gy 1479

Nhan trén hép Vincerol 1mg x 3 vi, kich thuéc(10.2 x 6 x 2.5) cm

thije: Cho 1 vién chiia.

| 5 1 mg 5
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Nhan trén hép Vincerol 1mg x 10 vi, kich thuc(10 x 5.5 x 4.3) cm

Cang thie: Cho 1 vién chia.
A 1mg
TA duge VI B0......oer 1 vién

Chi dinh, ching chi dinh, th§n trong, tic dyng khong
mong mudn, liéu ding, cdch dung, cdc thong tin khic:
Xem t3 hu6ng din si dung. VINPHACO

Sdn xuft tai:

Bdo qudn: Noi kho rdo, nhiét d0 dudi 30°C, tranh dnh séng CONG TY cf PHAN puge PHAM VINH PHUC
Tiéu chudn: TCCS. $6 777 Dubng Mé Linh, P. Khai Quang, TP. Vinh Yen, |
5 T.Vinh Phic |
04 xa thm tay tré em DT: 02113 861233 Fax: 02113 862774 |

Boc ky hudng dén st dyng trude khi ding Nha m4y sin xudt: Thon M3u Thong, P. Khai Quang,

TP. Vinh Yén, T.Vinh Phic

THUGC BAN THEO DON Hop 10 vi x 10 vién nén
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Mau to hudng dan sir dung vién nén Vincerol 1 mg

VINCEROL 1 MG

Ta dwacmtose, amidon ngd, PVP - K30, magnesi stearat, talc) vd .......... vién
Dang bao ché: Vién nén
Ddng goi:
Hop 3 vi x 10 vién nén.
Hop 10 vi x 10 vién nén.
Duogc lyc hoc:

Acenocoumarol 1& mot thudc khang vitamin K. Nhimg thuc nay can thiép vao co ché khir
vitamin K & gan. Vitamin K dang khir 1a ddng yéu t6 ctia mot carboxylase dé chuyén hoa acid
glutamic thanh acid gamma - carboxyglutamic. Bén yéu t6 déng méu (yéu 6 II, VII, IX, X) va hai
chit tc ché (protein C va S) ¢6 cac nhém gamma - carboxyglutamic can thiét gan 1én cic bé mit
phospholipid dé xtc tac cac twong tac clia ching.

Nhu véy 1a acenocoumarol c6 tac dung chéng déng méu gian tiép bang cach ngin can su tong
hop céc dang hoat dong ctia nhidu yéu t& dong mau. Sau khi udng, thuc gay ha prothrombin mau
trong vong 36 dén 72 gid. Can bing diéu tri bang Acenocoumarol doi hoi nhiéu ngay. Sau khi
ngimg thude, téc dung chdng dong méu con c6 thé kéo dai thém 2 - 3 ngay. Thude c6 thé han ché
duoc sy phat trién cia cac cuc huyét khbi da c6 trude va ngin nglra duge cic triéu ching huyét
khdi thc mach thir phat, tuy khong c6 tac dung tiéu huyét khéi truc tiép vi khong dao nguge dugc
thuong tén ctia mo bi thiéu méu cuc bo.

Dugc dong hoc:

Acenocoumarol duoc hép thu nhanh qua dudng tiéu héa, sinh kha dung dudng ubng dat khoang
60%. Nong do dinh cta thudc trong huyét tuong dat trong vong 1 - 3 gid. Thubc gin manh voéi
protein huyét trong (97%). Chi ¢6 phan tu do 1a ¢6 hoat tinh va bi chuyén hoa. Ty 1& phan tu do va
chuyén héa & gan c6 thé tang do cam tng enzym. Acenocoumarol qua nhau thai va mot phan dugc
phat hién trong sita me.

Thoi gian ban thai cia acenocoumarol khoang 8 - 11 gid. Thude dao thai chi yéu qua nudc tidu &
dudi dang chuyén héa va mot phan qua mat (phan).

Chi dinh:

Bénh tim gy tic mach: Du phong bién ching huyét khdi tic mach do rung nhi, bénh van hai 14,
van nhan tao.

Nhdi mau co tim: Dy phong bién ching huyét khéi the mach trong nhdi mau co tim, bién ching
nhu huyét khéi trén thanh tim, rdi loan chirc nang that trai ning, loan dong thét trai gy tdc mach
khi diéu tri tiép thay cho heparin. Du phong tai phat nhdi méu co tim khi khong dung dugc aspirin.

