PRADAXA® (Dabigatran Etexilate)

HU GNG DAN ké toa

Cac khuyén nghi chi @& cap dén cac chi dan:
Phong ngutia dét quy & bénh nhan rung nhi
diéu tri huyét khdéi tinh mach sau (DVT) va tdc mach phéi (PE),
va phong nglfa tdi phat DVT va PE & ngu di 18n (DVT/PE)

HU éng dan ndy du a ra cac khuyén nghi vé viéc sd dung PRADAXA® nham gidm
thiéu nguy cd chdy mau

Hinh thic va ndéi dung cla tai liéu hu dng dan ké dd n nay da du gc BO Y té cap nhat va
phé duyét vao thang 6 nam 2020.

~\ Boehri
1 tngelheim. Pradaxa

dabigatran etexlate
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NOI DUNG

3 Théng tin quan trong tru éc khi bit diu diéu tri
3 chi dinh

3 chéng chi dinh

4 Lidu 1u dng

9 Nhém bénh nhan dic biét cé nguy co chdy mau cao
11 Quan 1y chu phdu

13 Xét nghiém déng mdu va gidi thich ching

14 Qua liéu

14 XU tri bién ching chdy mau

15 Thé Thdéng tin An toan Bénh nhan PRADAXA® va tu véan

pé biét théng tin ddy du vé thubc, vui long tham khdo Théng tin ké dd n clia PRADAXA® (Dabigatran Etexilate).l
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THONG TIN QUAN TRONG TRU 6C KHI BAT DPAU PIEU TRI

’ Cin danh giad chdc nang than tru éc khi bdt diu didu tri va trong qua trinh didu tri.

> Bénh nhan phai du dc canh bio vé& viéc sd dung khong kiém soat cac loai thubc khong ké do n, dac biét 1la NSAID, co6 thé
lam suy gidm chdic nang than. Trong

P> truong hop xudt huyét tidu héa tién trién (non mifa xuét huyét, ho ra méu, chdy méu tryc trang), hdy nging didu tri
va chuyén bénh nhan dén phong cdp cdu. PRADAXAe c6 thé din dén chdy mau nghiém trong va trong mot sé it tru dng hop
tham chi gay t vong Bénh nhan dung ddng thdi PRADAXAe va thubc chéng tiéu cdu

> nhu Aspirin hodc Clopidogrel ("liéu phap kép") hoac két hgp ca hai loai thubc ("liéu phap ba thubc" ), nhu mot

phu 6 ng phap didu tri phong ngifa bénh tim mach vanh, cin du gc theo doi chat ché vé mat 1am sang

' cHi DINH O phinh mach mau hodc cac bat thu dng 16n vé mach
) mau ndéi so hodc ndi so

+ Phong nglla dét quy va thuyén tic hé théng & bénh nhan tru dng

Didu tri ddng thdi vdi bat ky thubc chbng
thanh bi rung nhi khéng do bénh van tim déng mau nao khac, vi du:
. pidu tri DVT va PE, va phong ngla (¢}

DVT/PE tai phadt & ngu i 16n

heparin khong phan doan (UFH)

O heparin trong 1u gng phan td thdp (enoxaparin,

dalteparin, v.v.)

CHONG CHI DINH O dan xudt heparin (fondaparinux, v.v.)

+ Qua min cdm v&i hoat chdt hodc véi bat ky ta du gc nao thudc chong déng du dng uong (warfarin,

rivaroxaban, apixaban, v.v.)

A A A < . Ngoai tril t hiing tru dng hg thé. Pay 1a nhi
+ Bénh nhan suy than ndng (CrCL < 30 mL/phut) goat it trong nhtng Il ehg nop cu The. Bay 2a nhing
N 1iéu phap chong déng mau chuyén doi, khi UFH du gc dung &
+ Pang chdy mdu dang ké vé mat 1lam sang N N . 2 .
, . . . liéu can thiét dé duy tri ong théng tinh mach hodc dong
+ Ton thu o hodc tinh t , néu du g i la yéu to o . < . > .
on n:g 0d¢ tinh trang, ned . oc cot a’yeu 0‘ nguy mach trung tam md hodc khi UFH du dc sU dung trong qua
d da ké ga ha 3 ang. bié 3 6 thé b om: : £ £ 2 N
¢ ang KE gay chay mau nang. Pieu nay co the bao gom trinh cat dot qua ong thong dé diéu tri rung dong mach.
le) 2 N s A 3 s A s = A a ,
loét du ong tiéu hdéa hién tai hodc gan day . Suy gan hodc bénh gan dy kién s&

