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Certificate of
C€-Registration

This is to certify that, in accordance with the /n Vitro Diagnostic Medical
Device Directive 98/79/EC and the Medical Device Directive 93/42/EEC,
Medical Device Safety Service GmbH (MDSS) agrees to perform all
duties and responsibilities as the Authorized Representative for:

Acon Laboratories, Inc.
10125 Mesa Rim Road
92121 San Diego, CA

UNITED STATES OF AMERICA

as stipulated and demanded by the aforementioned Directive. The
European Databank on Medical Devices (EUDAMED) is established as
of May 1, 2011. The German Competent Authority is notified of the
manufacturer's in vitro diagnostic medical devices and medical devices
and has allocated registration numbers shown in:

Annex A dated Oct 17, 2017

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the in vitro diagnostic
medical devices and medical devices fulfill the applicable requirements
of Directives 98/79/EC and 93/42/EEC. In compliance with German law,
a safety officer has been appointed for Germany.

2017-10-17 . e

Joy grimm

Senior Consultant - IVD
MDSS GmbH

MDSS - Medical Device Safety Service - Schiffgraben 41 - 30175 Hannover, Germany



REF

G114-106,
G114-116,
G114-126,
G114-136

G115-102,
G115-112,
G115-122,
G115-132

G115-109

G115-105,
G115-115,
G115-125,
G115-135

G115-107,
G115-117,
G115-127,
G115-137

G113-10C,
G113-11C,
G113-12C

Notified Device
Names

On Call Chosen Blood
Glucose Monitoring
System

On Call Vivid Blood
|Glucose Monitoring
System

D-ONE Blood Glucose
‘Monitoring System

On Call Sharp Blood
Glucose Monitoring
System

On Call Vivid Pal Blood
Glucose Monitoring
System

'On Call Plus Il Blood
‘Glucose Monitoring
System

optional
informa-tion
(not notified)

(OGM-
101)

(OGM-
121)

(OGM-
102)

(OGM- ‘
171)

EDMA Code

21071001

21071001

21071001

21071001

21071001

21071001

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

EDMA Description

RT_BGM Hardware +
accessories + consumables
|+ software

RT_BGM Hardware +

accessories + consumables |

+ software

RT_BGM Hardware +
accessories + consumables
+ software

RT_BGM Hardware +
|accessories + consumables
+ software

'RT_BGM Hardware +
accessories + consumables

+ software
RT_BGM Hardware +

accessories + consumables
+ software

1 of 27 pages

Class.

Annex Il -
List B

Annex Il -
List B

Annex Il -
List B

Annex Il -
List B

Annex Il -
List B

Annex Il -
List B

EC Certificate No. & Expiry
Date

0123/v1 17 08 80997 017 -
12.09.2022

0123/V1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

German Registration Number

DE/CA09/0170/A10/1VD/026-03

DE/CA09/0170/A10/1VD/026-03

DE/CA09/0170/A10/IVD/026-03

DE/CA09/0170/A10/1VD/026-03

DE/CA09/0170/A10/1VD/026-03

DE/CA09/0170/A10/IVD/026-03




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device Hiomt EC Certificate No. & Expi
REF informa-tion  EDMA Code EDMA Description Class. Y German Registration Number
Names {not notified) Date
On Call GK Dual Blood RT_BGM Hardware +
OGM- | o . Annex |l - 0123/v117 08 80997 017 -
GK114-13B  Glucose & Ketone ( 21071001 accessories + consumables . / DE/CA09/0170/A10/1VD/026-03
o 161) List B 12.09.2022
Monitoring System + software
G115-10H, ' '
" OnCall Extra Blood RT_BGM Hardware +
G115-11H, | (OGM- » . Annex Il - 0123/v1 17 08 80997 017 -
Gl Monitori 21071001 + | -
G115-12H, . 151:::: onitoring 191) 0 icsc:.-fir;zs consumables List B 12.09.2022 | DE/CA09/0170/A10/1VD/026-03
eusazn M | ___ [ —————— | .
= i == = = == = | = = = =
G134-106, On Call Chosen Blood ‘ - Annex |l - 0123/v1 17 08 80997 017 -

11700101 Glucose Test Strips DE/CA09/0170/A10/IVD/025-03

G134-116  Glucose Test Strips List B 12.09.2022
G135-102,  On Call Vivid Blood _ AnnexIl-  0123/V117 08 80997 017 -

11700101 Gl Test St DE/CA09/0170/A10/IVD/025
G135-112  Glucose Test Strips uoose eSS List B 12.09.2022 {ENIR{OLR0/A10/IND/025:03

G135-109, D-ONE Blood Glucose i ! Annex|l-  0123/V117 08 80997 017 -

11700101 Glucose Test Strips DE/CA09/0170/A10/I1VD/025-03

G135-119  Test Strips | | | . LstB 12.09.2022
G135-105,  On Call Sharp Blood _ Annexll-  0123/V1 17 08 80997 017 -

' 1700101 Gl Test S DE/CA IVD/025-03
G135-115  Glucose Test Strips ‘(OGS 121)' * Hegse Pestotops ListB 12.09.2022 {CROSTOLT0 AR /0250

G133-11C, On Call Plus Il Blood AnnexIl-  0123/V1 17 08 80997 017 -

; 11700101 Glucose Test Strips .
G133-10C Glucose Test Strips List B 12.09.2022
|

G135-10H,  On Call Extra Blood - ' ; | A - 0123/V1 17 08 80997 017 -
! 11700101 Glucose Test Strips nnex 3/

DE/CA09/0170/A10/1VD/025-03

DE/CA09/0170/A10/1VD/025-03

G135-11H Glucose Test Strips List B 12.09.2022 |

= = - L = z S~ T e I = = i, i = ‘7"—' e = B S —— ﬁ
On Call Chosen Glucose \Calibrators and Controls | Annex Il - 0123/v117 08 80997 017 - ‘

G124-126 11700150 | DE/CA09/0170/A10/1VD/024-04
Control Solution (Blood Test Strips) | ListB 12.09.2022 / / PRGN
On Call Vivid Gl Calibrat d C | A Il- X | 7 08 80997 017 -

G125-122 N R oLy |Coureonand Contrals nnex Gaapvd | DE/CA09/0170/A10/IVD/024-04

Control Solution (Blood Test Strips) List B 12.09.2022 ‘

&I
|« MDSS *
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Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

German Registration Number
" DE/CA09/0170/A10/IVD/024-04
DE/CA09/0170/A10/IVD/024-04
DE/CA09/0170/A10/1VD/024-04
DE/CA09/0170/A10/1VD/024-04