Diéu tri huyét khéi tinh mach sau va nghén mach phdi, va du phong tai phét khi thay thé tiép cho
heparin.
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kb tinh mach, ngh&n mach phdi trong phau thuét khép hang.
tfloﬁcg‘jn'\'t‘ﬁ%i /‘ ong 6ng thong
){fu*dLu{;éC «€dely dung: Lidu luong phai duoc diéu chinh nhim dat muc dich ngén can co ché
dohg @Wfb‘fﬁ@v/ ng xay ra huyét khbi nhung tranh dugc chay mau tu phat. Liéu dung tuy
thuo\m\@(?g‘\agu’ ) i€u tri clia tirng nguoi.

Liéu cho nguoi 1ém: Trong 2 ngay dau la 4mg/ngay, ubng vao budi t6i. Tir ngay thu ba, viée kiém

tra sinh hoc s& cho phép xéac dinh lidu diéu tri. Lidu nay thuong tir 1 dén 8 mg/ngay. Viée didu
chinh thuong tién hanh timg nic 1 mg.

Theo ddi sinh hoc va diéu chinh liéu: Test sinh hoc thich hop 1a do thoi gian prothrombin (PT) biéu
thi bang ti s6 chudn héa qudc t& INR. Thoi gian prothrombin cho phép tham do cac yéu t6 11, VII,
X 14 nhing yéu t6 bi giam bai acenocoumarol. Yéu t§ IX ciing bi giam badi acenocoumarol nhung
khong dugc tham do boi thoi gian prothrombin.

Khi khong dung acenocoumarol, INR ¢ ngudi binh thuong 1a 1. Khi dung thudc trong nhiing tinh
hudng dudi day, trong da sd trudong hop dich INR can dat 1a 2,5, dao dong trong khoang 2 va 3.
INR dudi 2 phan 4nh ding thuc chéng déng mau chua du. INR trén 5 12 c6 nguy co chay maéu.
Nhip do kiém tra sinh hoc: Lan kiém tra dAu tién tién hanh 48 gio £ 12 gid sau lan uéng
acenocoumarol dau tién dé phat hién su ting nhay cam cla c4 nhén. Néu INR trén 2, béo hiéu sé
qué liéu khi can bang, vi vay phai giam bét lidu. Lan kiém tra thtr 2 thuong tién hanh 3 - 6 ngay
sau. Nhimg 14n kiém tra sau tién hanh timg 2 - 4 ngay cho t6i khi INR 6n dinh, sau d6 cach xa dan,
dai nhit 1a 1 thang 1 lan.

Can béng didu tri doi khi chi dat sau nhiéu tudn. Sau mi l4n thay ddi liéu, phai kiém tra INR 2 - 4
ngay sau d6 va nhic lai khi dat 6n dinh.

Nhin chung, INR tr 2 - 3 duogc khuyén cédo dé phong hoic didu tri huyét khéi tic tinh mach, bao
g@)m nghén mach phéi, rung nhi, bénh van tim, hodc van sinh hoc. INR tir 2,5 - 3,5 duoc khuyén
c4o sau nhdi mau co tim, ngudi bénh van tim co hoc, hodc & mot s6 nguoi bénh co huyét khéi hodc
hoi chirmg khang phospholipid. INR cao hon ¢6 thé duoc khuyén cdo cho tic mach tai phat.

Liéu ding cho tré em: Kinh nghiém dung Acenocoumarol dudng ubng cho tré em con han ché,
viée bt ddu va theo dai phai tién hanh tai co s& chuyén khoa.

Nén tranh ding acenocoumarol duong udng cho tré em dang bt dudi 1 thang tudi. Liéu trung binh
khi c4n bang dé dat INR tir 2 - 3 tly thudc vao tudi va cin ning: & tré em trén 3 tudi, liéu tinh theo
kg thé trong gan nhu ctia ngudi 16n. Liéu khoi dau cho tré em tinh theo mg/kg/ngay nhu sau:
< 12 thang 12 thang - 3 nim >3 nam - 18 tudi
Acenocoumarol 0,14 0,08 0,05

Nhip d6 ubng thudc, theo di INR dé diéu chinh liéu hang ngdy cfing tvong tu nhu ngudi 16n.

Liéu & nguoi cao tudi: Lidu khoi ddu phai thip hon liéu ngudi 16n. Liéu trung binh c4n bang trong
diéu tri thuong chi bang 1/2 dén 3/4 lidu ngudi 16n.

Diéu tri ndi tiép heparin - liéu phéap: Do tic dung chéng dong mau chdm clia acenocoumarol, nén
heparin phai dugc duy tri véi lidu khong dbi trong subt thoi gian cin thiét, nghia 14 cho téi khi INR
nam trong tri s6 mong mudn 2 ngay lién tiép. Trong trudng hop cé giam tiéu cau do heparin, khong

nén cho acenocoumarol sém ngay sau khi ngirng heparin vi c6 nguy co taing dé6ng mau do protein S
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giam sém. Chi cho acenocoumarol sau khi da cho céc thudc khang thrombin.