O sy hién dién cta khdéi u &c tinh c6 nguy cd chay mau cao c6 anh hu éng gi dén su séng con

.« pidu tri dBng thdi véi cac thubc manh sau
O chj 3 3c cot sb in d3 . .
chan thidng ndo hodc cot song gan day Thuéc Uc ché P-gp: ketoconazole toan than, cyclosporine,

O phdu thuat ndo, cot sbng hodc nhan khoa gan day itraconazole, dronedarone va phdi hgp lidu cé dinh
O xult huyét néi so gén day glecaprevir/pibrentasvir
O gian tinh mach thyc quan d3 biét hoac nghi ngd + Van tim nhan tao can didu tri chbng déng mau

o di dang dong tinh mach


laptop
Typewriter
https://healthyungthu.com/shop/

https://healthyungthu.com/shop/

Machine Translated by Google

||°||||I|||I| T | e ey V| (IS N R (| (S S I S | S S (R G
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~ s
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Sy — -
(
Lidu khuyén céo

Phong nglia dot quy va thuyén tic hé théng & bénh nhan 300 mg PRADAXA® ubng mot vién nang 150 mg hai 1an
tru dng thanh bi rung nhi khéng do bénh van tim mdi ngay

piéu tri huyét khdi tinh mach sau (DVT) va thuyén téc phéi 300 mg PRADAXA® ubng du ¢i dang mdt vién nang 150

(PE), phong nglia tai phat DVT va PE & ngu &i 16n (DVT/PE) mg hai 1an mdi ngay sau khi didu tri bdng thubc chéng

dong mau du dng tiém trong it nhdt 5 ngay

00

Sy déi dai Ding lai sau Bit diu
PRADAXA®

véi thubc chéng > 5 ngay
dong du ong tiém
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" PRADAXA®

Liéu thdp hd n

]

_ . I
pAC BIET I
1

\

~ £ \ X R LA
DAN SO* 11@0mg HAI LAN HANG NGAY
A Y 4

(
Lidu khuyén cédo
Khuyén cao giadm 1liéu
) Lidu hang ngay 220 mg PRADAXAe udng
* Bénh nhan >80 tudi < Bénh R .
du ¢i dang mét vién nang 110 mg hai 1lan méi ngay
nhan dung ddng thdi verapamil
Giam 1idu dé xem xét
- Bénh nhan tif 75-80 tudi
Nén chon 1idu PRADAXA® hang ngay 13 300 mg hoic 220
+ Bénh nhan suy than mic d6 trung binh . . . R
mg tuy theo tiing ca nhan.
(CxCL 30-50 mL/min) danh gia nguy cd huyét khéi va
« Bénh nhén viém da day, viém thyc quan hodc nguy cd chdy mau
trao ngu dgc da day thuc quan
+ Nhiing bénh nhan khac cé nguy cd chdy mau cao hon
N

* Phong ngifa dét quy trong rung nhi, didu tri DVT va PE, phong ngifa DVT va PE tai phat
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Thoi gian sU dung

-

chi dinh Thoi gian sd dung

SPA

Can tiép tuc didu tri lau dai

DVT/PE

Théi gian qiéu tri nén du gc cd nhén hoéa sau khi

danh gid can than 1gi ich diéu tri va nguy cd

chdy mau. Thdi gian didu tri ngdn (it nhdt 3 thang) nén
dya trén cac yéu td nguy cd thoang qua (vi du nhu

phiu thuat gan day, chdn thu d ng, bt dong) va thoi
gian dai ho n nén dya trén cac yéu té nguy cd vinh vién
hodc DVT hodc PE v6 can

) Khuyén céo do chiic ndng than &
\ tdt ca bénh nhan

+ Nén danh giad chic ning than bang cach tinh d& thanh
thadi creatinine (CrCL) béng phu d ng phap Cockcroft-
Gault* tru 6c khi b&t ddu didu tri bdng PRADAXAe dé
loai txU nhiing bénh nhan bi suy than nang (tdc la
CrCL < 30 mL/phuat).

