=N Region Ackrediteringens omfattning - Lista - Klinisk kemi
N. GéVle bor Dokument Id: 03-855030 Faststallande datum: 2025-12-17
g Revisionsnr: 9 Giltigt t.o.m: 2026-12-17
Upprattare: |Moa K Cavallin Faststallare: Monica Arkenstrom
Ackrediteringens omfattning Klinisk kemi
Lab/Ort: G = Gavle, H = Hudiksvall, B = Bollnas, L = Ljusdal, S = S6derhamn
Matosakerhet
Komponent/Undersokning [Provmaterial Metod/Mitprincip Utrustning Enhet Niva/CV% Lab/Ort
(]
AFP Plasma ECLIA Cobas Pro KIE/L 7,7/3 75/3 |G
L . Cobas Pro G
ALAT Plasma Enzymaktivitet, fotometri Cobas Pure pkat/L 0,42/3 1,28/2 H, B
Albumin (imm) Plasma, serum Immunkemi, turbidimetri Cobas Pro /L 33/3 41/3 G
! ! Cobas Pure & H,B
Albumin (imm) Cerebrospinalvatska Immunkemi, turbidimetri Cobas Pro mg/L 121/5 G
P ! Cobas Pure g H,B
Albumin (imm) Urin (U-/tU-) Immunkemi, turbidimetri Cobas Pro mg/L, mg/d 32/4 120/3 G
! Cobas Pure &/, Mg H,B
Antitrypsin Serum Immunkemi, turbidimetri Cobas Pro g/L 0,86/3 1,78/2 |G
. .. . Cobas Pro G
ALP (Alkaliskt fosfatas) Plasma Enzymaktivitet, fotometri Cobas Pure pkat/L 0,46/5 2,08/3 H, B
Antitrombin (enz, Tromb) Plasma Fotometri STA R Max KIE/L 1,07/5 0,60/7 |G, H
. A STA R Max G, H
APT-tid Plasma Koagelbildning STA Compact Max sekunder 35/3 72/4 B
ASAT Plasma Enzymaktivitet, fotometri | 022 PO kat/L 0,663 1813 |C
y ! Cobas Pure " ! ! H,B
. . 9/3
Bilirubin Plasma ;((:atr;r[rsllétr:aktlon, EEE: l;:?e umol/L 44/2 ﬁ B
244/3 !
e . Kemisk reaktion,
Bilirubin, konjugerat Plasma . Cobas Pro umol/L 7/3 33/2 |G
fotometri
Bjork-ak Serum ImmunoCap Phadia 250 ku/L 33,2/10 G
CA 125 Plasma ECLIA Cobas Pro kE/L 28/4 75/4 |G
CA 15-3 Plasma ECLIA Cobas Pro kE/L 26/4 61/4 |G
CA 19-9 Plasma ECLIA Cobas Pro kE/L 23/5 96/4 |G
. Kemisk reaktion, Cobas Pro G
Calcium Plasma fotometri Cobas Pure mmol/L 1,51/2 2,51/2 H, B
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. . Kemisk reaktion, Cobas Pro G
Calcium Urin (U-/tU-) fotometri Cobas Pure mmol/L, mmol/d 1,8/3 2,6/3 H, B
CCP-ak (1gG) Serum EIA Phadia 250 kiu/L 11/10 50,6/10 |G
cDT Serum Kapillarelektrofores, Capillarys 3Tera  |% 1,4/5 41/3 |6

fotometri
CEA Plasma ECLIA Cobas Pro ug/L 3/5 19/3 |G
L . . Cobas Pro G
CK (kreatinkinas) Plasma Enzymatisk, fotometri Cobas Pure pkat/L 4,06/2 9,79/2 H, B
C-peptid Plasma ECLIA Cobas Pro nmol/L 0,69/3 1,41/3 |G
. - . Cobas Pro G
CRP Plasma, serum Immunkemi, turbidimetri Cobas Pure mg/L 12/4 84/4 H, B
