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MAU HOP 3 Vi x 10 VIEN NEN ACM CONTROL 1 XIN LUU HANH s

NTROL 1
-

Acenocoumarol 1mg

Kich thugc thuc: 7,2 x 2,2 x 3,2 cm

Hip 3 vix 10 vidn nén

SBK:
Tiéu chudin: TCCS

Acenocoumarol 1mg

@g CONG TY CO PHAN DUGC PHAM 372 (m&»

801 Cdch Mang Thang Tdm, 0.10, TP. HCM
sxmmm,«awwno MMCZMUC.KCNCMUI @.2, TP.HCM

CONG THIIC: BAOC QUAN: A L
Acenocoumarol .. ... ................. 1mg Ngi khd mat, nhidt dd dudi 30°C, z YR i
Tadugeviadil ... Iviénnén  tréinh anh séng. B{‘) \ I F‘

smeiecdstegintie. savlamnenies ||| CUCQUAN LY DUGC
PA PHE DUYET

Xin doc trong 19 hudng dén sif dung. TRUGC KHI DUNG
- Box of 3 blisters x 10 tablets . i o
| MR :
! Specification of the manufacturer 3 2
. Lan dau: Q.2./G4..| 2atb...

Acenocoumarol 1mg - |
on /L”u

- ) PHARMACEUTICAL JOINT STOCK COMPANY OF 32 r\_&/
801 Cach Mang Thang Tam, Dist. 10, HCM City !

1 ﬁ“ihﬂ 'WHO Laboraiory, No.830 C2, Road ., Cat Lal indusirial Zone, District 2, HOM Ciry

HODV Exp. date:

COMPOSITION: STORAGE:
Acenocoumarol ... 1mg In dry place, at the temperature below
E xcipi q.8 1tablet 30°C, protect from light.

KEEP OUT OF REACH OF CHILDREN.

INDICATI H ITRAINDICA H
NS, CORTRAMDICATIONS CAREFULLY READ THE INSTRUCTIONS BEFORE USE

ADMINISTRATION & DOSAGE; OTHER
INFORMATION:
Please read carefully the enclosed leaflet
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MAU HOP 10 Vi x 10 VIEN NEN ACM CONTROL 1 XIN LUU HANH

Acenocoumarol 1mg

5 PHARMACEUTICAL JOINT STOCK COMPANY OF 312

Kich thuéc thuc: 7,2 x 4,0 x 3,2 cm

Hép 10 vi x 10 vién nén

Acenocoumarol 1mg

SBK:
Tiéu chudn: TCCS

(Glpj cona 1Y 0 PHAN DUGC PHAM 312

T humes 601 Cdch Mang Thang Tdm, .10, TP. HCM
SX tpi Nha may GMP-WHO, s6 830 C2, Dudng C, KCN Cat Léi, Q.2, TP.HCM

CONG THUC:
ACENOCOUMATD] ....oow.ooocecec s ] MG
TAAUIE VA AL oo s 1vién nén

CHI BINH; CHONG CHi BINH; LIEU DUNG & CACH DUNG;
CAC THONG TIN KHAC:

Xin doc trong td hudng dén sd dung.

BAO QUAN:

Nai khé mat, nhiét dé dudi 30°C, trénh dnh sang.

BE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

INTROL 1

Acenocoumarol 1mg
Reg No
Specification of the manutacturer

Box of 10 blisters x 10 tablels = ) /

Flmugmas, 001 Cach Mang Thang Tam, Dist.10, HOM City

| Produced af ihe GMP - WHO Laboratory, Mo.930 C2. Road C, Caf Lai indusirisl Zone, District 2, HCM Cify

COMPOSITION:

Acenocoumarol...

Excipients. gs

INDICATIONS; CONTRAINDICATIONS; ADMINISTRATION

& DOSAGE; OTHER INFORMATION:

Please read carefully the enclosed leaflet.

STORAGE:

Indry place, atthe temperature below 30°C, protect from light.
KEEP OUT OF REACH OF CHILDREN.

