PZ_2312_01 Attachment 1 - Summary of products affected by the changes: 098, 102 and 103

CAT.NO

PRODUCT NAME

CHANGE DESCRIPTION

Change No 098 Change No 102
(classification and/or labelling change below - if applicable) (updated component names below - if applicable)

Change No 103
(updated location of assigned values below - if applicable)

CALIBRATORS

3-125

CORMAY BILE ACIDS CALIBRATOR

n/a

BILE ACIDS CALIBRATOR

n/a

4-276

CORMAY CRP ULTRA CALIBRATORS

n/a

CRP ULTRA CALIBRATOR 1
CRP ULTRA CALIBRATOR 2
CRP ULTRA CALIBRATOR 3
CRP ULTRA CALIBRATOR 4
CRP ULTRA CALIBRATOR 5

n/a

4-277

CORMAY RF CALIBRATORS

n/a

RF CALIBRATOR 1
RF CALIBRATOR 2
RF CALIBRATOR 3
RF CALIBRATOR 4

n/a

4-278

CORMAY ASO CALIBRATOR

n/a

ASO CALIBRATOR

n/a

4-279

CORMAY MYOGLOBIN CALIBRATORS

n/a

MYOGLOBIN CALIBRATOR 1
MYOGLOBIN CALIBRATOR 2
MYOGLOBIN CALIBRATOR 3
MYOGLOBIN CALIBRATOR 4

n/a

4-280

CORMAY IgE CALIBRATORS

n/a

IgE CALIBRATOR 1
IgE CALIBRATOR 2
IgE CALIBRATOR 3
IgE CALIBRATOR 4
IgE CALIBRATOR 5

n/a

4-281

CORMAY Lp (a) CALIBRATORS

EUH210 Safety data sheet available on request.

Lp(a) CALIBRATOR 1
Lp(a) CALIBRATOR 2
Lp(a) CALIBRATOR 3
Lp(a) CALIBRATOR 4
Lp(a) CALIBRATOR 5

n/a

4-287

CORMAY IMMUNO-MULTICAL

n/a

IMMUNO-MULTICAL 1
IMMUNO-MULTICAL 2
IMMUNO-MULTICAL 3
IMMUNO-MULTICAL 4
IMMUNO-MULTICAL 5

assigned values given on the assay sheet with identification number

4-289

CORMAY APOLIPOPROTEIN CALIBRATORS

n/a

APOLIPOPROTEIN CALIBRATOR 1
APOLIPOPROTEIN CALIBRATOR 2
APOLIPOPROTEIN CALIBRATOR 3
APOLIPOPROTEIN CALIBRATOR 4
APOLIPOPROTEIN CALIBRATOR 5

n/a

4-308

CORMAY HbA1c DIRECT CALIBRATORS

n/a

HbAlc DIRECT CALIBRATOR 1
HbAlc DIRECT CALIBRATOR 2
HbAlc DIRECT CALIBRATOR 3
HbAlc DIRECT CALIBRATOR 4

assigned values moved from instruction for use to assay sheet

4-491

CORMAY FERRITIN CALIBRATORS

n/a

FERRITIN CALIBRATOR 1
FERRITIN CALIBRATOR 2
FERRITIN CALIBRATOR 3
FERRITIN CALIBRATOR 4

n/a

5-136

CORMAY PROCALCITONIN CALIBRATORS

n/a

PROCALCITONIN CALIBRATOR 1
PROCALCITONIN CALIBRATOR 2
PROCALCITONIN CALIBRATOR 3
PROCALCITONIN CALIBRATOR 4
PROCALCITONIN CALIBRATOR 5

