2016 14.07.2016 14.11.2016 23.09.2016
MATCH WEB 26196 EXPORT SINGLE ENDORSED | EXP/2237/2( ESTB-493 Novartis Phe &l Australia| ESTB-10 Novartis Phe 07.06.2016 10.06.2016 07.06.2016 07.10.2016 13.07.2016

15
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Endorsement / Conf. of Export with I2ES data

I2ES data Confirmation of Export Importing country
Competent
I2ES data Endorsement Authority

B
=

16
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Manage discrepancies — counterpart first

e Counterpart information available in national system
e Discrepancy is flagged (quantity, quarter of date)
Accept Web Request Endorsement e Test System ‘ ‘ u Flag

Authorisation No.: EXP/437/2016 Web Request ID: | 23815 Certificate No.: EXP/437/2016 Status: ENDORSEMENT SUBMIT... d |Screpan Cy
Establishment: Swissmedic, Abt. Laboratorien OMCL Entity Endorse Date: 04/04/2016 d ate
|| Entity Endorsed: | ESTABLISHMENT Entity endorsed by: | Joos Monika I2ES Endorse Date: 03/03/2016
Approval Date: 03/03/2016 Valid From: 03/03/2016 Valid To: 02/05/2016 I2ES Endorse Disc: _
CA Endorse Date: 04/04/2016 []v Share Endorsement: single Permit Fl ag
Request details | discrepancy
Subst./Prep. Code Subst./Prep. Name No. of Units Requested Qty. Approved Qty. uan t | t
v PDO0DG-— Diazepam 0 1.50 1.50 q y

W 4 4 Recordlofl » » w

| | Endorsement | I2ES | CACommenIs | Entity Comments
Auth. No. Endorse ... Itezli MName Package.. Package.. Item UOM Pharm.F... Qty.Volu... Substanc.. Substanc... Substanc.. Is Exemp...

|
» T_IMP_20... 1.80 Diazlpam G |

Endorsement details

J Endorsement | I2ES | CA Comments | Entity Comments | [, ]

Subs./Prep. Co... Subs./Prep. Na... No. Units uoM Requested Qty.  Approved Qty. § Entity Endorse... Endorsed Qu...
» PDO06-— Diazepam 0G 1.50 1.5 1.50 1.50

17
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Manage discrepancies — counterpart second

less then 5 cases

e Discrepancy report transaction based
« Quantity
* Quarter
* Quantity and Quarter

‘e X
Parameters
Discrepancy Type : ‘DISCREPANCY ON QUANTITY I
Discrepancies
Web Request Id | Establishment N... Establishment A... City Transaction Type Permit Type Auth. No. Trading Auth. No.

T

18
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Concept is confirmed in practice

Transaction based More cases
management of trade required
discrepancies

Approval process

using I2ES data

Exporting country Importing country
Competent Data exchange is working, Competent
Authority swiss data available in I2ES Authority

replace paper

)
@

On;(:em Export
WOTrKS Authorization
I2ES data could

frrm

19
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Questions?

Monika Joos

Head of Division Narcotics

e-mail: monika.joos@swissmedic.ch
Phone +41 58 464 91 87

20



/ ardl, I .
swissmedic
B
Backup

21



V' L
swissmedic

Experience: XML upload using NDS

e Switzerland used XML upload as an interim solution to get experience
for the automatic data exchange

e XML upload works efficient:
» Batch upload to I12ES is possible
» Filter functions allow to selecte a period (like one week) and country

But:
e To use data from I2ES in NDS, change to system I2ES is required

22
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Example <pending match>

Option for manual match:

T||Web Re T ||Authori T ||Subtype T Status T || Authori T | Establisl T | Establisl T || Trading

I2ES Match || Source
PENDING MATCH | WEB 28952 EXPORT SINGLE ENDORSED EXP/4149/z| ESTB-392 | F. Hoffman == Thailant

NDS 7 I2ES

Respective Import Authorization /

Authorization Mumber: IMPP4-105 B.E. 2559 Authorization number IMEP4. 105 B.E. 2550

Date of issuance: 18.10.2016
Certifying clause o

23
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Improvements due to automatic data exchange
between I2ZES and national system

e Electronic data can replace paper to exchange information between
authorities
e Approval of export requests is based on reliable 12ES data
* less risk to falsify
» |2ES data contain all mandatory data in a standardised format

e Trade discrepancies could be managed based on individual
transactions

» More efficient electronic process
Improved process in the controll of international trade

24
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Summary first experience

Concept could be confirmed in practice:
e Data exchange is working:

Swiss data are available in I2ES and could be used from trading
countries registered in I2ES

e Approval process using I2ES data is working
e Not enough experience in endorsements

Learnings:
e Substance codes used have to be the same as in I2ES
e Some minor improvements to be done

25
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Manage discrepancies — counterpart second

e Discrepancy report transaction based

‘e X

Parameters
Discrepancy Type : DISCREPANCY ON QUANTITY A
[#] search by Endorsement. Date : ~ From: 01/02/2016 [~ Search by Auth. No. :
To: 06/07/2016 [[]+
Discrepancies
Web Request ... Establish... Estab... City Transaction Type Permit Type Auth. No. Trading Auth. No. Trading Country I2ES Auth. No. Va
¥
b i... Freibur... Bern EXPORT REQUEST Single Permit EXP/400/2016 TE_IMP_2016_4 GERMANY T_IMP_2016_4 08/02/2(
23801 Swissmedi... Freibur... Bern EXPORT REQUEST Single Permit EXP/426/2016 T_IMP_2016_18 GERMANY T_IMP_2016_18 19/02/20
23802 Swissmedi... Freibur... Bern EXPORT REQUEST Single Permit EXP/427/2016 T_IMP_2016_19 GERMANY T_IMP_2016_19 22/02/21
23771 Swissmedi... Freibur... Bern EXPORT REQUEST Single Permit EXP/411/2016 t_imp_2016_12 GERMANY T_IMP_2016_12 10/02/2(0
23747 Swissmedi... Freibur... Bern IMPORT REQUEST Single Permit IMP/246/2016 GERMANY T_EXP_2016_1 09/02/21
23779 Swissmedi... Freibur... Bern IMPORT REQUEST General Permit IMP/260/2016 GERMANY T_EXP_2016_14 10/02/20
23795 Swissmedi... Freibur... Bern IMPORT REQUEST Single Permit IMP/270/2016 GERMANY T_EXP_2016_21 03/02/20
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