CAREFULLY READ THE INSTRUCTIONS BEFORE USE
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MAU GIAY NHOM ACM CONTROL 1 XIN LUU HANH
Kich thudc thuc: 7,0 x 3,0 cm
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MAU TO HUGNG DAN SU DUNG XIN LUU HANH
Kich thudc thuc: 18,0 x 48,5cm

R, THUGC BAN THEO BON

Vién Nén
THANH PHAN: Cho 1vién nén
Acenocoumarol .............4 mg
Ta dudc: Aerosil, Lactose monohydrat, Tinh bt ngd, Tale, Magnesi stearat.
CACBAC TINHDUGC LY:
DUGC LY VA COCHE TAC BONG:
- Acenocoumarol 1a mdt khang vitamin K. Nhilng thude nay can thiép vao ca ché khiy vitamin K & gan. Vitamin K dang khif la déng yéu té clia mdt carboxylase dé
chuyén acid glutamic thanh acid gamma-carboxyglutamic. B&n yé&u t6 déng méu (yEu 16 11, VI, IX, X) va hai chét Uc ché (protein C va S) cé cac nhom gamma-
carboxyglutamic cn thigt d& gan 1&n cdc bé mat phospholipid dé xtic téc cac luang tac clia chung.
- Nhu véy 1a cac khang vitamin K ¢o tae dung chéng déng mau gian ti€p bang cach ngan can sy tdng hgp cac dang hoat dong etia nhiéu yéu 18 déng mau. Sau khi
uding, cac khdng vitamin K gdy ha prothrombin mau trong véng 36 dén 72 gid. Can bang diéu tri bang thudc khang vitamin K doi hoi nhiéu ngay. Sau khi ngiing
thude, tac dung chéng déng mau con cd thé kéo dai thém 2 - 3 ngay. Thudc 6 thé han ché duge sy phat trién clia cac cuc huyét khéi da co trude va ngan ngira
dugc cac triéu ching huy&t khéi tac mach th phat, tuy khéng cé tac dung tigu huyét khdi true tiép vi khéng dao ngude duge thuagng t6n cla mé bi thigu mau cyc bg,
DUGC BONG HOC:
- Acenocoumarol duge hap thu nhanh qua dudng tiéu hod, Néng dé dinh cha huyét tuong dat trong véng 1 - 3 gid. Thude gan manh véi protein huyét tuong (97%).
Chi cé phén ty do 14 cé hoat tinh va bi chuyén hod. T§ 1& phan ty do va chuyén hoad & gan cd thé tang do cam ting enzym (xem phan tudng tac thudc).
Acenocoumarol qua nhau thai va mét phdn dugc phat hién trong siia me.
- Nita d&i thai trirclia acenocoumarol khodng 8 -11 gid. Thudic dao thaichi y&u qua nudc tiéu & dudi dang chuyén hod va mot phan qua mat (phan)
CHIDINH:
- Bénh tim gay tac mach: Dy phéng bién ching huyét khai tac mach do rung nhi, bénh van haila, van nhan tao.

- Nhéi mau co tim: Dy phong bién chiing huyét khai tac mach trong nhéi mau co tim bién ching nhu huyé&t khai trén thanh tim, réi loan chiic nang that trai nng, loan :
déng that trai gay the mach khi digu tritiép thay cho heparin; Dy phéng tai phat nhéi mau cd tim khi khéng ding dude aspirin. o
- Diéu tri huy&l khéi tinh mach sau va ngh&n mach phéi va du phang tai phat khi thay thé tiép cho heparin. 3

- Dy phong huyét khéitinh mach, ngh&n mach phéi trong phAu thuat khép hang.
-Du phéng huyétkhéi treng éng thong.

CHONG CHi BINH:

- Man cam da biét vl cac dan chat coumarin hay thanh phan e trong thuée, !
- Suy gan nang.
- Nguy cd chay mau, mdican thiép ngoai khoa vé than kinh va mat hay kha nang phai mé lai.
- Tai bién mach mau néo (trif trudng hgp ngh&n mach & ndi khéc),

- Suy than ning (dé thanh thai creatinin < 20 ml/phut).

- Gian tinh mach thye quan.

- Loétda day - ta trang dang tién trién.

- Khéng dugc phéi hgp wdi aspirin liéu cao, thude chdng viém khéng steroid nhan pyrazol, miconazol ding dudng toan than, am dao: phenylbylagyl,
cloramphenicol, diflunisal. ;
THAN TRONG

- Phai luu ¢ dén kha nang nhan thic clia ngudi bénh trong qua trinh diéu tri (nguy co udng thude nham). - Hudng dan can than dé ho tudn thi chi dinh chi
hiéu rd nguy co va thai dé xd 1y, nhat 1a vai ngudi co tudi.

- Phal nhan manh viéc udng thude déu hang ngay vao ciing matthdi diém.

- Phai kiém tra sinh hoc (INR) dinh ky va tai cing mat nai,

- Truding hap can thigp ngoai khoa, phai xem xét ting trudng hgp dé didu chinh hodc tam ngiing ding thude chang déng mau, can cif vao nguy co huyét khai cu
ngudi bénh va nguy cd chay mau lién quan dén ting loai phu thuat.

