Rx VINCEROL 1 mg

“Thubc ndy chl diing theo don thubc”
"Dé xa tAm tay tré em”

"Doc ky huéng dan st dung trurde khi dung”
1. Thanh phan cdng thirc clia thubc: Cho mét vien chira.
Thénh phén duor chét: Acenocoumarol

T?:onh phan té duoc: Lactose monohydrat, amidon ngd, PVP-K30, magnesi stearat, talc vd...1
vién.

2. Dang bdo ché:
Dang bao ché: Vién nén

Hinh thirc: Vién nén hinh tru, mau tré
3.Chidinh

Bénh tim gay tac mach: Dy phong bién chimg h
van nhan tao.

Nh&i méu co tim: Dy phong bién chimg huyét khéi tic mach trong nhdi méu co tim, bién chimg
nhu huyét khGi trén thanh tim, réiloan chirce nang that trai nang, loan dong thét tréi gay tdc mach
khi diéu tri tiép thay cho heparin. Dy phong tai phat nhdi mau co tim khi khéng dung duoc
aspirin.

Diéu tri huyét khoi tinh mach sau va ngh&n mach phdi, va du phong tai phét khi thay thé tiép cho

heparin.

Du phong huyét khbi tinh mach, ngh&n mach phdi trong phiu thuit khdp hang.

Du phong huyét khoi trong 6ng thong

4. lidu dung - cich ding

Liéu diing:

Liéu luong phai duoc diéu chinh nhdm dat muc dich ngin c3n co ché doéng mau tdi mirc khong

3y ra huyét khbi nhung tranh duoe chay mau ty phat. Lidu dung tly thubc vao dép tmg didu tr

cua tung ngudh.

Liéu cho ngudt Ién: Trong 2 ngay dAu 13 4 mg/ngay, ubng vao budi téi. T ngay thr ba, viéc kiém

tra sinh hoc s& cho phép xac dinh liéu didu tri. Lidu nay thudng tir 1 d&n 8 mg/ngay. Viéc didu

chinh thudng tién hanh timg nic 1 mg.

Theo dbi sinh hoc va diéu chinh liéu: Test sinh hoc thich hop 12 do thdi gian prothrombin (PT) biéu

thi bang ti s& chudn héa quéc té INR. Thi gian prothrombin cho phép tham do cacyéuto I, VI,

X2 nhirng yéu t6 bi gidm bdi acenocoumarol. Yéu t& IX cling bi gidm bdi acenocoumarol nhung

khong duoc tham do bdi thoi gian prothrombin.

Khi khong dung acenocoumarol, INR & ngudf binh thudng I3 1. Khi dung thudc trong nhitng tinh

huong dudi day, trong da s trudng hop dich INR cin dat 13 2,5, dao ddng trong khodng 2 va 3.

INR dudi 2 phdn dnh dung thubc chdng 86ng méu chura 8. INR trén 5 13 o6 Nguy co chay mau.
Nhip 6 kiém tra sinh hoc: Lan kiém tra d3u tién tién hanh 48 gid + 12 gid sau 13n ubng
acenocoumarol dau tién dé phat hién sy ting nhay cdm clia ¢4 nhan. Néu INR trén 2, béo hiéu
s& qué liéu khi can bang, vi vay phai gidm bét liéu. Ln kiém tra thir 2 thuong tién hanh 3- 6 ngay
sau. Nhirng lan kiém tra sau tién hanh tirng 2 - 4 ngay cho tdf khi INR 8n dinh, sau d6 cich xa dan,
dai nhat 13 1 thang 1 1an.

Can bang diéu tri dbi khi chi dat sau nhiéu tuin. Sau mbi l3n thay doi liéu, phai kiém tra INR 2- 4

ngay sau d6 va nhic lai khi dat 6n dinh.

Nhin chung, INR tir 2 - 3 duoc khuyén céo dé phong hodc diéu tri huyét khdi tic tinh mach, bao
gbm nghén mach phdi, rung nhi, bénh van tim, ho3c van sinh hoc. INR tir 2,5 - 3,5 dugc khuyén
a0 sau nhbi mau co tim, ngudi bénh van tim co hoc, hodc & mot s6 ngudi bénh cé huyét khoi
hoac hoi chirng khang phospholipid. INR cao hon ¢6 thé duoc khuyén cdo cho tdc mach tai phat.
Liéu dung cho tré em: Kinh nghiém dung acenocoumarol dudng ubng cho tré em con han ché,
viéc bat dau va theo dai phai tién hanh tai co s& chuyén khoa.

