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Kich thuédc thuec: 8,56 x 5,0 x 3,8cm

N THEO DON Hép 10 vl x 10 vién nén

CONTROL 4

Acenocoumarol 4mg -§
SPK/ Reg No: ;
. . |
Tieu chudn: TCCS 3 =
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CONG THUC:
ACENOCOUMATOL.......covviririieiiiiiereereiiiiieeieiiie e 4mg
T4 dugc vira Al 1viénnén
cHI DINH: CHONG CHI BINH, LIEU DUNG & CACHDUNG
CACTHONG TINKHAC:

Xin doc trong 19 hudng dan st dung

BAO QUAN:

Ngi khd mal, nhiét 3¢ dudi 30°C, trdnh dnh siang

DE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DUNG TRUSC KHI DUNG

Box of 10 blisiers x 10 1ablets

CONTROL4
Acenocoumarol 4mg _
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COMPOSITION:

Acenocoumarol.. . — N 4mg

EXCIPENTS Q8.0 1 tablet .'
INDICATIONS, CONTRAINDICATIONS: ADMINISTRATION & .

DOSAGE; OTHERINFORMATION:

Pleasge read carefully the anclosed laafiel,

STORAGE:

In dry place, at the temperature below 30°C. protect from ligh!
KEEP OUT OF REACH OF CHILDREN.

CAREFULLY READ THE INSTRUCTIONS BEFORE JSE
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U TG HUGNG DAN SUS DUNG XIN LUU HANH
Kich thudc thuc: 18,0 x 48,8 cm