DE/CA09/0170/A10/1VD/024-04

DE/CA09/0170/A10/IVD/008-02

. —— e

| DE/CA09/0170/A10/1VD/060-04

DE/CA09/0170/A10/1VD/060-04

Notified Device Epticnint EC Certificate No. & Expi
REF informa-tion  EDMA Code EDMA Description Class. By
Names (ot notified) Date
| . ‘
6125-129 D-ON.E Glucose Control 11700150 Calibrators and. Controls | Anr.1ex Il- 0123/v11708 80997 017 -
Solution ‘(Blood Test Strips) . ListB 12.09.2022
i |
On Call Sharp-Glucose Calibrators and Controls Annex Il - 0123/v1 17 08 80997 017 -
G125-125 11700150
Control Solution (Blood Test Strips) List B 12.09.2022
| ‘ i ] .
6123-12C On Call Plus II. Glucose 1170 01 50 Calibrators anc! Controls Am.'uex I 0123/v1 17 08 80997 017
Control Solution (Blood Test Strips) | ListB 12.09.2022
|
G124-12A On Cz.:ll Ketone Control 117001 50 Calibrators anq Controls Anr.mx Il- 0123/v117 0880997 017 -
Solution (Blood Test Strips) List B 12.09.2022
G125-12H On Call Extra -Giucose 1170 01 50 Calibrators anq Controls Amj\ex Il - 0123/v1 17 08 80997 017 - \
Control Solution (Blood Test Strips) List B 12.09.2022
e e - - = ) ([ — - e
GK134-10A, :On Call Blood Ketone . Annex Il - 0123/V1 17 08 80997 017 -
117001 08 Ket Test St
GK134-11A  Test Strips O N SN List B 12.09.2022
= e T | I I = . o | I T = a
Gll3 111,
G113-112
. On Call™ Plus Blood 'RT_BGM Hardware +
Glis-ail, Glucose Monitorin 21071001 acc_essories + consumables SR~ (123/V1.17 0850997 017 - ‘
G113-214, Suta g - List B 12.09.2022
6113215, >
G113-216 | .
G114-101 | |
*  OncCall™ Advanced 'RT_BGM Hard
BLIA-LLL, Blr;o: G[uco::nc 21071001 acc_essoriesa: c‘:irsir:lables Annexl)- QL3N 1708 0007 0T -
. Monitoring System + software =t e
G114-131 e
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Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device optional EC Certificate No. & Expi
REF iforma-tion  EDMA Code ~ EDMA Description Class. PIY " German Registration Number
Names (not notified) Date
G113-171,  On Call Redi Blood | | L AGH Hgmanes | |
15271, ’Gln c:se n:o'mtzfm 21071001 |2ccessories +consumables | Annex Il 0123/V1170880997017- | |\ 00/6170/a10/1VD/060-04
- u -
d g + software List B 12.09.2022
G113-274 System
G113-151, | | RT_BGM Hardware + !
113-251,  On Call EZ Il Blood :
o T ‘accessories + consumables | xoo o 0123/v1 17 08 80997 017 -
G113-152,  Glucose Monitoring 21071001 4 software z DE/CA09/0170/A10/IVD/060-04
List B 12.09.2022
G113-251, |S\,rstem
G113-254
213122 OrvCall Flatinum Rlood o i bles Annexll-  0123/V117 08 80997 017
7% Glucose Monitori 91074001 |PEESHIRE T CONSUIMBINES e i DE/CA09/0170/A10/1VD/060-04
6114122, 2::; chiorne - List B 12.09.2022 | /CA09/0170/A10/WD/
Gi14132 [P I - | - I S B
On Call™ Plus Blood | ' Annexll-  0123/V117 08 80997 017 - N
G133-11 1170010100 Glucose Test Strips DE/CA09/0170/A10/IVD/059-03
. Glucose Test Strips MY S el List B 12.09.2022 / / FRAGEINDY
On Call™ Advanced [
G134-101, G . Annexll-  0123/V1 17 08 80997 017 -
D 7 i
134-111 BIo_od Glucose Test 1170010100 Glucose Test Strips List B 12.09.2022 E/CA09/0170/A10/1IVD/059-03
Strips
G134-102, On Call Platinum Blood | Annex || - 0123/v1 17 08 80997 017 - |
11700101 lucose T i . DE IV ?
G134-112  Glucose Test Strips | Enaie Tai T List B 12.09.2022 DEJCNOR/0170/A10/1vD/055:03
} ! ; i
G133-10D,  On Call Redi Il Blood AnnexIl-  0123/V117 08 80997 017 -
‘ 1170010100 Glucose Test Strips DE/CA09/0170/A10/IVD/059-03
G133-11D  Glucose Test Strips . S List B 12.09.2022 | JCAOB/OR70/KI0/ DY
o= i R SR | WP S N =) TR N s e i e T | D I . =5 o = i i
On Call™ Plus Blood Calibrators and controls Annex Il - 0123/v1 17 08 80997 017 -
G123-311 11 70 01 50 00 . DE/CA09/0170/A10/IVD/058-03
Glucose Control Solution (Blood Test Strips) | List B 12.09.2022 / / /AARJIVD
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Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device eption| . EC Certificate No. & Expi
REF information  EDMA Code EDMA Description Class. PV German Registration Number
Names (not notified) Date
On Call™ Advanced :
Calibrators and controls Annex1l-  0123/v117 08 80997 017 -
G124-121 Gl Control 117001 50 00 ; : DE/CA09/0170/A10/1VD/058-03
ucose (Blood Test Strips)  ListB 12.09.2022 ‘ / JaLTOlRAdNDY
Solution |
On Call Redi Glucose Calibrators and controls Annex Il-  0123/V117 08 80997 017 -
G123-371 1170015000 DE/CAQ9/0170/A10/1VD/058-03
Control Solution (Blood Test Strips) List B 12.09.2022 / / IRIRAYDI0S8
H | i i
On Call Platinum ' Calibrators and controls Annex Il - 0123/v1 17 08 80997 017 -
G124-122 | 1170015000 | DE/CA09/0170/A10/1VD/058-03
|Glucose Control Solution (Blood Test Strips) | List B 12.09.2022 / / FAI0/ VDY
On Call Redi Il Glucose Calibrators and controls Annex Il - 0123/v1 17 08 80997 017 -
G123-12D 1170015000 DE/CAQ09/0170/A10/1VD/058-03
Control Solution (Blood Test Strips) | ListB 12.09.2022 | / / ARGV
|
S —— ; _— L E—— - P — E : _/. — — . == -
Foresight Toxoplasma ' . Annex Il - 0123/V1 17 08 80997 017 -
1231-1101 1505010600 T | 3 0170/A10/1vD/041-03
0 1gM EIA Test Kit | oxoplasma Antibody IgM  Lste 3. 563009 | DE/CAQ9/0170/A10/IVD/
Incontrol Toxoplasma [ Annex Il - 0123/v1 17 08 80997 017 -
1231-1 | 15050106 00 Toxoplasma Antibody IgM DE/CA09/0170/A10/1VD/041-03
P02 v e Test ki | 5O59L0680 oxoplasmaBatocy M | pigp . d5.6963 | DRSS |
. Foresight Toxoplasma _ | Annexli-  0123/V117 08 80997 017 - : |
1231-1091 . 1505 01 05 00 |Toxoplasma Antibody IgG A | DE/CA09/0170/A10/1VD/040-03
1gG EIA Test Kit { e i List B 12.09.2022 | DE/CASSOLI0ALO/VD/
Incontrol Toxoplasma Annex Il - 0123/Vv117 08 80997 017 -
1231-1092 1505 Anti | [ E/CA09/0170/A10/1VD/040-03
P geemtestk | BN (o enaAnbot W8 | gyp | mmmse | TVHSECUS GRS |
Foresight Rubella IgM T | Annex1l-  0123/V1 17 08 80997 017 - N
1231-1121 150401 R 170/A10/IVD -03
3 2 EIA Test kit | | 5 06 00 | ubella Virus IgM o LstB 12.00.3022 DE/CA09/0170/A10/1VD/039
Incontrol Rubella IgM , . Annex Il-  0123/V1 17 08 80997 017 -

1-11 |Rubella Virus | -
|23 22‘ A Test i 1504 01 06 00 |Rubella s gM - listB " 12.09.2022 7 DE/CA09/017o/A19/1VD/039 03
[ Foresight Rubella IgG I . ~ Annexll-  0123/V117 08 80997 017 -

1231-1111 1504 01 R llaVv | A10/IVD -
EIA Test Kit | | 5 0500 | ubella Virus IgG lstB 12.08:2022 DE/CA09/0170/A10/1VD/038-03
| ntrol Rubella | ‘ . Al Il - 0123/V1 17 08 80997 017 -

2311112 ConHoRu 8G | 1504010500 Rubella Virus IgG REESE / DE/CA09/0170/A10/IVD/038-03

| R N AR SRS

JEIA Test Kit

_ ListB - 12.09.2022

N S SR o | = =E =8 = = = =8 : S

~7
/

L+ MDSS «
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ACON Laboratories, Inc.

Strips
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Notified Device oyiaiet EC Certificate No. & Expi
REF informa-tion  EDMA Code EDMA Description Class. PV German Registration Number
Names (not notified) Date
Foresight CMV IgM EIA ' ‘ Annex|l-  0123/V1 17 08 80997 017 -
1231-1141 15040206 00 CMV IgM -
Test Kit 06 g  ListB ip DE/CA09/0170/A10/IVD/037-03
Incontrol CMV I1gM EIA ‘ Annex Il - 0123/v1 17 08 80997 017 -
1231-1142 1504020600 CMV IgM DE/CAl 170/A10/IVD/037-
Test Kit | e List B 12.09.2022 | DE/ACADS/DI70/A10/IVD/037-03
st | [ BT T i T g O G O o o N s T B o Y N e T . = NS =
Foresight CMV I1gG EIA [ 0123/V1 17 08 80997 017 -
1231-1131 1504 02 [ IfT -
Test Kt | 504 02 05 00 ‘CMV IgG Self Test Sheieirs DE/CA09/0170/A10/1VD/036-03
Incontrol CMV 1gG EIA 0123/v1 17 08 80997 017 -
1231- 2 -
| _3 113_' Test kit o 15 04020500 (CMV IgG B SelfiTjsiti 7 12092022 | ﬁt?E/CAog{c_mi%?oﬂvojoati 03_
. Mission® Urinalysis . _|Urine Multi-constituent 0123/V1 17 08 80997 017 -
U031-XX1 11700202 00 Self Test DE/CA 70/A VD/048-
. !Reagent Strips | lTest Strips - 12.09.2022 [ /CAGS/GLT0/A10/VD/045-03
Insight® Urinalysis |Urine Multi-constituent 0123/v1 17 08 80997 017 -
U031-XX5 1170020200 Self Test D 7 10/1v 48-
Reagent Strips Test Strips i 12.09.2022 el e S
BI Check
CACRREIeSE Urine Multi-constituent 0123/V1 17 08 80997 017 -
49110000xx  Urineweginfectie 11700202 00 " Self Test 12.00.2022 DE/CA09/0170/A10/1VD/048-03
|Thuistest _ | P = |
Totaal Check Thuistest Urine Multi-constituent 0123/v1 17 08 80997 017 -
4911000xxx ' 1170020200 Self Test DE/CA09/0170/A10/1IVD/048-0
) | Voor urine ) N | |Test Strips I 12.09.2022 JEROS/OLFI/AI0/ D/ 04S-08
| e ‘ WP =N ; Sy N 3 o 5 2 ) = , ] S S SR S T
Mission® Urinalysis Urine Single Test Strips 0123/v1 17 08 80997 017 -
U031-XX1 1170020100 Self Test DE 09/0170/A10/IVvD/047-03
Reagent Strips | ‘.(incl. Tablets) iimas 12.09.2022 Gl il Ll
Insight® Urinalysis Urine Single Test Strips 0123/v117 08 80997 017 -
U031-XX5 1 1170020100 Self Test DE/CAQ0S/0170/A10/IVD/047-03
'Reagent Strips ! (incl. Tablets) | 12.09.2022 / / LRy
Blaas Check |
| Urine Single Test Strips 0123/v1 17 08 80997 017 -
49110000xx  Urineweginfectie 1170020100 (incl Tablgets) P Self Test / 12.09.2022 DE/CA03/0170/A10/1VD/047-03
Thuistest [ S ‘
‘Totaal Check Thuistest Urine Single Test Strips 0123/v1 17 08 80997 017 -
4911000 1170020100 Self Test DE/CA! 70/A10/IVD/047-
o | Voorurine !(ind. Tablets) kil 12.09.2022 /CA09/0170/A10/1VD/047-03
: B e [ el 3 et S | X = =
Mission® UTI Urinary ‘
Urine Screening Manual - | 123/V1 17 08 80997 017 -
U031-021  Tract Infection Test | 1401070200 Str'ips . ENEnUEl- | ey | O o 98;; it i DE/CA09/0170/A10/IVD/046-03




