https://trungtamthuoc.com/

R Thuée nay chi diing theo don thude
TEN THUOC

MEDSAMIC 500mg

Acid tranexamic 500 mg

Dé xa tam tay tré em.

DPoc ky hwong din sir dung trude khi dung. MEDQCHEMIE LTD
: 1-10 Constantinoupolens sir
Khong dung qua liéu chi dinh. CY - 3011 Limzssol

Khong sir dung thudc di qua han ding.

Théng bio cho bic s§ nhirng tic dung khong mong mudn gip phai khi sir dung thudc.

THANH PHAN CONG THU'C THUOC

Thanh phin dwge chat: MJi vién nang chira acid tranexamic 500 mg.

Thanh phén ta dwoc: Povidone, croscarmellose sodium, talc, magnesium starate va nang rong
gelatine (s6 0, niip mau néu sAm goém co titanium dioxide, brilliant blue, erythrosine, carmoisine,

gelatine va than mau trang duc gdbm cé titanium dioxide, gelatine)

MEL

DANG BAO CHE 110 ¢
1

Dang bao ché: Vién nang cting

M5 ta san phdm: Vién nang cimg s6 0, nip nang mau niu sdm, than mau triing duc, bén trong

chira bt thude mau tréng.

CHI PINH
Piéu tri ngén han chay mau hodc nguy co chay mau c6 lién quan dén tang phan huy fibrin hodc
fibrinogen.
Tang phan htty fibrin tai chd xay ra trong cic truong hop sau:
_ Sau phiu thuat cit tuyén tién liét va bang quang
- Rong kinh
- Chay mdu cam
~ PhAu thudt cfit bé phin ¢b tir cung
Chén thuong Xuat huyét tién phong
Chimg pht than kinh mach do di truyén
Kiém soat tinh trang chay méu khi nhé rang & nhiing bénh nhan cé co dia wa chiay mau.

Kiém soat chay mau dudng tiéu hoa trén
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LIEU DUNG VA CACH DUNG

Liéu ding

Liéu dung chuan la acid tranexamic 15 dén 25 mg/kg cén ning.

Nguoi 16n

Sau phéu thuét cat tuyén tién liét: Dy phong va diéu tri chay mau & nhitng bénh nhan c6 nguy co

cao nén bat dau trude va sau phau thudt véi dung dich tiém acid tranexamic; sau do, diéu tri tiép

ndi voi lidu udng 2 vién Medsamic 500mg (twong duong véi 1 g acid tranexamic) mdi 6 gior hodc

8 gity cho dén khi khong con dai mau dai thé.

Rong kinh: Udng 2 dén 3 vién Medsamic 500mg (twong duong véi 1g dén 1,5 g acid tranexamic)

mdi 6 dén 8 gid. Chi nén bat dau diéu tri véi Medsamic 500mg khi da xac dinh nguyén nhan bénh

nhan rong kinh.

Chay mau cam: Khi tai phat chay mau cam, uéng 2 vién Medsamic 500mg mdi 8 gi® trong 7 ngay.

Phau thuét cit bo phan ¢b tir cung: Udng 3 vién Medsamic 500mg mdi 8 gio.

Chan thuong xuat huyét tién phong: Udng 2 dén 3 vién Medsamic 500mg mdi 8 gid. Liéu dung

dua trén 25 mg/kg can nang.

Chirng pht thin kinh mach di truyén: Mot s6 bénh nhén nhan thirc dwoc khéi phat ctia bénh, lidu 10C
diéu tri thich hop 1a uéng 2 dén 3 vién Medsamic 500mg mdi 8 dén 12 gid trong vai ngay hoic :ong
diéu tri lién tuc véi liéu nay phu thudc vao tinh trang bénh nhén. 2
Kiém soat tinh trang chay méu khi nhd ring & bénh nhan ¢6 co dia wa chay mau: Udng 2 dén 3

vién Medsamic 500mg mdi 8 gio. Liéu dung dua trén 25 mg/kg can ning.

Kiém soat tinh trang chidy mau duong tiéu héa trén: Tiém tinh mach cham acid tranexamic 10ml

mdi 6 gid trong 3 ngay dau tién; sau d6, diu tri tiép ndi ubng 2 dén 3 vién Medsamic 500mg mdi

6 git trong 3 dén 3 ngay.

Bénh nhan suy than

Chéng chi dinh ding acid tranexamic cho bénh nhén suy than nang.

Bénh nhin suy giam chirc nang thin muc d6 nhe dén trung binh nén giam lidu dung dua trén do

thanh thai cta acid tranexamic nhu sau:

Nong d¢ creatinine huyét thanh Li¢u ding ciia tranexamic
Tir 120 dén 249 pmol/l Udng 15 mg/kg moi 12 gidy
Tir 250 dén 500 pmol/l Ubng 15 mg/kg mdi 24 gioy
Tré em

A 5 Fa r A N .a AR A A s v Oy ,
Liéu dung dugce xem xét & muc lieu 20 mg/kg/ngay; tuy nhién, dir liéu vé hiéu qua diéu tri va dd
an toan cua viéc dung acid tranexamic ¢ tré em con han che.