(C6 chdng chi dinh ké dd n thubc cho nhiing bénh nhan nay).

+ Chlc nang than cing cin du gc danh giad khi nghi ngd c6
sy suy gidm chdc nang than trong qua trinh didu tri
(vi du nhu gidm thé tich mau, mit nu dc va trong tru dng
hdp st dung dong thdi mot sé san phdm thubc). Ngoai ra,
d bénh nhan cao tudi (> 75 tuéi) hodc bénh nhan suy than,
nén danh gia chlc nang than it nhit mdi nam mot 1an.

Cong thuc Cockcroft-Gault*

Péi véi creatinine tinh bang mg/dL:

(140 tubi [nam]) x can nang [kg] (x

0,85 néu 1a ni)

72 x creatinine huyét thanh [mg/dL]

P6i véi creatinine tinh bang pmol/L:

1,23 x (140 tubi [nam]) x trong 1u ong [kg]
(x 0,85 néu 1a nil)

creatinine huyét thanh [pmol/L]
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Chuyén ddi

Pidu tri PRADAXA® bing thubc chdng dong mau qua du dng tiém

Nén dgi 12 gid sau liéu cudi cing tru 8c khi chuyén tif PRADAXA® sang thudc chdng déng mau
du ong tiém.

0> ®°0

Liéu cubi cung cla bgi 12h B4t du dung thubc
PRADAXA® chéng déng mau
du dng tiém va ding PRADAXA®

Thubdc chdng déng mau du dng tiém PRADAXA®

Nén ngiing ding thubc chbéng déng mau du dng tiém va nén bt ddu PRADAXAe 0-2 gid tru éc khi
ding 1iéu tiép theo clia liéu phap thay thé&, hoic tai thoi didm ngiing thubc trong tru dng hgp didu
tri 1lién tuc (vi dy: Heparin khéng phan doan tiém tinh mach (UFH). )).

0> 0’

Tru dc B4t diu PRADAXA® 0-2 gid Khong tiém ding
ngodt du tng tieu héa tru éc khi ding 1iéu thubc chbng 1iéu 1u gng
thubc khang déng dong du dng tiém tiép theo thubc khang déng
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p
biéu tri PRADAXA® vdi chat doéi khang Vitamin K (VKA)
Thoi gian bét dau ding VKA nén du gc diéu chinh dya trén CrCL nhu sau: -
CrCL = 50 mL/phdt, bdt ddu VKA 3 ngay tru éc khi ngiing PRADAXA® « CrCL
> 30- < 50 mL/phat, bt diu VKA 2 ngay tru 6c khi ngiing PRADAXA®
PRADAXA® Bt dau bing 108 Tip tuc
VKA, tiép tuc ngay thil 3t de PRADAXA® VKA
PRADAXA® CxCL = 50
1 mL/min
J ngayt2u éc
crclL > 30
- < 50 mL/min
Vi PRADAXA® c6 thé tac dong dén Ty 1& chudn héa qubc té (INR), INR s& phan anh tét hon tac dung cda VKA chi
sau khi ngling PRADAXA® it nhit 2 ngdy. Cho dén lic d6, gia tri INR cdn du dc giadi thich mdt cach than trong.
\
7
VKA tdi PRADAXA®
VKA nén ding lai. C6 th& ding PRADAXA® ngay khi INR < 2,0.
VKA bing 121 Khi B4t diu PRADAXA®
PRADAXA® INR < 2,0
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. Chuyén nhip tim

Bénh nhan bi rung nhi khéng do bénh van tim du gc diéu tri aé phong ngtla dét quy
va téc mach hé théng c6 thé duy tri PRADAXA® trong khi chuyén nhip tim.

