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Etam-BFS

Thanh phiin: M mi dung dich chira:

Etomsyiat . ..125mg

Chi djnh, céch ding, chéng ‘mccnn ¥4 chc thidng tin knac: Xem

trang t hudng diin su dyng b m theo

Bgo%uh: Bdo guin bung bea bi kin, trdnh dm, rdnh dnh séng.

nhidt d§ cuwdi 30°C

Quy cich 50 bng nbua/ndp

Tiéu chudn chitlvgng: TCCS
Boc ky didn sir dung rudc khi ding

BDé trdnh xa tdm vét rrd am

Composition Each mi conteins
Etramsylete .. .. ...

usage, 1
Flebee S0 i the ewnes e
Storage: Store in bght container. protect from motsture and light, at
temperature below 30°C.
Packing: 50 plestc smpaulosbox
Specification Manufacturer's standard
tha feaflet carelully before use
Keep ouf of the reach of children

125mg
and ather

Hurgmg ddn sik dyng

: Kok tra tinh n ven cia ko tnude khi md.
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/Fu¥A Ding wianh b by trude r kndi

’%’f’ mmﬁmuw’ww&mn&ﬁh‘mﬂw
i sin xudt
Céng ty cd phin Do prdm CPC HA NG

cr i Cum oéing nghilo Ha Binh Phuong, x Vin Binn,
huyln Thuéng Tin, thanh phé Hit B3

A
Etam-BFS

Etamsylat 125 mg/mi
Tiém tinh mach, tiém bép

Hép 50
éng nhwa

> Rx Thubc ké don

Etam-BFS

Etamsylat 125 mg/ml
Tiém tinh mach, tiém bép

Thudc cam mau Hep 50
éng nhua

>
Etam-BFS

Etamsylat 125 mg/ml
TiémITnh mach, tidm bdp

Hép 50
bng nhwa
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Etam-BFS .......

Thanh phiin: M&i ml dung dich chira:

Etamsylat... 125 my Kibm b2 tinn pguyén ven e 1o trude khi mé

chidinh cil:h oﬁng :h&ngchldmh va clc Check i3 integrity betore opaning
théng ti khlc Xemlronn hwéng din st

dung th

Bao quin: Béoqudn ﬁmng bao hi Kin, tranh &4m, =

srénh énh séng, nhiét 00 duéi 30° f Koty ko

Quy cach: 20 éng nhya/dp Y opena

Tigu chulz:’;:lt ln;qng TCCS
Dac ky huéng diin sir dung trde khiding
B4 thude trénh xa thm v&i trd em /Ty, Sopedtenolienibenrdiin

Composition:Each mi contains:

Ethmlyla!e ...125 mg
and nb whn xubt
other In'nrlrll!iﬂn [sase sea in the leafiel -:mwua phin Dugc phim EPCT HA NG
inside nighudp Hb Binh Pruong xB Van Bich,
A Hgi

Sterage: Stare in tight container, pmten{fmm Co3 i byt e T

maisture and light, at lemperature below 30°C.

Packing: 20 plastic ampoules/bax

‘Specification: Manufacturer's standard

Read the leaflet carefully before use SOK:
ioep out of the reach of children S4165%:

NSX:dd mm.yy
HD: dd.mm yy

UL TiEn FAONS

NS

Etam-BFS

Etamsylat 125 mg/ml
Tiém tinh mach, tiém bap

_Hop 20
ong nhwa

Rx Thubc ké don

Et

Buoc 1iEN FHaNG

Ay,

am-BFS

Etamsylat 125 mg/ml

Tiém tinh mach tiém bép
Thubc cam méu

Hép 20
ong nhwa

B0 iEx puoNE

N

Etam-BFS

Etamsylat 125 mg/ml
Tiém tinh mach, tiém bép

_Hop 20
ong nhya
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Etam-BFS

Thanh phan: M3i m| dung dich chira:

Etamsylat ... 125 mg

Chi dinh, cch dung ch&ng chi dlnh vacéc

théng tin khdc: Xem  trong & huéng dan sir

dung thudc keém thea®

g:o quan: Bao quén trong bao bi kin, trénh
trénh énh séng, nhiét d§ dwéi 30°C

Quy céach: 10 éng nhea/hdp

Tiéu chudn chit lweng: TCCS

Doc ky hwrdng dan s dung trirée khi diang

Dé thubc trdnh xa tim véi tré em

Composition:Each ml contains:
Ethamsylate.... .125mg
Indications, uaage cnntra-lndlnauons and
other information: Please see in the leaflet
inside.
Storage: Store in tight container, protect from
moisture and light, at temperature below 30°C.
Packing: 10 plastic ampoules/box
Specification: Manufacturer's standard

Read the leaflet carefully before use

Keep out of the reach of children

Hwéng dén st dung

Ksbmi tra tinn nguyén ven cia lo trude ki mb.
Check ts intagnty befor opsning

GMOMa NIl 200G

deq way ‘yoBw yui wail

(’ g “-} Xoty ndp
Tudst off openi
& d
Dung xianh & Iy tnudc ra khdi éng
{ "‘r Usa xianh to pick up medicing from the

A

smpoute

Nha sdn xudt

A Cang ty cé phin Dugc phim CPC1 Ha NGl

Cym céng nghidp HA Binh Phisang, xA VAn Binh,
CPCTHN huyén Thutrng Tin, thanh phd Ha Nai

SDK:

5816 5X:
NSX:dd.mm.yy
HD: dd.mm.yy

Mé vach
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Rx Thudc ké don

Etam-BFS

Etamsylat 125 mg/ml_
Tiém tinh mach, tiém bap

Thubc cam méu

DUTC TIEN FHONG

_Hoép 10
ong nhwa

)

Etam-BFS

Etamsylat 125 mg/ml
Tiém tinh mach, tiém bap
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Etam-BFS

Thanh phan: M ml dung dich chira: Huéng din st dyng

Etamsylat. . 125 mg 5 -
Chi dinh, céch diing, -chén gchl dinh va céc Kci‘mmc:: liﬂ““:":: LR IR -
théng tin khac: Xem trong to hudng dan sir siintogriy.hp /e, opaning

dung thudc kém theo®

Bao quén Béo quan trong bao bi kin, tranh

&m, tranh anh sang, nhiét d6 dudi 30°C. Xoay ndp

Quy céach: 5 dng nhyalhdp Z Thvist off apening

Tiéu chudn ¢ tg.n‘,vng: TCCS

Doc ky hwéng dén st dung treede khi diang

F ) 3 Diing xlanh aé 1y thudc ra khéi ng

Dé thubce tranh xa tam véi tré em @ A e Wi At

Composition: Each ml contains: ampovle

Ethamsylate. ... 125 mg

Indications, usaga, cantr:-lndicatluns and
other information: Please see in the leaflet

inside Nha san ué.lpnd i
i — " Céng ty c n Durge phdm CPC1 Ha NI
Storage: Stere in tight container, protect from Cum céng nghiép Ha Binh Phuong, xA Van Binh,

meisture and light, at temperature below 30°C. cpciun huyén Thugmg Tin, thanh phé Ha Nai
Packing: 5 plastic ampoules/box
Specification: Manufacturer’s standard

Read the leaflet carefully before use SBK:
Keep out of the reach of children 2‘;:’ g Ma vach
:dd.mm.yy
HD: dd.mm.yy
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Rx Thubc ké don

Etam-BFS

Etamsylat 125 mg/ml.
Tiém tinh mach, tiém bap

Thudc cadm mau

O

BUGC TIEN PHONG

Hép 5
ng nhwa

Etam-BFS

F\J

Etamsylat 125 mg/ml
Tiém tinh mach, tiém bép

DUGE T1EN BHOKG
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Etam-BFS

Etamsylat 125mg/ml
(TTM, TB)

cpPciHN
NSX: CTCP DP CPGC1 Ha NOQI
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ETAM-BFS

(Etamsylat 125 mg/ml)

Dé xa tam tay tré em

Doc kj huong din si dung trude khi ding

Thanh phin

Mbi ml chira :

Hoat chit: Etamsylat ..............ccccoveennnnnn. 125 mg.