-Theo dbi cén than va diéu chinh liéu cho phit hgp & ngudi suy gan, suy than hodc ha protein mau,

- Taibién xudt huyét dé xay ra trong nhiing thadng dau didu tri nén cdn theo ddi chit ché, déc bigtkhibénh nhan ra vién trd vé nha.

Thdi ky mang thai: D& c6 théng ké khoang 4% di dang thai nhi khi nguai me ding thudc nay trong quy ddu thai ky. Vao cac quy sau, van thdy co nguy cd (ca xay
thai). Vivay chiding thudc khikhéng thé cho heparin.

Théi ky cho con bi: Tréanh cho con bii. N&u phéi cho b thinén bi vitamin K cho dia tré.

LAI XE VA VAN HANH MAY MOC: Acenocoumarol khéng anh hugng dén kha nang lai xe va van hanh may moc

TAC DUNG KHONG MONG MUGN CUA THUOC (ADR):

- C4c bidu hign chay mau 14 bién ching hay gép nhat, cd thé xay ra trén khip ca thé: hé than kinh trung ucng, cdc chi, cac phi tang, trong & bung, trong nhan cau...
- D6i khixay ra tiéu chay (c6 thé kém thee phan nhidm ma), dau khdp riéng 1&.

- Higm khixay ra: Rung toc; hoai ti da khu tri, c6 thé do ditruyén thiéu protein C hay ddng yéu té1a protein S; méan da di ding.

- At hiém thay bi viém mach mau, tén thuong gan,

Hudng dan cach xiitri ADR: Xem muc qua liéu va xd tri.

LIEULUGNG VA CACH DUNG:

- Ligu lugng phai dugc diéu chinh nham dat muc dich ngén cén co ché dong mau téi mue khong xay ra huyét khéi nhung tranh duge chay mau ty phat. Liéu ding
tuy thude vao dap Ung didu tricta tiing ngudi.

- Lidu cho ngudi Ién trong hai ngay dau la 4 mg/ngay, uéng vao budi toi. T ngay thit ba, viéc kiém tra sinh hoc sé cho phép xac dinh lieu diéu tri. Ligw nay thudng tu
1dén 8 mg/ngay. Viéc diéu chinh thudng ti€n hanh tiing ndc 1 mg.

Theo déi sinh hoc va diéu chinh liéu:

- Test sinh hoc thich hgp 14 do thai gian prothrombin (PT) bidu thi bing ty s6 chudn hoa quée t& INR (International Normalized Ratio). Thai gian prothrombin cho
phép tham dé cac yéu td 11, VI, X 1a nhiing y&u té bi giam bdi thude khang vitamin K. Yéu té IX ciing bi gidm bai thudc khang vitamin K, nhung khéng duge tham do
bdi thdi gian prothrombin .

- INR la métcach biéu thj thai gian Quick co tinh dén dé nhay clia thude thil (thromboplastin ding dé lam test, nén gidm dude nhing thay déi that thuéng gidia cac
labo.

- Khikhéng diing thude khang vitamin K, INR & ngudi binh thugng 14 1. Khi ding thude trong nhiing tinh huéng dudi day, trong da s6 trudng hgp dich INR can datla
2,5, giao dong trong khodng 2 va 3. INR dudi 2 phan danh diing thude chdng déng mau chua dd. INR trén 31& ding thisa thudc. INR trén 5 1a eé nguy co chay mau.

- Nhip @6 kiém tra sinh hoc: 1dn kiém tra déu tién tién hanh 48 gid + 12 sau |an udng thudc khang vitamin K ddu tién dé phat hién su tang nhay cdm cda ca nhan.
N&u INA trén 2, bao hiéu s& qua lidu khi can bang, vi vay phai giam bat lidu. Lan kidm tra thi 2 thudgng tién hanh 3-6 ngay sau. Nhiing lan kiém tra sau tién hanh
tiing 2 - 4 ngay cho téi khi INR &n dinh, sau dé cach xa dén, dai nhét la mét thang mét 1an.

- Can bang diéu tri doi khichl dat sau nhidu tuan. Sau méi lan thay ddiliéu, phai kiém tra INR 2 - 4 ngay sau do va nhac lai cho téi khidat én dinh.