. €4t bd bng thong cho rung nhi

C6 thé tién hanh c&t bd qua éng théng & bénh nhan SPAF dildu tri PRADAXA® 150 mg hai 13n mdi ngay.
Viéc diéu tri PRADAXA® khéng can phai gian doan.

Khong cé dif 1iéu vé didu tri PRADAXA® 110 mg hai 1an mdi ngay.

. Can thiép mach vanh qua da (PCI) c6 dat stent

Bénh nhan SPAF bi rung nhi khéng do bénh van tim du ¢gc thyc hién PCI cé dat stent cé thé du dc didu
tri bing PRADAXA® két hop vdi thubc khang tidu cdu sau khi cdm mau du gc.

Phu d ng phéap diéu tri
PRADAXA® du gc diing bang du dng udng.

.+ C6 thé udng vién nang cung hodc khéng cung thdc &n. Nén nubt cad vién PRADAXAe vdi mot cdc
nu gc dé dé dang du a thubc vao da day.

+ Khong bé, nhai hodc 18y vién ra khéi vién nang vi didu nay cé thé 1lam tang nguy co chdy mau.

BENH NHAN DAC BIET CO NGUY CO CHAY MAU CAO HO N

Bénh nhé&n c6 nguy cd chdy mau cao (xem Bang 1) nén du gc theo doi chat ché cac d4u hiéu hoac triéu ching

chdy mau hodc thiéu mau, dac biét néu két hgp cac yéu té nguy co . Su gidm huyét sic td va/hoic hematocrit hodc huyét
ap khong gidi thich du gc s& din dén viéc tim kiém vi tri chdy mau. Viéc didu chinh 1iéu nén du gc quyét dinh theo
quyét dinh clia bac si, sau khi danh gid 1g¢i ich va r0i ro tiém &n ddi véi ting bénh nhan (xem & trén).

Xét nghiém dong mau (xem phdn Xét nghiém déng mau va giai thich chdng) cé thé gilp xac dinh nhiing bénh nhéan cé

nguy cd chdy méu cao hon do phd i nhiém PRADAXA® qud mic. Khi x&c dinh phd i nhiém PRADAXA® qué mic & nhiing bénh
nhan c6 nguy cd chdy mau cao, nén ding 1iéu 220 mg du 6i dang mdt vién nang 110 mg hai 1an mdi ngay. Khi xdy ra chay
mau lién quan dén 1am sang, nén ngiing diéu tri.

PRADAXA® chi nén du gc ké do n trong tru ong hgp 1gi ich vu gt qud rli ro va du dgc gidm sat 1lam sang chat

ché trong sudt thdi gian didu tri. P6i vdi cac tinh hudng chdy mau de doa tinh mang hoic khéng kiém soat du oc,

khi cin dado ngu gc nhanh chéng tac dung chéng déng mau cla dabigatran, thi cé s&n thubc héa gidi dac hiéu

(PRAXBIND®, Idarucizumab).9
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Bang 1: Cac yéu td nguy cd xudt huyét*

Cac yéu té du gc dong hoc va dong hoc Tubi =75

Cac yéu td lam tang ndng do dabigatran trong huyét tu d ng Lén lao:
+ Suy than vua phai
* (30-50 mL/min CrCL)t
+ Thubc dc ché P-gpt manh (xem phan Chéng chi dinh)
- Dung ddng thdi thudc Uc ché P-gp tU nhe dén trung binh
(vi du amiodarone, verapamil, quinidine va ticagrelor)

Nou & vi thanh nién:

. Trong 1u gng co thé thdp (<50 kg)

Tu @ ng tac du dc luc hoc + Axit acetylsalicylic va tidu clu khac
thudc dc ché téng hdp nhu Clopidogrel
* NSAID
* SSRI hodc SNRIt

+ Cac san pham thubc khac c6 thé 1am gidm khd ning

cam mau
Bénh/thli thudt c6 nguy cd xudt huyét . R6i loan déng mau bam sinh hodc mic phai
dac biét . Gidm tiéu cdu hodc khiém khuyét chic ndng tidu ciu

+ Viém thyc quan, viém da day, trao ngu dgc da day thuc quan
+ Sinh thiét gan day, chdn thu d ng ning