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Devi ngiiarial . &E
REF . informa-tion  EDMA Code EDMA Description Class. e e German Registration Number

Names (nat notified) Date

ilnsight" UTI Urinary

Urine Screening Manual - 0123/v1 17 08 80997 017 -

U031-025 Tract Infection Test 14 0107 02 00 Self Test DE/CA0S/0170/A10/1VD/046-03
KA IRieeReR s ‘Strips, etc. sl 12.09.2022 /EnRs o170/ 10/ VD
— (Strips _ M S | S R | R Y | S SR
= i | = ——
Foresight Total PSA EIA | | |Total Prostatic Specific Annex Il - 0123/v1 17 08 80997 017 -
1231-2031 120301 32 ‘ DE/CA0S/0170/A10/IVD/015-03
Test Kit , ‘ /Antigen . ListB 12.09.2022 / / /A10/VD/
|In control Total PSA EIA |Total Prostatic Specific Annex Il -  0123/Vv117 08 80997 017 -
1231-2032 | 12030132 | DE/CA 170/A10/IVD/015-
DR et P00 andgen | use 1209202 IARITOAIIDRE 0 |
'Mission® PT B 7 ‘ ' |Coagulation Hardware
0123/v117 08 97 017 -
C111-4011  Coagulation Monitoring (CCM-121) 23071002  +accessories + Self Test / 12.09 23292 @ DE/CA09/0170/A10/1VD/064-03
'System _ | \consumables + software | | o
- Coagulation Hardware
Mission® PT/INR model . 0123/V1 17 08 80997 017 - |
C112-4021 | / ( 23071002 |+accessories + Self Test / DE/CA09/0170/A10/1VD/064-03

Monitoring System CCM-151) 12.09.2022
‘ | 1 consumables + software

!
|Coagulation Hardware
LUMIRATEK PT/INR 0123/Vv1 17 08 80997 017 -
LMINR-0001 SN 4 / | 23071002 +accessories + - Self Test / s DE/CA09/0170/A10/1VD/064-03
Monitoring System | 12.09.2022 |
consumables + software 3

i T ) R gt ; = =S & | L : 1 = Flic i, e i
‘ {
|Mission® PT | Prothrombin Time Rapid 0123/v117 08 80997 017 - ‘
C131-4011 CCs-121) 1302700100 Self Test DE/CA09/0170/A10/1VD/063-03
Coagulation Test Strips ( ) . Test o e 12.09.2022 4 S e
|
Mission® PT/INR Test Prothrombin Time Rapid 123/v1 17 08 80997 017 -
C132-4011 i / (CCS-151) 1302700100 o Self Test o " DE/CA09/0170/A10/1VD/063-03
‘ Strips _ ‘ Test _ 12.09.2022 !
LMINR-0002; LUMIRATEK PT/INR Test Prothrombin Time Rapid 0123/v1 17 08 80997 017 -
/ 1302700100 | P Self Test / | DE/CA09/0170/A10/1VD/063-03

LMINR-0003 Strips Test 12.09.2022
Yo i |5 o T E * .

= . i ' I
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Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device options) EC Certificate No. & Expi +
REF informa-tion  EDMA Code EDMA Description Class. ik German Registration Number
Names (not notified) Date
Mission® PT
[ 0123/v1 17 08 80997 017 -
C121-4011  Coagulation Control 13027050 Controls Rapid tests Self Test / 12.00.2022 DE/CA09/0170/A10/IVD/062-03
Solution . | o
Mission® PT/INR Control | 0123/v1 17 08 80997 017 -
Cigpapyy, | Ven® PT/INR Contro 13027050 Controls Rapid tests Self Test / DE/CA09/0170/A10/IVD/062-03
‘Solution ‘ _ 12.09.2022
LUMIRATEK PT/INR ‘ " 0123/v1 17 08 80997 017 -
LMINR-0004 . 13027050 Controls Rapid tests Self Test DE/CA09/0170/A10/1VD/062-03
: * control solution || seey kil | S 1000002 | PECADS/OLIO/RIG/NGS |
o ' | \RT_CC Hardware + | ~ '
Mission® Cholesterol (AT 0123/v117 08 80997 017 - |
C111-2021 o oon HOIeS (CCM-111) 21071003  accessories + consumables ~ Self Test / " DE/CA09/0170/A10/IVD/070-02
Monitoring System ‘ 12.09.2022 ‘
; |+ software ‘
Mission® Ultra RT_CC Hardware +
o 123/v117 7017 -
C111-5011  Cholesterol Monitoring (CCM-101) 21071003  accessories + consumables = Self Test 0120 13 03822229 | DE/CA09/0170/A10/IVD/070-02
‘System + software o
RT_CC Hardware +
LipidScan Lipid Profil = 0123/v117 08 80997 017 -
c111-2023 P PIGFTOME  (ccM-111)) 21071003  accessories + consumables  Self Test / MY DE/CA09/0170/A10/IVD/070-02
Analyzer ‘ 12.05.2022
- T | ~ |+software . - S _
Mission® Cholesterol |
\ [ 123/v1 17 08 80997 017 -
C131-2011 CHOL Total Cholesterol  (CCS-111) 11700102 |[Cholesterol Test Strips -~ Self Test oxzsf 12 Og 2022 DE/CA09/0170/A10/1VD/069-03
Test Device o
S |
Mission® Ultra
0123/v1 17 08 80997 017 -
C131-5011 Cholesterol CHOL Total | (CCS-101) 11700102 Cholesterol Test Strips Self Test / 12.09.2022 DE/CA09/0170/A10/1VD/069-03
Cholesterol Test Strips o
LipidScan Lipid Profile |
1 0123/v1 17 08 80997 017 -
C131-2043 Test Device Total (CCs-111) 11700102 |Cholesterol Test Strips Self Test / 12.09.2022 0 DE/CA09/0170/A10/1VD/069-03

Cholesterol (CHOL)

e ——— ———
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REF

C131-2021

C131-2023

C131-2031

C131-2033

C131-2041

C131-2043

C121-2021

C121-5011

C121-2011

Notified Device optional
informa-tion |
Names {not notified)
Mission® Cholesterol |
TRIG Triglyceride Test (CCS-112)
Device

LipidScan Lipid Profile
Test Device Triglycerides (CCS-112) |

I(TRlG.) ! i

Mission® Cholesterol
HDL High Density
Lipoprotein Test Device

(CCs-113)

|
'LipidScan Lipid Profile

Test Device High Density (CCS-113) |
Lipid Protein (HDL)

Mission® Cholesterol 3-
lin-1 Lipid Panel Test

Device
LipidScan Lipid Profile

Test Device Combo Lipid (CCS-114)
lP,,rgf_ile .