ACM CONTROL 4

Vién Nén

R vrudc sAN THEO DON

THANH PHAN: Cho 1 vién nén
Acahocoumaerol ... .4mg
Ta dugle: Aarosil. Lactose monohydral, Tinh 5dt ngd, Talc, Magnesistearat.
CACBACTINHDUGGLY:
DUGC LY VA CUCHE TAC DONG:
- Acanocoumarol (4 mdt khang vitamin K Nhiing thudic ndy can thiép vao co ché khirvitamin K & gan Vitamin K dang khif1a ddng y&u t8 cla mat carboxylase dé
chuyén acid glutamic thanh acid gamma-carboxygiutamic. Ban yéu 18 ddng mau (yéu 19 11, VII, (X X) vA hai chiit ¢ ché (protein C va S} ¢6 cdc nhdm gamma-
carboxyglutamic ¢4n thiét dé gin kén cac bé mat phospholipid ¢ xuc tac cac tuoi) tac ciachong
- Nhy vy 14 céc khang vitamin K ¢6 tac dyng chdng ddng mau gian tiép bang cach ngan can sy 19ng hgp cc dang hoal dong ciia nhidu yéu t6 ddng mau Sau khi
udng. cac khang vitamin K gay ha prothrombin may lrong vong 36 dén 72 gid Gan bang diéu i bang thuSc khang vitamin K doi hoi nhiéu ngay Sau khingimg
thubc. tac dung chéng dong mau con ¢d thé kéo dai thém 2 - 3ngay Thudc co the han ché duge su phat trién cua cac cec huyét khi d3 cé tryoc va ngdn ngifa
duoc cA¢ tridu ching huyétkhdi the mach thit phal, luy khong c6 lac dung tiéu huy&t khai trgc iép vikhong dao nguac duige thiiong t6n clia mé bi thigu mauv cye b
DUGC BONG HOC:
- Acenocoumarot dugc hip thu nhanh qua dvong tiéu hod Néng dd dinh cita huyéttuong dat trong vong 1 - 3 gis. Thude gin manh véi prolein huyét wong (97%).
Chi ¢é phan 1y do 12 cd hoat tinh va by chuyén hod. Ty 16 phda u do va chuyén hoa & gan t6 1hé 1ang do cdm iing enzym (xem ph&n Wweng tac thubc).
Acenccoumarol qua nhau thaiva mat phan duge phai hign trong siva me
- Nifa doi thal tris clla acenocoumarsl khodng 8 -11 g1, Thudic dao thii chil y8u qua nuée tigu & dudi dang chuyén hod va mdt phan qua mat (phén),
CHIDINH:
- Bénhtim gay the mach: Duphong bién chiing huyét khél the mach do rung nhi. bénh van hal l§, van nhén tao.
- Nh&: mau co tim: Dy phdng bién chang huyétkhéi tde mach trong nhol mau co tim bién chiing nhu huydt khdi trén thanh tim. rdiloan chide nang thél trai néing., loan
adng thdl tréi gay tc mach khi gidu trj fiep thay cho heparin: Dy phéng tai phat nhdi mau ¢ tim khl khdng dling duge aspinin
- Didu tri huy& khi tinh mach sau va nghén mach phdi va dy phong ta phat khi thay thé iép cho beparin
- Dy phang huy&ikhditinh mach, nghén mach phdi trong phu thuai khdp hang
- Oy phéng huyétkhdi lrong dng thang.
CHONG CHI DINH
- Mén cam da bidt vdi cac dan chatcoumarin hay thanh phén ¢6 rong thude
- Suy gannang.
- Nguy co chay mau. méi can Lhiép ngoai khoa vé thdn kinh va mat hay kha niing phai md lai
- Taibién mach mau ndo {tr¥ trudng hgp ngh&n mach ¢ noi khac)
- Suy Ih&n n&ng {d6 thanh thai creatinin < 20 miphii). . |
- Gian1inb mach thye quan N
-Loét da day - 14 frang dang tién trién )
- Khénp duge phdl hgp véi aspirin liéu cao. thude chéng viem khong steroid nhan pyrazol, miconazel dﬂnq dudng toan thén, &m dgo; phenyl
cloramphenicol, diftunisal.
THAN TRONG
- Phal luu y 80 khid pang nhan thic clia ngudl banh trong qué (rinh diéu tri (nguy co udng thudc nhdm) - Hudng din cdn than dé he tudn tho ehi dinh chinh
hiéu ed nguy co va thiidé xi Iy, nhat(a véi ngudi ca tub
- Phai nhdn manh viéc udng thudc déu hang ngdy vae cung mdt thai diém
- Phat kiém tra sinh hoc (INA} dinh ky va tai cung mot nds.
- Trydng haip can thigp ngoai khoa, phdi xem xé1 ting Irudng hop dé diéu chinh hoac tam ngitng dung thude chdng ddng mau, can cif vao nguy ¢ huyét khdi cira