Bénh nhén cao tudi

Vi bénh nhén cao tudi c6 lién quan dén chirc nang than suy gidm nén can than trong chi dinh ding

Medsamic 500mg va diéu chinh liéu diing néu bénh nhan suy than.
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Cach dung

Vién nang ctimg Medsamic 500mg dugc ding bang duong udng va udng nguyén vién véi nudc.

CHONG CHI PINH

Bénh nhan man cam véi acid tranexamic, véi bét ky ta dugc nao cua thube.
Bénh nhén suy than nang (do c6 nguy co gay tich liy).

Bénh nhan dang bi huyét khoi.

Bénh nhén c6 tién sir huyét khdi tinh mach hodc dong mach.

Bénh nhan bi tinh trang phén huy fibrin sau bénh déng mau rai rac ngi mach.

Bénh nhén co6 tién str co giat.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Do nong do thube trong mau tang khi chirc ning than bi suy giam dan dén nguy co tich lity thude
trong co thé; do do, nén giam liéu ding & bénh nhan suy than mirc d6 nhe dén trung binh.

Trong trudong hop tiéu méu cé ngudn goc do than (dic biét trong bénh mau khé déng), cé nguy co
gia tang chimg tiéu kho do hinh thanh cuc méu dong tai niéu quan.

Bénh nhéan khong nén uéng Medsamic 500mg trong trudmg hop ting phén hiy fibrin do hdi chimg
dong mau rai rac ndi mach. 3ot
Bénh nhén c6 tién sir huyét khdi téc mach va tién sit gia dinh méc bénh huyét khéi tac mach (bénh n
nhan mic bénh tang huyét khéi), chi ding Medsamic 500mg khi duge chi dinh mot cach chat ché

va phai giam st y té nghiém ngat.

Bénh nhan chay méau kinh nguyét khéng déu khong nén sir dung Medsamic 500mg cho dén khi

xéc dinh duoc nguyén nhan giy ra chiy méu bét thuong kinh nguyét. Néu tinh trang chay méu

nay khong thuyén giam, nén xem xét didu tri thay thé. Chwa c6 kinh nghiém 1am sang vé viéc sir

dung acid tranexamic ¢ tré em bi rong kinh dudi 15 tudi.

Trong diéu tri lau dai chimg phu than kinh mach do di truyén, bénh nhan nén kham nhan khoa

thudng xuyén (bao gém kiém tra thi luc, nhin mau sic, day mat, tam nhin,...) va kiém tra chirc

ning gan. Bénh nhén nén ngung diéu tri véi Medsamic 500mg néu trong qua trinh diéu tri bi rdi

loan thi giac.

Than trong khi ding thuéc Medsamic 500mg cho bénh nhan dang dung thubc tranh thai dudng

udng vi lam tang nguy co huyét khéi.

Céc trudng hop co gidt lién quan dén sir dyng acid tranexamic dd duge bdo cdo, chi yéu 1a ding

tiém tinh mach liéu cao acid tranexamic trong phiu thuat bic cau dong mach vanh (CABG).

Té dwoc

Trong thanh phdn nang rdng gelatin c6 chita carmoisine, c6 thé gay di tmg.

Ché phﬁm ¢6 chira dudi 1mmol sodium (natri) trong nang cé thé duoc xem 1a khong chira sodium.
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TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Téc dung chéng phan huy fibrin ctia thude bi déi khang bai cac thude 1a tan huyét khoi.

TUONG KY THUOC
Do chua ¢ nghién ciru tinh twong ky cta acid tranexamic v6i cac thube khac nén khong tron 14n

Medsamic 500mg vai cac cac thude khac.

SU'DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Acid tranexamic di qua hang rao nhau thai. Mic di chua c6 bang chimg quai thai trén céc nghién
ctru dong vat va cac dir liéu con han ché, chi nén dung Medsamic 500mg cho phu nit ¢6 thai khi
dugc chi dinh mét cach chat ch& va khi céc bién phép diéu tri khac khong thue hién dugc.

Phu nir cho con bi

Acid tranexamic qua sita me v6i ndng d6 khoang 1% nong dé thudc trong méau ctia ngudi me. tic

dung déng mau khong chéc xay ra & tré.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Tuy hiém gap truong hop cac rbi loan thi giac x4y ra trong qué trinh ding thude; vi su an toan,

bénh nhan cén cén than l4i xe va vin hinh mdy méc trong thoi gian ding Medsamic 500mg.

TAC DUNG KHONG MONG MUON

Tén suat gap phai cac tac dung khong mong mudn (ADR) duoc xac dinh nhu sau: Rat thuong gip
(ADR >1/10), thudng gip (1/100 < ADR < 1/10), it gip (1/1.000 < ADR < 1/100), hiém gip
(1/10.000 < ADR < 1/1.000), rat hiém gip (ADR < 1/10.000) va chua biét (khéng thé wdc tinh tir
dit liéu c6 san).