(CCs-114) |

Mission® Cholesterol ‘
Control Device

'Mission® Ultra
Cholesterol Control
|Solution

Mission® Cholesterol
Control Solution

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

EC Certificate No. & Expiry
Date

0123/V1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

EDMA Code EDMA Description Class.
11700105 | Triglyceride Test Strips | Self Test
11700105 Triglyceride Test Strips Self Test

| |
11700103 HDL Test Strips Self Test
|
11700103 ‘HDL Test Strips Self Test
Multipl ter blood
11700130 | .1 P¢PArAMELErBION gyt st
test '
11 70 01 30 'Multiple parameter blood | Self Test
test
libr nd C Is
11 70 01 50 |Ca ibrators a d ontro Self Test
(Blood Test Strips)
o i
'Calibrators and Controls
11700150 Self Test
|(Blood Test Strips)
li |
1170 01 50 (Calibrators and Controls | Self Test

|(Blood Test Strips)

9 of 27 pages

0123/v1 17 08 80997 017 -
12.09.2022

0123/V1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

0123/V1 17 08 80997 017 -
12.09.2022

0123/V1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

0123/v1 17 08 80997 017 -
12.09.2022

German Registration Number

DE/CA09/0170/A10/1VD/068-03

DE/CA09/0170/A10/IVD/068-03

DE/CA09/0170/A10/IVD/067-03

DE/CA09/0170/A10/IVD/067-03

DE/CA09/0170/A10/IVD/066-03

DE/CA09/0170/A10/IVD/066-03

DE/CA09/0170/A10/1VD/065-03

DE/CA09/0170/A10/I1VD/065-03

DE/CAQ9/0170/A10/1VD/065-03

=g |



Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

otified Devi s .
REF g . informa-tion  EDMA Code EDMA Description Class. VR iy German Registration Number
Names (not notified) Date

|LipidScan Lipid Profile | |Calibrat0rs and Controls 0123/v1 17 08 80997 017 -

C121-2023 11700150 Self Test DE/CA09/0170/A10/1VD/065-03
Control Device ‘ (Blood Test Strips) s 12.09.2022 / / L Ll
f - | N S e g L el g il e — | I [ T = Tl ) [ Sy v il [ P i el i W, ] W e o =
' |[RT_CC hardware +
U111-101, Mission® U120 Uri l |
il THne 21071003 accessories + consumables = "Other" N/A DE/CA09/0170/A10/IVD/001-02
U111-111 Analyzer
! '+ software
|Mission® Urine Analyzer |RT‘CC RS+
U221-111 ¥ 2107 1003 accessories + consumables  "Other" N/A DE/CA09/0170/A10/1VD/001-02
Barcode Reader & SOt
]

| ] 1 + 4 ! i
Mission® U120 Data | NL_EC hrdware | |

U121-131 o el 2107 1003 |accessories + consumables =~ "Other" N/A ' DE/CA09/0170/A10/IVD/001-02

+ software
'Mission® Printer Paper \ | g
U121-101 Rolls P | 21071003 accessories + consumables = "Other" N/A DE/CA09/0170/A10/1VD/001-02
. . | |+ software !
RT_CC hardware +
U111-105, Insight® U120 Uri - \
o i 21071003 |accessories + consumables = "Other” N/A | DE/CA09/0170/A10/IVD/001-02
U111-115 Analyzer
+ software
| |RT_CC hardware +
U221-115 Insight® Barcode Reader | 21071003 'accessories + consumables  "Other" N/A DE/CA09/0170/A10/IVD/001-02
| | | + software _ | ,
IRT_CC hardware + -
Insight® U120 Data -
U121-135 € i ' 21071003 accessories + consumables | "Other" N/A DE/CA03/0170/A10/IVD/001-02
Transfer Kit |
| | |+ software
Insight® Printer Paper PRl RS ‘
U121-105 !Ro“i P | 2107008 |sesessoriese consmmebis | ot N/A DE/CA09/0170/A10/IVD/001-02
‘ + software I ‘ |
. |RT_CC hardware +
U113-101, Mission® Expert U120 =
', il 2107 1003  accessories + consumables  "Other" N/A | DE/CA09/0170/A10/1VvD/001-02
U113-111 Urine Analyzer PR
| |

10 of 27 pages




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Devi optional I .
REF MONhRd Oavie. . | e EDMA Code EDMA Description Clags, | TCOORTAMNo. ABENY | german Registration Number

Names (not notified) Date

Mission® Expert Barcode ;RT’CC R
uU223-111 - P . 21071003 |accessories + consumables  "Other" N/A DE/CA09/0170/A10/IVD/001-02
' -+ software

RT_CC hardware +
‘Misson‘" Expert U120 =

U123-131 _ 21071003 accessories + consumables ~ "Other" N/A DE/CA09/0170/A10/IVD/001-02
Data Transfer Kit P
‘ |RT_CC hardware +
L H ® s
ol i e 21071003  accessories + consumables =~ "Other" N/A DE/CA09/0170/A10/IVD/001-02
U113-115 Urine Analyzer P —
‘Insi ht® Expert Barcode | [RT'CC HATierare |
U223-115 Reaier P | 21071003 accessories + consumables | "Other" N/A | DE/CA09/0170/A10/IVD/001-02
‘+ software
RT_CC hardware +
Insight® Expert U120 -
U123-135 AL HERpREEL 21071003 accessories + consumables = "Other" N/A DE/CA09/0170/A10/IVD/001-02
Data Transfer Kit P
| | ‘ ¢
RT CC hardware + |
5 s by . )
e I L 21071003 |accessories + consumables = "Other" N/A DE/CA09/0170/A10/IVD/001-02
U211-111  Analyzer \+ i
| |[RT_CC hardware +
- RT_
Misston™ LS00 Data " DE/CA09/0170/A10/IVD/001-02

U221-131 . 21071003  accessories + consumables  "Other" N/A
Transfer Kit |
+ software

' RT_CC hardware +
U211-105,  Insight® US00 Urine =

. 1 21071003 accessories + consumables | "Other" N/A DE/CA09/0170/A10/1VD/001-02
U211-115 'Analyzer [
| | | + software [ | |
‘ . | RT_CC hardware + ‘
Insight® U500 Data -
U221-135 Traﬁs fer Kit 2107 1003 accessories + consumables | "Other" N/A ‘ DE/CA09/0170/A10/IVD/001-02
| | _ [+ software |
| RT_CC hardware +
U213-101 Mission® Expert U500 | =
‘ RRRL™ A | 21071003 |accessories + consumables = “Other" N/A DE/CA09/0170/A10/IVD/001-02
U213-111 Urine Analyzer | —— \
J i |

11 of 27 pages




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

optional "
REE Notified Device | @ eton EDMACode = EDMADescription | Class. | o oerimneateNo. &Bxpiry | oo 1 oon Registration Number
Names (not notified) Date

/RT_CC hard + ‘ |
Mission® Expert U500 | sl araware |

uU223-131 ) 2107 1003  accessories + consumables  "Other" N/A DE/CA09/0170/A10/1VD/001-02
\Data Transfer Kit |
| _ 1 '+ software
RT _CC hardware +
U213-105 Insight® Expert U500 -
T B | 21071003  accessories + consumables ~ "Other" N/A DE/CA09/0170/A10/IVD/001-02
U123-115 Urine Analyzer | -
! | | + software |
. |[RT_CC hardware +
Insight® E t US00 i
uzzaqas  oEe EXPEIL | 21071003 accessories + consumables  "Other" N/A DE/CA09/0170/A10/IVD/001-02
Data Transfer Kit
; _\ |+ software
RT_CC hardware +
U114-101, Mission® U120 Ult a7 x " "
tsston = 21071003 |accessories + consumables = "Other N/A DE/CA09/0170/A10/IVD/001-02
Uii4-111 Urine Analyzer ‘ |
‘, _ |+ software |
Mission® Barcode RICCharaware 4 ‘
U124-111 Reader 2107 1003 'accessories + consumables "Other" N/A DE/CA09/0170/A10/1VD/001-02
|+ software

1 RT_CC hardware + | ' '
‘Mission® U120 Ultra R ‘ \

U124-131 . | 21071003 accessories + consumables = "Other" N/A DE/CAQ9/0170/A10/1VD/001-02
Data Transfer Kit \ \

! '+ software
. |RT_CC hardware +
U114-105,  Insight® U120 Ultra -
o 115' ‘J::ei\ Lajl " - | 21071003 ‘accessories + consumables | "Other" N/A | DE/CA09/0170/A10/1VD/001-02
| nalyzer | i + software I . :
RT CC hardware + ‘
Insight® Urine Analyzer =
U124-115 ‘B";r'fo e ';;a:‘er L 21071003 accessories + consumables | "Other" N/A DE/CA09/0170/A10/IVD/001-02
| | _\ [+ software | _ :
RT_CC hardware + \
Insight® U120 Ultra Dat ' -
U124-135 Tr:rg‘;erﬁit Ulkra Data 21071003 |accessories + consumables | "Other" N/A ' DE/CA09/0170/A10/1VD/001-02
| » ' + software _
RT_CC hardware +
04001 ‘Urispin ri \ =
2 g 0 42 01hCR z::l';'ze:”zo Urine | 21071003 accessories + consumables | "Other" N/A . DE/CA09/0170/A10/IVD/001-02
+ software

12 of 27 pages




REF

U211-1X3

5004002

U221-113

U111-1X3

U211-1X3

U121-103

C111-5011

Cl111-2021

C111-2023

G116-111

Notified Device
Names

Urispin U500 Urine
Analyzer

Urispin U500 Urine
Analyzer (SPINREACT)

|Urinspin Urine Analyzer

Barcode Reader

Uri-Plus 1A Urine
Analyzer

Uri-Plus 5A Urine
Analyzer

|Urinspin Pinter Paper
Rolls
‘Mission® Ultra

Cholesterol Monitoring
System

Mission® Cholesterol
Monitoring System

LipidScan Lipid Profile
\Analyzer

On Call® Alc HbAlc
Analyzer

optional
informa-tion

(not notified)

(CCM-111)

(ccM-
111)

(OGM-
141)

EDMA Code

21071003

21071003

21071003

21071003

21071003

21071003

21071003

21071003

21071003

21071003

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

EDMA Description

Class.