Nén tranh dung acenocoumarol duéng ubng cho tré em dang bl dudi 1 thang tudi. Liéu trung
binh khi cin bing dé dat INR tir 2 - 3 tiy thudc vao tudi va can nang: & tré em trén 3 tudi, liéu

ng, hai mat nhan, thanh va canh vién lanh l3n

uyét khdi tdc mach do rung nhi, banh van hai 13,

tinh theo kg thé trong gin nhu clia ngudi 1. Lidu khéi d3u cho tré em tinh theo mg/kg/ngay
nhu sau: |

12 thang - 3 nam >3 n3m - 18 tudi
# | <12thang | 0808 s
Acenocoumarol 0,14 : )

Nhip 46 ubng thubc, theo dai INR dé didu chinh iBu hang ngay ciing tuong tu nhif nguci lan.
Liéu & nguidt cao tudi: Lidu khéfi diu phai thép han liBu nguds Iém. Lidu trung binh can bang trong
diéu trj thudng chi bing 1/2 dén 3/4 lidu ngudh I6n. et

Diéu tri nbi tiép heparii -/Iiéu phép: Do tc dung chong dbng mau chgm cla acen?cgurgar;);:i
nén heparin phai duogc duy tri véi lidu khong ddi trong sudt thaf gian can th'et(”gh'a,, ol 5
khi INR ndm trong trj s mong muén 2 ngay lién tiép. Trong trudng hdp €6 giam tieu Ca;.
heparin, khdng nén cho acenocoumarol sém ngay sau khi ngirng heparin vi co nguy cadt:r? ni c;gi
mau do protein S (chéng déng méu) bi gidm sém. Chi cho acenocoumarol sau khi da cho
thudc khang thrombin,

Cach ding: Dudng ubng.

Khong c6 yéu cau dic biét vé xir Iy thube sau khi stf dung.

5. Chbng chi dinh

Man cdm d3 biét véi cac d3n chit coumarin hay bét ky thanh phan 6 trong thudc.

Bénh nhan khéng chiu hop téc tét (khdng tudn thi cac chi dinh diéu tri cla bac sy).
Phu nir ¢6 thai.

Suy gan ndng.

Nguy co chdy méu, mdi can thiép ngoai khoa vé than kinh va mét hay kha nng phai mé lai.

Tai bién mach méu ndo (trir trrong hgp nghén mach & noi khéc).

Suy than ndng (d6 thanh thai creatinin < 20 ml/phdt).

Gian tinh mach thuc quan.

Loét da day - ta trang dang tién trién.

Khéng dugc phéi hgp véi aspirin liéu cao (nhat I3 li2u cao trén 3 g/ngay), thubc chbng viem khéng
steroid nhan pyrazol, miconazol dung dudng toan than, am dao; phenylbutazon,
cloramphenicol, diflunisal.

6. Canh bdo va than trong khi diing thuéc

Phai lru y dén kha ndng nhan thirc clia ngudi bénh trong qua trinh didu tri (nguy co ubng thubc
nham). Hudng dan can than d& ho tuan tha chi dinh chinh xac, hidu rd nguy ca va thai do xir Iy,
nhat 13 véi ngudi cao tudi.

Phai nhan manh viéc uéng thubc déu hang ngay vao cung mot thai diém.

Phai kiém tra sinh hoc (INR) dinh ky va tai cing mét noi.

Truang hop can thiép ngoai khoa, phai xem xét tirng truoing hop dé diéu chinh hodc tam nging
dung thu6c chong déng mau, cn ci vao nguy co huyét khéi clia ngudi bénh va nguy ca chay
mau lién quan dén ting loai phiu thut.

Theo d&i can than va diéu chinh liéu phis hap & ngudi suy gan, suy than, hoiic ha protein mau.
Tai bién xuat huyét dé xdy ra trong nhitng thdng du diéu tri, nén cin theo ddi chit cha, dic biét
khi ngudi bénh ra vién tréd vé nha.

Trong cong thirc thudc c6 lactose, than trong vai bénh nhan khong dung nap galactose do di
truyén, kém hap thu glucose - galactose hoic thiéu Lapp lactase.

7. Slr dung thubc cho phy nit ¢6 thai va phy nit cho con b

Strdung thubc cho phu ni ¢6 thai:

D3 cd thong ké khodng 4% di dang thai nhi khi ngudi me dung thudc nay trong quy dau thai ky.

Vao céc quy sau, van thay cd nguy co (ca siy thai). Vi vay, khong sir dung thudc trong thai ky
mang thai.

Strdung thudc cho phy ni¥ cho con bu:

Tranh dung cho phu n cho con bu. Néu bat budce phai diing thi nén bl vitamin K cho difa tra.
8. Anh hudng clia thubc 1én kha ndng 14 xe, van hanh méy méc

Khéng nén lai xe hay van hanh may moc khi gap tac dung khdng mong mudn clia thudc.