+ Viém néi tam mac do vi khuan

*pSi véi nhém bénh nhan dic biét cdn gidm 1iéu, xem phadn Lidu 1u gng.

t CxCL: PO thanh thai creatinin; P-gp: P-glycoprotein; SSRIs: chat (c ché tai hép thu serotonin cé chon loc; SNRI: chat (ic ché tai hdp thu serotonin norepinephrine.
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UM QUAN LY CHUYEN MON

Phiu thudt va can thiép Nhiing bénh

nhan dung PRADAXA® trdi qua phdu thuat hodc cac tha thuat xam 1&n cé nguy cd chay mau cao hd n.

Do d6, cac bién phap can thiép phiu thuat cé thé yéu ciu ngling PRADAXA® tam thoi

D6 thanh thai PRADAXA® & bénh nhan suy than cé thé mdt nhilu thdi gian ho n. Didu nay nén du gc xem xét tru dc
khi thyc hién b&t ky thd tuc nao.

Phau thuat CéF’ clu hoac Nén tam diing PRADAXA® . Khi can ddo ngu gc nhanh tac dung chéng déng mau

5 2 z clia PRADAXA®, hién c6é s&n thubc hoa gidi dac hiéu (PRAXBIND® , Idarucizumab)

thd tuc khan cap L. L o ; ) .
d0i vdi PRADAXA®.9 Viéc dao ngu dc 1liéu phap dabigatran khién

bénh nhan c6 nguy cd huyét khéi do bénh 1y cé tif tru dc. C6 thé bit dau

lai didu tri PRADAXA® 24 gid sau khi dung PRAXBIND® (Idarucizumab), néu bénh

nhan dn dinh vé& mit 1am sang va di dat du ¢c khd ning cam mau ddy da.

Phau thudt/can thiép Nén tam diing PRADAXA® .
ban cép tinh Néu cé\thé,lnén tri hqén pqéu thuat/can thiép cho dén it nhat 12 gid
sau 1iéu cubi cung. Néu phau thudt khong thé tri hodn thi nguy cd chay
mau cé thé tang 1én. Nguy cd chay mau nay cdn du gc can nhéc vdi mic d6
khdn cép cda sy can thiép.

(Déi vEi chuyén nhip tim, xem & trén).

Lya chon pthJ thuat Néu c6 thé, nén ngiing PRADAXA® it nhat 24 gid tru dc khi tién hanh cac tha
thuat xam 1&n hodc phdu thuat. @ nhiing bénh nhan cé nguy cd chay mau cao
ho n hodc dang trong cudc dai phdu cdn cdm mau hoan toan, hay can nhic
ngling PRADAXA® 2-4 ngdy tru dc khi phdu thuat.

(P& biét cac quy tdc ngung sd dung, xem Bang 2).
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hubc tru dc khi hién thd thuat xam 14n hoac p

Chdc nang than Nifa doi u Gc tinh Diing PRADAXA®

(CxCL mL/min) (gi®) tru dc khi phdu thuat tu chon

Nguy cd chay mau cao ROi ro tiéu chudn
hodc phau thuat 16n

=80 13 2 ngay tru dc 24 gid tru dc
250 - <80 15 2-3 ngay tru 6c 1-2 ngay tru &c
230 - <50 ~18 2-3 ngay tru d&c

4 ngay tru dc
(>48 gid)

Gay té tuy sdng/gdy té ngoai mang cing/choc do that 1u ng

Nguy co tu mau tly séng hodc ngoai mang cdng c6 thé ting 1én trong tru dng hgp chan thu ¢ ng hodc bi thing nhidu 1an va
do st dung 6ng théng ngoai mang clng kéo dai. Sau khi thdo 6ng théng, phdi mdt it nhit 2 gid tru dc khi dung liéu

PRADAXAe dau tién . Nhilng bénh nhan nay can du gc theo déi thu dng xuyén dé

phat hién cac diu hiéu va triéu ching thadn kinh cda tu mau tdy séng hodc ngoai mang cung.
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"' KIEM TRA DONG LANH VA GIAI THICH cUA CHUNG
Piéu tri PRADAXA® khdong can theo doi 1am sang

thu dng quy.3,4

Trong tru dng hdp nghi ngd qua 1idu hodc & nhiing bénh
nhan du gc didu tri bang PRADAXA® nhap vién clp cdu, c6

thé nén danh gia tinh trang chéng déng mau.