'RT_CC hardware +

‘ accessories + consumables

+ software

RT_CC hardware +
accessories + consumables

J+ software

| "Other"

"Other"

RT_CC hardware +

|accessories + consumables

|+ software

"Other"

RT_CC hardware +

accessories + consumables

\+ software

"Other"

RT_CC hardware +

|accessories + consumables

|+ software

"Other"

RT_CC hardware +

‘accessories + consumables

+ software

"Other"

!RT_CC hardware + ‘

accessories + consumables

+ software

‘RTHCC hardware + ‘
| x
accessories + consumables

+ software

"Other"

"Other"

IRT_CC hardware +

‘accessories + consumables

+ software

"Other"

|RT_CC hardware +

|accessories + consumables

+ software

"Other"

13 of 27 pages

EC Certificate No. & Expiry
Date

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

German Registration Number

DE/CA09/0170/A10/1VvD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CAQ09/0170/A10/1VD/001-02

DE/CA09/0170/A10/IVD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/I1VD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/IVD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/1VD/001-02




REF

U118-101,
U118-111

U128-131

U118-105,
U118-115

U128-135

Ul117-101,
U117-111

Ul127-131

U117-105,
U117-115

U127-135
U123-101

U123-105

Notified Device
Names

Mission® Expert U120
Smart Urine Analyzer

‘Mission® Expert U120
Smart Urine Analyzer
‘Data Transfer Kit

Insight® Expert U120
Smart Urine Analyser

'insight“‘ Expert U120
Smart Urine Analyser
'Data Transfer Kit

Mission® U120 Smart
Urine Analyzer

‘Mission® U120 Smart
Urine Analyzer Data
‘Transfer Kit

Insight® U120 Smart
Urine Analyser

;Insight“’ U120 Smart
Urine Analyser Data
‘Transfer Kit ‘

|
Mission® Expert Printer
Paper Rolls

Insight® U120 Expert
Paper Rolls

[ —— —

optional
informa-tion
(not notified)

EDMA Code

‘ 21071003
21071003
21071003
21071003
2107 1003

21071003

21071003

21071003

21071003

| 21071003

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

EDMA Description

RT_CC hardware +
accessories + consumables

+ software
RT_CC hardware +

accessories + consumables

|+ software
RT_CC hardware +

accessories + consumables

+ software
RT_CC hardware +

accessories + consumables

|+ software
RT_CC hardware +

accessories + consumables

+ software
RT_CC hardware +

‘accessories + consumables

|+ software
RT_CC hardware +

accessories + consumables

+ software
RT_CC hardware +

accessories + consumables

+ software
'RT_CC hardware +

accessories + consumables

+ software
RT_CC hardware +

accessories + consumables
+software

14 of 27 pages

Class.

"Other"

"Other"

"Other"

"Other"

"Other"

"Other"

"Other"

"Other"

"Other"

"Other"

EC Certificate No. & Expiry
Date

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

German Registration Number

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/IVD/001-02

DE/CA09/0170/A10/IVD/001-02

DE/CA0S/0170/A10/IVD/001-02

DE/CA09/0170/A10/IVD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/IVD/001-02

DE/CA09/0170/A10/1VD/001-02

DE/CA09/0170/A10/IVD/001-02




REF

C131-5011

C131-2011

C131-2013

optional
informa-tion
(not notified)

Notified Device
Names

Mission® Ultra CHOL
Total Cholesterol Test
|Strips

Mission® CHOL Total

CCs-111
Cholesterol Test Strips ( )

LipidScan Lipid Profile
Test Device Total
Cholesterol (CHOL)

(CCs-111)

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

EDMA Code EDMA Description

11700102 Cholesterol Test Strips

11700102 Cholesterol Test Strips

11700102 Cholesterol Test Strips

I R

Class.

"Other"

"Other"

"Other"

Date

N/A

N/A

N/A

EC Certificate No. & Expiry

C131-2021

C131-2023

C131-2031

C131-2033

C131-2041

C131-2043

‘Mission® Cholesterol
TRIG Triglyceride Test (CCs-112)

|Device |
|LipidScan Lipid Profile ‘
Test Device Triglycerides | (CCS-112) |

,I(TRIG) - -

11700105 Triglyceride Test Strips

Triglyceride Test Strips
| =t

11700105

Mission® Cholesterol ‘
HDL High Density (CCs-113)
|Lipoprotein Test Device

1

LipidScan Lipid Profile | }
Test Device High Density ' (CCS-113)

'Lipid Protein (HDL)

o =

‘Mission® Cholesterol 3- |
in-1 Lipid Panel Test
Device

LipidScan Lipid Profile
Test Device Combo Lipid | (CCS-114)
Profile ) ‘

(CCs-114)

11700103 HDL Test Strips

11700103 HDL Test Strips

11700130
test

11700130
test

"Other"

N/A

N/A

N/A

N/A

German Registration Number

DE/CA09/0170/A10/IVD/018-01

DE/CA09/0170/A10/1VD/018-01

DE/CA09/0170/A10/1VD/018-01

DE/CA09/0170/A10/1VD/013-01

l DE/CA09/0170/A10/1VD/013-01

= S = ==

DE/CA09/0170/A10/IVD/013-01
|

DE/CA09/0170/A10/1VD/013-01

Multiple parameter blood

'Multiple parameter blood

N/A

N/A

DE/CA09/0170/A10/1VD/011-01

‘ DE/CA09/0170/A10/IVD/011-01

15 of 27 pages
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REF

C121-5011
C121-2011
C121-2021

C121-2023

U031-XX1
U031-XX5

U033-XX1,
U034-XX1

U033-XX5,

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

S|

U034-XXS  Urinalysis Reagent Strips

Notified Device opieast || -
informa-tion  EDMA Code EDMA Description
Names (not notified)
‘Mission® Ultra ' .
Cholesterol Control 11700150 ‘Ca"bramm e
i | (Blood Test Strips)
‘Solution ! !
|Mission® Cholesterol 117001 50 |Calibrators and Controls
Control Solution (Blood Test Strips)
|Missioﬂm Cholesterol | \Calibrators and Controls
11700150
Control Device (Blood Test Strips)
{ ‘r |
LipidScan Lipid Profile ' 1170 01 50 Calibrators and Controls
|Contro| Device l(Blood Test Strips)
Mission® Urinalysis 1170 02 01 00 Urine Single Test Strips
Reagent Strips (incl. Tablets)
. l .
Insight® Urinalysis 1170 02 01 00 Urine Single Test Strips
'Reagent Strips ((incl. Tablets)
Mission® Expert Urine Single Test Strips
1170020100
|Urinalysis Reagent Strips (incl. Tablets)
Insight® Expert 1170 02 01 00 Urine Single Test Strips

e i

EC Certificate No. & Expiry

{(incl. Tablets)

16 of 27 pages

Class. 0

"Other" N/A
"Other" N/A
"Other" N/A
"Other" N/A

== =T
"Other" N/A
"Other" N/A
"Other" N/A
"Other" N/A
e

German Registration Number

DE/CA09/0170/A10/1VD/017-01
DE/CA09/0170/A10/1VD/017-01
DE/CA09/0170/A10/IVD/017-01

DE/CA09/0170/A10/1VD/017-01

DE/CA09/0170/A10/IVD/031-01

DE/CA09/0170/A10/1VD/031-01

DE/CA09/0170/A10/IVD/031-01

DE/CA09/0170/A10/IVD/031-01




REF

U031-XX1

U031-XX5
U031-XX3

U033-XX1,
U034-XX1

U033-XX5,
U034-XX5

U021-011,
U021-021,

U021-031
U021-015,

U021-025,

uU021-035
u021-071,

U021-081,

U021-091
U021-075,

U021-085,

U021-095
U021-041,

U021-051,

u021-061
U021-045,

U021-055,
U021-065

Notified Device s
informa-tion
Names {not notified)

Mission® Urinalysis
Reagent Strips
'Insight@ Urinalysis
'Reagent Strips

MiTest Urinary
Urinalysis Reagent Strips

'Mission® Expert
Urinalysis Reagent Strips

Insight® Expert
Urinalysis Reagent Strips

EDMA Code

‘ 1170020200

| 1170020200

1170020200
1170020200 |

11700202 00

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

EC Certificate No. & Expiry

German Registration Number

DE/CA09/0170/A10/1VD/057-01

DE/CA09/0170/A10/1VD/057-01

DE/CA09/0170/A10/1VD/057-01

DE/CA09/0170/A10/1VD/057-01

DE/CA09/0170/A10/1VD/057-01

Mission® Liquid Urine
Control

Insight® Liquid Urine
Control

'Mission® Liquid Diptube
Urine Control

Insight® Liquid Diptube
Urine Control

Mission® Dry Strip Urine
Control

Insight® Dry Strip Urine
Control

115002 06

1150 02 06

115002 06

115002 06

115002 06

115002 06

EDMA Description Class.
e Date

Urine Multi-constituent

rine .u i-constituen "Other" N/A
Test Strips

ine Multi- i
Urine .u i-constituent "Other" N/A
’Test Strips
‘ 5 i &
Urine Multl constituent "Other" N/A
Test Strips
|
{Urine Multi-constituent

ri -u i stituen "Other" N/A
Test Strips ‘
Urine Multi- i t

rine .u ti-constituen "Other" N/A
Test Strips
1 E —— == _I —— —_— —
'Urine Control "Other" N/A
Urine Control "Other" N/A
Urine Control "Other" N/A
'Urine Control "Other" N/A
| |
| I
!Urine Control "Other" N/A
Urine Control "Other" N/A

