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CYCLOVIN

I RX prescription drug

Ethamsylate 250 mg
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1. Thanh phin cong thirc cia thude:

Cho mot vién nén chira:

Thanh phan diege chdt: EtRaMSYIAL ...........oooovveeeeoeeeeeeeeeeeeeeee e oo 250mg.
Thanh phan td dwoc: Tinh bot ngo, tricalciphosphat, avicel PH101, PVP K30, HPMC E6,
natri metabisulfit, acid citric mononhydrat, aerosil, magnesi stearat.............ccccueeueee.. vd|1 vién.

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

Mo ta dang bao ché: Vién nén mau trang dén trang nga, hinh try, thanh va canh vién lanh lan.

3. Chi dinh:

- Piéu tri xudt huyét do mao mach mong.

- Piéu tri rong kinh khéng ¢6 ton thuong thuc thé.
- Dung trong phiu thuat tbng quat va cac phiu thuat chuyén sau (phau thuét lién quan dén tai,
miii, hong, nhan khoa, phu khoa) v4i muc dich gidm mét mau, dic biét trong truong hop cé

xut huyét hodc bénh nhéan dung thudc chéng dong.

4. Liéu dung - cich dung:

Liéu ding:

Nguoi lon:

- Piéu tri lién tuc dai ngay: 6 vién mdi ngay chia 3 1an, 10 dén 20 ngay mdi théng.
- Trudc phau thuat: 6 vién mdi ngay trong 3 ngay.

- Sau phau thuit: 6 vién mdi ngay.

Bénh nhi:

Ché do didu tri trong tw nhu ngudi 16n nhung liéu giam mdt nira, tirc 1 3 vién mdi ngdy chia
lam 3 lan.

Cich diing: Thubc dung theo dudong ubng.

Khong c6 yéu cau dic biét vé xir Iy thudc sau khi sir dung.

5. Chéng chi dinh:
Chéng chi dinh cho bénh nhan qua man véi ethamsylat va/ hodc bét ky t4 dugc ndo clia thudc.

6. Cinh b4o va than trong khi dung thudc:

Can than trong véi sulphit ¢6 trong thanh phén cta thude vi c6 thé gdy phan tng di un;

U~

nghiém trong va co that phé quan.

D3 ¢6 bao cdo v& mot sb trudong hop bénh nhan bi sbt va tai phat sbt khi didu tri lai bang
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ethamﬁ)//fa‘t/bo cfd \eu benh nhén bi s6t nén ngimg diéu tri v6i ethamsylat va khong nén st
dun%/la}/ CONG ¥ \\ m\ ,

HA\ . A
Tro(\ & &tr%@g: bg’p;\k ong c6 thong tin vé d an toan cua ethamsylat & nhitng bénh nhan
Porp\ fig khuyén céo sir dung ethamsylat cho nhitng bénh nhan nay.
Néu s fat d& lam gidm rong kinh qua muc va/hodc kéo dai ma khong thiy cai

thién thi nén kiem tra lai va loai trir cac nguyén nhan bénh ly khac c6 thé Xay ra.

7. Sit dung thudc cho phu nir ¢6 thai va cho con bu:
St dung thudc cho phu niv cé thai:

Do dit liéu lién quan dén st dung ethamsylat cho phu nit ¢6 thai con han ché nén thudo khong
duoc khuyén céo str dung cho ddi tuong nay.
Céc nghién ctru trén dong vat cho théy thude khong cé tac hai truc tiép hodc gian tiép lién
quan dén doc tinh sinh san.

Sit dung thudc cho phu nit cho con bu:
Chua c6 dir liu nghién ctru vé viéc ethamsylat vao dugc sita me hay khéng nén khong cho
con bt trong thoi gian diéu tri.

8. Anh hudéng cia thuoc 1én kha ning ldi xe, vin hanh may méc:

Chua c6 bdo céo vé anh hudng cua thude 1én kha nang 141 xe, vdn hanh may moc.