- Nhin chung, INR tif 2 - 3 dugc khuyén cdo dé phong hodc diéu tri huy&t khdi tac tinh mach, bao gém nghé&n mach phéi, rung nhi, bénh van tim, hoac van sinh hoc.
INR tif 2,5 dén 3,5 dugc khuyén cdo sau nhéi mau co tim, bénh nhan van tim co hoc, hodc & mat s& bénh nhan o6 huyét khdi hosc hoi chiing khang phospholipid.
INR cao hon cé thé duge khuyén cdo cho tAe mach tai phat.




- Liéu diing chotré em: Kinh nghiém ding thuéic chéng déng udng cho tré em con han ché, viée bat ddu va theo dai phaitién hanh tai cd sd chuyén khoa,

© - Nén tranh diing thuSe chdng déng udng cho tré dang bu dudi 1 thang tudi. Liéu trung binh khi can bing dé dat INR tif 2 dén 3 tuy thude vao tudi va can ning: & tré
emtrén 3tudi, liéu tinh theo kg thé trong gén nhu cda ngudi lan.
- Liéu khdi ddu cho tré em tinh theo mg/kg/ngay nhu sau:

(<12 thang 12 thang - 3 nam > 3 nam - 18 twéi
Acenocoumarol 014 0,08 0,05

- Nhip dd udng thudc, theo dai INR dé diéu chinh liéu hang ngay ciing tudng tu nhu & ngudi Idn.

- Ligu & ngudi cao tudi: Li€u khdi dau phai thdp hon liéu ngudi 1én. Lidu trung binh can bang trong diéu tri thudng chibang 1/2 toi 3/4 ligu ngudi ldn.

- Diéu tri ndi tiép heparin-liéu phap: Do tac dung chéng déng mau cham cia cac thude khang vitamin K, nén heparin phai duge duy tri vdi liéu khing déi trong sudt
thi gian cén thiét, nghia la cho tdi khi INR ndm trong tri s6 mong mudn 2 ngay lién tiép. trong truding hap co giam tiéu cdu do heparin, khéng nén cho khang vitamin K
sém ngay sau khi ngling heparin vicd nguy co tang déng mau do protein S (chdng déng mau) bi giam sém. Chicho khang vitamin K sau khi da che cac thuée khang
thrombin (danaparsid ho#c hirudin).

Théng bao cho Béc sinhiing téc dung khéng mong muén gap phai khi si'dung thuéc.

QUA LIEU VA XU TRI:

- XUtri qua lidu thuding can el vao INR va cdc ddu higu chay mau, céc bién phap didu chinh phai tudn tu dé khéng gay nguy co huyétkhéi.

-Néu INR & trén ving diéu tri nhung dudi 5 va ngudi bénh khdng eé biéu hién chay méu hodc khdng cdn higu chinh nhanh déng mau trude phau thuat: bo 11an uéng
thude, rdilai tiép tye diéu trj vdiliéu thap hon khi da dat INR mong mudn. Néu INR rdt gdn vdi INR mong muén, thi gidm liéu ma khang cdn phai bd lan udng thudc.
-Néu INR trén 5 va dudi 8, ma bénh nhan khong 6 bigu hién chay mau khéc ngoai chay mau Igi hodic chay mau cam: bo 1 hodc 2 1dn udng thude chéng déng mau,
do INR thuding xuyén han réi khi da dat INR mong mudén, udng lai thudc v liéu thap han. Néu bénh nhan ¢é céde nguy co chay mau khéc, bo 1 1dn udng thude vacho
diing vitamin K ti 2,5 mg theo dudng uéng hodc 0,5 - 1 mg theo dudng truyén finh mach cham trong 1 gid.

- N&u INR trén 9 ma khéng cé chay mdu, bo 1 1&n udng thufic va cho ding vitamin K ti 3-5 mg theo dudng udng, hode 1-1,5 mg theo dudng truyén tinh mach cham
trong 1 gid; dé cho phép giam INR trong vong 24 - 48 gid, sau do lai diing acenocoumarol vdi liéu thdp han, theo déi INR thuding xuyén va néu can 1ap lai diéu tri vai
vitamin K.

- NEu can phai hiéu chinh nhanh tac dung chéng déng mau trong truéing hop cé biéu hién chay mau nang hodc qua liéu nang (thi du INR trén 20), ding mot iéu 10
mg vitamin K tiém tinh mach cham va tuy theo yéu céu cén cdp clu, phéi hgp véi huyét tuong tudi dang lanh. Cé thé diing vitamin K nhagc laitiing 12 gid métlan. Sau
khi diéu tri vitamin K lidu cao, cé thé cé 1 khodng thai gian trudc khicé sy tré lai higu Iyc clia thude khang vitamin K. N&u phai ding lai thudc chdng déng mau, can
xem xetdung heparin trong m§t thdi gian.

