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1. '3'61qﬂizaﬂﬁﬂlmmi‘vmaau(purpose of examination)

1.1 ennamamguendonsendie viefisnidon

1.2 UszifiunnuRinunfvestadenisudedveadenly intrinsic pathway leun factor XII, X1, X, IX, VIII,
VIl fibrinogen

1.3 m?ﬁlaﬂmﬂuﬁﬂwmﬁ% unfractionated heparin

1.4 fneitasdeinagdl inhibitor Aetfadunisudsihveadon 1wu factor VIl inhibitor

2. wdnnsuardsnisvestunauilddwiunisnagau (principle and method of procedure used
for examinations)

M3nsaviansuiiveaden ( APTT) Tnewa3es CA-50 agldSnsTanisnseidswesuas (Scatter
Light Detection Method) figanisifinufA3enasysal (End Point) T¥aaue1iaduil 660 nm %o
axninvzUszneusieuasiifinuas (Lisht-emitting diode, LED) &9qrdauadniiu Reaction tube
fiflthemauiu plasma auld uaw Detector anduinsataudeiinszidoonindemudunasias
wnTumuarauieu clot uasileUfitsnisadsdou cot auysaiud mmnduuasiazasi
Lﬂ%'awzLﬁu%@;ﬂamim‘ﬁsmmJaammL%mLLaaﬁﬂwmﬁﬁﬂuamLLamammaLﬁuna’]ﬂgwmhmmﬁmﬁau
clot Tiarysal

3. Anwauzn19UsEaNsn (performance characteristics)

Specific Performance Characteristics

Precision studies using the methodologies listed in this insert show that properly performed
APTT tests should result in a standard deviation (SD) which corresponds to a coefficient of
variation (CV) of less than 4 % in the normal range. In additional clinical studies, duplicate
determinations of an abnormal control plasma (clotting times of approximately 50 seconds)
were performed over a period of 22 days. Results indicate that the APTT should agree within
4 % when performed properly.

. ¥UnF29819 (type of sample) : Plasma
. msm’%awjil'w (patient preparation) - aidl

. UTSLANUDIN1BULHaZaNtANLAS (type of container and additives) : 3.2% Sodium Citrate
tube
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7. Lﬂéaaﬁaqﬂn‘szﬁﬁﬁﬂL‘flul,l,azmil,ﬂﬁ (required equipment and reagents)
7.1 in3osiansufsfvenden su CA-50 nanfawe Sysmex Ussinadiu
7.2 Automatic pipette 50ul, 100ul
7.3 Reaction tube (Cuvette)

7.4 dhemadeu APTT ( Dade®Actin®FS Activated PTT Reagent )
7.5 1hen Cacly

8. AelIndaunazn1IAUANANUABANY (environmental and safety controls )
8.1 AesmugellesuazidenquunruiRnuiedesiunisineuiariinfiienavuiauiniu
AIBE19R5I7

8.2 WngnidiunanveIaIsaususnwauUsEnauredng liasnauiuns sdulaiuR T lnen s

9. YumaunIsaauLiey (calibration procedures)

)~ a A o« . :1' | ° A &
UNTADULVNHULAIDIUDAIUIBU maintenance ?J@QLF"I?@QI@EJ?I'NUiB?]’]Lﬂ'ﬁ@\'ﬂjag 1 A9

10.%’5umau°ua\mszmums (procedural steps)
10.1 LG]‘%EJ&J‘IE’]‘EJ’] (reagent preparation)
Actin FS (@wsultnsaa APTT)
- Buthemdesldam (ready to use) dndedla
- ne@RSd I DAHAULT 2-8 osriwaiioa Tununoigaudraramine

- ANUAIRINAINNUATTINULAIN 2 — 15 DA NTALTYE ANUAIRT 7 TU

Cacl, (@wsuldnsia APTT)

- WuhemSeuldau (ready to use) laifiduayla
- nsangldlaaldnulin 2-8 esrwada JununeigautnavIniie

- ANUAIAINAINNUALTINULAIN 2 — 25 DA aLReE  ANUAIRD 2 LADU

10.2 MSIASENMBE1INTID
10.2.1 T¥ansiudenuda 3.2% Sodium Citrate Solution 1 d@unadidenauld 9 d@u vi1ns
el AuR
10.2.2 Huuen plasma srerusaseu 1500 ¢, 15 uadi
10.2.3 1h plasma #ildvhnmsnageuluaios
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10.3 fupounismagey
10.3.1 Waa3eaiuidn-Unfue wdedazasiadousied (Self test) Aoy dlinupny
Hananale 9 AU “OK” uag Print Out
10.3.2 13039 Warm-up Inglfinan 5-30 unit iilelvigamgiiues Detector Channel uag
incubator Iémuiicialy #io 37 + 0.5 °C ua 37 + 1 °C mudei
10.3.3 \fleirToamnfonsinau wihaeazians Parameter Yadusiaztasnsrain (Detector
Channel) Asi79814

ch3 PTT chd4
ch1 PT ch2

10.3.4 w3putheniiagynsnngou

~hen APTT wawiien Cacl, 9sdoeslu Incubator Aeusgnsion 10 it sniiu
then APTT laimas incubate tiuni 20 wdl