n/a

5-174

5-176

CORMAY MULTICALIBRATOR LEVEL 1

n/a

MULTICALIBRATOR LEVEL 1

assigned values given on the assay sheet with identification number

5-175

5-177

CORMAY MULTICALIBRATOR LEVEL 2

n/a

MULTICALIBRATOR LEVEL 2

assigned values given on the assay sheet with identification number

5-178

CORMAY HDL/LDL CALIBRATOR

n/a

HDL/LDL CALIBRATOR

assigned values moved from instruction for use to label of the vial

5-181

CORMAY URINE PROTEINS CALIBRATORS

n/a

URINE PROTEINS CALIBRATORS

n/a

5-182

CORMAY CK-MB CALIBRATOR

n/a

CK-MB CALIBRATOR

n/a




CYSTATIN C CALIBRATOR 1
CYSTATIN C CALIBRATOR 2
CYSTATIN C CALIBRATOR 3

5-185 CORMAY CYSTATIN C CALIBRATORS n/a n/a
CYSTATIN C CALIBRATOR 4
CYSTATIN C CALIBRATOR 5
CYSTATIN C CALIBRATOR 6
5-193 CORMAY MICROALBUMIN CALIBRATOR n/a MICROALBUMIN CALIBRATOR assigned values moved from instruction for use to label of the vial
Ccontrols
IMMUNO-CONTROL | (H)
4-288 [CORMAY IMMUNO-CONTROL | i i ith i ificati
n/a IMMUNO-CONTROL | (1) assigned values given on the assay sheet with identification number
IMMUNO-CONTROL II (H)
4-290 |CORMAY IMMUNO-CONTROL Il n/a i i ith i ificati
/ IMMUNO-CONTROL Il (L) assigned values given on the assay sheet with identification number
4-291 [CORMAY IMMUNO-CONTROL IlI n/a IMMUNO-CONTROL III assigned values given on the assay sheet with identification number
4-293 |CORMAY APOLIPOPROTEIN CONTROL n/a APOLIPOROTEIN CONTROL n/a
4-328 |CORMAY HbA1c DIRECT CONTROLS n/a HbALc DIRECT CONTROL N assigned values moved from instruction for use to assay sheet
HbA1c DIRECT CONTROL P
4-460 [CORMAY CYSTATIN C CONTROLS n/a CYSTATIN C CONTROL H assigned values moved from instruction for use to label of the vial
CYSTATIN C CONTROL P
4-461 [CORMAY MICROALBUMIN CONTROL n/a MICROALBUMIN CONTROL n/a
4-492 [CORMAY Lp (a) CONTROL N EUH210 Safety data sheet available on request. Lp(a) CONTROL N n/a
4-493 [CORMAY Lp (a) CONTROL P EUH210 Safety data sheet available on request. Lp(a) CONTROL P n/a
5-149 |CORMAY BILE ACIDS CONTROLS n/a BILE ACIDS CONTROL H n/a
BILE ACIDS CONTROL P
EUH208 Contains reaction mass of 5-chloro-2-methyl-2H-isothiazol-3-one and
5-161 |CORMAY URINE CONTROL LEVEL 1 2-methyl-2H-isothiazol-3-one (3:1). May produce an allergic reaction. URINE CONTROL 1 assigned values given on the assay sheet with identification number
EUH210 Safety data sheet available on request.
EUH208 Contains reaction mass of 5-chloro-2-methyl-2H-isothiazol-3-one and
5-162 |CORMAY URINE CONTROL LEVEL 2 2-methyl-2H-isothiazol-3-one (3:1). May produce an allergic reaction. URINE CONTROL 2 assigned values given on the assay sheet with identification number
EUH210 Safety data sheet available on request.
Contains reaction mass of 5-chloro-2-methyl-2H-isothiazol-3-one and 2-methyl
2H-isothiazol-3-one (3:1).
War:nin AMMONIA / ETHANOL CONTROL 1
5-163 |CORMAY AMMONIA / ETHANOL CONTROLS g L . AMMONIA / ETHANOL CONTROL 2 assigned values moved from instruction for use to assay sheet
H317 May cause an allergic skin reaction. AMMONIA / ETHANOL CONTROL 3
H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves, protective clothing, eye protection or face
protection.
P302+P352 IF ON SKIN: Wash with plenty of soap and water.
P273 Avoid release to the environment.
PROCALCITONIN CONTROL 1
5-166 |CORMAY PROCALCITONIN CONTROLS n/a n/a
/ PROCALCITONIN CONTROL 2 /
5-172 |CORMAY SERUM HN EUH208 Contains gentamicin, §ulfate (salt). May produce an allergic reaction. SERUM HN n/a
EUH210 Safety data sheet available on request.
5173 |CORMAY SERUM HP EUH208 Contains gentamicin, fulfate (salt). May produce an allergic reaction. SERUM HP n/a
EUH210 Safety data sheet available on request.
5-183 [CORMAY CK-MB CONTROL N n/a CK-MB CONTROL 1 n/a
5-184 |CORMAY CK-MB CONTROL P n/a CK-MB CONTROL 2 n/a
Contains reaction mass of 5-chloro-2-methyl-2H-isothiazol-3-one and 2-methyl
2H-isothiazol-3-one (3:1).
Warni URINALYSIS CONTROL 1
6-054 |CORMAY URINALYSIS CONTROLS arning assigned values given on the assay sheet with identification number

H317 May cause an allergic skin reaction.

H412 Harmful to aquatic life with long lasting effects.

P280 Wear protective gloves, protective clothing, eye protection or face
protection.

P302+P352 IF ON SKIN: Wash with plenty of soap and water.

P273 Avoid release to the environment.

URINALYSIS CONTROL 2