- Trudng hop ngé doc do tai nan, thi ciing phai danh gia theo INA va biéu hién bién chiing chay mau. Phai do INR nhiéu ngay sau dé (2-5 ngay), cé tinh dén nia ddi
kéo daiclia thude chéng dong mau. Dung vitamin K dé hiéu chinh tie dung elia thude chéng dong mau.

TUGNG TAC THUGC :

A&t nhidu thude cd thé tuong tae vdi thudc khang vitamin K nén cdn theo rdi nqudi bénh 3-4 ngay sau khi thém hay bt thude phéi hap.

Chdéng chidinh phdihgp

- Aspirin (nhét 14 véi liéu cao trén 3 g/ngay) 1am tang tde dung chéng déng mau va nguy cd chay mau do de ché két tap tiéu cAu va chuyén dich thude uéng chéng
déng mau ra khailién két vai protein huyét tuong.

- Miconazol: Xudt huy&tbat ngd o6 thé nang do tang dang Wy do trong méu va lic ché chuyén hod ciia thude khang vitamin K. Phenylbutazon lam tang tac dung chéng
déng mau két hap véi kich dng niém mac dudng tiéu hoa,

- Thudc chéng viém khong steroid, nhéom pyrazol: tang nguy cd chay mau do (e ché tiéu cdu va kich Ung niém mac duding tiéu hoa.

Khéng nén phéihgp:

- Aspirin vdili€u dudi 3 g/ngay.

-Céac thude chang viém khéng steroid, k& ca loai tc ché chon loc COX-2 3
- Cloramphenicol: Tang tac dung cla thudce uéng chéng déng méu do |am giam chuyén hoa thude nay tai gan, Néu khang thé tranh phdi hgp thi phai kiém tra INA
thuding xuyén han, hiéu chinh liéu trong va sau 8 ngay ngling cloramphenicol.

- Diflunisal: Tang tac dung cla thude udng chéng dong mau do canh tranh lién két vdi protein huyét tucong. Nén diing thude giam dau khac, thi du paracetamol.

Than trong khiphdi hgp:

Allopurinel, aminoglutetimid, amiodaron, androgen, thudc ché'ng trdm cam cuding serotonin, benzbromaron, bosentan, carbamazepin, cephalosporin, cimetidin
{trén 800 mg/ngay), cisaprid, colestyramin, corticoid (trif hydrocortison ding diéu tri thay thé trong bénh Addison), cyclin, thudc gay déc té bao, cibrat, cac azol tri
ndam, fluoroquinolon, céc loai heparin, ndi tigt 14 tuyén giap, thudc gay cam Ling enzym, cac statin, macrolid (tris spiramycin), neviparin, efavirenz, nhém imidazol,
orlistat, pentoxifyllin, phenytoin, propafenon, ritonavir, lopinavir, mdt sd sulfamid (sulfametoxazol, sulfafurazol, sulfamethizol), sucralfat, thude tri ung thu
(tamoxifen, raloxifen), tibolon, vitamin E trén 500 mg/ngay, alcool, thudc chéng tap két tiéu cau, thudc tiéu huyét khai,...cling lam thay ddi tdc dung chéng déng mau.
QUY CACH PONG GOI: Hop 3vix10 vién nén, Hop 10 vix10 vién nén .

BAO QUAN: Noi kho mat, nhigtdo dudi 30°C. Tranh anh séng.

HAN DUNG: 24 thang ké tif ngay san xuat,

- Vién nen ACM CONTROL 1 dat theo TCCS.

- D& xa tdm tay tré em. Doc ky hudng ddn s dung trudie khi dung.

- Thudic nay chiban theo su ké don cia thdy thudc.

- Néu edn thém théng tin xin hdi y kién bac si.

- San xudt tai: Nha may GMP - WHO s6 930 C2, dudng C, KCN Cat Lai, Q.2, TP.HCM

@j CONG TY CcO PHAN DUGC PHAM 3/2
601 Cach Mang Thang Tam, Q.10, TP. HCM
FI.PHARMA  Dién thoai: 39700025 - 37422612 Fax: 39700182
Email: duocpham32 @ft-pharma.com Website: www.ft-pharma.com

Ngay 12 thang 04 nam 2016
QNG GIAM DOC

TUQ.CUC muc:mc;
P.TRUCNG PHONG

f// é -/ff (N .ff S 1y




