Spreeklijn BCO

Vorige week is uitgebreid met de Kamer gesproken over de
uitvoering door de GGD’en van het bron- en
contactonderzoek in Nederland.

In het debat heb ik gezegd dat er vreselijk hard wordt

gewerkt door de GGD’en. Maar in de uitvoering gaan soms

dingen mis.

Daarom hebben we ook gezegd dat de huidige risicogerichte

inzet door de GGD Rotterdam Rijnmond en GGD Amsterdam

een tijdelijke situatie is. We willen zo snel als mogelijk weer
terug naar de reguliere situatie.

Om dit mogelijk te maken is direct actie ondernomen zijn en

afspraken gemaakt met de landelijke GGD:

o versneld extra capaciteit beschikbaar vanuit de flexibele
landelijke schil (nu 550fte, verdere opschaling naar
1050fte)

o extra capaciteit beschikbaar stellen vanuit regio's waar de
druk lager is

o extra investeren in het versneld opleiden van mensen

o inschakelen van defensie (bij 0.a. teststraat Schiphol en
coordinerende activiteiten).

Daarnaast heeft de landelijke GGD organisatie de opdracht

gekregen om het opschalingsplan te herijken.

Ook is gevraagd om te bezien hoe je sneller op kan schalen

en mensen operationeel kan hebben.
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- Rond 1 september informeer ik de Kamer over alle genomen
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2. Information Supplied by the Manufacturer
2.1. Labels and Packaging

The following Sections show the pouch and kit box labels for the product
configurations Ref, Ref. 41FK10.

21.1. Test Device Labelling
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Figure 2-1: Test device labels (front and back side) — big pouch, generic
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Ferl aFkio-pz C € @ ‘T‘
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Figure 2-2: Test device labels (front and back side) — big pouch, initial
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COVID-19 1| RAPID TEST DEVICE
d g‘:?::;iw D::ewj:‘: J;:.I:F:H Jrscr - ;2'5 V_-:E @ J@~®'f _c ~€

L abbeticonfpes . IEEL =

) MFG.DATE v
5 EXP.DATE o

[REF] 41FK1-P2 [Lo1] LOT NO.:
XXXXXXXXX YYYY.MM.0D
BLO221A YYYY MM.DD

Figure 2-3: Test device labels (front and back side) — small pouch, generic

5 Jena GmbH
Jera, Germary 2'c [-30%c

36'F 4 86'F

I MFG.DATE
LOTNO.: L EXP.DATE- |

[REF] 41FK10-P2

Mmm |

Figure 2-4: Test device labels (front and back side) — small pouch, initial
Extract from 41FK10_TF01 Version 01 Confidential Page 32 of 222
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21.2. Kit Labelling and Packaging

The following GTIN codes have been procured from GS1 Germany for this product:

Abbott Rapid Diagnostics Jena GmbH

Product Product Reference Kit Level GTIN Barcode
Number (former EAN-13)
Panbio™ COVID-19 Ag Rapid Test Device 41FK10 4051892001183

Shipment Level GTINs

EAN-13 code on the shipment box containing 32 kits (each with 25 tests) is as follows: 4051892001190

Extract from 41FK10_TFO1 Version 01
Panbio™ COVID-19 Ag RTD (NP)

Confidential
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2.1.21. Kit Box Label
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Figure 2-5: Overview: Complete Kit Packaging for Panbio™ COVID-19 Ag Rapid Test Device Ref. 41FK10 incl. printed labeling
information (overview). The following Figures 2-6 to 2-10 show enlarged sections of this box label so that the information is readable
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COVID-19
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Figure 2-6: Kit Packaging for Panbio™ COVID-19 Ag Rapid Test Device Ref. 41FK10 incl. printed labeling information (product name
and symbols).
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EN
Invitro diagnostic rapid test for the qualitatve
detection of SARS-CaV-2 antigen(Ag)

+ 25Test devices.
For

+ 1Neagative contrs
+ 25 Sterilized nas

oharyngeal swabs for

sample collection
+ 1Tuberack
+ 1 Quick reference guide
+ 1lnstructions for use

4FKI0-70-Af

RAPID TEST DEVICE

(NASOPHARYNGEAL)

DE
In vitro diagnostischr Schnallzost fur dan
qualitativen Nachwais von SARS-CoV-2
Antigen(Ag)