10.3.5 Td ID No. Auld Ty
10.3.5.1 A Select #1199 Main Menu
10.3.5.2 na 2 wtneaglilden 19ns193n (Detector) 1, 2, 3, 39 4 — nALEDN
10.3.5.3 np Enter ninaeaglild ID No. auld - fWusi 1D No. auly
10.3.5.4 na Enter, na Selectiiiopanumtinvaunf

10.3.6 gn Sample adlu Reaction tube AuUSInaiildusas test (fanns79)

U311a4 Plasma way Reacent Nignaaauluwmay test

Parameter Reagent Consumption/Test
APTT Citrate plasma 50 pl
Actin FS 50 pl
Calcium Chloride Solution 50 pl

waz219lu Detector Mdonl34nsdu,na Start 7 Channel tiu >> LED 184
Detector azwasunnamasadudiuns >> nthaevzuanaatuaoendslunis
incubate flouAsULIAN incubate 5 37l asiiBeadyananfouiiold Reacent
APTT : iiiald Actin FS U&7 1a3839zduiian incubate slowaziiionsuiian
incubate U Cacl, WaFIUANIVIUT

Lﬁ@ﬂg’jﬁ%mmwﬁﬁwauﬁam??uqmﬁa NUIIDITUAAINE LWag Print HaDNI
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11.%%umaun'lsﬂ'm@u@mmw (quality control procedures)
111 Lm%mfﬂmmuqm@mmw (Quality control preparation)
11.1.1 Control Plasma N
11.1.1.1 1Jums Lyophilized
11.1.1.2 weeninssisliflgamgivesduna 5 ui

11.1.1.3 aganedotindu 1 ml 19liigangiives 15 wd
11.1.14 mix 4uu invert 5-10 faauthanly
11.1.1.5 auAsin  15-25°%  : 4 Fala
<-20 °c 4 dUan
11.1.2 Control Citrol 2
11.1.2.1 1Juns Lyophilized
11.1.2.2 neenasiislifigamgivesdunm 5 uni

11.1.2.3 avanedaeindu 1 ml 1liigungiivies 15 uni
11.1.2.4 mix WUU invert 5-10 aSeneuthanly
11.1.2.5 anuasia 15-25°% :84alue , 2-8% 16 F3lus
11.2 11591 Internal Quality control
Tun133u Control asvhmssuluiuiisl Test Auld Tneazsu Control Aeunsdu Test Auld
s1eusnvasiulagly control 2 level  lawn Control Plasma N wag Control Citrol 2 wagdl
nstuiinn391 1QC adlunuutuiinuanisaiuauaunmaglunismagay PT/PTT (FM-
LAB-310/00)
11.3 N1597UKa Internal Quality control
11.3.1 Control N : gna1n leflet 1181 control N (A1at Lot 1heiild) Tngldmans system
independent values expect for the systems mentioned before ! (61983910
lnansiifutien control N )
APTT : Dade®Actin®FS

11.3.2 Dade®Ci-Trol®2 : gA197n leflet 1o Ci-trol 2 (i Lot 11e17ild) Tngldinnss
Sysmex®CA/CS (Er98991menansiiutingn Dade®Ci-Trol®2)
APTT : Actin®FS
11.4 owa 1QC lioglunamifisansulsl (out of control) azpsdinmsmanmauazsniuns
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whleliSeusasnaunaziinisnsiadwszvauld wazdesiinsiuinnswAlulukuuduiin
nsunly era 1QC Tdeglunnai (FM-LAB-025) tiveUeariunisiingn

12. YumaunsilIEuLigusEndnewiaeujuanis (Inter-laboratory comparisons)
12.1 1A59n15 Thailand National External Quality Assessment Scheme for Blood

Coagulation (Thailand NEQAS) Ua 3 A53
12.2 Wanavsziuluduluaunasuseaitmaneiivus Trduiinuinsniswile/deetu Tuwuu

TuiinuiAnmsudlunsalua EQA agluinaeininsgiueeusunmnn (FM-LAB-020)

13. #95UN7U (interferences)

13.1 Wzienusuasliivnyas

13.2 diphenylhydantoin, heparin, warfarin, naloxone wag radiographic agent 1aiuavili
f APTT finsnaalaianganitannaduaie

13.3 inhibitors lungu Lupus anticoagulant Hxasen15n3193n

13.4 éﬂﬁﬂmiﬁﬂﬁ hemolysis , Lipemic , Icteric , parenteral feeding TNATUNIUNITATID
AATIN

13.5 auldfidnne Dysfibrinogenemia

13.6 Auldfifien Hematocrit > 55 % (szdeaiinisiuiniiieanyUsinaanstudenuds

13.7 auldfildun1ssnudie Estrogen therapy

13.8 Hirudin %138 &lunga Direct thrombin inhibitors #isefun133nW (therapeutic dose)
anvdsmaviliefingaiald Prolong

13.9 ﬂulﬁﬁlﬁ%mﬁ'ﬂw’lﬁwaﬂumju Lipoglycopeptide antibacterial drugs ( iU oritavancin
130 telavancin ) 8198KNATUNIUNITNTIA APTT

