arol

Rx u

Thube nay chi ding theo dom thubc

gr: k§ hiréng ddn sir dung trére khi ding
xa tAm tay tré em

Thanh phin céng thirc cho 1 vién
Thanh phitn hoat chit:
M vien AZENMAROL 1 chira 1 mg Acenacoumarol.
vibnA OL 4 chira4 mgA:
Thanh phan ta dugc
Lactose

starch, Ci . Natri lauryl sulfat, Colloidal

g
silicon dioxid, Acid stearic.
Dang bao ché:
Vien AZENMAROL 1: Vién nén tron, mau triing, mét mat trom, mot mat co gach ngang
khong bé a8l dugc, duérng kinh 6,5 mm.
Vién AZENMAROL 4: Vién nén hinh oval, mau frang, mét mat tron, mdt mat co gach
chéo, kich thudre 7 5mm x10,5mm.
Chidjnh:
Bénh tim gay thc mach: Dy phong bién chimg huyét khél téc mach do rung nhi, bénh
vanhailA, van nhan tao.
Nhdi mau co tim: Dur phong bién chirng huyét khdi the mach trong nhdi méu co im
bién chirng nhur huyét khéi trén thanh tim, réi loan chirc nang that trl nang, loan ang
thAt trai galy thc mach khi didu tr tiép thay cho heparin. Du phéng tal phat nhdi mau cor
tim khi khéng diing ugc aspirin
D& tr huyét khéi tinh mach sau va nghén mach phdi va dy phéng tai phat khil thay thé
tiép cho heparin.
Dy phéng huyét khéi tinh mach, nghén mach phdi trong phal thuat khérp hang.
Dy phéng huyét khdl trong 8ng theng
Cachding, lidu dung:
cichdﬁng: Thuéc thuémng dugrc ubng mét lan vao cling mt thai didm méi ngay,
Liéuding:
Uhikearg s Su chinh ohm dat muodich ngan c 5 senl.
khong xay ra huyét khdi nhung tranh dugc chay mau by phat. Lidu dung tiy thudc vao

Zafﬂrn diéu tr cla timg ngudi.
jbu u&?ag thtng thuvng: Trong ngay dbula 4 mg/ngdy, ngay thir 2 14 4 - B mg/ngay. Lidu
duy tritir 1 -8 mg/ngay tiy theo dap img sinh hoc. Vigc diéu chinh thuomg tié 10
néc1mg.
Theo doi sinh hoc va diéu chinh liéu:
Xét nghigm sinh hoc thich hgp [a do thai gian prothrombin (PT) biéu thj bang ty sé
chuén hoa quéc 1é INR (Interational Normalized Ratio). Théi gian prothrombin cho
phep tham dé cac yu to 11, VII, X Ja nhimg yéu té bj giam boi thube khang vitamin K.
Yéu 181X cOng bj giam bdi thubc khang vitamin K, nhurng khong dure'c tham do béi thévi
gian prothrombin.
INR Ja mbt cach biéu th thd1 gian Quick 06 tinh 6én 6 nhay clia thub
0 xétnghiém, nén gidm d i
Khi khéng diing thube khang vitamin K, INR & nguei binh thurong 1 1. Khiding thube
trong nhirng tinh huéng dudi day, trong da s6 trrong hop dich INR can datla 2.5, dao
@bng trong khoding 2 va 3. INR duri 2 phan anh dung thude chbng ddng méu chura A0,
INR trén 31 dung thira thudc. INR trén 5 13 ¢6 nguy co chay méu
Nhip 6 kiém tra sinh hoc: Lan kiém tra dau tién tién hanh 48 gior + 12 gier sau 1an udng
thubc khang vitamin K dau tién 6é phat hién sy tang nhay cam cda ca nhan, Néu INR
trén 2, bAo higu s&qua liéu khi can bing, vi vy phai giam botlidu. Nnimg Ian kiém tra
sau tién hanh hang ngay hodc cach nhat cho 161 khi INR 6n dinh, sau d6 céch xa dan
!A'.lg\heodép {ng, dai nhat la 12 wén mot [3n. Can béng didu trj doi khi chidat sau nhidu
tuan. Sau mbi lan thay @b liéu, phai kiém tra INR 1 - 2 ngy sau d6 va nhéc lai cho 161
khidatdn dinh,
Nhin chung, INR tir 2 - 3 duge khuyén céo d& phong hodc didu trj huyét khéi tac tinh
mach, bao gém nghén mach phdi, rung nhi, bénh van tim, hodc van sinh hoc, INR tir
2,5d6n 3,5 Guoekhuyén cao sau nhdi mau eo tim, ngud| bénh van tim co hoc, hodic &
m?l sbnguon bénh co huyét khdi hoac hai chimg khang phospholipid. INR cao hon co
P ) bty