ngudi bénh va nguy co chay mau fién quan dén limg loai phaw thuét -
- Theo dicdn1han va diéu chinh liéu cho phis hgp & ngudi suy gan. suy than hodc ha protein mau
- Tai bién xuat huyét dé xdy ra trong nhiing thang d4u diéu i nén can theo doi chat ché, dac bigtkhibénh nhan ra vién 113 vé nha
Théi ky mang thai: D3 o thdng ké kboang 4% di dang Ihas nhs khi ngudi me ding thudc nay trong quy dau thaiky Vao cac quy sau, van thy ¢ nguy co (¢a xay 1
thai) Vivay chi dungibudc khikhéng thé cho heparin, )
Thoiky cho conbi: Tranhchoconbu Néu phdi eho ba thi nén bi vitamin K cho dita tré
LAIXE VA VAN HANH MAY MOC:
Acenocoumarol khdng Anh hudng dén kha nang lai xa hay vén hanh may méc Tuy nhién ¢8n than teong nguy co chdy mau néu gap chan thuong. >
TAC DYNG KHONG MONG MUGN CUA THUSC (ADR):
«Céc bl§u hidn chiy mau la bign chiing hay gap nhat. ¢d Lhé xay ra trén khip co thé: hé than kinh trung uong, cA¢ chl. céc phi tang. trong 8 byng, trong nhan c&u.
- D&l khixdy ra tiéu chay (cd thé kém theophin nhidm m3), dau kndp riéng 1. -
- Higm kbi xay ra: Ryng tdc. hoai It da khu trli, ¢ 1hé do dl truyén thidu protein C hay dong yéu t81a protein S; m&n da diing
- At higm 1hdy b viém mach mau, tdn thugng gan
Hudng dén céch xiftri ADR: Xem muc qua lidu va xitri
LIEULUGNG VA CACH DUNG :
- Liéu luong phai dugc didu chinh nham dal myc dich ngan ¢an ¢o ché dang mau 16i mifc khdng xdy ra huyél khdi nhung tranh duge chdy mau ¢ phat Liéu ding
tuy Ihude vao dap Ung diéu tricita kiing ngudi - Ly cho ngudi Ién trong hai ngay dau 14 4 mg/ngay uéng vao budi 1i. Tirngay In ba, vigc kiém ira sinh hoc $& cho
phép xac dinhiidu du tri Lidunay thudng WU 1 dén 8 mg/ngay Viéc diduchinhihudngtiénhanh lung nac 1 mg.
Theo déi sinh hoc va digu chinh fiéu:
- Test sinh hoc thich hop 1a do thdi gian prothrombin {PT) biu thi bang ty 56 chuan hoa quéc 1€ INR (Inlernational Normalized Ralio). Thai gian prothrombin cho
phép tham db cac y&uis 11, VH, X Ex nhilng y&u 18 bl gidm bdi thudc khAng vitamin K Y&1181X ¢ling bi giam bdi thuSc khang vitamin K, nhung khang duge tham do
badiihdi glan prothrombin
- INR 14 mét cach bigu thi thai gian Quick o tinh dén da rhay e thudc thu (thromboplastin} ding dé [dm test, nén gidm dugc nhitng thay d8i that $hudng gidla cdc
labo
- Khi khdng dung Ihuc khang vitamin K, INR & nguéi binh thudng 14 1. Khi ding thude trong nhitng tinb hudng dudi day, trong da so truding hgp dich INFA eén detia
2,5, glaodéng rong khodng 2 va 3. INR dudi 2 ph&n 4nh dlng thudc chdng dong mau chua di. INR trén 3 14 dung thiza thude INR trén 5 14 ¢6 nguy ¢ chay mau.
- Nhip 89 kiém tra sinb hoc: [dn kiém tra ddu tidn ién hanh 48 gids £ 12 sau 18n udng thudc khéng vitamin K gy tién d€ phat hign sy tang nhay cdm cla ca nhan.
N&L INR trén 2. hdo higu s& qua lidu khi can bing, vi vdy phdi gidm bét lidu Lan kiém tra thy 2 thudng tién hanh 3-6 ngay sau Nhéng 1an kiém tea sau tién hanh
tung 2 - 4 ngay cho téi khi INR Sndinh, sau do cach xa dén, ¢4 nhil la mét thang métian
-Can bang dréu trj doi khich® dat sau nhidu Wan. Sau mdildn thay ddiliéu. phaikiém tra INR 2 - 4 ngay sau dé va nhéc 13icho t61khi dat én dink
+ Nhin ¢hung, INR (2 - 3 duge khuyén cio 48 phong ho¥c didu In huyé&t khdi tac finh mach, bao gém nghén mach phdi, rung nhi, banh van lim, hodc van smb hoc
INR 114 2.6 dén 3,5 ducic khuyén cdo sau nhdi mdu co lim, bénh nhan van lim ca hoc. hoac @ mdt s3 bénh nhan ¢ huyét khii hoac hdi ching khang phospholipid.
INA ¢ae hon ¢6 thé dugec khuyén caocho tic mach taiphat