0,97/3
Cystatin C Plasma Immunkemi, turbidimetri Cobas Pro mg/L 1,60/3 G
Cobas Pure H, B
3,96/3
L . . Cobas Pro G
Digoxin Plasma Immunkemi, fotometri Cobas Pure nmol/L 0,8/12 2,1/3 H, B

. . . . STA R Max G,H
D-Dimer (FEU) Plasma Immunkemi, turbidimetri STA Compact Max mg FEU/L 0,79/8 1,97/5 B
DGP-ak (IgG) Serum EIA Phadia 250 ku/L 40,8/7 G
D.pteronyssinus-ak Serum EIA Phadia 250 ku/L 7,6/7 G
Erytrocyter Blod Impedansmétning Sysmex XN x10*%/L 2,58/2  4,26/2 |G,H,B
EVF Blod Impedansmatning Sysmex XN - 0,18/3 0,34/2 |G,H,B
Fenytoin Serum Immunke_ml (KIMS), Cobas Pro umol/L 36/4 70/4 |G

fotometri
Ferritin Plasma ECLIA Cobas Pro pg/L 41/4 363/5 |G
Fibrinogen (koag) Plasma Koagelbildning STA R Max g/L 3,3/5 1,6/5 |G, H
Folat Plasma ECLIA Cobas Pro nmol/L 6,6/10 19,0/8 |G
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Kemisk reaktion, Cobas Pro G
Fosfat Plasma fotometri Cobas Pure mmol/L 1,36/2 2,34/2 H, B
FSH Plasma ECLIA Cobas Pro IE/L 6,4/3 39/3 |G
GBM-ak (IgG) Serum EIA Phadia 250 kiu/L 45,15/7 G
Gentamicin Serum Immunke_ml (KIMS) Cobas Pro mg/L 2,0/8 4,9/6 |G
fotometri
. . . Cobas Pro G
Glukos Plasma, PD-vatska Enzymatisk, fotometri Cobas Pure mmol/L 6,6/2 19,8/2 H, B
Glukos Plasma Enzymatisk, fotometri HemoCue mmol/L 6,4/3 18,6/3 |G, H,B,L,S
Grabo-ak Serum EIA Phadia 250 ku/L 3,4/8 G
L . Cobas Pro G
GT Plasma Enzymaktivitet, fotometri Cobas Pure pkat/L 0,47/3 2,22/2 H, B
Haptoglobin Serum Immunkemi, turbidimetri Cobas Pro g/L 0,77/4 1,87/2 |G
Turbidimetrisk
HbA1c (IFCC) Blod inhiberingsimmunanalys/ Cobas Pro mmol/mol 39,3/2 81,7/2 |G
TINIA
HbA1c Blod Immunkemi, turbidimetri DCA Vantage mmol/mol 36/4,4 95/4,4 |G
Cobas Pro G
hCG Plasma ECLIA Cobas Pure IE/L 3,5/4 441/3 H
. . Cobas Pro G
HDL-kolesterol Plasma Enzymatisk, fotometri Cobas Pure mmol/L 0,7/2 1,2/3 H, B
Hemoglobin Blod Fotometri Sysmex XN g/L 61/1 118/1 |G, H,B
Hemoglobin Blod Fotometri HemoCue g/L 119/1 G,H,B, LS
Homocystein Plasma Imm.unkt?ml, Cobas Pro umol/L 13,2/2 28/3 |G
kemiluminescens
Hundmjall-ak Serum EIA Phadia 250 ku/L 12/7 G
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Immunglobulin A Serum Immunkemi, turbidimetri Cobas Pro g/L 1,26/3 2,99/2 |G
22/7
Immunglobulin E Serum EIA Phadia 250 ku/L 106,5/7 G
397,5/8
Immunglobulin G Serum Immunkemi, turbidimetri Cobas Pro g/L 8,1/3 19,8/2 |G
Immunglobulin M Serum Immunkemi, turbidimetri Cobas Pro g/L 0,62/6 1,42/3 |G
.. Kemisk reaktion, Cobas Pro G
Jarn Plasma fotometri Cobas Pure umol/L 13,3/3 41/2 H, B
. . .. Potentiometri, Cobas Pro G
Kalium Plasma, Dialysvatska (ionselektiv elektrod) Cobas Pure mmol/L 4,1/2 7,5/1 H, B
. . Potentiometri, Cobas Pro G
Kalium Urin (U-/tU-) (ionselektiv elektrod) Cobas Pure mmol/L, mmol/d 32,0/3 75,0/4 H, B
PETIA (Particle enhanced
Kalprotektin Faeces turbidimetric Cobas Pure mg/kg 78/6 268/5 |H,B
immunoassay)
Kappakedja Urin (U-/tU-) Immunnefelometri Atellica Neph 630 [mg/L, mg/d 28,0/4 100,6/4 |G
Karbamazepin Serum Immunke_ml (KIMS), Cobas Pro umol/L 16/2 37/2 |G
fotometri
Kattmjall-ak Serum EIA Phadia 250 ku/L 6/9 G
. . .. Potentiometri, Cobas Pro G
Klorid Plasma, Dialysvatska (ionselektiv elektrod) Cobas Pure mmol/L 97/2 114/0,7 H, B
Kobalamin Plasma ECLIA Cobas Pro pmol/L 191/6 492/4 |G
. . . Cobas Pro G
Koldioxid, total Plasma Enzymatisk, fotometri Cobas Pure mmol/L 21/5 28/5 H, B
. . Cobas Pro G
Kolesterol Plasma Enzymatisk, fotometri Cobas Pure mmol/L 4,8/2 6,9/2 H, B
Komjolk-ak Serum EIA Phadia 250 ku/L 3,5/6 G
Kortisol Plasma ECLIA Cobas Pro nmol/L 119/4 821/4 |G
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Kreatinin Plasma, PD-véatska Enzymatisk, fotometri Cobas Pro mol/L 74/3 173/2 G
! y ! Cobas Pure H H,B
Kreatinin Urin (U-/tU-) Enzymatisk, fotometri Cobas Pro mmol/L, mmol/d 5,4/3 12,7/3 G
y ! Cobas Pure ! ! ! H,B
Laktosintolerans Blod Rea.\.Itlds PCR/ Cobas z 480 MCMBE —genotyp - Kvalitativ G (KML)
smaltkurvsanalys 13910
Lambdakedja Urin (U-/tU-) Immunnefelometri Atellica Neph 630 [mg/L, mg/d 13,7/4 54,4/3 |G
Leukocyter Blod Flodescytometri Sysmex XN x10°/L 3,1/3 7,0/2 |G,H,B
" Kemisk reaktion, Cobas Pro G
Litium Serum fotometri Cobas Pure mmol/L 0,65/4 1,94/3 H, B
Laktat Plasma Enzymatisk, fotometri Cobas Pro mmol/L 3,5/3 5,6/3 G
y ! Cobas Pure ! ! H,B
LD (laktatdehydrogenas) Plasma Enzymaktivitet, fotometri Cobas Pro kat/L 3,1/2 7,0/2 G
yarog y ! Cobas Pure H ! ! H,B
LDL-kolesterol, direkt Plasma Enzymatisk, fotometri Cobas Pro mmol/L 1,7/2 4,3/2 G
! y ! Cobas Pure ! ! H,B
LH Plasma ECLIA Cobas Pro IE/L 4,4/3 64/3 |G
. Kemisk reaktion, Cobas Pro G
Magnesium Plasma fotometri Cobas Pure mmol/L 1,02/3 1,65/2 H, B
MCH Blod Beradknad Sysmex XN pg 23,7/2 27,8/2 |G, H,B
MCHC Blod Beraknad Sysmex XN g/L 336/2 343/2 |G,H,B
MCvV Blod Beraknad Sysmex XN fL 70,7/2 80,9/2 |G,H,B
Myeloperoxidas-ak (IgG) Serum EIA Phadia 250 kiu/L 6,8/10 51/9 |G