T4 duoc: Natri metabisulfit, dinatri edetat, nudc cit pha tiém.

Dang bao ché Dung dich tiém.

Mo ta: Dung dich trong sudt, dung trong dng nhua.

Chi dinh

Etam-BFS dugc chi dinh ding cho nguoi 16n, tré em va tré so sinh trong céc truong hop:

- Trong phau thuat : Phong ngira va diéu tri chay mau mao mach trude phiu thuat, phiu
thuét va sau phau thuat & tat ca cac truong hop can thiép phau thuit tai mili hong, phu
khoa, san khoa, tiét niéu, nha khoa, nhan khoa, phéu thuat thim my va tai tao.

- Trong ndi khoa: Diéu tri chay mau mao mach do nhiéu nguyén nhan va co dia khac

nhau: dai méu, bénh tan méu bim sinh melena hodc trong trudng hop khén cdp ma cac
thubc dudmg udng khong thé sir dung duoc.

- Trong phu khoa: Rong kinh rong huyét gy ra béi thiét bi dat vong tranh thai, khéng c6
nguyén nhan hitu co hodc trong trong truong hop khéin cip ma khong thé st dung cac
thube duomg udng.

- Trong nhi khoa: Phong ngira xuét huyét quanh no tht & tré so sinh thiéu thang.

Lieéu dung va cich ding

Nguoi lon:
- Truomg hop phiu thuit:

+ Truée khi phiu thuat: Lidu 250-500 mg (twong tng voi 2-4 ml dung dich tiém Etam-
BFS). Tiém bép hoc tiém tinh mach 1 gio trude khi tién hanh phiu thuét.

+ Trong qua trinh phiu thuat: sir dung liéu 250 — 500 mg (twong tng v6i 2-4 ml dung dich
tiém Etam-BFS) tiém tinh mach, lap lai néu cén thiét.

+ Sau phdu thuat: 250-500 mg/lan (twong tmg véi 2-4 ml dung dich tiém Etam-BFS) tiém
bip hoic tiém tinh mach cir sau 4-6 gir phu thude vao muc do chay mau.

- Trudng hop cép ciru, chay mau cép tinh theo mirc dd nghiém trong:

cPCiHN
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+ Lidu 250 — 500 mg (tuwong tmg véi 1 — 2 éng nhya 2 ml) tiém bép hodc tinh mach, m&i 4

— 6 gio tiy thudc vao mirc do chay mau.

- Diéu tri tai chd: Thim thubc (twong ung véi 250 mg) vao bang gat va dat vao vi tri
chay mau hodc vi trf sau nhd rang. Néu can thiét, liéu dung c6 thé duoc 1ap lai nhiéu
lan, c6 thé két hop dong thoi viée diéu tri bing duong tiém va duong udng.

Tré em va tré so sinh:

+ Pbi voi tré em: Liéu luong duge giam mot nira so véi liéu ding ngudi lon.
+ Pbi voi tré so sinh: 10 mg/kg trong lugng co thé (0,1 ml = 12,5 mg), tiém bép trong
vong 2 gio sau khi sinh, sau d6 14p lai 4 ngay, mdi 1an cach nhau 6 gio.

Véi doi tuwong bénh nhan dic biét:

Khéng c6 nghién ciru 1am sang vé viéc ding thudc trén bénh nhéan suy gan, thin. Do dd,
than trong dung thudc trén dbi turgng bénh nhan nay.

Chéng chi dinh

R&i loan chuyén hoa porphyrin cap, hen phé quan va tién sir qua man véi sulfit.

