Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional - .
Device Names Description Class EC Certificate No. & Expiry . v
G Registration Number

REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) erman Registr

ory Code
C131-1011 [Mission® ALT Alanine Aminotransferase Test Strips 11010103 Alanine Amino-Transferase "Other" N/A DE/CA09/0170/A10/IVD/022-01
C131-1021 |Mission® AST Aspartate Aminotransferase Test Strips 11010110 Aspartate Amino-Transferase "Other" N/A DE/CAD09/0170/A10/IVD/077-01
G134-10D, 0 b " ’ . 0123/v1 104507 0003
13D On Call® Blood Uric Acid Test Strip (0GS-201) 11020132 Uric Acid Self-Test exp. 2022-09-12 DE/CA09/0170/A10/IVDf082-01
G134-10D, y 3 ’ . . IPeer— 7 !
6134-11D On Call® Blood Uric Acid Test Strip (0GS-201) 11020132 Uric Acid Other N/A DE/CA09/0170/A10/IVD/087-01
G126-121 On Call® Alc HbAlc Control Solution 115002 05 Diabetes Controls "Other" N/A DE/CA09/0170/A10/IVD/002-01
G124-12D  |{On Call® Uric Acid Control Solution 1150 02 05 Diabetes Controls "Other" ; N/A DE/CA09/0170/A10/iVD/088-01

123/Vv1 104507 0003

G124-12D0  |On Calt® Uric Acid Control Solution 115002 05 Diabetes Controls Self Test ¢ e?(/p - 032_09_ 5 DE/CA09/0170/A10/1VD/080-01
U021-011,
1021-021, {Mission® Liquid Urine Control 1150 02 06 Urine Control “Other" N/A DE/CAD9/0170/A10/1VD/035-02
U021-031
U021-015,
U021-025, |insight® Liguid Urine Control 1150 02 06 Urine Control "Other" N/A DE/CAQ9/0170/A10/1VD/035-02
U021-035
U021-071,
U021-081, [Mission® Liquid Diptube Urine Control 1150 02 06 Urine Controf "Other" N/A DE/CA09/0170/A10/IVD/035-02
U021-091
U021-075,
U021-085, |Insight® Liquid Diptube Urine Control 1150 02 06 Urine Control “Other" N/A DE/CA09/0170/A10/1VD/035-02
U021-095 .
U021-041,
U021-051, |Mission® Dry Strip Urine Control 11 500206 Urine Control "Other" N/A DE/CA09/0170/A10/1VD/035-02
U021-061
U021-045,
U021-055, |insight® Dry Strip Urine Control 1150 02 06 Urine Control "Other" N/A DE/CA09/0170/A10/1VD/035-02
U021-065
C121-1051 |Mission® ALT Control Solution 115002 90 Other Specific Control (CC) "Other" N/A DE/CA09/0170/A10/1VvD/016-02
G134-106, . - ; : =g, PR 0123/V1 104507 0003 :
G134-116 On Call® Chosen Blood Glucose Test Strips 11700101 Glucose Test Strips Annex il - List B exp. 2022-09-12 DE/CA09/0170/A10/1VD/025-07
G135-102, S § =2 L : - o 03.23/V1.104507 0003 : 5
G135.112 | On Cell® Vivid Blood Glucose Test Strips 11700101 Glucose Test Strips Annex |l - List B exp. 2022-09-12 DE/CA09/0170/A10/iVD/025-07
1G135-109, o " PN 0123/v1.104507 0003
enate D-ONE Blood Glucose Test Strips 11700101 Glucose Test Strips Annex Il - List B exp. 2022-08-12 DE/CA09/0170/A10/iVD/025-07
G135-105, o b o ; P e 0123/V1 104507 0003 I
G1as.115  |On Call Sharp Blood Glucose Test Strips (0GS-121) 11700101 Glucose Test Strips Annex If - List B exp. 2022-08-12 DE/CA09/0170/A10/1vD/025-07
G133-11C, . 3 ; 0123/V1 104507 0003
G133.10c |0 Call Plus 1 Blood Glucose Test Strips 11700101 Glucose Test Strips Annex Il - List 8 exp. 2022-09-12 DE/CA09/0170/A10/1VD/025-07
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry 5
stra

REF (notified) infor:;ﬂ:or;(:ateg Nomenclature (notified) (notified) {notified) German Registration Number
G135-10H, T g i 0123/V1 104507 0003 » ; e
o On Call Extra Blood Glucose Test Strips (0GS-191) 11700101 Glucose Test Strips Annex |i - List B exp., 2022.09-12 DE/CAUQIOHQIAIOIWD/GZS 07
G135-10U, = , 3 - 0123/V1 104507 0003 ¥ A
G135-11U On Call® Sure Blood Glucose Test Strip (0GS-211) 11700101 Glucose Test Strips Annex Il - List B exp. 2022-00-12 DE/CA09/0170/A10/iVD/025-07
24118, - e y . 0123/V1 104507 0003 oy o .
24119, 24120 GIMA Blood Glucose Test Strips (0GS-211) 11700101 Glucose Test Strips Annex |l - List B exp. 2022-09-12 DE/CA09/0170/A10/IVD/025-07

; 23/V1 104507 000: 0/0170/AL0/1\ ~
G134-906A |Go-Keto Blood Glucose Test Strips 11700101 Glucose Test Strips Annex i - List B Olzeig;;gz_s(%_ 120 v DE/CA09/0170/A10/1VD/025-07
(133-11x On Cali® Plus Blood Glucose Test Strips 11700101 Glucose Test Strips Annex Il - List B 012:;/;/12;2:_5(%7_33 03 DE/CA09/0170/A10/1VD/059-05
G134-101, G o . . : 0123/V1 104507 0003
——— On Call® Advanced Blood Glucose Test Strips 11700101 Glucose Test Strips Annex It - List B exp. 2022-09-12 DE/CA09/0170/A10/1VD/059-05
G134-102, ® ” . i P 0123/V1 104507 0003
e On Call® Platinum Blood Glucose Test Strips 11700101 Glucose Test Strips Annex Il - List B exp. 2022-09-12 DE/CA09/0170/A10/IVD/059-05
G133-10D, y : E 0123/v1 104507 0003

® i - o

Gi3z.11p  |On Call® Redill Blood Glucose Test Strips 11700101 Glucose Test Strips Annex |l - List B exp. 2022-09-12 DE/CA09/0170/A10/IVD/059-05
6135-10H, , : gy ettty v : :
G135.114 |0 Call® Extra Blood Glucose Test Strips {0G6S-191) 11700101 Glucose Test Strips other N/A DE/CA09/0170/A10/IVD/086-03
6135-10U, , L3t =12 : o = gt :
C135-114 On Call® Sure Blood Glucose Test Strip (0GS-211) 11700101 Glucose Test Strips "other" N/A DE/CA09/0170/A10/IWD/086-03
24118, ’
24112 24120| €IMA Blood Glucose Test Strips (0GS-211) 11700101 Glucose Test Strips “other" N/A DE/CAD9/0170/A10/IVD/086-03
G134-101, : ; y - 5 : ] \
el O Call® Advariced Blood Glucose Test Strips 11700101 Glucose Test Strips “other N/A DE/CA09/0170/A10/iVD/086-03
G134-106, 5 - A
G134-116 On Call® Chosen Blood Glucose Test Strips 11700101 Glucose Test Strips “other" NJA DE/CA09/0170/A10/1VD/086-03
(G134-906A {Go-Keto Blood Glucose Test Strips 11700101 Glucose Test Strips "other" N/A DE/CA09/0170/A10/1VD/086-03
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Annex A: 2020-10-26

Manufacturer: ACON Laboratories, Inc

Optional
| Device Names Description Class EC Certificate No. & Expiry
G Registration Number
REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) erman Regl jon Nui
ory Code

C131-5011 |Mission® Ultra CHOL Total Cholesterol Test Strips 11700102 Cholesterol Test Strips "Other" N/A DE/CA09/0170/A10/IVD/018-04
C131-2011; - . A " «
12061 Mission® Cholesterol CHOL Total Cholesterol Test Device (CCS-111) 11700102 Cholesterol Test Strips Other N/A DE/CA09/0170/A10/IVD/018-04
C131-2013  |LipidScan Lipid Profile Test Device Total Cholesterol (CCS-111) 11700102 Cholesterol Test Strips "Other" N/A DE/CA09/0170/A10/1VD/018-04
C131-2011; i e . A y a 0123/V1 104507 0003 o

: 3 i 5 i 2 Chalester: If T 9/0170/A10/1 7
1312061 Mission® Cholesterol CHOL Total Cholesterol Test Device (CCs-111) 11700102 Cholesterol Test Strips Self Test exp. 2022-09-12 DE/CA09/0170/A10/IVD/069-07

’ ‘ : 0123/V1 104507 0003 - B 20
C131-5011 |Mission® Ultra-CHOL Total Cholesterol Test Strips (CCS-104) 11700102 Cholesterol Test Strips Self Test exp, 20220912 DE/CAOS{OJ.?OIAJ.O{' IVD/069-07
S - s . : oy e, S oy 0123/v1 104507 0003 ]
C131-2013 |LipidScan Lipid Profile Test Device Total Cholesterol (CCs-111) 117001 02 Cholesterol Test Strips Self Test exp. 2022-09-12 DE/CA09/0170/A10/IVD/069-07
BRI T i e I T PRpB e e (CC5-113) 11700103 HOL Test Strips “Other" N/A DE/CA09/0170/A10/IVD/012-02
C131-2081 Device
€131-2033 :g::?:?:;’f)'d Frafile Test Device High Dansty LigH (CC5-113) 11700103 HDL Test Strips “"Other" N/A DE/CA09/0170/A10/IVD/012-02
€131-2031; |Mission® Cholesterol HDL High Density Lipoprotein Test . : "~ ¥ 0123/V1 104507 0003 S S 5
1312081 | Device (€Cs-113) 11700103 HOL Test Strips Self Test exp. 2022-09-12 DE/CA09/0170/A10/IVD/067-05
f LipidScan tipid Profile Test Device High Density Lipid i ) . ' T o v 0123/Vv1 104507 0003 ; ;