9. Twong téc, twong ky thubc:




Tuomg tac thubc:
R5t nhiéu thudc co the tuong tac vdi acenocoumarol nén can theo ddi nguti bénh 3 - 4 ngdy sau
khi thém hay bat thuoc phoi hop.
Chbng chi dinh phbi hop:
Aspirin (nhat 13 véi lidu cao trén 3 g/ngay) 1am tang tac dung chong déng mau, va nguy co chay
mau do (rc ché két tap tiéu cau va chuyén dich acenocoumarol ra khdi lién két véi protein huyét
tuong,
Miconazol: Xuat huyét bat ngd cd thé nang do tang dang tu do trong mau va trc ché chuyén hba
cua acenocoumarol.
Phenylbutazon: Lam tang tac dung chong ddng mau két hap véi kich ing niém mac dudng tiéu
hoa.
Thubc chong viem khong steroid nhdm pyrazol: Tang nguy co chdy mau do (e ché tiéu cau va
kich irng niem mac duong téu hda.
Khéng nén phbi hop:
Aspirin véi lieu dudi 3 g/ngay.
Cac thubc chbng viém khong steroid, ké ca loai e ché chon loc COX - 2.
Cloramphenicol: Tang tac dung ctia acenocoumarol do 13m giém chuyén hoa cua thubc nay tai
gan. Néu khdng thé tranh phéi hop thi phai kiém tra INR thurémg xuyén hon, hiéu chinh liéu trong
va sau 8 ngay ngirng cloramphenicol.
Dfﬂunisalz‘ Tang tac dung cla acenocoumarol do canh tranh lién két vdl protein huyét tuong, Nén
dung thuoc giam dau khac, vi du paracetamol.
Than trong khi phbi hop:
Alopurinol, aminoglutethimid, amiodaron, androgen, thuéc chéng trim cam cudng serotonin,
benzbromaron, bosentan, carbamazepin, cephalosporin, cimetidin (trén 800 mg/ngay), cisaprid,
mleftwamin, corticoid (tru hydrocortison dung diéu tri thay thé trong bénh Addison), cyclin,
thudc gay 6dc té bao, fibrat, cic azol tri ném, fluoroquinolon, cic loai heparin, ndi tiét té tuyén
giap, thubc gay cdm g enzym, cac statin, macrolid (trir spiramycin), neviparin, efavirenz, nhém
imidazol, orlistat, pentoxifylin, phenytoin, propafenon, ritonavir, lopinavir, mét sé sulfamid
(sulfamethoxazol, sulfafurazol, sulfamethizol), sucralfat, thubc tri ung thu (tamoxifen, raloxifen),
tibolon, vitamin E trén 500 mg/ngay, ruou, thubc chbng két tap tiéu ciu, thubce tiéu huyét khéi,....
clng lam thay ddi tac dung chéng ddng mau.
Tuong ky thubc:
Khong ¢ thong tin.
10. Tég dung khéng mong mubn clia thubc (ADR)
Cac biéu hién chay mau |2 bién chimg hay gap nhat, cd thé xay ra trén khdp co thé: Hé than kinh
trung uong, cac chi, cac phi tang, trong & bung, trong nhan cau....
Thubc ¢6 thé gap cac tac dung khdng mong mubn nhu ndn, budn ndn, 3n khéng ngon, viém
mach mau.
DGi khi xay ra ia chay (c6 thé kém theo phan nhiém md), dau khdp riéng é.
Hiém khi xdy ra: Rung tdc, hoai tir da khu trd, c6 thé do di truyén thiéu protein C, hay dong yéu
td la protein S, man da di ing.
Rat hiém thay bi viém mach mau, tdn thuong gan.
“Théng bdo ngay cho bdc sy hodc duge sy
nhimg phdn tmg c6 hai gdp phdi khi st dung thubc”
11. Qué liéu va cach xr tri
X(r Iy qué libu thudng cin clr vao INR va céc diu hiéu chdy mau, cac bién phap diéu chinh phai
tuan tu Gé khong gay nguy co huyét khoi.
Néu INR & trén viing diéu tri nhung dudi 5, va ngudi bénh khong cé biéu hién chdy mdu hodc
khong can hiéu chinh nhanh déng mau trurde ph3u thudt: B 1 13n ubng thubc, rdi lai tiep tuc
diéu tri véi lidu thip hon khi 33 dat INR mong mubn. Néu INR rat gin véi INR mong mudn, thi
giam liéu ma khong can phai bd lan udng thubc.

N&u INR trén 5 va dudi 9, ma ngudi bénh khéng cé biéu hién chady mau khac ngoai chdy mau loi
hosc chdy méau cam: BS 1 hodc 2 lan ubng thudc, do INR thuding xuyén hon roi khi dat INR mong
mubn, ubng lai thude véi liéu thap hon

Néu ngudi bénh c6 cac nguy cd chady méu khéc, bd 1 lan ubng thude va cho dung vitamin K tir
2,5 mg theo dudng ubng hodc 0,5 - 1 mg theo duéng truyén tinh mach chdm trong 1 gidr.