R6i loan hé mién dich

Rét hiém gip: Phan tmg qua min bao gdbm phan vé

Roi loan thi gidc

Hiém gap: Roi loan thi gidc bao gom nhin mau sac kém, tac nghén tinh mach/ dong mach cua
vOng mac.

R61 loan mach mau

Hiém gip: Thuyeén tic huyét khdi

Rét hiém gap: Huyét khdi ddng mach, tinh mach & bét ky vi tri nao; khé & véi chiing ha huyét ap,
keém theo hodc khong kém hodc kém theo mét ¥ thire (thudmg x4y ra khi tiém tinh mach qua nhanh,
dac biét sau khi ubng).

Roi loan tiéu hoa

Rat hiém gép: Budn ndn, nodn, tiéu chay.
Cac triéu chiing nay s€ dan bién mat khi giam liéu dung.

Ro1 loan da va mo dudi da

Hiém gap: Viém da di ing.
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R&i loan hé than kinh

Chua biét: Co giat dac biét trong trudng hgp st dung sai.

Théng bio cho bac s§ nhirg tic dung khéng mong muén gip phai khi sit dung thude.

QUA LIEU VA CACH XU TRi

Qui liéu

Khéng c6 truong hop qué lidu nao dugce béo co. Nhimg tri¢u ching qué lidu c6 thé 1a buon non,
ndn, cac tricu chimg va/hodc ha huyét ap tu thé ding, chong mit, nhirc dau va co giat.

Cach xir tri

Hién chua c6 bién phap dic biét dé didu tri nhidm doc acid tranexamic. Néu nhiém doe do uéng
acid tranexamic qué lidu, c6 thé géy non, rira da day va ding than hoat; ngodi ra, can duy tri va
bd sung dich dé thic déy bai tiét thudc qua than va ding cac bién phap diéu tri triéu chimg va diéu
tri hd trg. Néu c6 nguy co hinh thanh huyét khdi & nhitng ngudi d& méc bénh, diéu tri chéng dong

mau nén dugc xem xét.

THONG TIN VE DUQC LY

Duwge Ire hoe

Nhém duoc 1y: Thube cdm mau, tc ché phan hay fibrin.
Ma ATC: B02AAO02

Téac dung duoc ly

Acid tranexamic c6 tac dung cdm mau théng qua déc tinh e ché hé phan huy fibrin clia plasmin.
Phirc chét acid tranexamic va plasminogen dugc tao thanh; acid tranexamic gan két véi plasmogen
khi duge chuyén thanh plasmin. Cac thc dong cuia phitc chét acid tranexamic-plasmin Jén hoat
dong fibrin thip hon so véi hoat dong cia plasmin tu do riéng 1&.

Céc nghién ctru in vitro cho thiy lidu acid tranexamic cang cao thi hoat tinh tiéu fibrin ctia phrc
hop nay cang giam. Tac dung trc ché ctia acid tranexamic trong qué trinh hoat héa plasminogen
cao hon 6 dn 100 1in (hoat hoa boi urokinase) va cao hon 6 dén 40 lan (hoat hoa boi
streptokinase) khi so voi acid aminocaproic, tic dung chéng tiéu fibrin ctia acid tranexamic manh
hon gin 10 lan so véi acid aminocaproic.

Duwgc djng hoc

’
A

Hap thu

O nguoi 16n khoe manh, sau 2 dén 3 gid ubng acid tranexamic 500 mg, ndng do dinh cia thude
trong huyét tuong cao nhat 12 6,0 ug/ ml.

Phan b6

Acid tranexamic diing dudng tiém dugc phan bb va khoang té bao va dich ndo tity, thé tich phan
bé 1a khoang 33% khdi lugng co thé. Acid tranexamic qua duge nhau thai va bai tiét vao sira me,
¢6 thé dat t6i 1% ndng d6 thudc trong huyét thanh trong sita ctia phu nit cho con bu. Acid
tranexamic vuot qua hang rdo mau-ndo.
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Thai trir

Acid tranexamic dugc thai trir qua nude tiéu dudi dang hop chét khong dbdi; 90% lidu dung duoc
thai trir qua than trong 12 gitr dau sau khi dung thudc (bai tiét & cau than ma khong can tai hap thu
& dng than).

Sau khi udng liéu 500mg, khoang 39% liéu ding thai trir qua nuée tiéu sau 24 gid.

Thoi gian ban thai cua acid tranexamic 1a khoang 3 gio.

QUI CACH PONG GOI
Hop chira 2 vi x10 vién nang cimg

Hop chira 10 vi x 10 vién nang cimg

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG

Diéu kién bao quan: Giir thuéc & noi khd, nhiét do dudi 30°C trong bao bi gbc; tranh anh sang.
Han dung: 24 thang ké tir ngdy san xuét

Tiéu chuin chit Iwgng: Tiéu chuén co s&

TEN, PIA CHI CO SO SAN XUAT THUOC

MEDOCHEMIE LTD — CENTRAL FACTORY

1 - 10 Constantinoupoleos street, 3011 Limassol, Cdng hoa Sip T0
13 str
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