C131-2033 | in (HDL) {ccs-113) 11700103 HDL Test Strips Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/067-05
C131-2021; L - : . : 0 i
€131-2071 Mission® Cholesterol TRIG Triglyceride Test Device (CCS-112) 11700105 Triglyceride Test Strips "Other" N/A DE/CA09/0170/A10/IVD/013-02
C131-2023 |LipidScan Lipid Profile Test Device Triglycerides (TRIG) (CCS-112) 11700105 Triglyceride Test Strips "Other" N/A DE/CA09/0170/A10/1VD/013-02
C131-2023 |LipidScan Lipid Profile Test Device Triglycerides (TRIG) (CCs-112) 11700105 Triglyceride Test Strips Self Test 01;1/::;;2:50? ff 0 DE/CA09/0170/A10/1VD/068-05
fea3a0a1; - | oA R in o I i ; : . s v TR 0123/V1 104507 0603 ; Teled)
1312071 Mission® Cholesterol TRIG Triglyceride Test Device (CCs-112) 11700105 Triglyceride Test Strips Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/068-05
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
G Registration Numbe
REF (notified) information/Categ | Nomenclature (notified) (rotified) (notified) erman Registration Number
ory Code
G136-111  |On Call® Alc HbAlc Test Kit 11700107 | Glycosylated/Glycated Haemoglobin Test Strips "Other" N/A DE/CA09/0170/A10/IVD/003-02
G136-112  |On Call® MultiPro HbA1c Test Kit 0GS-221 11700107 | Glycosylated/Glycated Haemoglobin Test Strips "Other" N/A DE/CA09/0170/A10/1VD/003-02
GK134-10A, |, ait® Biood Ketone Test Strips 11700208 | NetoneTestStrips (B-Hydroxybutyrate Test "Other" N/A DE/CA09/0170/A10/IVD/098
GK134-11A Strips)
GK134-90AA |Go-Keto Blood Ketone Test Strips 11700108 | KetoneTestStrips éfr'i::)‘”""yb““"ate es] “Other" N/A DE/CA09/0170/A10/1VD/098
GK134-10A, 3 g Ketone Test Strips (B-Hydroxybutyrate Test 0123/v1 104507 0003
GKI34-11A On Call® Blood Ketone Test Strips 11700108 Strips) Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/008-05
3 Ketone Test Strips (B-Hydroxybutyrate Test 0123/V1 104507 0003 y .
GK134-90AA |Go-Keto Blood Ketone Test Strips 11700108 Strips) Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/008-05
C131-2041; - N g ) ’ o . ] n . ; ; ; Y ’
1312081 Mission® Cholesterol 3-in-1 Lipid Panel Test Device {CCS-114) 11700130 Multiple parameter blood test Other N/A DE/CA09/0170/A10/iVD/011-02
C131-2043  |LipidScan Lipid Profile Test Device Combo Lipid Profile (CCS-114) 11700130 Multiple parameter blood test "Other" N/A DE/CA09/0170/A10/iVvD/011-02
(C131-2041; R . L . . 0123/V1 104507 0003
G5 Mission® Cholesterol 3-in-1 Lipid Panel Test Device (CCS-114) 117001 30 Multiple parameter blood test Self Test exp. 2022-00-12 DE/CA09/0170/A10/IVD/066-05
C131-2043  |LipidScan Lipid Profile Test Device Combo Lipid Profile (CCS-114) 11700130 Multiple parameter blood test Self Test Oliigvtég:5&7f§ B DE/CA09/0170/A10/1VD/066-05
€121-5011 {Mission® Ultra Cholesterol Control Solution Y X 11 7001 50 Controls {Blood Test Strips) "Other" N/A R _ DE/CA09/0170/A10/IVD/017-06
C121-2011 |Mission® Cholesterol Control Solution 117001 50 Controls (Blood Test Strips) _ "Other” . NfA ] DE/CA09/0170/A10/IVD/017-06
€121-2023 |LipidScan Lipid Profile Control Device 13 70.01 50 " Controls (Blood Test Strips) "Other" N/A v ’ DE/CA09/0170/A10/1VD/017-06
€121-2021 |Mission® Cholesterol CTRL Control Device 11 70:01 50 Controls {Blood Test Strips) “Other" N/A DE/CA09/0170/A20/1VD/017-06
G125-12H  |On Call® Extra Glucose Control Solution | 11700150 Controls (Blood Test Strips) "Other" N/A DE/(CA09/0170/A10/1VD/017-06
G125-12U  |On Call® Sure Glucose Control Solution 117001 50 Controls (Blood Test Strips) "Other" N/A DE/CA09/0170/A20/IVD/017-06
24121 GIMA Glucose Controf Solution | {oec21y) | 11700150 Controls (Blood Test Strips) "Other" N/A DE/CA09/0170/A10/iVD/017-06
G126-122  |On Call® MultiPro HbAlc Individual Controls 0GC-221 11 70.01 50 Controls (Blood Test Strips) "Other" ' N/A DE/CA09/0170/A10/IVD/017-06
G124-121  |On Call® Advanced Glucose Control Solution 11 70 01 50 Controls (Blood Test Strips) "Other" N/A DE/CA09/0170/A10/IVD/017-06
G124-126  |On Call® Chosen Glucose Control Solution 117001 50 Controls (Blood Test Strips) “Other" N/A DE/CA09/0170/A10/1VD/017-06
.

d

| * MDSS * |

page 4 of 22



Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
German Registration Number
REF {notified) information/Categ | Nomenclature (notified) (notified) (notified) eg
ory Code
G124-12A  |On Call® Ketone Control Solution 11700150 Controls (Blood Test Strips) "Other" N/A DE/CA09/0170/A10/1VD/017-06
GK124-92AA |Go-Keto Ketone Control Solution 117001 50 Controls (Blood Test Strips) "Other" N/A DE/CA09/0170/A10/1VD{017-06
G124-126  |On Cali® Chosen Glucose Contro} Solution 11700150 Controls (Blood Test Strips) Annex Il - List B Olii/pwé;ggi)o; fzo e DE/CA09/0170/A10/IVD/024-08
123/V1 104507 000
G125-122  |On Call® Vivid Glucose Control Solution 11700150 Controls (Blood Test Strips) Annex Il - List B ¢ ei{)v 2022_5009‘ 1; 8 DE/CA09/0170/A10/1VD/024-08
7
G125-129 D-ONE Glucose Controi Solution 11700150 Controls (Blood Test Strips) Annex Il - List B 012;{:/12;(2);_5009_ fg ¢ DE/CA09/0170/A10/1VD/024-08
23/v1104507
G125-125  [On Call® Sharp Glucose Control Solution 117001 50 Controls {Blood Test Strips) Annex il - List B o ei/pv 2022_5(%_33 L DE/CA09/0170/A10/1VD/024-08
4507
G123-12C  |On Call® Plus 1l Biood Giucose Control Solution 11700150 Controls (Blood Test Strips) Annex Il - List B 013{)\/12;(2)2_50(;_5303 DE/CA09/0170/A10/IVD/024-08
104507
G125-12H  {On Call® Extra Glucose Control Solution 11700150 Controls {Blood Test Strips) Annex Il - List B Olzei{)\/:;ogz.soog.ff B DE/CA09/0170/A10/IVD/024-08
G125-12U  |On Call® Sure Glucose Control Solution 11700150 Controls (Blood Test Strips) Annex |l - List B 012;{:’2;2;‘?&73303 DE/CA09/0170/A10/iVD/024-08
24121 GIMA Glucose Control Solution (0GC-211) 117001 50 Controls (Blood Test Strips) Annex |l - List B 012/‘)\/:;;2;50%7;)2003 DE/CA09/0170/A10/iVD/024-08
4 - 0123/V1 104507 0003 :
G124-121  {On Call® Advanced Glucose antrol Solution 11700150 Controls (Blood Test Strips) Annex li - List B exp. 2022.09-12 DE/CAD9/0170/A10/1VD/058-06
G124-122 On Call® Platinum Glucose Control Solution 11700150 Controls {(Blood Test Strips) Annex Il - List B 0132/12;2;_50097_ g)o X DE/CA09/0170/A10/1VD/058-06
G123-311  [On Call® Plus Glucose Control Solution 117001 50 Controls (Blood Test Strips) Annex Il - List B 0123/“ IMSW s DE/CA09/0170/A10/1VD/058-06
exp. 2022-09-12
G123-371  |On Cali® Redi Glucose Control Solution 11700150 Controls (Blood Test Strips) Annex It - List B GX28/Ne 143040008 DE/CA09/0170/A10/IVD/058-06
V 4 __exp. 2022-09-12 :
G123-12D  |On Call® Redi il Glucose Control Solution 11700150 Controls (Blood Test Strips) Annex Hl - List B 013/: 123‘2]:53%7-3; 0 DE/CA09/0170/A10/1VD/058-06
C121-5011 |Mission® Uitra Cholesterol Control Solution 11700150 Controls (Blood Test Strips) Self Test 012;;\/;;2:?:97_ ff 6B DE/CA09/0170/A10/1VD/065-06
C121-2011 |Mission® Cholesterol Control Solution 11700150 Controls (Blood Test Strips) Self Test 012/,,\,1233:,5;752003 DE/CA09/0170/A10/1VD/065-06
C121-2023  |LipidScan Lipid Profile Control Device 11700150 Controls (Blood Test Strips) Self Test Olii/:]é;g;?; fzo oy DE/CA09/0170/A10/1VD/065-06
C€121-2021  |Mission® Cholesterol CTRL Control Device 11700150 Controls (Blood Test Strips) Self Test e DE/CA09/0170/A10/IVD/065-06

exp. 2022-09-12
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Annex A: 2020-10-26

Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry :
G Registration Number
REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) erman Registration Num
ory Code
0123/V1 104507 0003
G124-12A  {On Call® Ketone Control Solution 11700150 Controls (Blood Test Strips) Self Test ex{pv 2022-08-12 DE/CA09/0170/A10/1VD/065-06
0123/Vv1 104507 0003
GK124-92AA |Go-Keto Ketone Control Solution 11700150 Controls (Blood Test Strips) Self Test ei{:/ 022-09-12 DE/CA09/0170/A10/IVD/065-06
U031-XX1  |Mission® Urinalysis Reagent Strips 11700201 Urine Single Test Strips (incl. Tablets) "Other" N/A DE/CA09/0170/A10/1VD/031-02
U031-XX5  |insight® Urinalysis Reagent Strips 11700201 Urine Single Test Strips (incl. Tablets) "Other" N/A DE/CA09/0170/A10/IVD/031-02
3g:j:§i’ Missiori® Expert Urinalysis Reagent Strips 11700201 Urine Single Test Strips (incl. Tablets) "Other" N/A DE/CA09/0170/A10/1VD/031-02
38:2');?:’ Insight® Expert Urinalysis Reagent Strips 11700261 Urine Single Test Strips (incl. Tablets) "Other" N/A DE/CA09/0170/A10/IVD/031-02
' 0
U031-XX1 Mission® Urinalysis Reagent Strips 11700201 Urine Single Test Strips (incl. Tablets) Self Test 11?(/:;;2:_5&7_3; = DE/CA09/0170/A10/IVD/047-05
U031-XX5 Insight® Urinalysis Reagent Strips 11700201 Urine Single Test Strips (incl. Tablets) Self Test 012;/:12 33;1_50097_520 i DE/CA09/0170/A10/iVD/047-05
49110000xx [Blaas Check Urineweginfectie Thuistest 11700201 Urine Single Test Strips (incl. Tablets) Self Test Oliilpvtéggig;f;m DE/CA09/0170/A10/1VD/047-05
7
4911000xxx |Totaal Check Thuistest Voor urine 11700201 Urine Single Test Strips (incl. Tablets) Self Test Olzei{,\/]éolg;_s(fg_ fzo s DE/CA09/0170/A10/IVD/047-05
U031-XX1  |Mission® Urinalysis Reagent Strips 11 70 02 02 00 Urine Multi-constituent Test Strips Self Test Dlz;gé;gﬁ%{fg g2 DE/CA09/0170/A10/IVD/048-06
; 5 , B123/V1 104507 0003 ,