N&u INR trén 9 ma khong c6 chdy méu, bd 1 lan ubng thube va cho dung vitamin K tir 3 - 5 mg
theo dudng ubng hodc 1- 1,5 mg theo duding truyén tinh mach cham trong 1 gid cho phep giam
INR trong vong 24 - 48 gioy, sau d6 lai dung acenocoumarol voi liéu thap hon, theo dai INR thudmg
xuyén va néu can 13p lai diéu trj vdi vitamin K.

N&u cAn phai hiéu chinh nhanh tc dung chéng déng méau trong trudng hop c6 biéu hién chay
mau nang hodc qua liéu nang (thi dy INR trén 20), dung mét lieu 10 mg vitamin K tiém tinh mach
cham va tly theo yéu cAu can cip ctru, phéi hgp véi huyét tuong turof dong lanh. C6 the dung
vitamin K nhic lai timg 12 gi&y mét [3n. Sau khi diéu tri vitamin K liéu cao, c6 thé c6 mot khodng
thof gian trudc khi cé su trd lai hiéu luc ctia acenocoumarol. Néu phai dung lai thubc chong dong

mau, cAn xem xét dung heparin trong mot thai gian. ‘ o
Truding hop ngd déc do tai nan, thi cling pha d4nh gid theo INR va biéu hién bién chirng chay
mau. Ph3i do INR nhiéu ngay sau dé (2 - 5 ngay), ¢ tinh dén thoi gian ban thai kéo dai cua thuéc
chéng déng mau. Dung vitamin K dé hiéu chinh tac dung cua thube.

12. Djc tinh duge lyc hoc

Ma ATC: BO1AAO7 > i b =
Acenocoumnarol 13 mét thubc khang vitamin K. Nhirng thudc nay can thiép vao cd ché khu

vitamin K & gan. Vitamin K dang khu la ddng yéu to ca mot carboxylase d‘é chuyén héa acid
glutamic thanh acid gamma - carboxyglutamic. Bén yéu té ddng mau (yeu to I, VI, IX, X) va hai
chét (rc ché (protein Cva S) 6 cdc nhom gamma - carboxyglutamic cin thiét gén [én cac bé mat
phospholipid dé xc tac cac tuong tac cta chung. ‘ 2
Nhur vay 3 acenocoumarol ¢ tac dung chéng déng méu gidn tiép bang cach ngan can sur tong
hop cac dang hoat déng ciia nhidu yéu td dong mau. Sau khi ubng, thudc gy ha prothrombin
méu trong vong 36 dén 72 gi¢r. Can bing diéu tri bing acenocoumarol doi hdi nhiéu ngay. Sau
khi ngirng thubc, téc dung chéng déng méu con c6 thé kéo dai thém 2 - 3 ngay. Thudc co thé
han ché dugc su phat trién cla cac cuc huyét khéi da co trude va ngan ngua duac cac triéu
chirng huyét khdi tic mach thir phét, tuy khéng c6 tac dung tiéu huyét khdi truc tiép vi khong
dao nguoc dugc thuong tdn ctia mé bi thiéu mau cuc bo.
13. D3c tinh duge ddng hoc
Hép thu: Acenocoumarol dugc hip thu nhanh qua dudng tidu héa, sinh kha dung duong uong
dat khoang 60%. Nong do dinh clia thudc trong huyét tuong dat trong vong 1- 3 gio.
Phdn bd: Thudc gén manh vdi protein huyét tuong (97%). Acenocoumarol qua nhau thai va mot
phan dugc phat hién trong sita me.
Chuyén héa: Chi cé phan tu do 13 ¢6 hoat tinh va bi chuyén héa. Ty 1é phan tu do va chuyén héa
& gan ¢6 thé ting do cdm Ung enzym.
Thai trir: Thoi gian ban thai clia acenocoumarol khodng 8 - 11 gid. Thudc dao thai chi yéu qua
nudc tiéu & dudi dang chuyén héa va mot phan qua mat (phan).
14. Quy cach d6ng gdi: Hop 3 vix 10 vién. Hop 10 vix 10 vién.
15. Didu kién bao quan, han dung, tiéu chudn chat luong:
Diéu kién bdo quadn: Nai khd rdo, nhiét do dudi 30 °C, tranh anh sang.
Han dung: 36 thang ké tir ngay san xuat.
Tiéu chudn chét lugng: TCCS.
16. Tén, dja chi co s& sin xuét:
CONG TY O PHAN DUQC PHAM VINH PHUC
SO 777 Duding Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtc
PT1:02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc




