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(1) BWAERACHEGEAR, EWBERABRE TR D AR E L TOHREIRI

<KD BRI 5 RBRACMB R %) | g R, G - liEF 0@ P
1 D BE I 2 >

FIZ U EDO VLB ET - ANEE T SH EMBASE # HWWTH®E 217> 7, EMBASE
K E O FENLE AT O CERT — % X —A Pub Med & 7 /N— L TW5, MEBEHMIX
2011 FETOHDE LTz,

“prothrombin complex concentrate” AND “randomized controlled trial”

Result 33

“prothrombin complex concentrate” AND “meta analysis”

Result 11

“prothrombin complex concentrate” AND “systematic review”

Result 17

“prothrombin complex concentrate” AND “controlled clinical trial”

Result 50

EFROBEOBRED S H, A FT7A 25 HEN TV DXk E iz, 7'r ho e
CEERO “GrEEEFFIETIC BT 2 HE R HMEFLBEAFH RO 5N D5 HE TO INR
ORE” AW bDEGIH LT,

<A BT D ER IR R TE >

Pabinger I.,et. al. Prothrombin complex concentrate (Beriplex® P/N) for emergency
anticoagulation reversal: A prospective multinational clinical trial : Journal of
Thrombosis and Haemostasis 2008 6:4 (622-631)

HFR: TrbrnrerEGatk (PCC) 1d, Hie # I v KBk A Uk E IG5 R o0 H1 k[
WHEA HRFR CRIET DI LN TE D,

B R mEBVLER K, Y7 o v b L— g & L7 PCC 2 &7 5 (Beriplex®P/N)
RO PEEREBEOREICEHL TCOAMMELLEEELFMT L2 2ANET 5,
Beriplex®P/N ([ZIZHEEF 1, VI, X, XN TERTaT A C, SBHERFIN TS,

J¥E 0 INR 28 2 B BT, S L0 ESMC INR 2 EFE(LICT 2081 H 5 E
Floxt L, 25, 35 &2 WE 50IU/kg @ PCC ¥ 5 L7z, =2 RARA » ME, PCC & #
H LI RBGE D b=t o 30 23 TO INR IEF{E (<1.3) & L7,
fER 0 43 NOBEITH LTIRE Lz, 30 2%ICiT 93% D - #H 75 INR1.3 LA FIZZIES
iz, 48 WEfl# o INR R, 1.2 205 1.3 ThoTo, AL, 42 ADOEHE (98%)
THMMESH Y (very good or satisfactory) &H|rZ 7=, PCC ARG T 0 Ltz
BELEEMRE LTIEBMED BEOMERIEN 1 fl5bit,
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fiiam : PCCIZ X 27AMIE. BARFICK T 2 HEEREOFHSCNRIZBIEICHENH -7,

< HARIZET 5 KRR >
YL

(2) Peer-reviewed journal D#aFL, A & « 7 U > R EDOHRE RN

1) Makris M. et. al. Emergency oral anticoagulant reversal: The relative efficacy of
infusions of fresh frozen plasma and clotting factor concentrate on correction of the
coagulopathy. Thrombosis and Haemostasis 1997 77:3 (477-480)

INT 7 VAR T O MIIZEBIER R EHHE L 2D 5 D7, WA kEEREE O &1
FEETHL, 7nbur e EHEEPCORM (294) & FFPRE (124) Z Lzl
25, FFP &5 IT INR Z5%ERICRIETE o725, PCCHTIX 284 TINR OEIE
WARETH -7z, O & XY PCCIERE N PLEEEIRIEEA TR VT, INR ORIEICEL
TIRBIRIBIRIETH D Z L RBIN TN D,

2) Huttner HB,et al. Hematoma growth and outcome in treated neurocritical care
patients with intracerebral hemorrhage related to oral anticoagulant therapy :
comparison of acute treatment strategies using vitamin K, fresh frozen plasma, and
prothrombin complex concentrates. Stroke 2006 ; 37 : 1465-1470

7'a her e EEREPCOIIZ L DIEHIL, FFP L4 I v K OEEICH X TlED
PERZ B Lo, Z 01 PCC MHCZ INR O R IEEITH 2 ERE L TWD LR
BT 5,

3) Leissinger CA, et al. Role of prothrombin complex concentrates in reversing
warfarin anticoagulation: a review of the literature. Am J Hematol. 2008;83:137-143.