Libu & ngun cao twéi: Ligu khét dhu phai thap hon liu ngudi Ién. Ligu trung binh can
é hibang 1/2161 3/4 lid

Diéu tri ndi iép heparin-iéu phép: Do tacdung ché'ng déng mau cham cia cac thubc
khang vitamin K, nén heparin phai duoc duy tri véi ieu khong déi trong sut thei gian
cin thiét, nghia I3 cho 16 khi INR ndm lrong trj s& mong ml.:fn 2ngay lién tidp. Trong
trueng hop c6 gidm tidu cau do heparin, khong nén cho khang vitamin K sém ngay
sau khi ngung heparin vi cé nguy co tang déng mau do protein S (chéng ddng mau) bj
gidm sém. Chi'cho khang vitamin K sau khi da che cac thubc khang thrombin
(danaparoid hodc hirudin).

Cén dimg thubc chdng déng mau 5 ngdy truc khi phau thudt. Néu ngay truéc khi
phiuthutiNR = 1,5 thi can cho uéng vitamin K dang tiém 1 -5 mg. Néu mgm mau tot
thi ¢6 thé cho ding lai thubc (acenocoumarol) vdilidu duy tri binh thuemg vaoti ngay
phéuthuathodc sang hém sau

Bénh nhandimng muic trure khi phAu thut duore coi 13 €6 nguy co huyét khéi cao nén
c6thé cn hd tro bang mét loai heparin phan tir lugng thip (dung véi liél dibu tri). Can
dirng heparin phan tir luong thap it nngw 24 gios trirére khi phiu thuat. Néu phiu thuat

6 nguy ly mau cao, kh heparin phan tir luong th&p trong vong
ilnhgl 48 gi¢r sau phiu l)’lmuuz(l:

Banh nhan dang ding {acenocoumnarol) can phiu thust gp ma co thé cham lai
khodng6-12g i i aq
dong. Néu khong thé tri hoan thi phai cho diing &3 vitamin Kuémvghbnhcmpmhmmun

(vidy Vkg, INR

Métsélvu ﬁdir. bigtvé xir ly thubc trirérc va sau khi sir dyng thubce:
Khoing co yéu cAu dc biét véxir i thud rdung.

BtV xirly
Chéng chi djnh:
Man cam 64 biét véi cac diin ch i ibét olr thanh phén nao cuia thudc.
Thiu hut vitamin C, viém mang trong im do vi khudn, loan san mau hoac bAt ky réi loan
méuN&c 65 1Ang nguy oo xut huyét.
Téng huyétap (nang).

Suy gan nang, déc biét khi thé gian prothrembin da bj kéo dai.

Nguy cor chay méu, m&i can thigp ngoai khoa v& than kinh va mat hay kha nang phai
mélgi.
Tai bié prghén mach & noi khé

méau nao (tri
Suy than ndng (C1, < 20 mU/phut).
Giantinh mach thyrc quan.
Loétda day - tatrang dang tién trién
Khong dugc phéi hop voi aspirin lidu cao, thubc chéng viem kheng sterold nhan
pyrazol, miconazol diing duding toan thén, m dao; phenylbutazol, cloramphenicol,
diflunisal.