| - ;iéu éung..notre em: leh nghigm dungc chong L(‘)ng udng cho tré em con hanché, va;c b.éld;u va t;eo clﬁi phéi tien hanh taico sd chuyén khoa.

- Nén trdnh dung thudc chéng déng udng cha Iré dang b dudi 1 thang tudi, Liéu trung binh khican bang dé dat INR tU 2 dén 3 tuy thude vao tudiva can ning: &tré
emirén 3 Wwdi, liéu tinh theo kg thé trong gdn nhu cdia ngudilon
- Lidu khdiddu cho tré em tinh theo mg/kg/ngay nhu sau

| <12 thang 12 thang - 3 nam > 3 nam - 18 tdi
Acenocoumarol 0.14 0,08 0,05

- Nhip 84 usng thuc, theo dai INA dé diéu chinh i8u hang ngay ciing tuong tu nhu & ngudiIén

- Liéu & ngudi cao tudi: Liéu khdi ddu phaithap hon lidu nguéi16n. Lidu rung binh can bang trong diéu tri thudéing chi bang 1/2 t6i 3/4 liéu nguoi lgn.

- Biéu tri ndi ti€p heparin-lidu phap: Do tac dyng chdng ddng mau cham clia cac thude khéng vitamin &, nén heparin phai dugc duy tri v&i liéu khéng ddi trong sudt
th&i gian can thiét, nghia 2 cho t6i khi INR n&m lrong tri 66 mong mudn 2 ngay lién tiép. trong trugng hgp cé giam tidu cau da heparin, khéng nén cho khang vitamin K

: sm ngay sau khi ngiing heparin vi cé nguy co tang déng mau do protein S {chéng ddng mau} bi giam som. Chi cha khang vitamin K sau khi d& cho cac thudc khang
i thrombin (danaparsid hodc hirudin).

Théng bio cho Bac sinhiing tac dung khdng mong mudhn gip phai khi sirdung thudc.

| QUALIEUVA XUTRI:

- Xt tef qua lidu thuding can ol vao INR va cdc dAu higu chdy mau, cdc bién phap didu chinh phaitudn ty d€ khong gay nguy co huy&tkhdi
- N&u INA & trén viing diéu tri thung duéi 5 va ngudi bénh khang ¢é biéu hién chay mau hoae khang cdn hiéu chinh nhanh dong mau trude phau thuat: bd 1 1&n udng
thudc, (&ifaitiép tyc didu trivoi lidu thdp hon khi da dat INR meng mudn. NEu INR rat gan véi INR mong mudn. thi giam liéu ma khong cén phéi bd 1dn udng thudic.

i ~NEUINR trén 5vA dudi 9, ma bénh nhan khéng cd biéu hién chiy mau khéac ngoai chay mau 1gi hodc chay mau cam: bd 1 hode 2 1dn udng thudc chdng déng mau,
- do INR thugng xuy&n han réi khi d& dat INR mong mudn, udng lat thuéc vdi liéu thap hon Néubénh nhdn ¢d cAc nguy co chdy mau khac, bd 1 14n udng thude va cho

dling vitamin K tir 2,5 mg theo dudng udng hodc 0,5 - 1 mg theo duding truyén nh mach cham trong 1 gid

- NEUINR trén 8 ma khang cé chay mau, b 1 1an udng thudc va cho dung vitamin K tif 3-5 mg theo dudng udng. hokce 1-1,5 mg theo dudng lruyén tinh mach cham
trong 1 gid: dé cho phép giam INR trong vong 24 - 48 gid, sau d¢ lai dung acenocoumarel véi lidu thap hon, theo déi INR thudng xuyén va néu cén |ap lei didu tri voi
vitamin K

- Néu cdn phai hiéu chinh nhanh tAc dyng chéng dang mau trong truding hop c6 bidu hién chdy mé&u nang hodc qué lidu n3ng (thi dy INR trén 20}, diing mot ligy 10
mg vitamin K tiém tihh mach cham va tuy thea yéu cdu ¢an cép ciu, phéi hgp véi huytluong tugi ddng lanh Co thé dung vitamin K nhagc laitiing 12 gio mét lan. Sau
khi diéu tri vitamin K li€u cao, ¢é thé co 1 khodng théi gian trude khi ¢é su trd ai higu lyc ciia thude khang vitamin K, Néu phai dung lai thuée chdng déng mau, c4n
xem xétding heparin trong matthdigian.