U7 7 U AARRICE LT, RSB R 2 B 28T & 72 0 | BMARFICITE 272 INR
DREENMLETH D, v brr e HEREPCOIE FFP &L L T, INR OB 72
RIECHRNTHD ZENRSNELMBIEOHEEROY X7 RN LRI
W5,

4) Demeyere R. et. al. Comparison of fresh frozen plasma and prothrombin complex
concentrate for the reversal of oral anticoagulants in patients undergoing
cardiopulmonary bypass surgery: A randomized study. Vox Sanguinis 2010 99:3
(251-260)

7ubhu v EHAEKRPCC) L FFP IHtEERELZREET 2010 biLd, LIEF
Mia= T BFHF 40 4 Z %R PCC & FFP 2% 5 LR L Tl L 72, #5%. PCC #
HREIL FFP BE L i L T2 72 INR O EZNVRD & o 7o, ZaMEIZ 20 TiE FFP B
TU—=V U TEIRN 20 B o7, WL bERIEHTEL, 202 & LY PCCIEEE
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WL INR Z R IEL, IEMZRICHEETHZENRBINT NS,

5) Van Ryn J. et. al. Dabigatran etexilate - A novel, reversible, oral direct thrombin
inhibitor: Interpretation of coagulation assays and reversal of anticoagulant activity.
Thrombosis and Haemostasis 2010 103:6 (1116-1127)

PL b r > v 3D Dabigatran {BEFICE T 2 B3 EHHIMOFRIZIX, 72 hr B &
HHEPCODHREEZBET L LORLE»H D,

(3) #REF~OFEERIERK E L TORHEIRT

<M BT D HHEFEF >

1) ”Stroke” the fifth edition, Mohr JP et al. edited, Elsevier, 2011

U7 7 U PFRETOHENHM TIX., % I KRR, FXEFEGER, b
LB FHEZHEAFEVIR FRA DK EP/HER S LTV D,
<HARIZBIT 58P EF>

1)

(4) ZFRFHAEEOBHEA A BT A > ~OFesikit

<WINZBT DA R A E>

1) The Pharmacology and Management of the Vitamin K Antagonists : The Seventh ACCP
Conference on Antithrombotic and Thrombolytic Therapy (Chest 2004;126;204S-233S)
(p,213) Recommendation ™I Table 6 - Recommendations for Managing Elevated INRs or
Bleeding in Patients Receiving VKA DOIHBIZEE#HH Y,
Serious bleeding at any elevation of INR D&

Hold warfarin therapy and give vitamin K1 (10 mg by slow IV infusion), supplemented with

fresh plasma or prothrombin complex concentrate, depending on the urgency of the situation;

recombinant factor Vlla may be considered as alternative to prothrombin complex concentrate;

vitamin K1 can be repeated every 12 h (Grade 1C)

Life-threatening bleeding D&
Hold warfarin therapy and give prothrombin complex concentrate supplemented with vitamin K1

(10 mg by slow 1V infusion); recombinant factor Vlla may be considered as alternative to

prothrombin complex concentrate; repeat if necessary, depending on INR (Grade 1C)

2) Warfarin Reversal Consensus Group. Warfarin reversal: consensus guidelines, on behalf of the
Australasian Society of Thromb Haemost. (Med J Aust. 2004;181:492— 497.) #® BOX3.
“Guidelines for the management of an elevated international normalised ratio (INR) in adult
patients with or without bleeding” ®TH H IZFE#i H Y

Any clinically significant bleeding where warfarin-induced coagulopathy is considered a

contributing factor O34 .
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- Cease warfarin therapy, give 5.0-10.0 mqg vitamin K1 intravenously, as well as
Prothrombinex-HT (25-50 1U/kqg) and fresh frozen plasma (150-300 mL), assess patient
continuously until INR < 5.0, and bleeding stops
Or

- If fresh frozen plasma is unavailable, cease warfarin therapy, give 5.0-10.0 mg

vitamin K1 intravenously, and Prothrombinex-HT (25-50 IU/kg), assess patient

continuously until INR < 5.0, and bleeding stops.
Or
« If Prothrombinex-HT is unavailable, cease warfarin therapy, give 5.0-10.0 mg

vitamin K1 intravenously, and 10-15 mI./kg of fresh frozen plasma, assess patient
continuously until INR < 5.0, and bleeding stops

3) AHA/ASA Guideline " Guidelines for the Management of Spontaneous Intracerebral
Hemorrhage” ™' @ Medical Treatment for ICH 1@ “Hemostasis/Antiplatelets/Deep Vein
Thrombosis Prophylaxis Underlying hemostatic abnormalities” ®IHHIZFR#HbH Y,
Recommendations

1. Patients with a severe coagulation factor deficiency or severe thrombocytopenia
should receive appropriate factor replacement therapy or platelets, respectively
(Class I; Level of Evidence: C).

