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Volume Exp. Exp.
Components (months) Lot # date
. F171100450
Abnormal Control Plasma 12 vials 30 F171100457 2019-10-11
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HYPHEN BioMed

ZAC Newville Unmveraite - 155 rue dEragny
SA0S0 Mot v O (Fisees

Tel 331344065 -Fax 3313448 7226

ANALYSIS CERTIFICATE

F17004
BIOPHEN ABNORMAL CONTROL PLASMA - #223301 Lot : 00450
F1700457
QC Release : 2017-07-03 Expiration date : 2019-10-11
Analytical data Specifications
1. Within lot reproducibility
N=70 PT= 234 Sec CcV: 1,5 % CV<2%
N=70 APTT = 73,0 Sec CV: 11 % CV<2%
2. Concentration of tested parameters
Parameters Target Value Acceptance range C% { CT sec / Ralio
Factor Vil X (%) 29% 23-35 20-50 %
a2-Antiplasmin (%) 9% 3044 20-50 %
Activity 5% 2042
AT (%) Antigen pde 044 20-50 %
Protein C (%) {chromogenic) 35% 2842 20-50 %
Protein C (%) (clotting) 31% 25-37 20-50 %
Protein S (%) (clotting) 3% 25-37 20-50 %
Free Protein S (%) 33% 2640 20-50 %
Prothrombin (%) 35% 20-42 20-50 %
Factor V (%) 30% 24-36 20-50 %
Factor VIl {%} 29% 23-35 20-50 %
Factor VIII:C (%) 29% 23-35 20-50 %
Factor IX (%) 28% 22-34 20-50 %
Factor X (%) 32% 26-38 20-50 %
Factor X| (%) 28% 20-36 20-50 %
Factor XIl (%) 38% 28-48 20-50 %
Plasminogen (%) % 3349 20-50 %
Fibrinogen (g/L) 1,53 gL 1,22-1,84 >1giL
vWF:Ag (%) 46% 37-55 20-50 %
DWtestlD\_Nconﬁrm 1.01 <12 <1.2
ratio
28,1 25,1-31,1 > 14
PT (sec) (Meth./Supplier) : s sec
Neoplastin
2,55 2,35-2,75 .
INR (PT) STAR/STAGO >1.3
PT (%) Ciplus 20% 23.35 20-50 %
aPTT Low sensitivity to Lupus (sec) 678 59.8.75.6 .
{Meth./Supplier) : STAR/HBM/Cephen LR ! BT 45 sec
aPTT Good sensitivity to Lupus {sec) 513573 e
(Meth./Supplier) : STAR/HBM/Cephen LS 5 25 Indicative Value
3. Aspect
[X] Slightly opalescent to clear Slightly opalescent
lo clear
No coagulum No coagulum
Stable Stable
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HYPHEN BioMed

ZAC Neuville Uriversité - 155 rue d’Eragny
95000 Neuville sur Oise (France)

Tel 331344065-Fax 33134487236

ANALYSIS CERTIFICATE

BIOPHEN ABNORMAL CONTROL PLASMA - #223301 Lot : F1700450
F1700457
QC Release : 2017-07-03 Expiration date : 2019-10-11
Analytical data Specifications
4, Stability of reconstituted reagents
PT APTT PT APTT
CT(sec) A CT(sec)| CT (sec) | A CT(sec) gh at RT 8h at RT
Fresh 27,6 NA 67.2 NA 24h at 2-8°C 24h at 2-8°C
24h/ 2-8°C 28,0 0.4 67.1 0.1 ACT < 1sec A CT < 3sec
8h/RT 27,0 0,6 69,2 2,0
FVIII:C (%) FV (%) Vill:C or V:
% A[C)% % A[C]% 4h at RT
Fresh 26 NA 29 NA 8h at 2-8°C
8h/2-8°C 25 1 27 2 A[C] < 10%
4h IRT 28 2 30 1
) PASSED
(Comments : IN COMPLIANCE
Date: 2017-07-03 QC Manager : S. LECOURT
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HYPHEN BioMed
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95000 Neuville sur Oise (France)
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ENGLISH / FRANGAIS

BIOPHEN ABNORMAL CONTROL PLASMA c €
Abnormal control plasma for coagulation assay quality contro! / Plasma humain anormal pour controle de qualité des tests de coagulation