- Trudng hop ngd doc do tai nan, thicling phai danh gia theo INR va biéu hign bién ehiing chady mau. Phaido INR nhiéu ngay sau d6 (2-5 ngay), cé linh dén nia d&i
kéo daicUa thudc chdng dong mau. Dung vitamin K dé higu chinh tac dung chia thudc chdng déng mau.

TUGNG TAC THUOC : 5
Rat nhigu thudc ¢6 thé tuang tac véi thude khang vitamin K nén can theo rdi ngudi b&nh 3-4 ngay sau khi thém hay bdt thude phai hgp, N
Chéng chidinh phdihop .

- Aspirin {nhal 1 véi liéu cao Irén 3 g/ngay) lam tang tac dung chng d6ng rau va nguy c¢d chay médu do dc ché két tap ti€u ciu va chuydn dich thude udng chdng
ddng méau ra khdi lién kEtvéi protein huyét tuong.

-Miconazol: Xuat huy&t bat ngd ¢6 thé néng do tang dang ty do trong mau va e ché chuyén hoa clia thudc khéng vitamin K. Phenylbutazon lam tang tac dyung chdng ~
ddng mau két hgp voi kich dng niém mac dudng tiéu hoa. o
- Thudc chding viém khong steroid, nhém pyrazol: ting nguy cochdy méu do Uc ché tiéu c4u va kich Gng nigm mac duting tisu hoa.

Khéng nénphéihop:

- Aspirin véiliéu dudi3 g/ngay.

- Cac thudc chng viém khéng steroid, ké ca loai e ché chonloe COX-2

- Cloramphenicol; Tang tac dung cla thudc udng ehdng déng méu do lam giam chuyén hod thudt nay tai gan Néu khong thé tranh phdi hop thi phai kidm tra INR
thuding xuyén han, higu chinh liéu trong va sau 8 ngay ngirng cloramphenicol.

= Difturisal: Tang tac dyng cla thude uéng chdng dong mau do canh tranh lién kétvdi protein huyét tuong. Nén dang thudc gidm dau khac, thi dy paracetamol ':
Théntrong khiphdi hgp:

Allopurino!, aminoglutetimid, amiodaron, androgen, thudc chéng tram cdm cuang serotonin, benzbromaron, bosentan. carbamazepin, cephalosporin, cimetidin

{trén 80D mg/ngay), cisaprid, colestyramin, corticoid (tri hydrocortison dung diéu trj thay thé trong bénh Addison), eyclin, thude gay doc 1€ bao, cibrat, cac azol tii

nadm, fluoroquinelon, cac loai heparin, ndi tiét6 tuyén giap, thude gay cam dng enzym, cac statin, magcrolid (trir spiramycin), neviparin, efavirenz. nhom imidazol,
orlistat, pentoxifyllin, phenytoin, propafenon, ritonavir, lopinavir, mét s& sulfamid {sultameloxazol, sulfafurazol, sulfamethizol), sucralfat, thude tri ung thu
{tamaxifen, raloxifen}, tiboton, vitamin € trén 500 mg/ngay, alcool, thudc chdng tap kéttiéu cau, thudc tidu huyét khdi,...cing lam thay déi tac dyng chdng dong mau.

QUY CACH BONG GOI: H8p 2 vix 10 vién nén, Hop10 vix10 vién nén.

BAO QUAN: Noi kha mat, nhigt dg dudi 30°C. Tranh anh sang

RAN DUNG: 24 thang ké i ngay san xuat,

- Vign nén ACM CONTROL 4 dat iheo TCCS

- D& xa tadm tay tré em. Doc ky hudng ddn sty dung triée khi ding

- Thude nay chibdn theo su ké don cia thay thudc.

- Néu cdn thém théng tin xin hoi y kién bac si

- 53n xudt fai: Nhd may GMP- WHD 56 930 C2, dudng C, KCN Cat L4l 0.2, TP.HCM

CONG TY CO PHAN DUGC PHAM 3/2
601 Cach Mang Thang Tam, Q.10, TP. HCM

FI.PHARMA  Bién thoai:39700025 -37422612 Fax: 397700182
Email: duocpham32 @ft-pharma.com Website: www.{t-pharma.com
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