U031-XX5 Insnght Urinalysis Reagent Str}ps 117002 02 00 Urine Multi-constituent Test Strips Self Test exp, 2022-09-12 DE/CA09/0170/A10/IVD/048-06

, ~ ] S , B =1 == = 0123/V1 104507 0003 - i
49110000xx. |Blaas Check Urineweginfectie Thuistest 11 70 0202 00 Urine Multi-constituent Test Strips Self Test exp. 2022-09-12 DE/CA09/0170/A10/IVD/048-06
4911000xxx | Totaal Check Thuistest Voor urine 11 700202 00 Urine Multi-constituent Test Strips Self Test 0123,/\/1 GECE0ds DE/CA09/0170/A10/1VD/048-06

exp. 2022-09-12
U031-XX1  |Mission® Urinalysis Reagent Strips 117002 02 00 Urine Multi-constituent Test Strips "Other" N/A DE/CA09/0170/A10/1VD/057-02
U031-XX5  |Insight® Urinalysis Reagent Strips 117002 02 00 Urine Multi-constituent Test Strips "Other" N/A DE/CA03/0170/A10/1VD/057-02
U031-XX3  |MiTest Urinary Urinalysis Reagent Strips 117002 02 00 Urine Multi-constituent Test Strips "Other" N/A DE/CA09/0170/A10/1VD/057-02
3822&1’ Mission® Expert Urinalysis Reagent Strips 117002 02 00 Urine Multi-constituent Test Strips "Other" N/A DE/CA09/0170/A10/1VD/057-02
3822&? Insight® Expert Urinalysis Reagent Strips 117002 02 00 Urine Multi-constituent Test Strips "Other" N/A DE/CA09/0170/A10/1VD/057-02
1031-1011  |Foresight® Allergen Test Kit 12 020106 Immunoglobulin E - Screen "Other" N/A DE/CA09/0170/A10/1VD/009-02
1231-2021  |Foresight® CEA EIA Kit 12030131 Carcinoembryonic Antigen "Other" N/A DE/CA09/0170/A10/1VD/043-03
1231-2022  |Incontrol® CEA EIA Kit 12030131 Carcinoembryonic Antigen "Other" N/A DE/CA09/0170/A10/1VD/043-03
1231-2031  {Foresight® Total PSA EIA Test Kit 12030132 Total Prostatic Specific Antigen Annex Il - List B OBV IR 0s DE/CA09/0170/A10/1VD/015-06
i = exp. 2022-09-12 i k

12312032 |Incontrol® Total PSA EJA Test Kit 12030132 Total Prostatic Specific Antigen Annex H - List B 01'@12;2:1%7.320 3 DE/CA09/0170/A10/1VD/015-06
1231-2011  |Foresight® AFP EIA Kit 12 0390 01 Alphafetoprotein "Other" N/A DE/CA09/0170/A10/1VD/061-03
1231-2012  |Incontroi® AFP EIA Kit 12 03 90 01 Alphafetoprotein "Other" N/A DE/CA09/0170/A10/IVD/061-03 .
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Annex A: 2020-10-26

Manufacturer: ACON Laboratories, Inc

Optional

Device Names Description Class EC Certificate No. & Expiry . "
G

REF {notified) infon:;t:?or::ateg Nomenclature (notified) (notified) (notified) erman Registration Number
1231-3051  |Foresight® Free T3 EIA Test Kit 12 040101 Free Trilodethyronine "Other" N/A DE/CAD9/0170/A10/1VD/029-04
1231-3052  |Incontrol® Free T3 EIA Test Kit 12040101 Free Trilodothyronine "Other" N/A DE/CA09/0170/A10/IVD/029-04
1331-4051  |Foresight® Free T3 CLIA Test Kit 12040101 Free Triiodothyronine “Other" N/A DE/CA09/0170/A10/1VD/029-04
1231-3031  |Foresight® Free T4 EIA Test Kit 12040102 Free Thyroxine "Other" N/A DE/CA09/0170/A10/IVD/028-04
1231-3032  |Incontrol® Free T4 EIA Test Kit 1204 0102 Free Thyroxine "Other" N/A DE/CA03/0170/A10/1VD/028-04
1331-4031  [Foresight® Free T4 CLIA Test Kit 12 040102 Free Thyroxine "Other" N/A DE/CA09/0170/A10/1VD/028-04
1231-3041  [Foresight® Total T3 EIA Test Kit 12040105 Triiodothyronine "Qther" N/A DE/CA0S/0170/A10/IVD/027-04
1231-3042  |incontrol® Total T3 EA Test Kit 12040105 Triiodothyronine “Other" N/A DE/CA09/0170/A10/1VD/027-04
13314041 |Foresight® Total T3 CLIA Test Kit 12 04 0105 Triiodothyronine "Other" N/A DE/CA09/0170/A10/iVD/027-04
1231-3021  [Foresight® Total T4 EIA Test Kit 12 04 0107 Thyroxine "QOther" N/A DE/CA09/0170/A10/1VD/030-04
1231-3022  |incontrol® Total T4 EIA Test Kit 1204 0107 Thyroxine "Other" N/A DE/CA09/0170/A10/IVD/030-04
1331-4021  |Foresight® Total T4 CLIA Test Kit 12 04 0107 Thyroxine "Other" N/A DE/CA09/0170/A10/1IVD/030-04
1231-3011  |Foresight® TSH EIA Kit 1204 0111 Thyroid Stimulating Hormone "Other" N/A DE/CA09/0170/A10/iVD/045-04
1231-3012  {Incontrol® TSH EIA Kit 12040111 Thyroid Stimulating Hormone: "Other" N/A DE/CADB/OI?O/QAlO[IVD{ﬂQ&B!l
1331-4011  |Foresight® TSH CLIA Test Kit 12040111 Thyroid Stimulating Hormone "Other" N/A DE/CA09/0170/A10/iVD/045-04
1231-4031  |Foresight® FSH EIA Test Kit 12050104 Follicle Stimulating Hormone "Other" N/A DE/CA09/0170/A10/1VD/014-02
1231-4032  |Incontrol® FSH EIA Test Kit 12050104 Follicle Stimulating Hormone "Other" N/A DE/CA09/0170/A10/1VD/014-02
1231-4021  |Foresight® LH EIA Test Kit 12 05 01 05 Luteinising Hormone "Qther" N/A DE/CA09/0170/A10/1VD/021-02
12314022 |Incontrol® LH EIA Test Kit 12050105 Luteinising Hormone "Other" N/A DE/CA09/0170/A10/IVD/021-02
1231-4041  |Foresight® PRL EIA Test Kit 12 0501 08 Prolactin "Other" N/A DE/CA09/0170/A10/IVD/020-02
1231-4042  [Incontrol® PRL EIA Test Kit 12 05 0108 Prolactin "Other" N/A DE/CA09/0170/A10/1VD/020-02
1231-4011  |Foresight® Rapid HCG EIA Test Kit 120502 05 Human Chorionic Gonadotropin Total "Other” N/A DE/CA09/0170/A10/IVD/019-03
1231-4012  |incontrol® Rapid HCG EIA Test Kit 120502 05 Human Chorionic Gonadotropin Total "Other" N/A DE/CA09/0170/A10/IVD/019-03
12314051  |[Foresight® HCG EIA Test Kit (quantitative) 12 05 02 05 Human Chorionic Gonadotropin Total "Other" N/A DE/CA09/0170/A10/iVD/019-03
1231-4052  |Incontrol® HCG EIA Test Kit {quantitative) 12 0502 05 Human Chorionic Gonadotropin Total "Other" N/A DE/CA09/0170/A10/tVD/019-03
C031-021 Mission® Saliva Alcohol Test Strip 120902 07 Ethanol (Alcohol) "Other" N/A DE/CA09/0170/A10/1VD/056-02
C031-025 Insight® Saliva Alcohol Test Strip 1209 02 07 Ethanol (Alcohol) "Other" N/A DE/CA09/0170/A10/1VD/056-02
Eg:ig;i’ Mission® Breath Alcoho! Detector 1209 0207 Ethanol {Alcohol) "Other" N/A DE/CA09/0170/A10/1VD/056-02
C031-015,

C031‘035’ Insight® Breath Alcohol Detector 12 09 02 07 Ethanol (Alcohol) "Other" N/A DE/CA09/0170/A10/1VD/056-02
1031-30121 |[ACON Fecal Occult Blood Rapid Test Cassette (Feces) 12700321 Fecal Occult Blood - RT & POC "Other" N/A DE/CA09/0170/A10/1vD/090-01
1031-30111 |ACON Fecal Occult Blood Rapid Test Strips (Feces) 12700321 Fecal Occult Blood - RT & POC “"Other" N/A DE/CA09/0170/A10/IVD/090-0%
1031-20242 |Distinct Ovulation Rapid Test Midstream 12700504 LH - RT & POC Self-Testing 012;? 12;3;?:97_ fzo = DE/CA09/0170/A10/1VD/083-01
L031-20232 |Distinct LH Ovulation Rapid Test Cassette (Urine) 1270 05 04 LH - RT & POC Seif-Testing L e gy DE/CA09/0170/A10/IVD/083-01

exp. 2022-09-12
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Annex A: 2020-10-26

Manufacturer: ACON Laboratories, Inc

Optional

Device Names Description Class EC Certificate No. & Expiry
German Registration Number
REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) er g
ory Code
1031-20211 |ACON LH Ovulation Rapid Test Strip (Urine) 127005 04 LH - RT & POC "Other" N/A DE/CA09/0170/A10/1VD/089-01
1031-20221 |ACON LH Ovulation Rapid Test Cassette (Urine) 12700504 LH - RT & POC “QOther" N/A DE/CA09/0170/A10/1VD/089-01
= - = - =
T e L N e 127005 90 Other Fertility/Pregnancy RT & POC Self-Testing EER R s DE/CA09/0170/A10/IVD/081-01
Combo Pack exp. 2022-09-12
0123/V1 104507 0003 DE/CA09/0170/A10/IVD/072-06
L031-20152 |Distinct Pregnancy Rapid Test Cassette (Urine) 12-70-05-02 HCG - RT & POC Self-Testing ; N / / /AL0/ND/
exp. 2022-09-12
: 0123/V1 104507 0003 DEfCA09/0170/A10/\VD/072-06
L031-20162 |Distinct Pregnancy Rapid Test Midstream 12-70-05-02 HCG - RT & POC Self-Testing 0123N1 104;(” L 4 / / SRy
exp. 2022-09-12
L031-20111, . . . " “
1551 30774, ACON hCG Pregnancy Rapid Test Strip (Urine) 12-70-05-02 HCG - RT & POC Other’ N/A DE/CA09/0170/A10/1VD/073-02
L031-20121, X . . " "
ORISR ACON hCG Pregnancy Rapid Test Strip (Urine/Serum) 12-70-05-02 HCG - RT & POC Other N/A DE/CA09/0170/A10/1VD/073-02
L031-20141 [ACON hCG Pregnancy Rapid Test Cassette (Urine/Serum) 12-70-05-02 HCG - RT & POC "Other" N/A DE/CA09/0170/A10/1VD/073-02
1031-20131 |Acon hCG Pregnancy Rapid Test Cassette (Urine) 12-70-05-02 HCG - RT & POC "Other" N/A DE/CA09/0170/A10/1VD/073-02
C121-9011 |[Mission® 3D Hematology Reagent (Cyto-Diluent) 13010101 SPgrancnts (,cleamfr;fi‘c/f‘:}"Uflng-/LYsmg-/Sheat. "Other" N/A DE/CAD09/0170/A10/1VD/078-01
1219021 |Mission® 3D Hematology Reagent (Cyto-Lyser) 13010101 |CBCReagents (C'ea“;'fj'ég','”t'"g'/"ys'"g‘/ S "Other" N/A DE/CAD9/0170/A10/IVD/078-01
€121-9031  |Mission® 3D Hematology Reagent (Mi-Po Cleaner) 13010101 |CBCReagents cc'ea"if;‘f;d/g'”‘ing'/ Lysing-/Sheaty o N/A DE/CA09/0170/A10/IVD/078-01
C121-9041 |Mission® 3D Hematology Control 13015003 Blood Multilevel Controls "Other" N/A DE/CA09/0170/A10/1VD/092-01
C121-3031 [Mission® Hb Hemoglobin Control Strip 13015004 Haemoglobin Control "Other" N/A _DE/CA09/0170/A10/1VD/032-04
C121-3035 {insight® Hb Hemoglobin Control Strip 13 0150 04 Haemoglobin Control "Other" N/A DE/CA09/0170/A10/1VD/032-04 _
C122-3011 {Mission® Plus Hb Hemoglobin Control Strip {Optic Check) 1301 5004 Haemoglobin Control “Other" N/A DE/CA09/0170/A10/1VD/032-04
C122-3021 |Mission® Plus Hb Hemoglobin Control Device {Optic Check) 13015004 Haemoglobin Control "Qther" N/A DE/CA09/0170/A10/1VD/032-04
C121-3091 {Mission® Hb Hemoglobin Control Solution 13015004 Haemoglobin Control "Other" N/A DE/CA09/0170/A10/1VD/032-04
C121-6011 |Mission® Ultra Hemoglobin Control Solution 130150 04 Haemoglobin Control "Other" N/A DE/CA09/0170/A10/IvD/032-04
C121-6011 |Mission® Ultra Hemoglobin Control Solution 13 01 50 04 Haemoglobin Controls Self-Testing OIZe?(/pV:;;(Z):i)Z f; 02 DE/CA09/0170/A10/IVD/076-03
C131-6011 |Mission Ultra Hemoglobin Test Strips (CCs-141) 13017001 Haemoglobin {Hb) Self-Testing R DE/CA09/0170/A10/IVD/075-03

exp. 2022:09-12

P
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, inc

Optional :
Device Names Description Class EC Certificate No. & Expiry
G fon N
REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) erman Reglstration Number
ory Code
ggiig;i‘ Mission® Hb Hemoglobin Test Strips 13017001 Haemoglobin (Hb) "Other" N/A DE/CA09/0170/A10/1VD/033-04
C131-3015 |Insight® Hb Hemoglobin Test Strips 13017001 Haemoglobin (Hb) "Other" N/A DE/CA09/0170/A10/IVD/033-04
ggigg;i’ Mission® Plus Hb Hemoglobin Test Strips 13017001 Haemoglobin (Hb) "Other" N/A DE/CA09/0170/A10/1VD/033-04
ggijgﬁ’ Mission® Plus Hb Hemoglobin Test Devices 13017001 Haemoglobin (Hb) "Other" N/A DE/CA09/0170/A10/1VD/033-04
€131-6011 |Mission Ultra Hemoglobin Test Strips (CCS-141) 13017001 Haemoglobin (Hb) "Other" N/A DE/CA09/0170/A10/1VD/033-04
. . h 0123/V1 104507 0003 . X
C131-4011 |Mission® PT Coagulation Test Strips {ccs-121) 13027001 Prothrombin Time RT & POC Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/063-05
J 0123/v1 104507 0003 :
C132-4011 |[Mission® PT/INR Test Strips ’ (CCS-151) 13.02 7001 Prothrombin Time RT & POC Sglf Tgst exp. 2022-09-12 DE/CA09/0170/A10/IVD{063-05
LMINR-0002; ‘ ) , Lt Pael el : it 0123/V1 104507 0003 g ‘ Vi
LMINR-0003 LUMIRATEK PT/INR Test Strips 13027001 Prothrombin Time RT & POC Self Test exp. 2022-09-12 DE/CA09/0170/A10/1¥D/063-05
C121-4011 |Mission® PT Coagulation Control Solution 13027050 Haemostasis Controls - RT & POC Self Test OlZ;/pV:;;;);S(;)JfZO 03 DE/CA09/0170/A10/1VD/062-05
C122-4011 |Mission® PT/INR Control Solution 13027050 Haemostasis Controls - RT & POC Self Test 012e.:s(/pV:;;.;)421-50097f20 A DE/CA09/0170/A10/1VD/062-05
LMINR-0004 |LUMIRATEK PT/INR Control Solution 13027050 Haemostasis Controls - RT & POC Self Test Olzeigvlzggf(gl fg - DE/CA09/0170/A10/1VD/062-05
. - 0123/V1 104507 0003
= Ly Eh e iy e x - o S / C ’
U033-021  |Mission® UTI Urinary Tract Infection Test Strips 1401 07 02 Urine Screening Manual - Strips, etc, Self Test exp. 2022-09-12. DEICA&B(Ol?O{AIO{IVD!m-QE
U031-025 Insight® UTI Urinary Tract Infection Test Strips 140107 02 Urine Screening Manual - Strips, etc. Self Test Eh g 0008 DE/CA09/0170/A10/IVD/046-06
: : ) ks ; exp. 2022-09-12
U031-023  [ValMed UT! Urinary Tract infection Test Strips 14010702 Urine Screening Manual - Strips, etc. Self Test Oli_a,glg;g;ﬁ;‘ffo 8 DE/CA08/0170/A10/1VD/046-06
U031-02A  |HealthyMe UTI Urinary Tract Infection Test.Strips. 15010702 Urine Screening Manual - Strips, etc. Self Test 012;;\,12;2:_50(; f;m z DE/CA09/0170/A10/iVD/046-06
1231-1042  incontrol® Total Syphilis Antibody EIA Test Kit 15010303 Syphilis Antibody Assays Total "Other" N/A DE/CA09/0170/A10/1VvD/054-03
1231-1041  |Foresight® Total Syphilis Antibody EIA Test Kit 15010303 Syphilis Antibody Assays Total "Other" N/A DE/CA09/0170/A10/IVD/054-03
1231-1231  |Foresight® H. pylori Antigen EIA Test Kit 15010401 H. Pylori Antigen Detection "Other” N/A DE/CA09/0170/A10/1VD/055-03
12311232 |Incontrol® H. pylori Antigen EIA Test Kit 15010401 H. Pylori Antigen Detection "Other” N/A DE/CA09/0170/A10/1VD/055-03
1231-1241  |Foresight® H. pylori IgG EIA Test Kit 150104 03 H. Pylori Antibody Assays "Other" N/A DE/CA09/0170/A10/1vD/042-04
1231-1242  [Incontrol® H. pylori {gG EIA Test Kit 150104 03 H. Pylori Antibody Assays "Other" N/A DE/CA09/0170/A10/1VD/042-04
(Ve
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
N German Registration Number
REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) egl
ory Code
1031-10611 |[H. pylori Antibody Rapid Test Cassette (Serum/Plasma) 15010403 H. Pylori Antibody Assays "Other" N/A DE/CA09/0170/A10/1IVD/042-04
H. pylori Antibody Rapid Test Cassette e i "

- 4 H. Pylori Antibody A Other' N/A DE/CA09/0170/A10/1VD/042-04
1031-10621 (Serum/Plasma/Whole Blood) 1501 04 03 ylori Antibody Assays e ’ /) / / /A10/IVD/
P131-1301 |Promotor™ TB Mycobactérium Tuberculosis PCR Test Kit, 15010703 Mycobacteria Antibody Assays "Other" N/A DE/CA09/0170/A10/1VD/004-02
1231-2211  |Foresight® HEV IgM EIA Kit 15 02 05 06 HEV Antibody 1gM "Other" N/A DE/CA09/0170/A10/1VD/044-03
1231-1212  |Incontrol® HEV igM EIA Kit 15 02 05 06 HEV Antibody 1gM "Other" N/A DE/CA09/0170/A10/1VD/044-03

» I3 : b . i e 0123/V1 104507 06003 i 3 RwEs 3
1231-1112  |incontrol® Rubella g6 EIA Test Kit 1504 0105 Rubella Virus 1g& Annex JI - List B exp. 2022.09-12 DE/CA09/0170/A%0/IVD/038-06
) : AR = £ 4 = = 0123/V1 104507 0003 = ;
231- ight® Ru G EIA Test Ki 5 () i ex Il « List B : DE/C 1170/ WD/ 6
1231-1111  [Foresight® Rubella 1gG EIA Test Kit P 1504 0105 Rubella Virus 1g6 Annex i - List exp. 2022-08:12 E/CA09/0170/A10/1vD/038-0
4507 00
1231-1121  |Foresight® Rubelia IgM EIA Test Kit 1504 01 06 Rubella Virus IgM Annex Il - List B 012;/pv 12 ;lz)z-s(?_c;-fz ae DE/CA09/0170/A10/1VD/039-06
Vv 4507
1231-1122  |Incontrol® Rubella gM E!A Test Kit 1504 0106 Rubella Virus 1gM Annex If - List B Olzei/p 12;32_5(%_320 o DE/CA09/0170/A10/1VD/039-06
2311132 |incontrol® CMV IgG EIA Test Kit 15040205 CMV 1g6 Annex I - List B 0132' ;;g;i‘g g)oa DE/CA09/0170/A10/IVD/036-06
1231-1131  |Foresight® CMV 1gG EIA Test Kit 15.04 02 05 CMV IgG Annex i - List B 0132’2325;‘303 DE/CA09/0170/A10/IVD/036-06
. ; =
1231-1141  |Foresight® CMV IgM EIA Test Kit 15 04 02 06 CMV igM Annex Il - List B 012;? 1232:?9_3; o DE/CA09/0170/A10/1VD/037-06
1231-1142  |Incontrol® CMV IgM EIA Test Kit 1504 02 06 CMV IgM Annex Il - List B Olzei/pvéég;i?;fzo 2E! DE/CA09/0170/A10/1VD/037-06
1231-1192  |incontrol® HSV 1/2 IgG EIA Test Kit i s 1504 03 05 HSV 142 IgG "Other" N/A DE/CA09/0170/A10/IVD/053-03
1231-1191 Foresight® HSV 1/2 IgG EIA Test Kit 15040305 | HSV 142 g6 "Other" N/A DE/CA09/0170/A10/IVD/053-03
1231-1202  [Incontrol® HSV 1/2 1gM EIA Test Kit 1504 03 06 HSV 1+2 IgM "QOther" N/A DE/CA09/0170/A10/1vD/050-03
1231-1201  |Foresight® HSV 1/2 IgM EIA Test Kit 15 04 03 06 HSV 1+2 IgM "Other" N/A DE/CA09/0170/A10/IVD/050-03
1231-1152 Incontrol® HSV 1 1g6 EIA Test Kit 1504 03 08 HSV 1.1gG "Other" . N/A DE[CAGQ[OI?D}A‘IO{WDIOSZ—O3
1231-1351  |Foresight® HSV 1 1gG EIA Test Kit 15040308 HSV 1 g6 "Other" N/A i DE/CA09/0170/A10/IVD/052-03
1231-1162 Incontrol® HSV 1 IgM EIA Test Kit 15 04 03 09 HSV 1 I1gM "Other" N/A DE/CA09/0170/A10/1VD/010-03
1231-1161  |Foresight® HSV 1 IgM EIA Test Kit 1504 03 09 HSV 1 1gM "Other" N/A DE/CA09/0170/A10/1vD/010-03
1233-1172  |incontrol® HSV 2 IgG Test Kit 15040311 | HSV 2 Ig6 "Other" . N/A DE/CA09/0170/A10/IVD/051-03
1231-1171  |Foresight® HSV 2 1gG Test Kit 15040311 HSV 2 1g6 "Other" N/A ] DEfCA09/0170/A10/IVD/051-03
1231-1182  |Incontrol® HSV 2 IgM EIA Test Kit 1504 03 12 HSV 2 1gM "Other” N/A DE/CA09/0170/A10/1VD/049-03
1231-1181  |Foresight® HSV 2 IgM EIA Test Kit 150403 12 HSV 2 IgM "Other" N/A DE/CA09/0170/A10/1VD/049-03
Promotor™ PCR-Fluorescence Detection Kit for Human 1 T, o o G p ey et . ! ALO7IN
P131-1121 Papillomavirus Genotype 16/18 DNA ’ 15040841 | Partial Genotyping High-Risk HPV - NA reagents Other N/A DE/CA09/0170/A10/IVD/093
P131-1481 Promotor ‘ HPV Human Papillomavirus Genotyping PCR- 1504 08 42 Fult Genotyping High-Risk + Low-Risk HPV - NA “Other" N/A DE/CA09/0170/A10/1VD/005-02
RDB Test Kit reagents
™ APV e o e T — =
P131-1501 Promz?tor 15 High-risk with 16/18 Genotyping PCR 1504 08 42 Full Genotyping High-Risk + Low-Risk HPV - NA "Other" N/A DE/CA09/0170/A10/1VD/005-02
Test Kit reagents
Promotor® . ;
P131-1591 |SARS-CoV-2 RT-PCR Test Kit 150440 19 Coronavirus - NA Reagents (PCR test) "Other" N/A DE/CA09/0170/A10/IVD/097-01
o Ell

I
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
1 G Registration Number
REF (notified) information/Categ | Nomenclature (notified) (rotified) i Grman Res0S
ory Code
1231-1321  [Foresight® SARS-CoV-2 IgG EIA Test Kit 1504 80 19 Coronavirus "Other" N/A DE/CA09/0170/A10/IVD/099
1231-1331  [Foresight® SARS-CoV-2 IgM EIA Test Kit 1504 80 19 Coronavirus "Other" N/A DE/CA09/0170/A10/IVD/099
: ST aa , : = ] e 0123/V1 104507 0003 ‘, sk s
1231-1091 Foremght' Toxoplasma IgG EIA Test Kit 1505 0105 Toxoplasma Antibody 18G Annex I} - List B exp.2022:09-12 _ DE/CA09/0170/A10/IVD/040-06
1231-1092  [Incontrol® Toxoplasma IgG EIA Test Kit 15050105 Toxoplasma Antibody lgG Anpex i - List B qazapl 104597 s DE/CAQ9/0170/A10/IVD/040-06
) 1 t Ki i - exp. 2022-09-12 =
1231-1101  [Foresight® Toxoplasma IgM EIA Test Kit 1505 01 06 Toxoplasma Antibody IgM Annex I - List B Oliiﬁv]é;gf&{ff a8 DE/CA09/0170/A10/1VD/041-06
1231-1102  |Incontrol® Toxoplasma IgM EIA Test Kit 1505 01 06 Toxoplasma Antibody IgM Annex Ii - List B 012;/:2 ;3:_5(?97_320 - DE/CA09/0170/A10/1VD/041-06
1031-10711 |ACON H. pylori Antigen Rapid Test Cassette (Feces) 15700102 H. Pylori - RT & POC “Other” N/A DE/CA09/0170/A10/1VD/085-02
L031-10411 |ACON Syphilis Rapid Test Strip (Serum/Plasma) 15700105 Syphilis - RT &POC "Other" N/A DE/CA09/0170/A10/1IVD/071-02
103110421 ‘B\gz':)syph"'s B et St AR PIZsT RO 15700105 Syphilis - RT &POC "Other" N/A DE/CAG9/0170/A10/1VD/071-02
L031-10431 |ACON Syphilis Rapid Test Cassette (Serum/Plasma) 15700105 Syphilis - RT &POC "Other" N/A DE/CA09/0170/A10/1VD/071-02
ACON Syphilis Rapid Test Cassette {Serum/Plasma/Whole
1031-10441 |Blood) 15700105 Syphilis - RT &POC "Other" N/A DE/CA09/0170/A10/1VD/071-02
1031-11011 |Malaria P.f/P.v Antigen Rapid Test Cassette (Whole Blood) 15700501 Plasmodium (Malaria) - RT & POC "“Other" N/A DE/CA09/0170/A16/1VD/091-01
1031-10911 {Malaria P.f/Pan Antigen Rapid Test Cassette (Whole Blood) 157005 61 Plasmodium (Malaria) - RT & POC “Other" N/A DE/CA09/0170/A10/1VD/091-01
1031-11815 |Flowflex® SARS-CoV-2 Antigen Rapid Test 15709008 Coronavirus ~ RT & POC "Other" N/A DE/CA09/0170/A10/1VD/100
Ao i S ; ! Reagents for DNA and/or RNA extraction and e,

P121-1101 {Promotor™ s \ q , € : “Other™ / D; 3

romotor™ Nucleic Acid (DNA) Extraction Kit 15904001 TR LR T e Other N/A DE/CA0S/0170/A10/1VD/007-03
P121-1121; o= et A g ; = Reagents for DNA and/or RNA extractlon and "y i S ; 7, .
P128-1721 Promotor™ Nucleic Acid (RNA) Extraction Kit 15 904001 i a,ration: o cteria ’and- ’ Other : N/A DE/CAD09/0170/A10/1VD/007-03
P121-1111 [Promotor™ Whole Blood Genomic DNA Extraction Kit 15904001 "Other" N/A DE/CA09/0170/A10/iVD/007-03
P121-1301 |Promotor® Nucleic Acid Extraction Kit 15904001 | Teagentsfor DA anafor TVA xracionnd "Other" N/A DE/CA09/0170/A10/1VD/007-03

; preparation: bacteria and/or virus
P121-1051 |Promotor Viral Nucleic Acid Isolation Kit isgougus | oseis TONA Gy ar Ay en by and "Other" /A DE/CA09/0170/A10/IVD/007-03
: 8 preparation: bacteria and/or virus i

P121-1291 |Promotor Viral DNA/ RNA lsolation Kit 15p4ppg | easents for DNA andfor RVA extraction and "Other" N/A DE/CA09/0170/A10/IVD/007-03

preparation: bacteria and/of virus
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, inc

Optional
| Device Names Description Class EC Certificate No. & Expiry 3
G tion Numbe
REF (notified) information/Categ | Nomenclature (otified) (notified) (notified) erman Registration Nu r
ory Code
- .
108119711 | O Dangue Bl Antlgen Rapld Test Cassete 15709007 Dengue - RT & POC "Other" N/A DE/CA09/0170/A10/IVD/094-01
(Serum/Plasma/Whole Blood)
5 -
iSimdiy |[PoON” Denguelge/Igi] Hepid Test Cassetie 15709007 Dengue - RT & POC "Other" N/A DE/CA09/0170/A10/1VD/094-01
{Serum/Plasma/Whole Blood)
- -
T e, oo Dengue Gl Ag) ERIEH Caimto Npld ekt 157090 07 Dengue - RT & POC "Other" N/A DE/CA09/0170/A10/1VD/094-01
Cassette {Serum/Plasma/Whoie Blood)
1031-11711 |ACON® SARS-CoV-2 IgG/1gM Rapid Test 15709090 Other Other Virology - RT & POC "Other" N/A DE/CA09/0170/A10/IVD/095
C111-1011 |Mission® C 100 Dry Chemistry Analyzer 21011001 | CHHardware+ ac:z:::;‘: c SORERRE I "Other" N/A DE/CA09/0170/A10/IVD/023-02
€121-1011  |Mission® Optical Check Strips 21011001 | CHHardware+ ac::fsts\:;‘re: PRI “Other" N/A DE/CA09/0170/A10/IVD/023-02
€121-1031  |Mission® C 100 Data Transfer Kit 21011001 | CHHardwares ac::fs:v‘::: s "Other" N/A DE/CA09/0170/A10/IVD/023-02
G114-106,
G114-116, s L ot : ! RT_BGM Hardware + accessories + consumables . - 0123/V1 104507 0003 "

2 ' . 160 ; i T ; R &
G114-126, On Call® Chosen Blood Glucose Monitoring System 2107 1001 e e Annexi- List 8 exp. 2022-09-12 DE/CA09/0170/A10/1VD/026-0
G114-136 L . -

: = == e TEELRNE ’
6115102 |On Call® Vivid Blood Glucose Monitoring System (0GM-101) 21071001 | FT-BEM Hardware + accessories + consumablest 0y g o s e DE/CA09/0170/A10/IVD/026-07
, + software exp. 2022-09-12
G115-112 :
G115-122, |On Call® Vivid Blood Glucose Meter 107100 |N-EOM Herdware & dccessorles + consumables| oy jin SRR AR DE/CA09/0170/A10/1VD/026-07
6115132 + software exp. 2022-09-12
) P e X RT_BGM Hardware + aCCessories + e 0133/V1 104507 0003 , 7
G115-109  |D-ONE Blood Glucose Monitoring System 21071001 + software Annex Il - List B “exp. 2022:09-12 DE/CA0S/0170/A10/1VD/026-67
G115-105,
G115-115, o s gl g i 3 I RT_BGM Hardware + accessories + consumables : = 0123/V1 104507 0003 s e c
6115-125, On Call® Sharp Blood Glucgse Monitoring System (0GM-121) 21071001 e Annex Il - List B exp. 2022-09-12 DEfCA09/0170/A10/IVD/026-07
G1315-135
G115-107,
G115-117, S = ARy e < B : RT_BGM Hardware + accessories + consumables A 0123/V1 104507 0003 ; ; ' 5
6115-127, On Call® Vivid Pal Blood Glucose Monitoring System (OGM-102) 21071001 A Annex i - List B exp. 2022-08-12 DE/CA09/0170/A10/IVD/026-07
G115-137
iy RT_BGM Hardware + accessories + consumables 0123/v1 104507 0003
G113-131C, |On Call® Plus Il Blood Glucose Monitoring System {OGM-171) 21071001 | - ] » > Annexil~Llist B = Ki o : DE/CAD09/0170/A10/IVD/026-07
G113-12C +software exp. 2022-09-12
GK114-138 Qn Call® GK Dual Blood Glucose & Ketone Monitoring (0GM-161) 21071001 RT_BGM Hardware + accessories + consumables Annex !l - List B 012$/V1 104507 0003 DE/CA09/0170/A10/IVD/026-07
System { + software exp. 2022-09-12
. J . RT_BGM Hardware + accessories + consumables 0123/V1 1045067 0003 . :
G115-10H Calt® oot Glucose Mo i 107 1 - : / \
- On Call® Extra Blood Glucose Monitoring System {OGM- 191) 21071001 sl Annex Ii - List B exp. 2022-00-12 DE/CA09/0170/A10/1VD/026-07
GI15-11H, , S , = e :
G115-12H, |On Call® Extra Blood Glucose Meter 21071001 |R-BEM Hardware + accessories + consumables| oy g KlEBAHID IR DE/CA09/0170/A10/IVD/026-07
G115-13H + software exp. 2022-09-12 '

____ ~ MDSS *_|
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

= Optional
Device Names Description Class EC Certificate No. & Expiry
ion Numbe!
REF (notified) information/Categ| Nomenclature (notified) (notified) (notified) German Registration Number
ory Code
RT_BGM Hardware + accessories + consumables 2 , 0123/V1 104507 0003 "

o i ® Ex il 3 [OGM-24 2 0 == r nnex l - List . ' i 4 ;
G115-10T  |On Calt® Extra Mobile Blood Glucose Monitoring System (OG6M-281) 2107 1001 oot Annex Il - List B exp. 2022-09-12 DE/CA09/0170/A10/1VDf026-07
S RT_BGM Hardware + accessories + consumables 0123/V1 104507 0003
6115-12T,  {On Call® Extra Mobile Blood Glucose Meter (O6GM-281) 21071001 L e : TR Annex - List B iy DE/CAD9/0170/A10/1VD/026-07

+ software exp. 2022-09-12
6115-13T
GU114-11D |On Calt® GU Dual Blood Glucose & Uric Acid Meter (0GM-201) sa7iooy | FI-DEM Hardware + aocessories + consumables| Ly pia g e Gl DE/CA09/0170/A10/IVD/026-07
+ software exp. 2022-09-12
RT_BGM Hardware + accessories + consumables | ) '0123/V1 104507 0003 1 >
G115-10W  {On Call® Sure Sync Blood Glucese Monitoring System 21071001 g Arnex il - List B exp. 2022-09-12 DE/CAD9/0170/A10/IVD/026-07
Pru ey RT_BGM Hardware +accessories + consumables 0123/v1 104507 0003
GI15-12W, |On Call® Sure Sync Blood Glucose Meter 21071001 <50 sl Al A0S Annex it~ List 8 B it DE/CA09/0170/A10/IVD/026-07
: + software exp. 2022-09-12
G115-13W
G115-10U  |On Cali® Sure Blood Glucose Monitoring System 21071001 |RT-BEM Hardware + accessorfes + consumablesi ) g (et g S A AT R DE/CA09/0170/A10/IVD/026-07
+software exp. 2022-09-12
e, RT_BGM Hardware + accessories + consumables 0123/v1 104507 0003
G115-12U, |On Call® Sure Blood Glucose Meter 2107 10 01 P ; : ST Annex i - List B S g i DE/CA09/0170/A10/1VD/026-07
) + software exp. 2022-09-12
6115-13U
G117-107  |On Call® Extra Voice Biood Glucose Monitaring System (0GM-291) Zig7aggy  |F-BEM Hardware + accessaries + consumahlest oy g g R aroteion DE/CA09/0170/A10/IVD/026-07
+ software exp. 2022-08-12
G117-117, RT_BGM Hardware + accessories + consumables | 0123/V1 1045070003
6117-127, |On Call® Extra Voice Biood Glucose Meter (0GM-291) 21071001 | -0 DArGWare  accessories + CONSUMARIES | e i - List B e N DE/CA09/0170/A10/1VD/026-07
: + software exp. 2022-09-12
G117-137
24110, 24111|GIMA Blood Glucose Monitoring System {0GM-211) 21071001 | F1-DOM Hardware + accessaries + consumables| oy 1ot g L DE/CA09/0170/A10/IVD/026-07
+ software exp. 2022-09-12
24114 GIMA Bluetooth® Biood Glucose Monitoring System [06M-212) nezingy | F-EOM Hardware + actessores + consumables| g st B SA/VLIR SO 00s DE/CA09/0170/A10/1VD/026-07
+ software exp. 2022-09-12
il
Pl
1 of 48
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, inc

Optional
Device Names Description Class EC Certificate No. & Expiry
G Registration Numb
REF (rotified) Infor:laﬁ:or::ateg Nomenclature (notified) (notified) (notified) erman Regis on Number
) . oF RT_BGM Hardware + accessories +¢onsumables PR 0123/V1 104507 0003 i ;
24108 GIMA Blood Glucose Meter 21071001 iaEare Annex i - List B exp. 2022-09-12 DE/CA05/0170/A10/IVD/026-07
y e et ) RT_BGM Hardware + accessories + consumables o S 0123/V1 104507 0003 . ‘ -

GK114-90BA |Go-Keto Blood & Ketone Monitoring System 21071001 i Annex If - List B exp. 2022-09-12 DE/CA09/0170/A10/IVD/026-07
G113-111, 5 PR ' RT_BGM Hardware + accessories + consumables . 0123/V1 104507 0003
Gi13.112 O Call® Plus Blood Glucose Monitoring System 21071001 - SETWATS Annex Ii - List B exp. 2022-09-12 DE/CA09/0170/A10/1VD/060-08
G113-211,
G113-214, - RT_BGM Hardware + accessories + consumables " 0123/V1 104507 0003
6113-215, On Call® Plus Blood Glucose Meter 21071001 - Annex Il - List B exp. 2022-09-12 DE/CA09/0170/A10/1VD/060-08
G113-216
G114-101,
G114-111, RT_BGM Hardware + accessories + consumables 0123/V1 104507 0003

7 = e o AT .
6114121, On Call®Advanced Biood Glucose Monitoring System 21071001 jiier— Annex Il - List B exp. 2022-09-12 DE/CA09/0170/A10/1VD/060-08
G114-131
eIV, RT_BGM Hardware + accessories + consumables 0123/V1 104507 0003
G113-271, |On Cali® Redi Blood Glucose Monitoring System 21071001 o Annex il - List B DE/CA09/0170/A10/IVD/060-08
G113-274 +software exp. 2022-09-12
G113-151,
—— RT_BGM Hardware + accessories + consumables 0123/V1 104507 0003
G113-152, |On Call® EZ Il Blood Glucose Monitoring System 21071001 - Annex Il - List B DE/CA09/0170/A10/1VvD/060-08
G113-251, + software exp. 2022-09-12
G113-254
G114-102,
G114-112, . = M RT_BGM Hardware + accessories + consumables . 0123/V1 104507 0003

& - - |
6114-122, On Call® Piatinum Blood Glucose Monitoring System 21071001 e Annex It - List B exp. 2022-09-12 DE/CA09/0170/A10/1VD/060-08
G114-132
115107  |On Call® Extra Mobile Blood Glucose Monitoring System (06M-281) 21071001 |F-B6M ”ardwa’e++51‘::2j‘;"es + cansumeblis “other" N/A DE/CA09/0170/A10/1VD/084-05
e A k ’ RT_BGM Hardware + fcess;ri‘es + tonsumables V
G115-12T, |On Cali® Extra Mobile Blood Glucose Meter (0GM-281) 21071001 T ; o s?ritwére et ot “other” N/A DE/CA09/0170/A10/IVD{084-05
G115-137 =
GUI14-110  |{On Call® GU Dual Blood Glucose & Uric Acid Meter (06M-201) 2071001 |N-BCM “’ard""a“e;f)‘;:::i:”es HeensRats “other" N/A DE/CA09/0170/A10/IVD/084-05
G115-10W  [On Call® Sure Sync Blood Glucose Monitoring System 21071001 |V-B6M Hardware‘;*sZ‘;::ﬁ:f'es HeoIbes "other" N/A DE/CA09/0170/A10/1VD/084-05
L RT_BGM Hardware + accessol "es + consumables | :
6115-12W, |On Call® Sure Sync Blood Glucose Meter 21071001 |00 gl sdﬁ.wafe” St *other" N/A DE/CA09/0170/A10/1¥D/084-05
G115-13W i ; ;
G115-10U  |OnCall® Sure Blood Ghucose Monitoring System n071001 |F1-B6M Ha'd“"’a'e:s:cff‘:z:”e’ P EaRgineney "other" N/A DE/CA09/0170/A10/1VD/084-05
=)
Y
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional

Device Names Description Class EC Certificate No. & Expiry
German Registration Number
REF {notified) WiorastonEaieg | Homppisrs (notified) (notified) (notified) e
ory Code
Gk, RT_BGM Hardware + accessories +consumables
G115-12U, [On Call® Sure Blood Glucose Meter 21071001 2 A “other" N/A DE/CA09/0170/A10/)IVD/084-05
6115-13U e
6117107 |On Call® Extra Voice Blood Glucose Monitoring System (0GM-291) 21071000 |T-BGM “a’dwa’e+*52§t°;ii‘:"e’ ¥ Sonenmanles “other" N/A DE/CA09/0170/A10/IVD/084-05
ey RT_BGM Hardware + accessories + consumables
6117-127, |On Call® Extra Voice Blood Glucose Meter (0GM-291) 21071001 | S ﬁwa're "other" N/A DE/CA09/0170/A10/1VD/084-05
6117-137 e
24110, 24111|GIMA Blood Glucose Monitoring Syster {06M-211) 21071001 | N1-BEM Ha'dware:s:‘;f;:izr'es * Ssueabits "other" N/A DE/CA09/0170/A10/1VD/084-05
24114 GIMA Bluetooth® Blood Gluecose Monitoring System {06M-212) 21071001 RT_BGM ,Hardware+22:;s;sr:rles PAECTRERU S "other" N/A DE/CA09/0170/A10/iVD/084-05
24108 GIMA Blood Glucose Meter 21071001 | N-BGM H'a"dwa’e:s;‘f:tc;fr:"es ECTIEE S “other" N/A DE/CA09/0170/A10/1VD/084-05
® ood Gl i it ari 'GM H: e ccessories + 3

GK114-138 On Call® GK Dual Blood Glucose & Ketone Monitoring 21071001 RT_BGM Hardware + accessories + consumables “other" N/A DE/CA09/0170/A10/IVD/084-05

System + software
GK114-90BA |Go-Keto Blood & Ketone Monitoring System 21071001 RIEBGN Hardware:sch:tc;::nes HeBacImatles "other" N/A DE/CA09/0170/A10/tVD/084-05
G115-10H | On Call® Extra Blood Glucose Monitoring System 21072001 |F1-BOM Ha'd“’arefsz‘;f;;i‘:"es * apeugAbies fother" N/A DE/CA09/0170/A10/WD/084-05
ol RT_BGM Hardware + at ries + consumabl
G115-12H, |On Call® Extra Blood Glucose Meter SEL) AN || R G S SR AL "other" N/A DE/CA09/0170/A10/WVD/084-05

+software

G115-13H
6115-102  |On Call® Vivid Blood Glucose Monitoring System 21071001 |T-BGM ”a'd""are:s‘z‘;f;s;‘;”e’s sconslintil "other" N/A DE/CA09/0170/A10/1VD/084-05
S RT_BGM Hardware + accessories + consumable:
G115-122, |On Call® Vivid Blood Glucose Meter 21071001 |- g G L, *Gther" N/A DE/CA09/0170/A10/IVD/084-05
G115-132 + software
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names : Description Class EC Certificate No. & Expiry g
German Registration Number
WEE {notified) nbariswstion/Cuteg | Nemagsisture (notified) (notified) (notified) i
ory Code

G113-111, RT_BGM Hardware + accessorigs + consumables B 4

d ® 3 A = "other" [ D 9/0170/A10/IVD,
G113.112  |On Call® Plus Blood Glucose Monitoring System 21071001 n S other N/A E/CA09/0170/A10/1VD/084-05
Gii3-211,

- CeSS0ri le - "

GUI3-214, 11y, Cail® Plus Blood Glucose Meter bl L = aaEiEiy Srcesschas » I ULEbEy "other" N/A DE/CA09/0170/A10/IVD/084-05
G113-215, + software
G113-216
U111-101, it = . RT_CC hardware + accessories + consumables +

2 = "Other" N/A DE/CA09/0170/A10/1VD/001-07
U911 Mission® U120 Urine Analyzer 21071003 A Other’ / / / /A10/1VD/!
U221-111  [Mission® Urine Analyzer Barcode Reader 21071003 RT_CC hardware + ’c;icf:;s;zes RS "Other" N/A DE/CA09/0170/A10/1VD/001-07
U121-131  |Mission® U120 Data Transfer Kit 21071003 | M1-CCherdware + e SRR "Other" N/A DE/CA09/0170/A10/IVD/001-07
U121-101  |Mission® Printer Paper Rolls 21071003 | F1-CChardware+ 2;?::;:65 AgEEEEes "Other" N/A DE/CA08/0170/A10/IVD/001-07
U111-105, A . RT_CC hardware + accessories + consumables + N "
e Insight® U120 Urine Analyzer 21071003 software Other N/A DE/CA09/0170/A10/IVD/001-07

. RT_CC hardware + accessories + consumables + - .

U221-115 Insight® Barcode Reader 21071003 - . Other N/A DE/CA09/0170/A10/1VD/001-07
U121-135  [Insight® U120 Data Transfer Kit 21071003 | RT-CChardware + :ic;:vs:r'e'es RaGHE e "Other" N/A DE/CA09/0170/A10/1VD/001-07
U121-105  |insight® Printer Paper Rolis 21071003 | R1-CChardware + as‘;:‘f;ges TEEEIE 5 "Other" N/A DE/CA09/0170/A10/1VD/001-07
U113-101, e : RT_CC hardware + accessories + consumables + N N
U113-111 Mission® Expert U120 Urine Analyzer 21071003 viars Other’ N/A DE/CA09/0170/A10/1VvD/001-07
U223-111  |Mission® Expert Barcode Reader 21071003 | RT-CChardware+ ag?;:f;g“ el RIS+ "Other" N/A DE/CA09/0170/A10/IVD/001-07
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
German Registration Number
REF {notified) information/Categ | Nomenclature (notified) (notified) (notified)
ory Code

U123-131  |Misson® Expert U120 Data Transfer Kit 21071003 | R1-CChardware+ asicf‘;f:rre'es ED RN e “Other" N/A DE/CA09/0170/A10/IVD/001-07
UL13-105, |, sight® Expert U120 Urine Analyzer DTS | = e e e IS (g =5 “Other" N/A DE/CA09/0170/A10/1VD/001-07
U113-115 software

- RT_CC hardware + accessories + consumables + i i
U223-115 Insight® Expert Barcode Reader 21071003 = = S Other N/A DE/CA09/0170/A10/1VD/001-07

o = RT_CC hardware + accessories + consumables + - m
U123-135 Insight® Expert U120 Data Transfer Kit 21071003 = software Other N/A DE/CA09/0170/A10/IVD/001-07
U211-101 RT_CC hardware + accessories + consumables +

3 s L ’ L o w L

T Mission® U500 Urine Analyzer 21071003 softaate Other N/A DE/CA09/0170/A10/1VD/001-07
U221-131 | Mission® US00 Data Transfer Kit 21071003 | RT-CChardware+ 22:?;2“ R e “Other" N/A DE/CA09/0170/A10/IVD/001-07
U211-105, s p RT_CC hardware + accessories + consumables + N »
U211-115 Insight® U500 Urine Analyzer 21071003 SOTwars Other N/A DE/CA09/0170/A10/1VD/001-07
V221135 [Insight® U500 Data Transfer Kit 21071003 | R1-CChardware + ich‘:ij:rzes B EHEER e "Other" N/A DE/CA09/0170/A10/IVD/001-07
U213-101, o s - RT_CC hardware + accessories + consumables + . "
U213-111 Mission® Expert U500 Urine Analyzer 21071003 e Other’ N/A DE/CA09/0170/A10/1VD/001-07
U223-131  |Mission® Expert US00 Data Transfer Kit G | e e ae o8 RN e N HRE g "Other" N/A DE/CA09/0170/A10/1VD/001-07

software

7
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
G istration Number
REF (notified) information/Categ | Nomenclature (notified) (notified) (notified) erman Reg|
ory Code

U213-105, T p— 21071003 RT_CC hardware + accessories + consumables + "Other" N/A DE/CA09/0170/A10/1VD/001-07
U213-115 software

i . RT_CC hardware + accessories + consumables + o .
U223-135 Insight® Expert U500 Data Transfer Kit 21071003 = - Other’ N/A DE/CA09/0170/A10/IVD/001-07
U114-101, Mission® U120 Ultra Urine Analyzer 21071003 RT_CC hardware + accessories + consumables + "Other" N/A DE/CA09/0170/A10/IVD/001-07
U114-111 software
U124-111  |Mission® Barcode Reader 21071003 | RI-CChardware+ e ESHRARIES "Other" N/A DE/CA09/0170/A10/IVD/001-07

. - RT_CC hardware + accessories + consumables + T N
U124-131  |Mission® U120 Ultra Data Transfer Kit 21071003 software Other N/A DE/CA09/0170/A10/1VD/001-07
U114-105, . . RT_CC hardware + accessories + consumables +

.4 - " " ¥

74005 Insight® U120 Ultra Urine Analyzer 21071003 TIETS Other N/A DE/CA09/0170/A10/1VD/001-07
U124-115 Insight® Urine Analyzer Barcode Reader 2107 1003 AR I e ZZ:\?;TS  aodfumEkase "Other" N/A DE/CA09/0170/A10/1VD/001-07

e . RT_CC hardware + accessories + consumables + " .
U124-135  |Insight® U120 Ultra Data Transfer Kit 21071003 software Other’ N/A DE/CA09/0170/A10/1VD/001-07
5004001, Sl . RT_CC hardware + accessories + consumables + - -
50040018CR Urispin U120 Urine Analyzer 21071003 — Other’ N/A DE/CA09/0170/A10/IVD/001-07
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry ”
G Registration Number
i (notified) o] Sonmesionss (notified) (notified) (notified) SR
ory Code
o . RT_CC hardware + accessories + consumables + . s
U211-1X3 Urispin US00 Urine Analyzer 21071003 e Other N/A DE/CA09/0170/A10/IVD/001-07
i }
5004002  |Urispin US00 Urine Analyzer (SPINREACT) 21071003 | RI-CChardware + as‘tf::ff:’s;’e'es Feansmatias "Other" N/A DE/CA09/0170/A10/IVD/001-07
ot . RT_CC hardware + accessories + consumables + 5 7
U221-113 Urispin Urine Analyzer Barcode Reader 21071003 = cofiveare Other N/A DE/CA09/0170/A10/IVD/001-07
g . RT_CC hardware + accessories + consumables + @ "
U111-1X3  |Uri-Plus 1A Urine Analyzer 21071003 software Other N/A DE/CA09/0170/A10/ivD/001-07
. 9 RT_CC hardware + accessories + consumables + = .
U211-1X3  |Uri-Plus 5A Urine Analyzer 21071003 = - — Other N/A DE/CA09/0170/A10/1VD/001-07
- RT_CC hardware + accessories + consumables + - -
U121-103 Urispin Pinter Paper Rolls 21071003 software Other N/A DE/CA09/0170/A10/IVD/001-07
C111-5011 |Mission® Ultra Cholesterol Monitoring System 21071003 | R1-CC hardware + "S‘;Cff:vs;'e'es SO e5r "Other” N/A DE/CA09/0170/A10/1VD/001-07
C111:2011 | Mission® Cholesterol Monitoring System (CCM-111) 21071003 | R1-CChardware + ichfif;'e'es + EOREURTEHIES £ "Other" N/A DE/CA09/0170/A10/1VD/001-07
St RT_CC hardware + accessories + consumables + - -
C111-2021 |Mission® Cholesterol Meter {CCM-111) 21071003 Other N/A DE/CA09/0170/A10/1VD/001-07

software

A
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Annex A: 2020-10-26
Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
tified German Registration Number
REF (notified) information/Categ | Nomenclature (50 ) (notified) (notified) eg|
ory Code
- RT hi ies + mables +
1112041  |Mission® Cholesterol Meter fECL1) 21071003 B TR o+ e "Other" N/A DE/CA09/0170/A10/1VD/001-07
5 extra lancets software
-— po. RT_CC hardware + accessories + consumables + - "
C111-2023 | LipidScan Lipid Profile Analyzer (CCM-111) 21071003 Softiard Other N/A DE/CA09/0170/A10/1VD/001-07
i |
6116-111  |On Call® ALc HbA1c Analyzer (OGM-141) 21071003 | RI-CChardware + if:;:’sa"r'e'es +eBnsTmaBlEsi+ "Other" N/A DE/CA09/0170/A10/IVD/001-07
; h i ,
ULIB-10L, ) ion® Expert U120 Smart Urine Analyzer IS || S= ARk U e e E b+ "Other" N/A DE/CA09/0170/A10/1VD/001-07
U118-111 software
e . )
U128-131 xtlssmn Expert U120 Smart Urine Analyzer Data Transfer 21071003 RT_CC hardware + 22?:;5;r;es + consumables + "Other" N/A DE/CA09/0170/A10/1VD/001-07
Eﬁg:igi' Insight® Expert U120 Smart Urine Analyser 21071003 | RT-CChardware + i;::f;’e'es FenaliEhleEe "Other" N/A DE/CA09/0170/A10/1VD/001-07
— - :
U128-135 :(r;tmght Expert U120 Smart Urine Analyser Data Transfer 21071003 RT_CC hardware + asch(::vsaorr;es + consumables + "Other" N/A DE/CA09/0170/A10/IVD/001-07
UL17-201, i ion® U120 Smart Urine Analyzer TR | =T NS e aCAEeNcs  eonsUmaRIes ¢ "Other" N/A DE/CA09/0170/A10/IVD/001-07
U117-111 software
U127-131  |Mission® U120 Smart Urine Analyzer Data Transfer Kit 21071003 | N1-CC hardware + 22“;;2’2“ PRI o “Other" N/A DE/CA09/0170/A10/1VD/001-07
U117-105, = i RT_CC hardware + accessories + consumables +
A B e i
W insight® U120 Smart Urine Analyser 2107 1003 el Other’ N/A DE/CA09/0170/A10/1VD/001-07
U127-135  |insight® U120 Smart Urine Analyser Data Transfer Kit 21071003 | N1-CChardware + iicf‘::vs:rzes iephaumablesr+ “Other" N/A DE/CA09/0170/A10/IVD/001-07
U123-101  |Mission® Expert Printer Paper Ralls 21071003 | RI-CChardware + ich:;f;’e'es eI IR s “Other" N/A DE/CA09/0170/A10/IVD/001-07
U123-105  [insight® U120 Expert Paper Rolis 21071003 | N1-CC hardware + B comsumELlcs £ “Other" N/A DE/CA09/0170/A10/1VD/001-07
5004003  |Urispin U120 Smart Urine Analyzer 21071003 | RI-CChardware + i:((:)cf:;s;zes + CRATEE “Other" N/A DE/CA09/0170/A10/1VD/001-07
U114-103  [SURESIGN® U120 Uitra Urine Analyzer 21071003 | R1-CC hardware + ‘:‘;C;:f;'e'es AT e "Other" N/A DE/CA09/0170/A10/1VD/001-07
5040007  |Exacto® U120 Ultra 21071003 | R1-CChardware+ sy e HmE e "Other" N/A DE/CA09/0170/A10/1IVD/001-07
BU121-103 |Exacto® Printer Paper Rolls (Thermal) 21071003 | R1-CChardware + = SEnzAmALLEN “Other" N/A DE/CA09/0170/A10/IVD/001-07
- d
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Manufacturer: ACON Laboratories, Inc

Optional
Device Names Description Class EC Certificate No. & Expiry
Germal
REF {notified) information/Categ | Nomenclature (notified) (notified) (notified) erman Registration Number
ory Code
BU124-113 |Exacto® BarCode Reader 21071003 | N1-CChardware + izc;;f;re'es A "Other" N/A DE/CA09/0170/A10/IVD/001-07
; RT_CC Hardware + accessories +consumables + - 0123/v1 104507 0003 )

& = ; =gl : o | V ) ST : : D/07
C111-2011  [Mission® Cholesterol Monitoring System (CCM-111) 21071003 Sofiniare Self Test exp. 2022:09-12 DE/CA09/0170/A10/1VD/070-05
C111-2021  |Mission® Cholesterol Meter {coM-111) St | wC BHa + ascessaling ¥ cansumallies Self Test SRR a0 o DE/CA09/0170/A10/IVD/070-05

software _exp. 2022-09-12
T ~ » o T 2! 104507 00( R . t
C111-2041  |Mission® Cholesterol Meter e S 1071003 | BT-ECHardware +accessaries + consumables + | gojepeyy Lo o DE/CA03/0170/A10/1VD/070-05
S extra lancets software exp. 2022-09-12.
P i sun . 1123/V1 104507 0003 .
C111-5011  [Mission® Ultra Cholesterol Monitoring System (CCM-101) TRh [ AR RTEesOrRolt COnEUmERIESE: Self Test oy o0 DE/CA09/0170/A10/IVD/070-05
software __exp. 2022-09-12
- b b= T RT_CC Hardware + accessories + consumables + ~ 0123/V1 104507 6003 :
€111-2023  [LipidScan Lipid Profile Analyzer (CCM-111) 21071003 i Self Test exp. 5022.09-12 DE/CA09/0170/A10/IVD/070-05
G116-112, RT_CI Hardware + dedicated accessories +
s ® . i & i i
6116-122 On Call® MultiPro Analyzer 0OGM-221 21071009 consumables + SR Other N/A DE/CA09/0170/A10/IVD/096
C111-9011  |Mission® HA-360 3-Diff Automatic Hematology Analyzer 23011001 | CCHardware+ e bl ernsumables "Other" N/A DE/CA09/0170/A10/1VD/079-01
C111-3021, i ) . RT_HHC Hardware + deditated accessories or = .
ATE03 Mission® Hb Hemoglobin Testing System 23071000 i Other N/A DE/CA09/0170/A10/\VD/034-04
Rl RT_HHC Hardware + dedicated accessories or
C111-3025, |Insight® Hb Hemoglobin Testing System 23071000 - "Other" N/A DE/CA09/0170/A10/IVD/034-04
software
C111-3035
i RT_HHC Hardware + dedicated ories or
C112-3021, [Mission® Plus Hb Hemoglobin Testing System 2307 2000 = arediaceess “Other" N/A DE/CA09/0170/A10/1VD/034-04
software
€112-3031
€121-3021 |Mission® Hb Data Transfer Kit 230712000 | T-HHC Ha'dwares‘; f‘::":f:ted gecessonesion "Gther" N/A DE/CA09/0170/A10/IVD/034-04
C111-6011 |Mission Ultra Hemoglobin Testing System (CCM-141) 23071000 | R-HHC Ha’dwares“; f‘::l‘:'::ted AGEESSON =0 “Other" N/A DE/CA09/0170/A10/IVD/034-04
e ) . 3 ; RT_HHC Hardware + dedicated accessories or : : 0123/V1 104507 0003
C111-6011 Mi n Ultra H globin 5 g [CCM- 3 - g f- : 3 VD 3
ission Ultra Hemoglobin Testing System {CCM-141) 2307 10 00 e Self-Testing exp, 2022.08-12 DE/CA09/0170/A10/1VD/074-03
- . 4 RT_Coagulation Hardware +accessories + 0123/v1 104507 0003
C111-4011 |M ®PTC lation Mi - = i
ission oagulation Monitoring System (CCM-121) 23071002 i e Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/064-05
. P RT_Coagulation Hardware +accessories + 0123/v1 104507 0003
C112-4021 M ® PT/INR Monit S - = -
ission® PT/| onitoring System {model CCM-151) 2307 1002 s S = Self Test exp. 2022-08-12 DE/CA09/0170/A10/iVD/064-05
—_— RT_Coagulation Hardware +accessories + 0123/v1 104507 0003
LMINR-0001 |LUMIRATEK PT/INR M = -
/! onitoring System 2307 1002 S——— s — Self Test exp. 2022-09-12 DE/CA09/0170/A10/1VD/064-05
PL11-1011 [Promotor™ NES-32 Nucleic Acid Extraction System 26021001 WA Extracion HERwek A asssoties "Other" N/A DE/CA09/0170/A10/IVD/006-02
consumables + software
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2 Optional =
| Device Names Description Class EC Certificate No. & Expiry
tified tified German Registration Number
REF (notified) information/Categ | Nomenclature 0o ) i ) (notified) eg
ory Code
0123/G1 104507 0002
G123-191  {Testamed Diabetes Care Lancets 10 UMDNS 10-440 Lancets, Blood lla exi) ;023-09-06 DE/CA09/0170/A10/003-05
0123/G1 104507 0002
C121-3041 |Mission® Lancets 10 UMDNS 10-440 Lancets, Blood lla g/p- 2023-09-06 DE/CA09/0170/A10/003-05
0123/G1 104507 0002
G123-191  |Testamed Diabetes Care Soft Lancets 10 UMDNS 10-440 Lancets, Blood lla e?;(/;a 2023.09-06 DE/CA09/0170/A10/003-05
G123-7B1 0123/G1 104507 0002
C121-3061 On Call Safety Lancets | 10 UMDNS 10-440 Lancets, Blood la exp. 2023-09-06 DE/CA09/0170/A10/003-05
0123/G1 104507 0002
C121-3061 |Mission® Safety Lancets | 10 UMDNS 10-440 Lancets, Blood Ha e3x/p 2023-509_0 6 DE/CAD9/0170/A10/003-05
NJA (kit 0123/G1 104507 0002 3
S —— D-One Lancets 10 UMDNS 10-440 Lancets, Blood lla exp. 2023.09-06 DE/CA09/0170/A10/003-05
{ 4.
G124-10A  |On Call Lancets 10 UMDNS 10-440 Lancets, Blood Ha 012:)’(/;)6;;23-50097-:502 DE/CA09/0170/A10/003-05
G123-191 Testamed Diabetes Care Lancets 10 UMDNS 10-440 Lancets, Blood lta L L bl DE/CA09/0170/A10/003-05
exp. 2023-09-06
G123-191  |Testamed Diabetes Care Soft Lancets 10 UMDNS 10-440 Lancets, Blood Ita 012;/9612;20:_50%7&0 o DE/CA09/0170/A10/003-05
G123-7B2 On Call® Safety Lancets Il 10 UMDNS 10-440 Lancets, Blood lla 012ea)(/pGjé 33:.50097.(;) : He DE/CA09/0170/A10/003-05
C121-3101 |Mission® Safety Lancets HI 10 UMDNS 10-440 Lancets, Blood lla 012/;,612;3;5)%7.32 g DE/CA09/0170/A10/003-05
G124-90AA |Swiss Point of Care Lancets 10 UMDNS 10-440 Lancets, Blood la 012;/'362 ;2;.!:)(;7.: (? 2 DE/CA09/0170/A10/003-05
C€121-3081 |Mission® Capillary Transfer Tubes 10 UMDNS 15-192 Tube, Capillary I N/A DE/CA09/0170/A10/001-02
C121-3085 |Insight® Capillary Transfer Tubes 10 UMDNS 15-192 Tube, Capillary I N/A DE/CA09/0170/A10/001-02
G123-291  |Testamed Diabetes Care Lancing Device 10 UMDNS 16-380 Lancing Devices, Blood 1 N/A DE/CA08/0170/A10/002-03
C121-3051 |Mission® Lancing Device 10 UMDNS 16-380 Lancing Devices, Blood | N/A DE/CA09/0170/A10/002-03
N/A (kit
cc{m;(m:nent) D-One Lancing Device 10 UMDNS 16-380 Lancing Devices, 8lood I N/A DE/CA09/0170/A10/002-03
G124-11A  |On Call Lancing Device 10 UMDNS 16-380 Lancing Devices, Blood I N/A DE/CA09/0170/A10/002-03
G124-17A  |On Cali GenTouch Lancing Device 10 UMDNS 16-380 Lancing Devices, Blood | N/A DE/CA09/0170/A10/002-03
G124-91AA  |Swiss Point of Care Lancing Device 10 UMDNS 16-380 Lancing Devices, Blood | N/A DE/CA09/0170/A10/002-03
<
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