2. Patients with ICH whose INR is elevated due to OACs should have their warfarin
withheld, receive therapy to replace vitamin K—dependent factors and correct the
INR, and receive intravenous vitamin K (Class I; Level of Evidence: C). PCCs have

not shown improved outcome compared with FFP but may have fewer complications

compared with FFP and are reasonable to consider as an alternative to FFP (Class

IIa; Level of Evidence: B). rFVIIa does not replace all clotting factors, and although

the INR may be lowered, clotting may not be restored in vivo; therefore, rFVIIa is not
routinely recommended as a sole agent for OAC reversal in ICH (Class III; Level of
Evidence: C).

4) Guidelines on oral anticoagulation with warfarin — fourth edition (British Journal
of Haematology 2011 154:3 (311-324) ) OIH A IZF#H Y,

5. Management of bleeding and of high INR in the absence of bleeding
Recommendation

- All hospitals managing patients on warfarin should stock a licensed four-factor

prothrombin complex concentrate (1C).

- Emergency anticoagulation reversal in patients with major bleeding should be with

25-50 u/kg four-factor prothrombin complex concentrate and 5 mg intravenous
vitamin K (1B).

Recombinant factor VIIa is not recommended for emergency anticoagulation

11
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reversal (1B).

- Fresh frozen plasma produces suboptimal anticoagulation reversal and should only

be used if prothrombin complex concentrate is not available (1C).

<HRIZBITDHA T A %>
TrhrrErEARD L IFEERE MREFRBXE FEARRA L L TERO S D
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2) PEBRAIE BT D HUEEE - HUi/NRIEIEICBE T2 04 K7 4 > (2009 FGTHR)
(AARPEERA =
H LA S PRHE ~ DO X & LT
77 ZX1a
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BFLAZRTLEOO, it b REEFXAFESERRA L 2 I v K &S,

(5) BEHNEITHR DA TORKRBERERE X OREARMEHERE (5L (1) LA
) 1lzHoWnWTC

1) #4871
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(6) it (1) »b (5) ZEEXTZEEADZYPEITHONT
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<HEEME - AEICOWVWT>

WE 1A 200~1200 HAL Z ERNICRERF IR T 5, HEIE, FE - RIS U T
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AZRETIE 256~50IU/kg TOHETOAREZITTVD,
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ANBESGOHERARREEE LB EZ CTRET LI ENBYTHD EE XD,

<GRINLE ST I oV T >
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. AR AR BT D ARFI DML E ST IZoW TR, B AR BE 5 0 IR R A
HAEAMEZ CHMT A ENEYTHD EEZ D,

4. BT _RERBOMBELE F 0 HIER

1) BHHECHONWTIEERAMTHD EBE D0, B/ E INR OBEEN RS20, AR
BT DR G B R OV VDSt AN LB,

5. 5

< Z D h >
1)
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Pabinger I.,et. al. Prothrombin complex concentrate (Beriplex® P/N) for emergency
anticoagulation reversal: A prospective multinational clinical trial : Journal of
Thrombosis and Haemostasis 2008 6:4 (622-631)
(2) Peer-reviewed journal DR, A& « 77 U v AEDHRERI
1) Makris, M. et. al. Emergencyoral anticoagulant reversal: the relativeefficacy of
infusions of fresh frozen plasma andclotting factor concentrate on correction of
thecoagulopathy. Thrombosis and Haemostasis, 1997 77(477—-480)
2) Huttner HB,et al. Hematoma growth and outcome in treated neurocritical care
patients with intracerebral hemorrhage related to oral anticoagulant therapy :
comparison of acute treatment strategies using vitamin K, fresh frozen plasma, and
prothrombin complex concentrates. Stroke 2006 ; 37 : 1465-1470
3) Leissinger CA, et al. Role of prothrombin complex concentrates in reversing
warfarin anticoagulation: a review of the literature. Am J Hematol. 2008;83:137-143.
4) Demeyere R. et. al. Comparison of fresh frozen plasma and prothrombin complex
concentrate for the reversal of oral anticoagulants in patients undergoing
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