223301

For in vitro diagnostic use only / Pour diagnostic in vitro exclusivement

F1700450 3 2019-10-11

Acceptance Range /

Parameters / Paramétres Reagents / Réactifs , .
Intervalle d’acceptation
Factor VII+X (%) / Facteur VII+X (%) HEMOCLOT VIi+X 23 -35
BIOPHEN Antithrombin 2.6 28 — 42 tivit
i i - acuvi
AT Ill (Activity or Antigen) (%) / AT il (Activité ou Antigéne) (%) BIg&%’;:E&?’::S_’&’;’_;‘; fRT ( y)
LIAPHEN AT 30 - 44 (antigen)
a2 — Antiplasmin (%) / a2 — Antiplasmine (%) BIOPHEN¢ a2-Antiplasmin LRT 30-44
BIOPHEN Protein C 2.5
Protein C (Chromogenic) (%) / Protéine C (Chromogéne) (%) BIOPHEN Protein C 5
BIOPHEN Protein C LRT 28 -42
Protein C (Clotting) (%) / Protéine C (Coagulante) (%) HEMOCLOT Protein C 25 - 37
Protein S (Clotting) (%) / Protéine S (Coagulante) (%) HEMOCLOT Protein S 25 -37
Free Protein S (Elisa) (%) / Protéine S libre (Elisa) (%) ZYMUTEST FREE PROTEIN S 26 - 40
Prothrombin (Clotting or Chromogenic) (%) / Prothrombine (Coagulante ou Chromogéne) (%) Pro?t:gigﬁNDz;%gﬁT’?;gma 28 - 42
. Factor V Deficient Plasma
Factor V (Clotting) (%) / Facteur V (Coagulante) (%) HEMOCLOT Factor V Reagent 24 - 36
BIOPHEN VIl
Factor VII (Clotting or Chromogenic) (%) / Facteur Vil (Coagulante ou Chromogeéne) (%) Factor Vi Deficient Plasma 23 .35
HEMOCLOT Factor VII reagent
BIOPHEN FVIII.C
Factor VIII:C (Clotting or Chromogenic) (%)} / Facteur VIII:C (Coagulante ou Chromogéne) (%) BIOPHEN FVIIi:C (6) 23.35

Factor VIII:C Deficient Plasma

BIOPHEN Factor IX

Factor IX (Clotting or Chromogenic) (%) / Facteur IX (Coagulante ou Chromogéne) (%) BIOPHEN Factor IX (6) 22.34
Factor IX Deficient Plasma -

BIOPHEN Factor X

Factor X (Clotting or Chromogenic) (%) / Facteur X (Coagulante ou Chromogéne) (%) Factor X Deficient Plasma 26 - 38

Factor XI (Clotting) (%) / Facteur XI (Coagulante ) (%) Factor X! Deficient Plasma 20 - 36

Factor XII (Clotting) (%) / Facteur Xli (Coagulante ) (%) Factor XII Deficient Plasma 28 - 48

. . . BIOPHEN= Plasminogen
0, 0
Plasminogen (Chromogenic) (%) / Plasminogéne (Chromogéne) (%) BIOPHEN Plasminogen (LRT) 33-49
_ - . o . . Fibriphen 1 / Fibriphen 2 / Fibriphen 5 /

Fibrinogen (Activity or Antigen) (g/L) / Fibrinogéne (Activité ou Antigéne) (g/L) LIAPHEN Fibrinogen 1.22-1.84

von Willebrand Factor (Antigen) (%) / Facteur von Willebrand (Antigéne) (%) Liaphen vWF (Ag) 37 -55

(DVVtest / DVVceonfirm) / (DVVtest / DVVconfirm) DVV test / DVV confim <1,2

PT (Sec) / TP (Sec) (Meth/Supplier) / 25.1-31.1
(Méth./Fournisseur.) : ;

INR (PT) / INR (TF) Moo e 2.35-2.75
STAR/ :

PT (%) / TP (%) STAGO/NEOPLASTIN 23 .35

aPTT LR (Sec) / TCA LR (Sec) (Meth/Supplier) / CEPHEN 1/ CEPHEN 2.5/ CEPHEN 5 59.8 — 75.8
(Méth./Foumisseur.) . 4

aPTT LS (indicative) (Sec) / TCA LS (indicatif) (Sec) STAR / HBM/ICEPHEN CEPHEN 1LS/CEPHEN 25 LS 51.3-67.3

'-.-'_.___\_-\-"\-\.

Date of Approval/ Date d'Approbation : 2017-07-03 o @_\

~ L
Quality Control Manager / Responsable Contréle Qualité : S. LECOURT f"’M
el [}
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