. Cobas Pro G
Myoglobin Plasma ECLIA Cobas Pure ug/L 55/3 289/3 H, B
. . .. Potentiometri, Cobas Pro G
Natrium Plasma, Dialysvatska (ionselektiv elektrod) Cobas Pure mmol/L 142/0,8 156/0,8 H, B

Page 5 of 9

5(9)



Ackrediteringens omfattning - Lista - Klinisk kemi

N Region Dok Id 03-855030 Faststéllande d 2025-12-17
o okument Id: - aststallande datum: -12-
A= Gavleborg — —
Revisionsnr: 9 Giltigt t.o.m: 2026-12-17
Upprattare: |Moa K Cavallin Faststallare: Monica Arkenstrom
Ackrediteringens omfattning Klinisk kemi
Lab/Ort: G = Gavle, H = Hudiksvall, B = Bollnas, L = Ljusdal, S = S6derhamn
Matosakerhet
Komponent/Undersokning [Provmaterial Metod/Mitprincip Utrustning Enhet . Lab/Ort
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. . Potentiometri, Cobas Pro G
Natrium Urin (U-/tU-) (ionselektiv elektrod) Cobas Pure mmol/L, mmol/d 80/3 173/2 H, B
Cobas Pro G
NT-proBNP Plasma ECLIA Cobas Pure ng/L 181/3 425/3 H, B
Orosomukoid Serum Immunkemi, turbidimetri Cobas Pro g/L 0,43/5 0,99/3 |G
. . Cobas Pro G
Paracetamol Plasma Enzymatisk, fotometri Cobas Pure umol/L 330/4 947/4 H, B
Pankreasamylas Plasma Enzymaktivitet, fotometri Cobas Pro kat/L 0,40/2 1,67/2 G
y y ! Cobas Pure K ! ! H,B
I STA R Max G, H
PK (INR) Plasma Koagelbildning STA Compact Max INR 1,0/2 2,0/3 B
i I STA R Max G,H
PK (INR) Kapillarblod Koagelbildning STA Compact Max INR 1,0/2 2,0/3 B
. Cobas Pro G
Prokalcitonin Plasma ECLIA Cobas Pure ug/L 0,5/4 9,3/3 H, B
Progesteron Plasma ECLIA Cobas Pro nmol/L 2,2/9 38/4 |G
Prolaktin Plasma ECLIA Cobas Pro mIE/L 200/3 1308/3 |G
: . 6,1/15
Proteinas 3-ak (IgG) Serum EIA Phadia 250 kiu/L 48,42/15 G
Proteinfraktionering samt Plasma, serum, urin Elektroforetisk separation Hydrasys Ej tillampligt Ej tillampligt G
bedémning , , p y y ) plg J plig
PSA, fritt Plasma ECLIA Cobas Pro % 1,97/4 8,73/4 |G
0,41/3
PSA Plasma ECLIA Cobas Pro ug/L 4,0/3 G
23/3
PTH Plasma ECLIA Cobas Pro pmol/L 2,69/5 6,59/4 |G
. . . Cobas Pro G
Salicylat Plasma Enzymatisk, fotometri Cobas Pure mmol/L 1,0/3 1,3/2 H, B
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SHBG Plasma ECLIA Cobas Pro nmol/L 19/3 36/3 |G
. Cobas Pro G
T3, fritt Plasma ECLIA Cobas Pure pmol/L 4,2/4 10,6/3 H, B
. Cobas Pro G
T4, fritt Plasma ECLIA Cobas Pure pmol/L 18,0/3 36/4 H, B
Testosteron Plasma ECLIA Cobas Pro nmol/L 4,9/4 31,2/3 |G
Timotej-ak Serum EIA Phadia 250 ku/L 25,73/10 G