[

==

DE/CA09/0170/A10/1VD/035-01

DE/CA09/0170/A10/1VD/035-01

DE/CA09/0170/A10/IVD/035-01

DE/CA09/0170/A10/1VD/035-01

DE/CA09/0170/A10/1VD/035-01

DE/CA09/0170/A10/1VD/035-01

17 of 27 pages
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Highlight
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Highlight
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Highlight


REF

C111-3011,
C111-3021,

'C111-3031
C111-3015,

C111-3025,

|C111-3035
|C112-3011,

€112-3021,
C112-3031

'C121-3021

C111-6011

C131-3011,
C131-3021

C131-3015

C132-3011,
C132-3031

C132-3021,
C132-3041

C131-6011

Notified Device
Names
Mission® Hb
Hemoglobin Testing
System

optional
informa-tion
(not notified)

Insight® Hb Hemoglobin

Testing System

'Mission® Plus Hb
Hemoglobin Testing
'System

Mission® Hb Data
Transfer Kit

'Mission Ultra
Hemoglobin Testing
i s

Mission® Hb
Hemoglobin Test Strips

Insight® Hb Hemoglobin
Test Strips

Mission® Plus
Hemoglobin Test Strips
‘Mission® Plus
Hemoglobin Test
Devices

|Mission Ultra
|Hemoglobin Test Strips

e e

(CCM-141)

EDMA Code

2307 1000

23071000

23071000

23071000

23071000

Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

(CCs-141)

1301700100 Haemoglobin (Hb)
1301700100 Haemoglobin (Hb)
: 1301700100 Haemoglobin (Hb)
1301700100 Haemoglobin (Hb)

13017001 00 |Haemoglobin (Hb)

EDMA Description Class.
RT_HHC Hardware +
dedicated accessories or "Other"
software
RT_HHC Hardware +
dedicated accessories or "Other"
software
RT_HHC Hardware +
dedicated accessories or "Other"
software
iRT_HHC Hardware +
|dedicated accessories or "Other"
software
RT_HHC Hardware +
dedicated accessoriesor | "Other"
lsoftwa re ]
i .
"Other"
"Other"
|
"Other"
"Other"
I
"Other"

18 of 27 pages

EC Certificate No. & Expiry
Date

N/A

N/A

N/A

N/A

N/A

German Registration Number

DE/CA09/0170/A10/1VD/034-02

DE/CA09/0170/A10/1VD/034-02

DE/CA09/0170/A10/IVD/034-02

DE/CA09/0170/A10/1VD/034-02

DE/CA09/0170/A10/IVD/034-02

N/A

N/A

N/A

N/A

N/A

DE/CA09/0170/A10/IVD/033-02

DE/CA09/0170/A10/1VD/033-02

DE/CA09/0170/A10/1VD/033-02

DE/CA09/0170/A10/1VD/033-02

DE/CA09/0170/A10/1VD/033-02




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device optionel EC Certificate No. & Expi
REF informa-tion  EDMA Code EDMA Description Class. PV German Registration Number
Names (not notified) Date
'Mission® Hb | \
C121-3031 Hemoglobin Control 1 1301500400 |Haemoglobin Control ; "Other" N/A DE/CA09/0170/A10/1VD/032-02
|Strip
[
Insight® Hb Hemoglohin { ;
C121-3035 g : & 1301 5004 00 'Haemoglohin Control "Other" N/A DE/CA09/0170/A10/1VD/032-02
Control Strip
'Mission® Plus Hb (Optic
C122-3011 Hemoglobin Control Chzck) 1301500400 Haemoglobin Control "Other" N/A DE/CA09/0170/A10/1VD/032-02
Strip |
Mission® Plus Hb (Optic ‘
C122-3021  Hemoglobin Control Chzck) | 1301500400 Haemoglobin Control "Other" N/A DE/CA09/0170/A10/1VD/032-02
Device
Mission® Hb
C121-3091  Hemoglobin Control 13015004 00 Haemoglobin Control "Other" N/A DE/CA09/0170/A10/1VD/032-02
'Solution |
Mission Ultra
C121-6011 Hemoglobin Control 130150 04 00 1H::u-:'moglobin Control "Other" N/A DE/CA09/0170/A10/1VD/032-02
- Solution )
— ; - 1 e e - — — =
Mission® C 100 Dr | CH Hardware + i
C111-1011 _ Y 21011001 araware +accessories - uwothert N/A DE/CA09/0170/A10/IVD/023-01
Chemistry Analyzer + consumables + software
‘[ .
Mission® Optical Check | CH Hard + i
C121-1011 ) v | 21011001 |~ araware®accessores gy o N/A DE/CAQ9/0170/A10/IVD/023-01
|Strips + consumables + software
i
Mission® C 100 Data CH Hard i
€121-1031 | ; 21011001 RN | i N/A DE/CAQ9/0170/A10/IVD/023-01
|Transfer Kit + consumables + software
|Mission® ALT Alanine - - - o
C131-1011 |Aminotransferase Test 110101 03 00 |Alanine Amino-Transferase  "Other" N/A DE/CA08/0170/A10/1VD/022

'Strips
Strips . -
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21-
i 3085, _Transfer Tubes

Notified Device optionsl
REF information  EDMA Code EDMA Description
Names (not notified)
‘Other Specific Control Sera

C121-1051  Mission® ALT Control 1150 02 90 Cer pechicentro
il il o) N
1931-4031 .Foremght FSH EIA Test 12050104 Follicle Stimulating

|Kit Hormone
1931-4032 .Irrcontrol FSH EIA Test 12 05 01 04 Follicle Stimulating
Kt Hormone _ e
1231-4021  Foresight LH EIA Test Kit 12050105 |Luteinising Hormone
1231-4022 Incontrol LH EIA Test Kit 12050105 Lutmmsnng Hormone
N ____I_EIA T ' o o
1231-4041 ;"t'es'ght FRLENTeS 12050108 Prolactin

Incontrol PRL EIA Test
1231-4042 Kn:c’" = » 12050108 Prolactin
- i 2 memlen " — — —

1/ H n Chorioni

1231-4011 Foremght Rapid HCG EIA 12050205 | uman Cho .lomc

Test Kit } |Gonadotropin Total
1231-4012 lncont.rol Rapid HCG EIA 12 05 02 05 Human Chor.lomc
_ | Test Kit _ |Gonadotropin Total

0 . . | . .

1231-4051 Fc.are_mght HCG EIATest  (quantitati 12 05 02 05 'Human Chorllonlc .
! |Kit | wve) \Gonadotropin Total 1
19314052 :(r;::ontrol HCG EIA Test | (qu:-‘n;r;tltatl 17 050205 :znmaadnmcrl'::il:n;tal J
= s = B i SR s ST i

Mission® Capillary ;

-3081 -192 Tube Il
C121-308 Transfer Tubes 15-19 ube, Capillary
ioht® Capi
USRI Sapiiany ‘ 15-192  |Tube, Capillary

EC Certificate No. & Expiry

German Registration Number

DE/CA09/0170/A10/1VD/016-01

DE/CA09/0170/A10/IVD/014

DE/CA09/0170/A10/IVD/014

DE/CAOQ/Ol?O/AlO/IVD/OZl

DE/CA09/0170/A10/IVD/021

1
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Class. Dk
"Other" N/A
"Other" N/A
"Other" N/A
"Other" N/A
"Other" N/A
"Other" N/A ;
"Other" N/A
"Other" N/A
"Other" N/A
"Other" N/A '
"Other N/A |
R F—— .
| N/A
|