« Ty 1é chudn héa quéc té (INR)
Xét nghiém INR khéng dang tin cdy & bénh nhan ding PRADAXA®

va khéng nén thyc hién.

* Thdi gian Thromboplastin ting phén du dc kich hoat (aPTT)
Xét nghiém aPTT cung cép ddu hiéu gan dung vé& tinh trang
chéng dong mau vdi PRADAXA®
nhu ng khéng phu hgp dé dinh 1u dng chinh xac tac dung

chéng déng mau.

Bang 3: Ngu dng xét nghiém déng mdu & mic day

* Thoi gian pha lodng Thrombin (dTT), Thoi gian

Thrombin (TT), Thdi gian déng mau Ecarin (ECT)

C6 mdi tu d ng quan chat ché gitta PRADAXAe huyét tu o ng
néng dé va mic dé tac dung chéng dong mau.1,2 pé do dinh 1u gng n6ng

do PRADAXA® trong huyét tu o ng, mot sd xét nghiém hiéu chuén dabigatran
dya trén dTT da du dc phat trién.5-8 Mot phép do TT pha lodng 1 (dTT)

>200 ng/mL ndng d dabigatran trong huyét tu o ng

trd 6c khi dung san phdm thubc tiép theo c6 thé di kem véi nguy co chdy
mau cao hd n.1 K&t qua do dTT binh thu dng cho thdy PRADAXA® khdong

c6 tac dung chéng dong mau lién quan dén 1am sang

Thoi gian Thrombin (TT) va Thdi gian déng mau Ecarin (ECT) cé
thé cung cép théng tin hiu ich, nhu ng cac xét nghiém chu a

du gc tiéu chudn héa.2

(tUc 1a tru dc 1an dung thudc tiép

theo) c6 thé 1ién quan dén viéc tang nguy cd chay mau.

Xin 1luu y: trong 2-3 ngay dau sau phdu thuat, cé thé phat hién ra cac bién

phép kéo dai sai 14m.2,3

dTT [ng/mL]

ECT [x gép gidi han trén cta mdc binh thu dng]

aPTT [gép x gidi han trén cla mic binh thu dng]

INR

> 200

> 3

Khéng nén thuyc hién

Thdi didm: Cac théng sb chéng déng mau phu thudc vao thdi diém 1y mdu mau so véi thoi diém dung lidu tru 8c
d6. M3u mau du gc 14y 2 gid sau khi ubng PRADAXAe (~mic cao nhit) sé& c6 két quad khac (cao hd n) trong tat

cad cac xét nghiém déng mau so vdi miu mau du gc 1y 10-16 gid (mic thap nhat) sau khi ubng ciing mot 1iéu 1u ong.


laptop
Typewriter
https://healthyungthu.com/shop/

https://healthyungthu.com/shop/

Machine Translated by Google

https://healthyungthu.com/shop/

QUA LIEU1,2

Trong tru dng hgp nghi ngd qua 1idu, xét nghiém
déng mau coé thé giup danh gid tinh trang déng mau.
Thubc chéng déng mau qua mic cé thé phdi ngling PRADAXAe
. Vi PRADAXA® du dgc bai tiét chi yéu qua du dng
than nén phadi duy tri dd 1u gng nu dc tidu.

Vi kha ning 1ién két vdi protein thép nén PRADAXA® c6 thé du dc
thadm téach; kinh nghiém 1am sang dé chdng minh tinh hilu ich cla

phu d ng phap nay trong cac nghién ctu 14m sang con han ché.

Qua 1idu PRADAXA® c6 thé din dén xudt huyét. Trong

tru dng hgp cé bién ching xudt huyét, phadi nging diéu tri
va didu tra ngudn chdy mau (xem phan Xd tri bién ching
chdy mau). Cac bién phap hd trg chung nhu ding than
hoat bang du dng udng cé thé du dc xem xét dé lam giam

sy hép thu dabigatran.