trong vong 48 gitr sau khi sinh.
Canh bao va thiin trong khi ding thuéc:
Phal luu y dén kha nang nhan thirc cia ngudi bénh trong qua trinh diéu trj (nguy cor
nh&m). Huang dan cén thén dé ho tuan thi chi dinh chinh xac, h&urénguy
oo va thaidg xir Iy, nhatla vén ngueicaotub.
inhé vigc ubng éu hang ngay vao cing mat b
Phai i6m kiém tra ty b chud b & (INR) dinh k§ va tai c S
Trneéng hop can thiép i khoa, phai xem xét 1ng triréng hop d& dibu chinh hoac
tam ngimg dung thubc chbng déng mau, can cir vao nguy co huyét khéi cia nguS
bénh vanguy y dn o Authuat.
Theo doi .;An théin va didu chinh liu cho phi hop & ngure suy than vira va nhe hode ha
protein mau.
Tai bién xudlt huyét b xéy ra trong nhirng thang dAu didu trf nén cAn theo doi chat ché,
dacbigt khi ngudi bénh ravién trér vé nha.
Khang nén dirng :huécdmnsgt.
Thanh phan t4 duge cia thudc ndy o6 lactose vi vy khong nén dung thubc nay cho
bénh nhan cé van dé di lArqun nluém 94p vb khéng dung nap galactose, thidu enzym
Lapp ph
Sirdyngthué phy ch ba:
Ther ky c6 thai:
D4 06 théng ké khoang 4% dj dang thai nhi khi ngutr me dung thubc ndy trong quy dAu
thai ky. Vao cac quy sau, vénméyobgguy co(ca sdy thal). Vi véy tranh ding cho phy
nir 06 thai, ddc bigt la trong 3 théng dAu va 3 thang cudi thai ky. Chiding thudc khi
khéng thé cho heparin.
Phy n(rct kha nnng‘mang thal hodic dang str dyng cac bién phap tranh thal nén tham
Khdo  kién béc sy cAn tha aid Py
Tréanh cho con bi. Néu phai cho b thi nén bl vitamin K cho dia tré
Anh huémg cira thubc 18n kha ndng Il xe, vin hanh may méc:
Thubc khdng gay anh hirémg dén kha nang 14i xe hay vin hanh may méc.
Tuong tac, trong ky cua thube: =
Tuwong tac coa thudc v cac thubc khic va céc logl trong tac khac:
RAt nhidu thubc o6 thé tuang 146 ¥6i thude khing vitamin K nain cAn theo ol ngudi
bénh 3.4 ngay ay i
Chéng chngnhpndmop. i
Aspinin (nhatla vor lidu cao trén 3 gingdy) Jam tiing tac dung chéng déng mAw va nguy
o chity méu do G ché ngung Iag tidu cdu va chuyén dich thubc ubng chéng déng
méu ra khoi lién két véi protein huyét tuong
Tén, dja chi cia co s& san xult thubc:

i

GMP-WHO

Miconazol Xuht huybt bt ngér e th ning do tng deng tu do trong méu va e chd

chuydn hoa cOa thue khéng vitamin K

Phenylbutazon am tng tac dyng chdng dong méu két hop von kich (mg niém mae

durbng tidu hod,

Thude chéng viém khoing steroid nhém pyrazol: Tang nguy co chily mau do Ut chi

tibu chu va Kich trng niém mac durdmng liéu hoa.

Khong nén phéi hop

Aspirin vor| lbu dueeri 3 gingdy.

Cacthude chéng vism khong sterold, kb cd loal e ché chon loc COX-2

Cloramphenicol: Tang tac dyng cua th dng méu do 1am gidm chuyén

héa thubc nay (ai gan. Néu khéng thé tranh phdi hop thi phai kibm tra INR thuémg xuyén

hon, hiéu chinhlidu trong va sau 8 ngay ngimg clorampheriicol

Diflunisal: Téng tac dyng cia thu I nbr:g chéng déng dmhu do canh tranh Tién két voi
gi y

protein huyétlvong. Nén ding daukhac, vi

Than trong khi phdi hop:

Alopurinol, aminogl 5 gen, thubc ehéng trdm cam cudng
serotonin, b It cimetidin (trén

800 mg/ngay), cisaprid, colestyramin, corticold (tnir hydrocortison dang didu trf thay
thé trong bénh Addison), cyclin, thudc ghy dbc 18 blo, fibrat, cac azol trl ndm,
fluoraquinolon, cac loal heparin, ndi tiét th tuyén giap, thube gay cam g erizym, cic
statin, " macrolid (trir spiramycin), neviparin, efavirenz, nhém imidazol, orlistat,
ritonavir, lopinavir, mdt sé sulfamid
sucralfat, thubc tr ung thi (tamoxifen,
raloxifen), tibolon, vitamin E trén 500 ma/ngdy, ruou, thube chéng két tap téu chu,
thubctieu huyét khdi,...ctng lam thay 8bi tac dung chdng déng méu
Twong ky cua thube:
Do khong co céc nghién ciru vé tinh twong ky cla thude, khong trdn Hn thube ndy véi
cacthube khac.
Tac dung khong mong muén:
Céc phan (g o6 hal durge phan nhém theo thn sudt: Rt thudng gap (ADR 2 1/10).
thuerng gap (1/100 SADR < 1/10), it gap (1/1.000 < ADR < 1/100), hidm gap (1/10.000
<ADR < 1/1.000), it hiém gép (ADR < 1/10.000); khéng thé uéc¢ lugng tAn suét duoc
liét k& "Chura rd tan suét”
Thuong gép:
Réiloan mach méu: Gac bidu hién chdy méu 13 bién chimg hay géap nhét, cd thé xay ra
trén khp co' thé: He than kinh trung uwong, c4c chi, cac phu tang, trong & bung, trong
nhancau,....

yliin, phenytoin, prop
(sulf

Hiém gap:

Réiloan hé théng midn dich; Qua man (nhu may day, phat ban, viem da va sdt)

Rbiloan tidu hda: D6i khixay ra tidu chay (co |hgkém theo phan nhidm me)

Réiloan xuwong khérp: Dau khép riéng 16

Réiloan da va mé durdi da: Ryng toc.