DE/CA09/0170/A10/IVD/020

DE/CA09/0170/A10/IVD/020

DE/CA09/O170/A10/IVD/019-01

DE/CA09/0170/A10/1VD/019-01
DE/CA09/0170/A10/1VD/019-01

DE/CA09/0170/A10/IVD/019~01

DE/CA09/0170/A10/00 1-01

DE/CA09/0170/A10/001-01
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Notified Device BjAbas EC Certificate No. & Expi - -
REF informa-tion  EDMA Code EDMA Description Class. ™Y German Registration Number
Names {not notified) Date
| i | | ' 0123/G113 1280997 004-
Gl23-191 |leotamed Diabetes Care 10-440  Lancets, Blood lia / DE/CA09/0170/A10/003-01
Lancets ‘ | ! | ! 06.09.2018 |
Testamed Diabetes Care 0123 /G113 12 80997 004-
G123-191 ‘ 10-440 Lancets, Blood lia DE/CA09/0170/A10/003-01
Soft Lancets ‘ ' | ———" _ ' _ 06.09.2018 | e
123 /G113 12 80997 004-
C121-3041  Mission® Lancets 1 10-440 Lancets, Blood lia / 06.09.2018 DE/CA09/0170/A10/003-01
' | ' '  123/G113 1280997 004-
G123-7B1 On Call Safety Lancets | 10-440 Lancets, Blood lia / 06.09.2018 DE/CA09/0170/A10/003-01
‘Mission® Safety Lancets ‘ ' '  123/G113 1280997 004-
C121-3061 man s L 10-440 Lancets, Blood lia / DE/CA09/0170/A10/003-01
_ | . 06.09.2018 ,
N/A (ki | 123 /G113 12 80997 004-
/A (it D-One Lancets 10-440 |Lancets, Blood lia / DE/CA09/0170/A10/003-01
component) | | : I 06.09.2018 ;
' 1 1 .
G124-10A On Call Lancets 10-440 Lancets, Blood | lia 23, GLI3 12 SuBgrro DE/CA09/0170/A10/003-01
L | = e b o — 06.09.2018 | R
Testamed Diabetes Care ' ]
GEERgEr [ e RRAER It 16380  |lancing Devices, Blood | | N/A | DE/CA09/0170/A10/002-01
| |Lancing Device | ; { !
C121-3051  |Mission® Lancing Device 16-380 Lancing Devices, Blood ' | N/A DE/CA09/0170/A10/002-01
N/A (it . o ; ; ‘ | '
D-One Lancing Device 16-380 Lancing Devices, Blood | N/A | DE/CA09/0170/A10/002-01
‘component) | | | | |
G124-11A !On Call Lancing Device 16-380 Lancing Devices, Blood : I N/A DE/CA09/0170/A10/002-01
| | + ! 4
|
|On Call GenTouch
G124-17A | . ' 16-380 Lancing Devices, Blood ‘ | N/A DE/CA09/0170/A10/002-01
|Lancing Device ) R e
s J[ . . i A 2 = . = B
Incontrol HSV 1/2 1gG |
1231-1192 | it /21 1504 03 0500 |HSV IgG . "Other" N/A DE/CA09/0170/A10/1VD/053-01
Foresight HSV 1/2 IgG ' | '
1231-1191 EIA TPft Kit /2 18 1504 030500 HSVIgG "Other" N/A DE/CA09/0170/A10/1VD/053-01
_ [ElATestKit I ; ] —_ . - - SRS

21 of 27 pages




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device Sptivanl : EC Certificate No. & Expi . :
REF informa-tion  EDMA Code EDMA Description Class. oy German Registration Number
Names (not notified) Date
1/2 1gM :
1231-1202 lEr:onn{:;:L:SV /21g 15 04 03 06 00 iHSV IgM "Other" N/A DE/CA09/0170/A10/IVD/050-01
' Foresight HSV 1/2 IgM | ‘ '
1231-1201 ET;eTsit = o 1504 03 06 00 HSV IgM "Other" N/A DE/CA09/0170/A10/IVD/050-01
o e AL LI ey S ! SR, S e s e e
Incontrol HSV 1 IgG EIA
12311152 Tr::r;(ii" ¥ 1L keo 1504030800 HSV1IgG "Other" N/A ' DE/CA09/0170/A10/IVD/052-01
i " | '3 x
Foresight HSV 1 1gG EIA
1231-1151 ngfii € 1504030800 HSV 11gG "Other" N/A DE/CA09/0170/A10/IVD/052-01
g s S S T EE T i it o i
Incontrol HSV 2 IgG Test |
12311172 noMe BRI 1504031100 |HSV 2 IgG " "Other" N/A DE/CA09/0170/A10/IVD/051-01
‘Foresight HSV 2 IgG Test | !
1231-1171 K?t '8 gl s 1504031100 |HSV 2 IgG "Other" N/A | DE/CA09/0170/A10/IVD/051-01
— | ; . B _ e ——
| | EIA ' !
1231-1182 T"e‘::rl'(ti;o HEV 2t | 1504031200 HSV 2 IgM "Other" N/A DE/CA09/0170/A10/IVD/049-01
? ight HSV 2 IgM EIA ' ' ' '
1231-1181 ;Z:T('i 8 1504031200 HSV2 IgM "Other" N/A DE/CA09/0170/A10/IVD/049-01
e = S = e e e T = = e
Incontrol HSV 1 IgM EIA
1231-1162 Tnezct’"Ki:o € 1504030900 HSV1IgM "Other" N/A DE/CA09/0170/A10/IVD/010-01
‘ Foresight HSV 1 1gM EIA ' ' ' '
12311161 TZ;fSK'ﬁ Phav'lle 1504030900 HSV 1IgM "Other" N/A DE/CA09/0170/A10/IVD/010-01
B R R R LAttt el B VL | e AN L | T | i e —— - — o
= ST ‘ ey ! - = ; ]
P
1031-1011 K‘:tres'ght Aetpen Test | 12020106 Immunoglobulin E - Screen = "Other” N/A | DE/CA09/0170/A10/IVD/009
R o4 e i S ! 5 |
12312011 Foresight AFP EIAKt 1203900100 Alphafetoprotein - "Other" N/A | DE/CA09/0170/A10/IVD/061-01
12312012 Incontrol AFP EIA Kit 1203900100 Alphafetoprotein "Other" N/A | DE/CA09/0170/A10/IVD/061-01
T el I S = o S i = iy T £ 1 i [ N i = = 1
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German Registration Number

DE/CAQ09/0170/A10/1VD/056-01
DE/CA09/0170/A10/1VD/056-01
DE/CAQ09/0170/A10/1VD/056-01

DE/CA09/0170/A10/IVD/056-01

DE/CA09/0170/A10/IVD/055-01

DE/CA09/0170/A10/IVD/055-01

b Tl o i

DE/CA09/0170/A10/1VD/054-01

DE/CA09/0170/A10/1VD/054-01

i —

R 5 ol

DE/CA09/0170/A10/1VD/044-01
' DE/CA09/ 0170/A10/1VD/044-01
o S|
DE/CA09/0170/A10/IVD/045-01

Notified Device et EC Certificate No. & Expi
REF iformaton EDMA Code ~ EDMA Description  Class. ot
Names ' (not notified) ‘ o \
'Mission® Saliva Alcohol i | |
C031-021 AT Sl ARaND 1209020700 Ethanol (Alcohol) "Other" N/A
‘Test Strip _ |
LD
eoanops |t oabvEAlGoNol 1209020700 Ethanol (Alcohol) "Other" N/A
Test Strip . [ ‘
011,  Mission® Breath Alcohol
CRISOLYL, (NGBl Aot | 1209020700 Ethanol (Alcohol) "Other" N/A
C031-031  Detector |
C031-015 Insight® Breath Alcohol
g | 1209020700 Ethanol (Alcohol "Other" N/A
C031-035  Detector | |Eshanol {lestiol) e /
o3 Detector | ; . el .
Foresight H. pylori o )
- 10401 . Pylori Ant tection "Other" N/A
1231-1231 Antigen EIA Test Kit 150 0100 ,H y igen Detectio | er /
Incontrol H. pylori . . .
1231-1232 1501040100 H. Pylori Antigen Det "Other" N/A
_ 31-12 _i\ntigen EIA Test Kit | i ou igen Detection B er | / |
= - i - = —=
| | hili hilis Antibody A
1231-1042 nc?ntro Total Syp ‘I is 15 01 03 03 00 Syphilis Antibody Assays "Other" N/A
Antibody EIA Test Kit | Total
|Foresight Total Syphilis ‘ |Syphilis Antibody Assays
1231-1041 1501030 "Other" N/A
s Antibody EIA Test Kit 300 | otal e /
Foai sy e o S oy e e 5 vas
Foresight HEV IgM EIA
1231-1211 K?tres'g € | 15020506 00 HEV Antibody IgM . "Other” N/A
| ! | HEV IgM EIA ‘ ‘ .
1231-1212 :Ztm"tm gM | 1502050600 'HEV Antibody IgM "Other" N/A
= El =i T I h__ i | ] S Y| T =) =
. T ———— |
1231-3011  Foresight TSH EIA Kit 1204011100 | TYrOid Stimulating | “Other" N/A
i . 'Hormone |
Thyroid Stimulati
12313012 Incontrol TSH EIA Kit 1204011100 || Yrold Stimulating "Other" N/A

‘ DE/CA09/0170/A10/1VD/045-01

Hormone

23 of 27 pages

=l




Annex A dated Oct 17, 2017
ACON Laboratories, Inc.