Mén cdm v6i Etamsylat hodc bét cir thanh phn nao cua thube.

Cinh b4o va thin trong khi dimg thudc

Do nguy co ha huyét 4p khi sir dung ETAM-BFS qua dudmg tiém, can than trong & nhiing
bénh nhén c6 huyét 4p khong én dinh hodc huyét ap thép.

ETAM-BFS chira natri metabisulfit nhu mot chit chong oxy hoa, ¢6 thé giy phan tng di
ting, budn nén va tiéu chay & nhimg bénh nhan nhay cam. Phan ting di tmg c6 thé Ia sbc
phan vé va c6 thé gy ra con hen suyén nguy hiém dén tinh mang. Ty 1é méc phai trong
dan s6 con ngudi chua dwoc biét va co thé thdp. Tuy nhién, phan tmg qua man véi sulfit
thuong duoc béo cdo nhidu hon ¢ bénh nhén hen suyén (xem thém muc Chéng chi dinh).
Néu xay ra phan tmg qua man, cin ngung stir dung ETAM-BFS.

Str dung thudc cho phu nir ¢é thai va cho con ba

Thoi ky mang thai

Co rat it dir liéu hodc khong c6 dit liéu vé viéc sur dung Etamsylat & phu nit ¢6 thai.

Céc nghién ctru vé ddc tinh sinh san trén dong vat khong thiy c6 su tac dong truc tiép
hodc gién tiép 1én doc tinh thai nhi. D& phong tranh, nén tranh sir dung etamsylat trong
thoi ky mang thai.

Thoi ky cho con bi

cPCiHN
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Khéng ¢6 dit liéu vé viée thube nay cé di vao sira me hay khong, do d6 khong nén diung
thudc cho phu nit dang cho con bl trong thoi gian didu tri

Anh hwéng ciia thude 1én kha niing l4i xe, vAn hanh mdy méc

Thude khong anh huéng dén kha ning l4i xe hodc van hanh may méc.

Twong tac, twrong Ky ciia thudce

Thiamine (vitamin B1) bi bat hoat bai sulfite ¢6 trong thude tiém Etamsylat

Két qua xac dinh ndng dé creatinin trong phong thi nghiém, ciing nhu lactate, triglycerid,
axit uric va cholesterol, phuong phép enzym c6 bi thé sai 1éch theo huéng gia tri thdp hon
mong doi trong ti da 12 gid.

Trong qua trinh diéu tri bing etamsylat, nén thuc hién 14y mau (vi du: iy mau mau) trude
khi dung thude 14n dau tién dé giam thiéu kha ning tuong tic cua etamsylat voi céc xét

nghiém trong phong thi nghiém.

Twong ky: Khi truyén dich dextran, thi etamsylat phai duge tiém trude =
Tac dung khong mong muén ciia thue E:i(
Céc phan tmg c6 hai duoc mo ta theo hé théng co quan MedDRA bén dudi. Bang tom tit ’g
céc phan tng c6 hai: dugc phan nhom theo tin suét: rat thuong gip (ADR > 1/10), thudong 11
gap (1/100 < ADR < 1/10), it ggp (1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR < %

1/10000) va rat hiém gap (ADR < 1/10000). Trong mdi nhém tan sd, cac tac dung khong
mong mudn duoc trinh bay theo thir tw mirc 9 nghiém trong giam dén:
Réi loan tiéu héa

Thudng gap: Budn nén, dau bung, khé chiu ving bung, tiéu chay.

Réi loan da va mé dudi da

Thuong gap: Phat ban

R6i logn tong qudt va cdc phan img tai ché sau khi ding

Thuong gap: Mét moi

Rét hiém gap: S6t

Réi loan hé than kinh

Thuong gip: Pau dau

Réi loan mach mdu

R4t hiém giip: Tic mach do huyét khdi, huyét ap thép.

R6i loan mdu va hé thong bach huyét

Rét hiém gp: Giam bach cdu hat, giam bach cdu trung tinh, giam tidu cau.

cPciHN
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Réi loan hé hdp, nguc va trung that

it gap: Con hen suyén

Réi loan hé vdn dong va mo lién két

Hiém giip: Pau khép

Réi loan hé thcfng mién dich

Rét hiém gip: Qua man (bao gdm sdc phan vé)

Céc tac dung khong mong mudn nay thuong 14 c¢6 thé hdi phuc va s& bién mit khi ngimg
diéu tri.

Trong trudmg hop c6 phan vmg di img da hodic sbt, cdn ngimg didu trj va thong bao cho bac
sT diéu tri, vi ddy c6 thé 1a nhimg déu hiéu dau tién cua phan tmg qué mén.

Thong béo ngay cho bac s§ hodc duoc si khi gip céc tac dung khéng mong mudn nhu trén
khi sir dung thudc hodc bao cdo cac phan tmg c6 hai cua thude vé Trung tdm Thong tin
thudc va Theo ddi phan tg c6 hai cia thubec (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thanh
Téng - Hoan Kiém - Ha Noi.

bién thoai: 024.3.9335.618; Fax: 024.3.9335642;

Email:di.pvcenter@gmail.com.

Qui liéu va cich xir tri

Cho dn nay chua c6 truomg hop qua liéu dugce bao cdo.

Trong trudng hop qua liu can diéu tri tridu chimg ddng thoi thong bao cho bac sy dé co
phuong an xr tri.

Dic tinh dwoce luce hoc:

Téc dung dugc ly: Thudc ¢Am méu.

Mia ATC: B02BX01

Etamsylat 14 thudc c6 tac dung chdng xudt huyét va bao vé mach mau, anh huong dén giai
doan dAu cta qua trinh cAm méu (thong qua sy twong tic gitta ndi md va tiéu cau). Thube
duy tri sy 6n dinh ctia thanh mao mach va tiang két dinh tiéu cu, tir d6 lam giam thoi gian
chay mau va giam lwong mau mat di. Etamsylat khong c6 tac dung co mach, khéng anh
hudong dén qué trinh tiéu fibrin cling nhur hoat déng cua céc yéu td dong mau trong huyét
tuong. Etamsylat khong duoc chuyén hoa trong co thé.

DPic tinh duwge dong hoc

Sau khi tiém tinh mach 500 mg Etamsylat, ndng d6 dinh trong huyét twong dat duogc 1a 50
mcg/ml sau 10 phat. Thoi gian ban thai trong huyét twong khi tiém tinh mach 1a 1,9 gio.

cPCIHN
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Khoang 85% liéu ding duoc thai trir qua nudc tiéu trong vong 24 gir ddu tién & dang
khong thay dbi.

Etamsylat c6 thé di qua hang rdo nhau thai. Nong dé Etamsylat trong mau me va mau
cubng rén 1 twong tw nhau. Khong rd lidu Etamsylat c6 thé di vao sita me hay khong.
Duge dong hoc trén céc doi tuong dic biét:

Chura biét liéu duoc ddng hoc ¢6 b thay dbi & bénh nhan suy than va/hodc suy gan hay
khong.

Quy cach dong géi:

Ong nhya 2 ml; 5 éng nhya/ hép, 10 ng nhua/ hop, 20 dng nhua/ hop, 50 dng nhwa/ hop.
Bao quin

Bao quan trong bao bi kin, tranh Am, tranh anh sang, nhiét d¢ dudi 30°C.

Han ding

24 thang ké tir ngay san xuét.

sA A A A A a
Tiéu chuian chat lwgng: Tiéu chuin co s&

Nha san xuat

cPC1HN
Céng ty ¢6 phian Dwge phdm CPC1 Ha Nji
Cum cdng nghiép Ha Binh Phuong, xd Vin Binh, huyén Thuong Tin, thanh phd Ha Noi
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