+ 25 Testkassetten

+ 1 Puffer

25 Extraktionsrohrchen

25 Dackal fiir Extraktionsrshrehen
1 Positivkontrolkupfer

+ 1 Negativkentrollcupfar

+ 25 Sterilisiere nasopharyngeale Tupfer zur
Probenahme

+ 1 Stander fir Réhrchen

1 Kurzanleitung

1 Gebrauchsanweisung

ES

Prucba rapida do disgnostico in-vitro para fa
deteccion cuslitatva del antigenc de
SARS Cev-2

+ 25Di
- 1Solucién tampén

« 25 Tubos de extraccion

25 Tapas de tubos de extraccién
1 Hisopo control pesitivo

+ 1 Hisope control negativo

+ 25 Hisepos nasofaringeo

itivos de prueba

sterilizados pars

Iz recoleccion de mues:

+ 1Gradilla para tubos
+ 1 Guia de referencis ripida
+ 1lnstrucciones de uso

Abbott Rapid Diagnostics Jena GmbH

FR
Tost rapide de diagnostic in vtro pour |a
détection qualitative SARS-CaV-2

+ 25 Cassottos tost

+ 1 Salution rampon

Tubes c'axtrac

on
- 25 Bouchons pour les tubes d'extration
+ 1 Ecowillon de controle positif

1 Ecowillon de controle négatif

- Ecouvillons nasopharyngés scérilisés pour le
prélévement déchantillons
+ 1Porte tubes

1 Guide de réference rapide
1 Natica dutilisation

T
Test rapido diagnostico i vitro per la

+ 25 Dispositivi di test

+ 1 Buffer

+ 25Proverre diestrazione

+ 25Tsppi per proverta di estrezions

1Tsmpone di controlia
+ 1 Tampone di controlio negatvo

25Tamponi sterili nasofaringsi per la
raccolta del campione

+ 1Cuida rapida di rifenmento
« 1lstruzioni par fuso

Made in Korea

Figure 2-7: Panbio™ COVID-19 Ag Rapid Test Device Ref. 41FK10 specific label information: Kit contents (in EN, DE, ES, FR and IT)

Extract from 41FK10_TFO1 Version 01
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RAPID TEST DEVICE

(NASOPHARYNGEAL)

PT RU

Teste répido de diagnastice in vitre para a detecgd 3KCNPaCcC-TeCT in vitro ANA KaUecTBEHHOTO ONpeneneHua

qualitativa do antigeno de SARS-CoV-2 SARS-CoV-2

« 25 Dispositivos de teste = 25 TecT-KacceThl

+ 1Tampio + 1bydep

+ 25 Tubos de extragio « 25 MpofupKA 3KCTPaKYHOHHbIE

- 25 Tampas de tubos de extragdo - 25 Konnauku 4nA NpobupoK 3KETPaKLMOHHDIX

+ 1Swab controle Pasitivo « 1 MonoxATENbHEIN KOHTRONbHLIA 00pazel|

« 1Swab controle Negativo = 1 OTpuuUaTenbHbiil KOHTPONbHbIM 0Epasel

+ 25 Swabs nasofaringeos esterilizades para coleta de 25 CTepunbHbIX Ha30dapUHreanbHeIX TaMNOHOE (TYndepoB)
amostras mna cbopa obpasios

+ 1 Suporte para tubos « 1 lliratus

« 1Guia de Referéncia Rapida « 1 KpaTkoe pyKDBOACTEO

+ 1lnstrugio de uso = 1 VIHCTPYKUMA NO NPUMEHEHHIO

Abb

ademarks refere;

emarks of either the Abbott group of companies or their respect;

9
;

Figure 2-8: Panbio™ COVID-19 Ag Rapid Test Device Ref. 41FK10 specific label information: Kit contents (in PT, RU)
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COVI D-19 [ RAPID TEST DEVICE

(NASOPHARYNGEAL)
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L% @F6® & K C€ [BEF] 41FK10

Figure 2-9: Panbio™ CQOVID-19 Ag Rapid Test Device Ref. 41FK10 specific label information: Reference number, symbols (incl. storage
conditions, warnings and precautions, CE, IVD)
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RAPID TEST DEVICE

(NASOPHARYNGEAL)

XXXXXXXXX  Sub: X
Diluent : XXXXXXXXX

4lo51892 001183 Mig:YYYYMMDD  £3 TYYYMMDD

YYYYMM.DD)

“a (01) 4051892001183
(17) YYMMDD
Abbott Rapid Diagnostics Jens GrbH Joboisiia

Orlaweg 1. D-07743 Jena, Germany

abbort.com/poct

Figure 2-10: Panbio™ COVID-19 Ag Rapid Test Device Ref. 41FK10 specific label
information: Manufacturer name and address and label information (incl. storage
conditions, lot number, expiry and manufacturing dates, UDI information)
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243 Accessory Labelling
2.1.3.1. Buffer
Within this section pictures of the buffer label are shown. There are 2 different
versions of buffer labels that will be used that have the same label content but

differ slightly regarding branding.