Notified Device optionel EC Certificate No. & Expi
REF iforma-tion  EDMA Code ~ EDMA Description Class. BXPIY | German Registration Number
Names (not notified) Date
1231-2021 Foresight CEA EIA Kit 1203013100 Carcinoembryonic Antigen "Other" N/A DE/CA09/0170/A10/1VD/043-01
| | | .
1231-2022 Incontrol CEA EIA Kit 1 1203013100 Carcinoembryonic Antigen "Other" N/A . DE/CA09/0170/A10/1VD/043-01
i LTI ) R « I = = = === Ry e s e |
Foresight H. pylori IgG
1231-1241 E?}:e:;it it Pyone 1501040300 H. Pylori Antibody Assay  "Other" N/A DE/CA09/0170/A10/IVD/042-01
| | trol H. pylori IgG ' '
1231-1242 :Er:goTlsrt"Kit pylon ¢ 1501040300 H. Pylori Antibody Assay | "Other" N/A DE/CA09/0170/A10/IVD/042-01
1
ST 9 NS e AR g | I Wl I . 1S RSN [ = i E  (—— i S e |
ight Free T3EIA |
1231-3051 :ngs:gr ree T3 1204010100 Free Triiodothyronine "Other" N/A DE/CA09/0170/A10/IVD/029-01
) . . . | |
1231-3052 Tr:;‘:rl‘(ti;o' RerRBA 1204010100 Free Triiodothyronine "Other" N/A DE/CA09/0170/A10/IVD/029-01
i e [T S R DR S| Wan | 0 51 N == - | L ==k Sl 1 14 = e L |
i T4 EIA
1231-3031 :Z;:s:iht Free 1204 010200 | Free Thyroxine "Other" N/A DE/CA09/0170/A10/1VD/028-01
Incontrol Free T4 EIA ' ’ | ' '
1231-3032 T’;c::':(i:" e 1204010200 | Free Thyroxine "Other" N/A DE/CA09/0170/A10/IVD/028-01
|
o et e T o L A e — e e Ear— S s e e e
Foresight Total 1A '
12313041 O K'Igt kTl TE BA ) 1204010500 Triiodothyronine "Other" N/A | DE/CA09/0170/A10/IVD/027-01
Incontrol Total T3EIA ‘ ' ' ‘ ‘
12313082 T T ‘ 1204010500 Triiodothyronine "Other" N/A DE/CA09/0170/A10/IVD/027-01
__ LS e | s - . e PRSI —
I il 1 ] Fo | (R [ | |
Foresight Total T4 El ' ‘
1231-3021 Tzst K'ﬁ L Tasal T4 £ 1204010700 Thyroxine "Other" N/A DE/CA09/0170/A10/IVD/030-01
Incontrol Total T4 EIA | ‘ ' ‘ '
1231-3022 Tlict":q;" e 1204010700 Thyroxine "Other" N/A DE/CA09/0170/A10/IVD/030-01
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Notified Device Apti EC Certificate No. & Exp
REF informa-tion  EDIVIA Code EDMA Description Class. o German Registration Number
Names (not notified) Date
' ' Reagents for DNA and/or
Promotor™ Nucleic Acid RNA extraction and . !
P121-1101 15904001 "Other" N/A DE/CA09/0170/A10/1VD/007-01
(DNA) Extraction Kit preparation: bacteria ' = / / / pRG/IDf
'and/or virus
, Reagents for DNA and/or
Promotor™ Nucleic Acid RNA extraction and
P121-1121 15904001 "Other" N/A DE/CA09/0170/A10/IVD/007-01
(RNA) Extraction Kit ‘preparation: bacteria < / | / / URLO/NEY

‘and/or virus

Reagents for DNA and/or
P tor™ Whole Blood
VErantt i RNA extraction and

P121-1111 Genomic DNA Extraction | 15904001 . ) "Other" N/A DE/CA09/0170/A10/1VD/007-01
Kit | preparation: bacteria

T r— T _and/orvirus
Promotor™ NES-32 ‘NA Extraction Hardware +

P111-1011  Nucleic Acid Extraction 26021001 accessories + consumables | "Other" N/A DE/CA09/0170/A10/1VD/006-01
__ System |+ software

] i B 1

Promotor™ HPV Human
|Papillomavirus

Genotyping PCR-RDB |
Test Kit |

P131-1481 15048003 Human Papilloma Virus "Other" N/A DE/CA09/0170/A10/1vD/005-01

PromotorTM PCR- ;

Fluorescence Detection | |
P131-1121 iKit for Human 1504 8003 |Human Papilloma Virus ‘ "Other" N/A DE/CA09/0170/A10/1VD/005-01
Papillomavirus 1
Genotype 16/18 DNA |
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ACON Laboratories, Inc.

Notified Device optionsl EC Certificate No. & Expi
REF iformaton  EDMA Code ~ EDMA Description  Class. BPIY | German Registration Number
Names (not notified) Date |
! | i ! | ﬁ
Promotor™ TB | . .
A
P131-1301  Mycobacterium 150107 03 :'Sgogade”a Aoy "Other" N/A DE/CA09/0170/A10/IVD/004-01
Tuberculosis PCR Test Kit ; ¥
T e i e = = S — = S
| ®
G136-111 |0_" ol Ale: HbAL Test 11700107 |GlYeosviated/Glycated "Other" N/A . DE/CA09/0170/A10/IVD/003
kit e b ol B IHaemoglobm Test Strips —— - | - L e g e
pr—— .. | 1 - - _ i - ! s 1
® | |
Gheiyy Ot Ade HhAls 11500205 Diabetes Controls "Other" N/A DE/CA09/0170/A10/IVD/002
~_ Control Solution - ) | — Il N S - o |
FEXY | — — ) == 1 = d
T . T | |
wat-1oeny |POON SyphAls Rapd Test | 1570010500 Syphilis - Rapid Test "Other" N/A DE/CA09/0170/A10/IVD/071-02
Strip (Serum/Plasma) |
'ACON Syphilis Rapid Test '
Strip o - '
L031-10421 1570010500 |Syphilis - Rapid Test "Other" N/A DE/CA09/0170/A10/IVD/071-02
{Serum/Plasma/Whole ‘ ‘ Fie o / / / /AL0/VD/
'Blood) |
| ACON Syphilis Rapid Test '
1031-10431 | CON Syphilts Rapid Tes 1570010500 Syphilis - Rapid Test "Other" N/A DE/CAQ9/0170/A10/IVD/071-02
Cassette (Serum/Plasma)
'ACON Syphilis Rapid Test
Cassette \
L031-10441 |(Serum/Plasma/Whale | 1570010500 'Syphilis - Rapid Test "Other" N/A DE/CA09/0170/A10/1VD/071-02
Blood) |
| =) T RN ey a5 [ I i) ([T i, o & =L il | D o~ 1 I ik, T ol o i, T S T @ ]

< MDSS *_
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German Registration Number

DE/CA09/0170/A10/IVD/073

DE/CA09/0170/A10/1VD/073

DE/CA09/0170/A10/IVD/073

DE/CA09/0170/A10/IVD/073

Strips

| Transferase
|
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DE/CA09/0170/A10/1VD/072-02

DE/CA09/0170/A10/1VD/074-01

2T |

DE/CA09/0170/A10/1VD/075-01

Notified Device Syl : EC Certificate No. & Expi
REF iformaton  EDMA Code ~ EDMA Description Class. oy
Names (not notified) Date
L031-20111; ACON hCG Pregnancy .
12700502 hCGR T "Other" N/A
1031-20171 Rapid Test Strip (Urine) . | G5 Rapid Test S /
' ' ACON hCG Pregnancy ‘ ‘
L031-20121;
£ ’Rapid Test Strip 12700502 hCG Rapid Test "Other" N/A
L031-20181 .
(Urine/Serum) ‘
ACON hCG Pregnancy i
L031-20141 Rapid Test Cassette 12700502 ‘hCG Rapid Test "Other" N/A
|(Urine/Serum) ,
BeSure hCG Pregnancy '
L031-20152 Rapid Test Cassette 12700502 hCG Rapid Test "Other" N/A
(Urine) | - - :
s S I = o =
BeSure hCG
: | 0123/v117 7017 -
L031-20152 Pregnancy Rapid Test 12700502 hCG Rapid Test Self-Testing / 12 0282?)0229 ¢
Cassette (Urine) i
i fjli,,,ﬁ | o= Y [ L ¥ s T =gy _d ey, — ) o _ S W
|Mission Ultra |RT_HHC Hardware +
[ [ |25 123/v117 7017 -
C111-6011  Hemoglobin Testing (CCM-141) 23071000 'dedicated accessories or Self-Testing L2 12 038232929 v |
System | software T
i | L;“ S SRR T 1] S ] R e T, B e SR T i
Mission® Ultra 0123/v1 17 08 80997 017 -
C131-6011 CS-141) | 13017001 lobi If- i
'Hemoglobin Test Strips ( )| 1301700100 |Haemoglobin (Hb) el 12.09.2022
o= S — | = e ek T T = B
Mission® Ultra |
23/V117 7 -
C121-6011  Hemoglobin Control ' 13015004 00 Haemoglobin Control ‘Self—Testing 0123/ ORBONDZ 01
y 12.09.2022
___Solution L = — ,
] i <L a1 Sy | ‘
| |
|Mission® AST Aspartate Asoartate Amino ‘
C131-1021  |Aminotransferase Test 11010110 | P "Other” N/A

DE/CA09/0170/A10/1VvD/076-01

DE/CA09/0170/A10/1VD/077