XU LY CHAY MAU
BIEN CHUNG1,2,9

pbi vdi cac tinh hudng cdn ddo ngu gc nhanh chéng tac dung
chéng dong mau clia PRADAXA® (chdy mau de doa tinh

mang hodc khong kidm soat du dc hoac phdu thuat cép cdu/
thd tuc khdn cép) c6 sdn mot tadc nhan dao ngu dc

cu thé (PRAXBIND® , Idarucizumab).

Tuy thudc vao tinh trang 1am sang ma didu tri tiéu
chudn phu hgp, vi du nhu cdm mau bing phau thuat va
thay thé thé tich mau nén du gc thuc hién.

C6 thé can nhic s dung mau tu d i toan phan, huyét
tudng tudi ddng lanh va/hoac tidu ciu co ddc trong
trd ong hop gidm tidu cdu hodc da st dung cac san

phdm thubc khang tiéu ciu tac dung kéo dai.

Yéu t& dong mau dam dic (du gc kich hoat hodc khong
du dgc kich hoat) hodc Yéu té VIIa tai td hop c6 thé du dc
tinh dén. Tuy nhién, dif 1iéu 1am sang rit han ché.
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PRADAXA® AN TOAN BENH NHAN
THE THONG TIN VA
TU VAN

Vui 1ong cung clp cho bénh nhan cla ban thé Théng tin
An toan Bénh nhan.

Bénh nhan phai du ¢gc hu dng dan mang theo thé Théng tin
An toan Bénh nhan moi lGc va xudt trinh khi g&p nha cung

cép dich vy cham séc sic khoe.
Bénh nhan nén biét vé& nhu cdu tuan thd va cac dau

hiéu chdy mau ciing nhu khi nao cin du gc cham soc y té.

Ngu i gidi thiéu:

1. Théng tin ké do n PRADAXA® cla Israel.
2. Van Ryn J va cong sy. huyét khdi cam mau 2010; 103:1116-1127
3. Liesenfeld KH va cdng su. anh J s w DU g pham 2006; 62:527-537.

4. stangier J va cong sy. anh Jsmrs i DU gC pham 2007; 64:292-303.

5. Xét nghiém chét Gc ché huyét khéi Hemoclote (Hyphen BioMed, Neuville-sur Oise, Phép).
www.clottingtesting.com

6. Xét nghiém HemosIL® (Phong thi nghiém thiét bi, Tap doan Werfen, Barcelona, Tay Ban Nha)
www.instrumentationlaboratory.com

~

. Xét nghiém Technoclote DTI Dabigatran (Technoclone GmbH, Vienna, Ao).
www . technoclone. com/products/coagulation/control-plasma/dabigatran-cont

8. Xét nghiém DéI M6I (R) DTI (Siemens Healthineers GmbH, Erlangen, blc)

https://www.healthcare.siemens.com/hemostatic

9. Pollack C va cong sy. NEJM 2015:373:511-20

BAO CAO NGU OI NGHI NGO
PHAN UNG TRAI NGU gC

Ban c6 thé bao céo tac dung phu cho Bo Y té bing cach nhip
vao lién két 'Bao cédo tac dung phu cia viéc didu tri bang
thubc' trén trang chi cla Bo Y té& (www.health.gov.il) lién
két dén biéu mdu truc tuyén dé bao cdo tac dung phu. Ban

cling c6 thé su dung lién két nay: https://sideeffect.health.gov.il

D

é biét thém thong tin bao gdm bao cado théng tin an toan méi

va téac dung phu, vui long lién hé:
Cong ty TNHH Boehringer Ingelheim Israel:
89 Medinat Ha-Yehudim St., PO Box 4124,

Hertzliya-Pituah, 4676672, Israel

bién thoai: ©09-9730500, Fax: ©09-9730549
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PRADAXA® 1a nhan hiéu d& ding ky cta Boehringer Ingelheim Pharma GmbH va Co. KG du ¢gc sif dung theo gidy phép.
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