14 wdnnsvesvastunaunsAuInie IR ldnadws saunsineadesefinanaliuiveuveinis
90 (principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)
PTT Ratio = PTT Sample (sec)

Aunfaae PTT (sec)

TneAdnfiadsasmldainaivesauiigunin (good health ) agnstios 30 518 msiAuFaE
INAYBLAZIWARQYN TUTIUIUYIN AU LaININAILIaNIAT normal range 1neld Geomean Tu
n13IMean , SD (SD-LAB-137)

WUBIAR © WFON normal range NnASsTiTinILABY Lot 1hen
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15.9299198 993 mnsaAn1sanaulanieaatin (biological reference intervals or clinical

decision values)

Partial thromboplastin time (PTT) : 25.5 - 32.1 second
RuEA - AUNRDNRSMSIUAsLLUAIRNY Lot e

16.°li’3\‘l17i§'1&1\1'1uwami‘1/|ﬂaaulﬁ (reportable interval of examination results)
APTT : 15 - 180 Jun¥l

17.auuzidhdmunisiansanaadeUsinaulionalsiliaglutaanisda (instructions for

determining quantitative results when a result is not within the measurement

interval)

Error

ANSWA LY

No Coagulation

Coasgulation was not detect
-Repeated Lags189U[a PT w38 APTT > detection time (> 180 3u1¥)
-MFI9EBU reaction tube wdINATIRAElUNUNTT Clot

Coagulation curve

error

Coagulation curve error

-A539d0UYNBUINENT Clot wnneuvsell

Repeat warlignagnnviiae (mavidnalsiaaseatu > 10%) wedosazl
uansnatuly print

Slight coagulation

Detected coagulation reaction is very weak
Hulgranaulduazandednga

% mix sample udatilutiulng

© fuas1afiwin 10 % wanvindudl Sample agdasvoianglvl

© twasnaiuladiiu 10 % waneindunauld (@uldAdu low fibrinogen)
anunsaeanuals

Analysis time over

Coagulation was not completed within the prescribed detection time
-A539d0UYNBUINN1S Clot wnneuvsell
- Repeated Laz31897UNa PT 38 APTT > detection time (> 180 3u1#)

Range over

Result exceed analysis range (AMladunIfiasasinla)
- glmainnnsl
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18.A13ngR/AuSafow/fivunzay (alert/critical values, where appropriate)
Partial thromboplastin time (PTT) > 100 second

19.n3udanan1ndiinvasiesujiinis (laboratory clinical interpretation)

Al PT A1 APTT

COMMON CONDITION PRESENT

Prolonged Normal

-FVII deficiency ( including its inhibitor )
- early oral anticoagulant
- early vitamin K deficiency

- liver disease

Normal Prolonged

-deficiency of intrinsic pathway coagulation factors (FVIII ,
FIX , FXI, FXIl', prekallikrien , HMWK)
- Inhibitor : FVIII inhibitor, Lupus anticoagulant

- von Willibrand‘s disease

Prolonged Prolonged

-deficiency of common pathway coagulation factors (FV,
FX', prothrombin , and fibrinogen )

- warfarin therapy : reduced FVII, FX and FlI

- vitamin K deficiency

- liver disease , 11y DIC

. o : 4o X . i
20. ba9nNN1va9IALUTUTIUND1ANAYU (potential sources of variation)

A519 1Az TUANINAUR

- APTT A50529A51enelu 4 37la9

21. @N&d1581994 (references)

20.1 tonansA1Aung) Dade®Actin®FS Activated PTT Reagent (PI-LAB-045)
20.2 eNEIIAUEIAIUANANAIN Dade®Ci-trol®2  (PI-LAB-046)

20.3 @nasmivasauaNAuAm Control N (PI-LAB-047)
20.4 gilonslfia3es CA-50 (MN-LAB-010)
20.5 tenansizes nesnsIaiansudsinveaden ju CA-50 (MN-LAB-014)
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Uszdinisudlu/muniutenaisannin

FM-LAB-008/00(01/10/2560)

Fowonans. WILAB-045.: 3UATRIW 1509.1139579 Activated Partial Thromboplastin. Time

seviaiealjiinns Tnewdesulassnsid
peHORN

EQAS Coagulation Program Ju lasanis
Thailand National External Quality
Assessment Scheme for Blood
Coagulation (Thailand NEQAS)

o a o | atuuily . §
T/weu/ U P FIUALLDEN 899
AN
11 W.8.62 0 avulsn 7.0.9EJI0IAYYT
1 1.8.63 1 uhlarieaty 3.M.4QI0T ey
15 n.w. 64 2 wAluAun® APTT 270 24.2 — 315 second | 5.0.%4Q905NQYN
i 25.5 - 32.1 second \losandinig
Waey lot veaniien
1 n.0. 66 3 wilaadeil 12 Sumeumsieuiiieu 3NN 03 5Yen
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