N\aﬁfl camcda piet o ;; ¢ dn chit coumarin hay bit ky thanh phan c6 trong thude.
Bé&‘b. AntkBOHE : il hop tac tét (khong tuan thi cac chi dinh diéu tri ctia bac s7)
N ,
eI

Suy gan nang
Nguy co chdy mau, méi can thiép ngoai khoa vé than kinh va méit hay kha nang phai mo lai.

Tai bién mach méu n#o (trlr trudng hop nghén mach & noi khac).

Suy than ndng (d0 thanh thai creatinin <20 ml/phut).

Gidn tinh mach thuc quan

Loét da day - t4 trang dang tién trién.

Khong duoc phdi hop véi aspirin lidu cao (nhit 13 liéu cao trén 3 g/ ngay), thubc chéng viém
khong steroid nhén pyrazol, miconazol dung dudng toan than, 4m dao; phenylbutazon,
cloramphenicol, diflunisal.

Than trong:

Phai luu ¥ dén kha nang nhén thic cta ngudi bénh trong qué trinh didu tri (nguy co udng thude
nhdm). Huéng dan cdn than d& ho tudn tha chi dinh chinh x4c, hiéu 18 nguy co va théi d xu ly,
nhét 12 v6i ngudi cao tudi.

Phai nhin manh viéc ubng thudc déu hang ngay vao cing mot thoi diém.

Phai kiém tra sinh hoc (INR) dinh k¥ va tai cling mot noi.

Trudng hop can thiép ngoai khoa, phai xem xét timg trudng hop dé diéu chinh hodc tam ngimg
ding thudc chdng dong mau, cin cir vao nguy co huyét khdi ctia nguoi bénh va nguy co chay mau
lién quan dén ting loai phiu thuat.

Theo dbi cin than va diéu chinh lidu pht hop & nguoi suy gan, suy thin, hodc ha protein mau.

Tai bién xuét huyét d& xay ra trong nhiing thang du diéu tri, nén can theo d&i chit chg, dic biét
khi nguoi bénh ra vién tré vé nha.

Phu nit cé thai hodc dang cho con bu:

- Thoi kp mang thai: Pa c6 thdng ké khoang 4% di dang thai nhi khi ngudi me dung thubc nay
trong quy dau thai ky. Vao cac quy sau, van thdy c6 nguy co (ca say thai). Vi vy, khong stt dung
thudc trong thoi ky mang thai.

- Thoi ky cho con bii: Tranh cho con bu. Néu phai cho con b thi nén bu vitamin K cho dia tré.
Kha ning ldi xe va vin hanh mdy mdc: Khong nén lai xe hay van hanh may moéc khi gip tac dung
khong mong mudn cta thude.

Tdc dung khong mong muon (ADR)

Cac biéu hién chay mau la bién chimg hay gip nhét, ¢ thé xay ra trén khép co thé: Hé than kinh
trung wong, cac chi, cdc phii tang, trong 6 bung, trong nhan cau....

Thube c6 thé gip cic tac dung khong mong mudn nhu nén, budn ndn, an khong ngon, viém mach
mau.

Doi khi xay ra ia chay (c6 thé kém theo phan nhiém m&), dau khop riéng 1é.

Hiém khi xay ra: Rung toc, hoai ttr da khu trt, ¢6 thé do di truyén thiéu protein C, hay dong yéu té

I
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ach mau, tén thuong gan.