= [=
B
X 3 F =

3 & Panbic R Zc [-30¢
> X | 5 8F
R COV|D 19! ?@V 36F

5 X RAPID TEST DEVICE

& BUFFER . c €

Abbott Rapid Diagnostics Jena GmbH
41FK1-B-AC Orlaweg 1, D-07743 Jena, Germany
Figure 2-11: Buffer label, generic
==
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z X

o X RAPID TEST DEVICE
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Abbott Rapid Diagnostics Jena GmbH

41FK10-B-AD Orlaweg 1, D-07743 Jena, Germany

Figure 2-12: Buffer label, initial
Extract from 41FK10_TF01 Version 01 Confidential Page 40 of 222
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2.1.3.2. Extraction Tubes

EXTRACTION TUBES

QUANTITY : 25 PCS
CAT. NO. : XXXXXX
LOT NO. : XXXXXX

Ve ] @

AlIM Ine.

101-903, Digital Empire I, Sinwon-ro 88
Yeongtong-gu, Suwon-si, Gyeonggi-do
Republic of Korea, 16681

Figure 2-13: Extraction tube bag label

2.1.3.3. Extraction Tube Caps

EXTRACTION TUBE CAPS

QUANTITY : 25 PCS
CAT. NO. : XXXXXX
LOT NO. : XXXXXX

Ve [ ®

AlM Inc.

101-903, Digital Empire Il, Sirwon-ro 88
Yecngtung-gu, Suwon-si, Gyeonggi—do
Republic of Kerea, 16681

Figure 2-14: Extraction tube cap bag label
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2.1.3.4. Sterilized Swabs

NASOPHARYNGEAL SWAB

QUANTITY : 25 PCS

Ve [ @

NPS-RO

Figure 2-15: Sterilized nasopharyngeal swab bag label
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Figure 2-16: Sterilized nasopharyngeal swab label (front; supplier Noble

Biosciences
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2.1.3.5. Control Swabs

Within this section pictures of the positive and negative control swab labels are
shown. There are 2 different versions of these labels that will be used and have
the same label content but differ regarding assigned reference number. Initially,
the pouch versions with document numbers 41FK10-NC and 41FK10-PC will
be used. At a later point in time a generic version of the label indicating
reference numbers 41FK1-NC and 41FK1-PC will be used.

| COVID-19 Ag RAPID TEST DEVICE : [conmroL] -
EIETVE @CE® * [REF] 41FK1-NC

[&] wotHe. KXXXXXXXX
W ST YYYYMMDD

Figure 2-17: Negative Control label, generic
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| COVID-19 AgRAPID TESTDEVICE  Positive Control
| BV OCERF & [REF] 41FK1-PC 1

‘ sl 2R =Gt

[S]omha:  XXXXXXXXX
o EODOE  yYYY.MM.DD

Figure 2-18: Positive Control label, generic

COVID-19 Ag RAPID TEST DEVICE
SMEV I @ CE® F m e

G
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T exeoate
- b

Figure 2-19: Negative Control label, initial
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; P("’:"2i3°“\/ID-19;6.g RAPIDTESTDEVICE  Positive Control [covmo] +]
CEISY I @CER F & [RER) a1 K10

Abbore Rapid D guoes c Jina GrmbH
wal 17702 e Carmay

AFKI0-PC-AL

LoTNO.

T EXPDATE.
s,

Figure 2-20: Positive Control label, initial

2.2. Instructions for Use

A comprehensive [FU was developed and qualified by Abbott Rapid
Diagnostics Jena GmbH in collaboration with ADK in compliance with the
following regulatory requirements, standards and guidance documents: DIN EN
1ISO 15223-1:2017, DIN EN ISO 18113-1:2013 and DIN EN ISO 18113-2:2013.

A copy of the current Instructions for Use for Panbio™ COVID-19 Ag Rapid

Test Device Ref. 41FK10-AQ is provided in Appendix 2.
Currently, the Instructions for Use are available as a multi-language booklet

including the following languages: English, German, French, Spanish,
Portuguese, ltalian, and Russian.

It will be translated into the languages required by the individual target countries
prior to launch in these countries and in agreement with applicable regulations.
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