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Organisations involved

BASG - Federal Office for Safety in Health Care (Bundesamt fur Sicherheit im Gesundheitswesen)
Traisengasse 5, A-1200 Vienna

Tel. + 43 50 555-36111

serialisierung@basg.gv.at

www.basg.gv.at

Verifizierung von Arzneimitteln)
Garnisongasse 4/1/5, 1090 Vienna
Tel. +43 1 9969499 0
office@amvo-medicines.at
www.amvo-medicines.at

AMVS - Austrian Medicines Verification System GmbH
Garnisongasse 4/1/5, 1090 Vienna

Tel. +43 1 9969499 0

office@amvs-medicines.at

AMVO - Austrian Medicines Verification Association (Osterreichischer Verband fiir die Umsetzunﬁ

www.amvs-medicines.at

Austrian Chamber of Pharmacists (Osterreichische Apothekerk e
Spitalgasse 31, P.O. box 87, 1091 Vienna
Tel. +43 1 404 14 100

info@apothekerkammer.at
www.apotheker.or.at

Austrian Medical Chamber (Osterreichische Arztgkan@iner)
Weihburggasse 10-12, 1010 Vienna

Tel. +43 1 51406 0

post@aerztekammer.at

www.aerztekammer.at

Austrian Generic Medicines Asso(@ OBterreichischer Generikaverband, OeGV)
c/o Gaisberg Consulting Gmb

Lugeck 4, 1010 Vienna
Tel. +43 650 544 92 92
office@generikaverbag
www.generikaverband®

PHAGO - Aus on of Full-Line Pharmaceutical Wholesalers (Verband der dsterreichischen
Arzneimittel; handfer)
00 Vienna

Osterreichs)

Garnisongasse 4/2/8, 1090 Vienna
Tel. +431 40602900
office@pharmig.at

www.pharmig.at
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1 Stabilisation period

The stabilisation period applies to Medicinal Products Subject to Serialisation in Austria in respect of error
messages as listed in item 2.1 occurring in the period from 9 February 2019 until including 8 February
2020.

1.1 Purpose

The stabilisation period serves for the consolidation of the processes of the persons and organisations
involved within the context of acts of Verification, Decommissioning or Recommissioning performed by
the VDL as well as for the checking by the OBP, together with the RPC and MAH, of the error messages
displayed by the AMVSystem, and also for coordination with AMVS GmbH and BASG.

The stabilisation period shall provide all involved persons and organisations with a shar to
identify and correct process errors and operator errors.

2 Error messages and system check (LQ
2.1 Error messages
ANIV
e V

Error messages containing a Unique Alert ID, which are displayed b tem within the context
@

NMVS_NC_PC 01 The product code scanned/entered is not known.
medicinal product. Alert ID:AT-XXXXXX-XXXX-XXXX-

of an act of Verification, Decommissioning or Recommissioning DL:
NMVS_NC_PC_02 The Serial Number scanned/entered is not W ‘ on period - system check - VDL checks pack of

medicinal product. Alert ID: AT-XXXXXX-XXXX- X KXOXXXXXX

NMVS_FE_LOT 03

The batch number scanned/entered hbilisation period - system check - VDL checks pack of

NMVS_FE_LOT_12

NMVS_FE_LOT 13

NMVS_NC_PCK_06

NMVS_NC_PCK_19

NMVS_NC_PCK_20

NMVS_NC_P Recommissioning a non-national pack can be performed only by the same user who did the
Decommissioning. Stabilisation period - system check - VDL checks pack of medicinal product. Alert ID:AT-
XXXXKXK-XXXK-XXXK-XKXX-XHXXXKKXXKKXK

NMV C_PCKW@22 The pack has been decommissioned already. Stabilisation period - system check - VDL checks pack of
medicinal product. Alert ID: AT-XXXXXX-XXXX-XXXX-XXXX-XXXXXXXXXXXX

NMVS ] K_27 The status change cannot be carried out for the non-national pack. Stabilisation period - system check - VDL
checks pack of medicinal product. Alert ID:AT-XXXXXX-XXXX-XXXX-XXXX-XXXXXXXXXXXX

Error messages are displayed in German language. Translation above is for information only.

2.2 System check

If one of the error messages indicated above is displayed by the AMVSystem within the context of an act
of Verification, Decommissioning or Recommissioning, VDL, OBP, RPC, MAH and AMVS GmbH have to
perform a system check.
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The Unique Alert ID displayed by the AMVSystem serves to identify the affected pack of medicinal product
and as a reference for all further steps and as a unique identification number (incident number).

2.2.1 System information provided to AMVS GmbH and OBP
In the event of an error message, the system will automatically inform AMVS GmbH and the OBP; the
message will contain the Unique Alert ID.

2.2.2 Ruling out technical errors and process errors
The MAH and RPC are informed by the OBP that an error message has occurred. In cases where the
details of the RPC are not known to the OBP, the MAH shall inform the RPC of the error message. The
following information has to be transmitted to the RPC by the OBP or MAH in any case:
v" Contents of the error message
v" Unique Alert ID
v" Responsible person/department of the OBP and MAH in charge of investi
message, stating the name of the respective natural person, the respe %

respective address, the respective telephone number and the respectivesgs:

OBP collaborates with MAH, RPC, AMVS GmbH and VDL in performing a s m
in

AMVS GmbH provides support in coordinating VDL, OBP, RPC and WIAH wi the context of their
respective responsibilities concerning the investigation of the error g essing the Audit Trail, if

applicable.

The system check by OBP, RPC and MAH should address at leas§t wing questions:
e Was the affected pack of medicinal product serialis y?
o Were the pack details uploaded completely and e EMVS?

e |s there any process error and/or operator erro

The system check performed by the VDL (together
at least the following questions:
e |s there any fault in the interface tr
e |s there any process error and/o

ith its sOftware supplier, if necessary) should address
een the AMVSystem and the VDL'’s system?

If there are any process errors an
RPC, MAH and AMVS GmbH m
The RPC/MAH has to coll

extent the fault or error
ID, of the outcome ang

message for integrity and authenticity and decide about dispensing it based on the Legal Framework.

Page 4 of 5
Version 2.0



4  Appendixes

Appendix ./1

5 List of abbreviations

AMG
AMVO
AMVS
BASG
EMVO
MAH
OBP
VDL
RPC

Cross-functional flow chart

Austrian Medicinal Products Act as amended
Austrian Medicines Verification Organisation AMVS
Austrian Medicines Verification System GmbH
Federal Office for Safety in Health Care
European Medicines Verification Organisation
Marketing authorisation holder

Onboarding Partner EMVO

Verifying or Dispensing Location

Responsible pharmaceutical company
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