TPO-ak Plasma ECLIA Cobas Pro KIE/L 49/9 116/7 |G
TRAK Serum ECLIA Cobas Pro IE/L 3/6 15/3 |G
. . L . Cobas Pro G
Transferrin Plasma Immunkemi, turbidimetri Cobas Pure g/L 2,07/2 2,62/2 H, B
Transglutaminas-ak (IgA) Serum EIA Phadia 250 ku/L 13/8 76/11 |G
Transglutaminas-ak (1gG) Serum EIA Phadia 250 ku/L 42,05/10 G
. . . . Cobas Pro G
Triglycerider Plasma Enzymatisk, fotometri Cobas Pure mmol/L 1,6/3 2,3/3 H, B
Trombocyter Blod Impedansmatning Sysmex XN x10°/L 89/6 221/3 |G,H,B
Trombocyter Blod Fl6descytometri, PLT-F Sysmex XN x10°/L 79/3 240/4 |G, H,B
11/5
Troponin T Plasma ECLIA Egg:i EL?e ng/L 26/3 S B
2928/2 !
Tryptas Serum EIA Phadia 250 ug/L 9,15/6 G
Cobas Pro G
TSH Plasma ECLIA Cobas Pure mIE/L 0,86/3 6,5/3 H, B
. . Cobas Pro G
Urat Plasma Enzymatisk, fotometri Cobas Pure umol/L 327/2 547/2 H, B
Urea Plasma, PD-vatska Enzymatisk, fotometri Cobas Pro mmol/L 5,0/3 13,6/3 G
! y ! Cobas Pure ! ! H,B
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Urea Urin (U-/tU-) Enzymatisk, fotometri Cobas Pro mmol/L, mmol/d 153/4 266/4 G
y ! Cobas Pure ! H,B
Valproat Serum Immunkemi, fotometri Cobas Pro umol/L 407/4 732/3 |G
Vankomycin Serum Immunkemi, fotometri Cobas Pro mg/L 18,4/5 33,9/4 G
Cobas Pure H
Venos och kapillar provtagning  |Blod Ej tillampligt Ej tillampligt Ej tillampligt Ej tillampligt G,H,B,S, L
25-OH Vitamin D Plasma ECLIA Cobas Pro nmol/L 51/7 105/6 |G
Zink Serum Kemisk rgaktlon, Cobas Pure umol/L 15/5 27/4 |B
fotometri
Aggvita-ak Serum EIA Phadia 250 ku/L 6,8/7 G
Ostradiol Plasma ECLIA Cobas Pro pmol/L 1212/3 2504/3 |G
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Datum Revisionsnr Andring
2025-09-08 5 Uppdaterat matosdkerhet for analyser Fenytoin, Karbamazepin och Valproat.
2025-10-06 6 Uppdaterat matosdkerhet fér analys Gentamicin.
Uppdaterat matosdkerhet for analys Tryptas, IgE totalt, DGP-ak (IgG),
Transglutaminas-ak (IgA), a-Cyklisk Citrullinerad Peptid, a-Glomerulart
2025-10-09 7 . . .
basalmembran, a-Myeloperoxidas, a-Proteinas 3, D.pteronyssinus-ak, Kattmjall-ak,
Hundmijall-ak, Aggvita-ak, Komjélk-ak, Timotej-ak, Bjork-ak och Grabo-ak.
2025-11-24 8 Uppdaterat matosdkerhet/nivaer for analyser pa Sysmex XN.
Uppdaterat analysnamn for analyserinom autoimmunitet p.g.a. harmonisering av
2025-12-16 9 benamning utifrdn rekommenderat rapportnamn. Lagt till matosdkerhet for analys

Transglutaminas-ak (IgG).
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