. LUOC PHAM | “Théng bdo cho bdc si cdic

\ ViNH PHUC /4%,
\ i

Twongtacatimdc Kat nhiéu thude c6 thé twong tic véi acenocoumarol nén can theo d&i nguoi
bénh 3 - 4 ngay sau khi thém hay bét thude phéi hop.
Chong chi dinh phéi hop:
Aspirin (nhit 12 v6i liéu cao trén 3 g/ngay) lam tang tac dung chdng dong mau, va nguy co chay
mau do tc ché két tap tiéu ciu va chuyén dich acenocoumarol ra khoi lién két véi protein huyét
tuong.
Miconazol: Xuét huyét bat ngo ¢6 thé nang do ting dang tw do trong mau va tc ché chuyén hoa
ctia acenocoumarol.
Phenylbutazon: lam ting tac dung chéng dong mau két hop véi kich ting niém mac duong tiéu héa.
Thubc chdng viém khong steroid nhém pyrazol: Tang nguy co chay mau do wc ché tiéu cau va kich
ung niém mac duong ti€u hoa.
Khéng nén phdi hop:
Aspirin véi lidu dudi 3 g/ngay
Cac thude chbng viém khong steroid, ké ca loai tc ché chon loc COX - 2.
Cloramphenicol: Tang tac dung ctia acenocoumarol do lam giam chuyén hoa cua thude nay tai gan.
Néu khong thé tranh phéi hop thi phai kiém tra INR thuong xuyén hon, hiéu chinh liéu trong va
sau 8 ngay ngung cloramphenicol.
Diflunisal: Tang tac dung ctia acenocoumarol do canh tranh lién két v6i protein huyét twong. Nén
dung thude giam dau khac, thi du paracetamol.
Than trong khi phéi hop:
Alopurinol, aminoglutethimid, amiodaron, androgen, thude chéng trAm cam cuong serotonin,
benzbromaron, bosentan, carbamazepin, cephalosporin, cimetidin (trén 800 mg/ngay), cisaprid,
colestyramin, corticoid (trir hydrocortison dung diéu trj thay thé trong bénh Addison), cyclin, thube
gdy doc té bao, fibrat, cc azol tri nam, fluoroquinolon, céc loai heparin, ndi tiét t& tuyén gidp,
thubc gdy cam tUng enzym, cdc statin, macrolid (trlr spiramycin), neviparin, efavirenz, nhom
imidazol, orlistat, pentoxifylin, phenytoin, propafenon, ritonavir, lopinavir, mot s6 sulfamid
(sulfamethoxazol, sulfafurazol, sulfamethizol), sucralfat, thube tri ung thu (tamoxifen, raloxifen),
tibolon, vitamin E trén 500 mg/ngay, ruou, thudc chéng két tap tidu clu, thudc tidu huyét
khdi.....cling lam thay ddi tac dung chéng dong mau.
Quid lidu va xir tri:

Xir 1y qué lidu thudng cin e vao INR va cic du hiéu chay méu, cac bién phap didu chinh phai
tudn tu dé khong gdy nguy co huyét khi.

Néu INR & trén vung diéu tri nhung dudi 5, va ngudi bénh khong c6 biéu hién chay méu hoic
khong can hiéu chinh nhanh déng mau trudc phiu thuat: Bo 1 l4n udng thudc, rdi lai tiép tuc diéu
tri v6i lidu thip hon khi da dat INR mong mudn. Néu INR rit gin véi INR mong mudn, thi giam

liéu ma khong can phai bo lan uéng thude.
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2,5 mg ng udng hoic 0,5 - 1 mg theo dudng truyén tinh mach cham trong 1 gio.

Néu INR trén 9 ma khong c6 chay mau, bo 1 1an udng thudc va cho dung vitamin K tit 3 - 5 mg
theo duong udng, hodc 1 - 1,5 mg theo dudng truyén tinh mach chim trong 1 gi¢ cho phép giam
INR trong vong 24 - 48 gid, sau d6 lai dung acenocoumarol véi lidu thdp hon, theo ddi INR
thuong xuyén va néu can lap lai diéu tri v6i vitamin K.

Néu can phai hiéu chinh nhanh tic dung chéng déng mau trong trudng hop c6 biéu hién chay
mau nang hodic qué lidu nang (thi du INR trén 20), dung mot liéu 10 mg vitamin K tiém tinh mach
cham va tuy theo yéu cdu cin cip ctru, phdi hop véi huyét tuong twoi dong lanh. C6 thé dung
vitamin K nhéc lai tung 12 gid mot 14n. Sau khi diéu tri vitamin K lidu cao, c6 thé c6 mot khoang
thoi gian trude khi cé sy trd lai hiéu luc cua acenocoumarol. Néu phai dung lai thudc chéng dong
mau, can xem xét dung heparin trong mot thoi gian.

Trudong hop ngd doc do tai nan, thi cling phai danh gia theo INR va bidu hién bién ching chay
méu. Phai do INR nhidu ngay sau d6 (2 - 5 ngdy), c6 tinh dén thoi gian ban thai kéo dai ctia thude
chéng dong mau. Dung Vitamin K d8 hiéu chinh tac dung ctia thudc.

Bdo quan: Noi kho réo, nhiét do dudi 30°C, tranh 4nh sang.
Han diing: 36 thang ké tlr ngay san xudt
Tiéu chudn dp dung: TCCS
“Thudc nay chi dung theo don ciia bac si”
Pé xa tAm tay tré em
“Poc kj hwéng dan siv dung trwde khi ding
Néu cin thém thong tin xin héi y kién bdc si”
CONG TY CO PHAN DUGC PHAM VINH PHUC
S8 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
Tel: 02113 861233 Fax: 02113 862 774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc




