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1. Thanh phan cong thire ciia thude:

Cho mot vién nén chira:

Thanh phan dwge chdt: FHhamSYIat ..............oocoovvveoeeoeeeeeeeeeeee oot e eeeeeene, 300mg.
Thanh phcfn ta duoc: Tinh bdt ngd, tricalciphosphat, avicel PH101, PVP K30, HPMC E6,
natri metabisulfit, acid citric monohydrat, aerosil, magnesi stearat................c..c......... vd [ vién.

2. Dang bao ché:
Dang bao ché: Vién nén.
M5 ta dang bao ché: Vién nén mau tring dén tring nga, hinh caplet, thanh va canh vién lanh

lan.

3. Chi dinh:

- Piéu tri c4c triéu ching cua suy tinh mach (ning chén, dau, té chan).

- biéu tri tridu chung céc rdi loan chire nang mao mach.

- H3 tro didu tri rong kinh sau khi d4nh gia cin nguyén.

- bidu tri giam thi luc va rdi loan truong thi gidc dugce cho la cé nguén géc mach mau.

4. Liéu dung - cich dung:
Liéu diing: 3 vién/ngay.
i Cich diing: Thubc dung theo dudng udng.

5. Chéng chi dinh:

Chéng chi dinh cho bénh nhan qua man véi ethamsylat va/ hodc bét ky t4 duge nao cualthude.

6. Canh bio va thn trong khi diung thude:
Cén théan trong véi sulphit ¢é trong thanh phan cta thubc vi ¢6 thé giy phan ung [di tng
nghiém trong va co thit phé quan.
D3 ¢6 béo cédo vé mot sb truong hop bénh nhan bi sbt va tai phat sbt khi diéu tri lai bing
cthamsylat. Do d6, néu bénh nhan bi sdt nén ngimg diéu tri véi ethamsylat va khong [nén sir
dung lai.
Trong trudng hop khong c6 théng tin vé do an toan cta ethamsylat & nhitng bénh nhan
Porphyria cdp tinh, khong khuyén céo sir dung ethamsylat cho nhitng bénh nhén nay.
Néu sir dung ethamsylat dé lam giam rong kinh qua muc va/hodc kéo dai ma khong thdy cai
thién thi nén kiém tra lai va loai trir cc nguyén nhén bénh 1y khéc c6 thé xay ra.

7. Sir dung thudc cho phu nir ¢6 thai va cho con bi:

Str dung thuoc cho phu nit ¢ thai:
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Do dit liéu liérquan d \ str dung ethamsylat cho phu nit ¢é thai con han ché nén thube khong
: S\

: e 580, d@ng \¢at cho thiy khong c6 tac hai truc tiép hodc gian tiép lién quan dén
d |
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Str dung t cho phuzi¢/cho con bii

ciru vé viéc ethamsylat vao dugc sita me hay khong nén khong cho

con bt trong thoi gian diéu tri.

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

Chua c6 bao cdo vé anh hudng cua thudc 1én kha ning 14i xe, vAn hanh may mdc.

9. Twong tic, twong ky cia thude:
Twong tic thude:

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

Tuwong tdac voi cdc xét nghiém lim sang:
Dung ethamsylat & liéu diéu tri ¢6 thé lam sai léch két qud xét nghiém creatinin kinasg¢ (CK),
lam cho gia tri thap hon thuc té.
Trong thoi gian st dung ethamsylat, néu can phai 14y mau xét nghi¢ém nhu xét nghiém mau thi
nén thuc hién 14y mau trude khi udng lidu ethamsylat dau tién trong ngay dé giam thifu moi
twong téc tiém 4n ctia thude voi céc xét nghiém mau.
Twong ky, thude:

Chua c6 thong tin.

10. TAc dung khéng mong muén cia thude (ADR):
Céc tac dung khong mong muén duoc liét ké duéi day theo nhém co quan hé théng va loai
tan suit. Cac loai tAn suat duoc xé4c dinh 14 rat thuong gép (ADR > 1/10), thudng gap (1/100 <
ADR < 1/10), it ggp (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR <1/1000), rit hiém
gdp (ADR < 1/10000) va khong xé4c dinh (khong thé uée tinh tir dit lidu ¢ s&n). Céc phéan
{mg ¢6 hai duoc liét ké theo tan suét va anh hudng trén cac hé¢ co quan. Tén sudt duoc xéc
dinh nhu sau:

Réi loan tieu héa:

Khéng xéc dinh: budn ndn, ndn, tiéu chay

Réi loan da va mé dwdi da:

Khoéng xéc dinh: phat ban

Phan 1img chung tai ché tiém:

Khong xé4c dinh: sét

Réi loan hé than kinh:

Khong xac dinh: dau du

Réi loan hé thé'ng mau va bach huyét:

Khong x4c dinh: mit bach cau hat, giam bach cdu trung tinh

Réi loan hé tho"’ng mién dich:
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Khong xac - irfm(mlg quéa man chi yéu 1a may day. Trong trudng hop qua man, cdn
ngung su/ gjbm@ ngay \Igp turc.

Bio cao @%ﬂ{!‘f‘m&g mOng mudn:

Viée béo 3; W@m&kl}g g mong mudn sau khi thubc dwoc luu hanh 13 quan trong, gitp
tiép tuc th 1 ich ;va,’nguy co kh1 su dung thuoc Nhan v1en y te can bdo céo bit ky tac

“Thong bdo ngay cho bac sy hodc dwoc sy
nhitng phén ting cé hai gip phai khi sir dung thuéc”

11. Qua liéu va cach xir tri:
Cho dén nay khong c6 truong hop qué liéu nao da duogc bao céo. Khi xay ra qua li€u, can dicu
tri triéu chung.

12. Pac tinh dwge lwe hoc:

Nhom duoc ly: Thubc cdm mau toan than khéc.
Ma ATC: B02BX01

Tac dung duoc ly: Ethamsylat 1am ting su két tip tiéu cAu va phuc héi sirc bén mao mach, do

do co6 kha nang lam giam thoi gian chay mau va luong mau bi mat.

13. Pic tinh dwgc dong hoc:
Hiip thu: Ethamsylat hdp thu chdm qua dudng ubng. Sau khi uéng 500mg ethamsylat, ndng
d6 dinh trong huyét trong dat duoc sau 4 gior 1a 15meg/ml. Thoi gian ban thai trong huyét
tuong la 8 gio.

Phin bé: Muxc d6 lién két véi protein huyét twong khoang 95%.

Thai triv: Ethamsylat thai trir chu yéu qua nudc tidu & dang khong bién d6i (>80%).

14. Quy cach dong goi:

Hop 3 vix 10 vién.

15. Picu kién bao quén, han ding, tiéu chuin chit lwgng ciia thude:
Diéu kién bdo qudn: Noi kho réo, nhiét d6 dudi 30°C, tranh 4nh sang.
Han diing: 36 thang ké tir ngay san xuét.

Tiéu chuin chit lwong: Tiéu chudn co s&

16. Tén, dia chi co' s& san xudt:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Puong 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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