9. Twong tac, twong Ky ciia thude:
Twong tic thude:

Dit lidu ¢6 sin cho dén nay khong cho thdy tuong tic c6 ¥ nghia lam sang ctia ethamsylat véi
céc thude khac.

Twong tdc vdi cdc xét nghiém lam sang:
Dung ethamsylat & lidu diéu tri c6 thé lam sai l&ch két qua xét nghiém creatinin kinasg (CK),
lam cho gia tri thép hon thuc té.
Trong thoi gian sit dung ethamsylat, néu can phai ldy mau xét nghiém nhu xét nghiém mau thi
nén thuc hién ldy mau trude khi udng liéu ethamsylat dAu tién trong ngay dé giam thiéu moi
tuong tac tiém 4n cta thude véi cac xét nghiém mau.
Twong ky thudc:

Chua c6 thong tin

10. Tac dung khong mong mudn ciia thudc (ADR):
Céc tac dung khong mong mudn dugce liét ké duéi day theo nhém co quan hé théng|va loai
tAn sudt. Céc loai tAn sudt duoc xac dinh 1a rat thuong gip (ADR > 1/10), thuong gép (1/100 <
ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR <1/1000), rat hiém
gap (ADR < 1/10000) va khong xéac dinh (khong thé udc tinh tir dit liéu ¢ sin). Cdc phan
ung co hai duogc liét ké theo tan sudt va anh huong trén cac hé co quan. Tan sudt duoc xéc
dinh nhu sau:

Réi loan tiéu héa:

Khong xac dinh: budn non, non, tiéu chay
Réi loan da va mé dudi da:

Khong xac dinh: phét ban
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Réi loan hé thong mién dich:

Khong xé4c dinh: phan tmg qua min cha yéu 1a may day. Trong truomg hop qua mén, ¢an

ngtmg sir dung thudc ngay 1ap tirc.

Bio cdo tac dung khéng mong mudn:

Viée béo céo tac dung khong mong mubn sau khi thude dwoc luu hanh 1a quan trong, giup

tiép tuc theo di loi ich va nguy co khi sir dung thudc. Nhan vién y té can béo céo bt ky tac

dung khong mong mudn nao ciia thudc theo hé thong bao cao Qudc gia.

“Thong bdo ngay cho bdc sy hodc dwoc sy

nhitng phan iing cé hai gip phdi khi si dung thuéc”

11. Qud liéu va cch xit tri:
Cho dén nay khong c6 truong hop qua liéu nao da dwoc bao cdo. Khi xay ra qua lidu, ¢in diéu
tri tri€u chuing.

12. Dac tinh dwge lwe hoe:

Nhém duge 1y: Thude cdm méu toan than khac.
Ma ATC: B02BX01

Tac dung duoc ly: Ethamsylat 1am ting su két tap tiéu cu va phuc hdi sirc bén mao mach.

13. Pic tinh dwge dong hoc:
Hip thu: Ethamsylat hip thu cham qua duong udng. Sau khi uéng 500mg ethamsylat, nong
d6 dinh trong huyét tuong dat dugc sau 4 gio 1a 15 pg/ml. Thoi gian ban thai trong huyét
tuong la 8 gio.
Phin bo: Mtic d6 lién két véi protein huyét tuong khoang 95%.
Thai trir: Ethamsylat thai trir chu yéu qua nuéc tiéu & dang khong bién ddi (>80%).
14. Quy cach dong goéi:
Hop 3 vi x 10 vién.
15. Ditu kién béo quéin, han ding, tiéu chuin chit lwgng cta thudc:
Piéu kién bdo qudn: Noi kho réo, nhiét 6 dudi 30°C, tranh 4nh séng.
Han ding: 36 thang ké tir ngay san xuét.
Tiéu chudn chit lwong: Tiéu chuin co s&
16. Tén, dia chi co' s¢ san xuit:
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sb 777 Budng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
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