Athiém gdp

i loan mach mau: Viém mach mau

i loan gan mat: Tén thuang gan.

i loan da va mé du6i da: Hoal tir da khu trt, c6 thé do di truyén thiéu protein C hay
dbngyéutb1a protein S.
Huémg din cach xir tri ADR:
Xem mycQua lidu va cach xir tri

Qua lidu va cach xir tri;
Qué liéu:
Biéu hién nbi bat clia qua lidu 14 xuat huyét, oo thé xay ra trong vong 1 - 5 ngay sau khi
ubng thube. Céc bidu hign xuat huyél co thé nhan thy: MG chay méu, ndn ra mau, ho ra
mau, xult huyét da déy - rubt, xuat huyét am dao, dai ra méu (véi con dau quén than),
xuéithuyétdus da, chay mau nuéu, tu méau, va chay méu trong khép hay rong kinh.
C6 thé thay triéu chirng nhip tim nhanh, ha huyét 4p, r4i loan {uAn hoan ngoai vi do méat
mau, bubn nén, ndn mira, tiéu chay va dau bung,
Xirtri:
Xt tri qua lidu thuémng can ctr vao INR va cac du hidu chdy mau, cac bién phap didu
chinh phai tudn tydé khong gg nguy co huyét khél, Néu da dung thuéc chbng déng
nhung khéng diing vitamin K, can xét nghiém lai INR 2 - 3 ngay sau dé dém bao ring
INRdaxubng.
Néu INR <5, & mre didu Urj, ngudi banh khoing cb bidu hién chay mau hoac khong cin
hi&u chinh nhanh déng mau trudre phiu thudt: Bé 1 1an uzng thuéce, rdi lal tiép tuo didu
tr vri liéu thap hon khi da dat INR mong mudn. Néu INR rAt gAn véi INR mong muén,
thigiam iu ma khong cAn phai bé 1an ubng thuée
N&U 5 <INR <8, khong co bidu hién chay mau khac ngoai chdy mau lol hoc chay
Ay cam: Bé 1 hodc 2 Ian ubng thubic chéng ddng mau, do INR thudng xuyén hom rbi
khi @3 datINR mong muén, udng lai thubc véi lisu thdp hon.
Néu 5 < INR <8, co chdy méu nhe: Ngimg thudc, che diing vitamin K tir 1 -3 mg theo
duding truyén tinh mach cham. Chi ding lai acenocoumarol khi INR <5,0.
Néu INR > 8, khong co mau: Ngirng , diing 1-5mg i
(vitamin K1) (st dung dang thuéc tiem thay cho dweng ubng). Sau 24 giéy néu INR vAn
cao thi 1ap i didu trj véi vitamin K. Chiding lai acenocoumarol khi INR < 5,0,
Néu INR > 8, chay mau nhe: Ngung thuc, cho diing vitamin K tir 1 - 3 mg theo duting
tiém tinh mach cham. Sau 24 git: néu INR véin cao th I3p fai libu vitamin K. Chi diing lal
acenocoumarol khiINR < 5,0.
Trong truéng hop 6 biéu hién chay mau nang hoas qué lidu néng (v dy INR > 20):
Ngirng thuéc, tiém tinh mach cham 5 mg vitamin K, cho dung hén hop prothrombin
kho (yéu t6 11, VII, 1X v X) 25 - 50 don vifkg (néu khang cé hdn hop prothrombin khe
thi thay thé bang huyét twong tuoi dong lanh 15 mifkg nhung hiéu qua sé kém hon).
Knong nen ding kem yéu 6 Vila trong truémg hop chp ciru d3o nguere tac dung
chéng ddng.
Trurmg hep ngé ddc do tal nan, thi cling phai danh gla theo INR va bidu hién bién
chirng chay mau. Phai do INR nhibu ngay sau d6 (2 - 5 ngay), o6 tinh dén niva d&i kéo
dai cia thubc chéng ddng mau. Diung vitamin K a8 higu chinh tac dyng ctia thube
chéng déng mau

Béc tinh drrgre Iiye hoc:
Inam duwroely-Thub
M3ATC: BO1AADT
Acenocoumarol [a mét diin chét coumarin khéng vitamin K, Nhirng thubc nay (ic ché
enzym vitamin K epoxid reductase, dan t&i ngan can qua trinh chuyén acid glutamic
thanh acid U otein fi&n than cia cac yéu 6 déng méu
WLVILIX X,
Nhu vay 1a cac dan chat coumarin khang vitamin K c6 tac dung chéng d6ng mau gian
tiép béng cach ngan can sir tbng hop cAc dang hoat dng cda cac ybu 16 déng mau
trén (11, VII, 1X, X)
Sau khi ubng acenocoumarol, tac dyng dbl v tha gian prothrombin kéo dal thudng
dat1i da trang vong tir 24 dén 48 giy, ty thubc lidu diing, Sau khi nglrng thube 48 giér,
thérigian trorvé mu i du Sc.
Sau khi ubng, néi chung, céc din chit coumarin khang vitamin K gy ha prothrombin
mau lrong vong 36 dén 72 gi¢r, Can bang didu tr bing thuéc khang vitamin K doi hi
nhiéu ngay. Sau khi ngling thudc, tac dyng chéing d8ng mau con cé thé kéo dai thém 2
- 3 ngay. Thubc cé thé han ché duoc sy phat Hiégn ciia cdc cuc huyét khbl da o6 trrdc
va ngan ngira dugc cac trigu chirng huyét khéi thc mach thir phat, tuy khong cé tac
dung tiéu huyét kni truc 1iep vi khong dao nguge duge thuong t8n clia m bi thidu
mau cyc b,
So voi wafarin va phenprocoumon, acenocoumarol c6 Igi thé [a thoi gian tac dung
ngénhon,

Déctinh dwee ddng hec:
Hép thu:

XX DD

6ng huyét khéi, thube khang vitamin K.

Acenocoumarol dugc hép thu nhanh qua dwérng liéu hoa. Sinh kha dung dudng ubn

dat60%. Ndng do dinh cia thud g huyé g -mngvongm-s?m i

Mt phén dang ké ddng phan S(-)-acenocoumarol qua chuyén hoa burdc dhu taigan,
Khi dun: 5 R(+) 14100%.

Phanphdi:

Thube gén manh vei protein huyét twong (99%). Thé tich phan bé 0,16 - 0,34 littkg
mﬁzmml qua nhau thai va mét phan nhé durge phat higin rong s(ra me.

Acenocoumarol b| chuyén hoa & gan bai hé enzym cytochrom Pl (i

CYP2CS chuyln hoa dbng phan S, dbng phan R bl cruydis nba bey W:A(Ixm

khic) thanh cac chét chuyén hoa amin va acetamid khéng cé hoat tinh, Mat vai chit

chuyén hoa khao nhu diastereoisometric alcohal va chét chuyén hoa hydroxyl co thé

b hoal tinh, Céo nha lam sang can biét kha nang mgt s6 nguoi bénh nhay cam cao voi

:ga:nmumaml dotinh dahinh ciaty lap thé & gan, va co thé phai gidm lidu & ngudi

nhda.

Théitrir:

Nira doi thai trir ca acenocoumarol khodng B -11 gicr,

Thudc dao thai chu yéu qua nudre tidu (60% trong khodng 1 tulin) & duéi dang chuyén

hoa va mét phan qua phan (29% trong khodng 1 tuln).
Quy céch déng gol:Vien AZENMAROL 1: Hop 03 vi, 06vi, 10vix 10vién nén.

VienAZENMAROL 4. Hgp 031, 06 vI, 10 v x 10 vién nén

Didu kign bao quan, han dung, tiéu chulin chitlweng clia thudce:

Dibu kign bao quan: DA & nhiét d6 duti 30°C, iranh dm va Anh sdng

Han diing cuia thude: 36 thang ké tir ngay san xult

Tiduchudn chitiweng: TCCS.

Céng ty CP Duge phdm Agimexpharm
c 27 Ngu}bn Thai Hoc, P My Binh, TP Long Xuyén, An
Sdn xudt tal: Chi nhanh Céng ty CP Duye phim Aglmexpharm - Nha méy sdn xult Dirge phAm Agimexpharm
AGMEXPHARM Burtrng Vi Trong Phung, Khém Thanh An, P M§ Théi, TP. Long Xuyan, An Glang
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