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MAU TO HUGNG DAN SUf DUNG THUOC

; - (MAT TRUGC)

" PHAN THONG TIN DANH CHO BENH NHAN

- TRANBLEED 250

Tranexamic Acid 250mg

BOCKY HUGNG DAN SUDUNG TRUGC KHI DUNG.

DEXATAMTAY CUA TRE EM.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG TAC DUNG KHONG
MONG MUGN GAP PHAI KHI S/ DYNG THUSC,

THUGC CHI DUNG THEO BON CUA BAC SY.

THANH PHAN CAU TAO CUATHUGC:

M@ivign chira;

TIROBXAINGEEN. ., -5 cvamimesion srnoms o mus RN O T
Taduoce (Tinh bétsén, Silicon dioxyd keo, Magnesistearat)....................... vd 1 vien

MO TA SAN PHAM: Vign nang cirng, o nang sé 1, nép mau xanh, thén mau tréing, ndp
vathan dong kin, khéng mop dgu. botthudctrong nang mau tréng.
QUY CACHDONG GOI: Hop 10 vix 10vién, hdp 06 vix 10vién.
THUGC DUNG CHO BENH Gi? )
Tranexamic acid ding 38 didu trj va phdng ngira chdy mau két hop véi tiéu fibrin qué
mirc: Ding trong thévi gian ngén (2 - 8 ngdy) trong va sau khi nhé rang & ngudi bénh wra
chay mau, phiu thuat cdt bé tuyén tién liét, cét bd phan cb tr cung, phBu thuat bang
quang.
Chéy mau miéng & nguri rdi loan dong méubAmsinh hay mécphdi.
Phang ngira chay méu dudmg tiéu hoa véa chdy mau sau chin thuong mét, chay mau mii
taiphét.
Lam gidm mét méau trong phau thuat (d4c biét 1a trong phdu thuat tim, thay khép, ghép
gan).
Rong kinh nguyén phat.
Phi mach ditruyén. )
Chay méu do dung qué nhidu thubc lam tiu huyét khoi
NEN DUNG THUGC NAY NHU THE NAO VE LIEU LUGNG?
Ding theo syrchiddn cia béc sy,
Céach diing: Ding duwéng ubng.
Liduding:
Diéu trj trong théx gian ngdn tinh trang chdy méu do tiéu fibrin qué mirc; MBI 1in ubng 1,0~
1,59 (hodc 15— 25mg/kg), ngay 2—4 lAn.
Phau thudt réng cho nhiimg nguor b bénh va chdy méu: Ubng m&ilin 25 mg/kg, ngdy 3—
4 |An, bt diu 1 ngay trudrc khi phau thuat.
Rong kinh: (khéni 8Au khi b&t dAuky kinh nguyst) 1 - 1,5g, ubng 3 -4 14n/24 giér, 1¢i 4 ngay,
Liéutdi dambingayladg.
Phi mach ditruyén: Uéng m&ilén 1,0~1,5g, ngay2- 31an.
Chéy mau mi: Ubng mbildn 1,0 g, ngdy 3 1an trong 7 ngay.
Lidu ding cho tré em:
Dibu trj chdy méu do tiéu fibrin qua mic, pha mach di truyén;
Tré em tir 6 tudi dén 18 tudi: 15-25mg/kg (t8da 1,5g), 2-3 1dn mdingay.
Phéng chéng chdy méu qué nhidu sau phdu thustriing (nhurtrong méu khé dong):
- Udng trieére khi phau thuat:
Tré em6-18 tudi: 15-25mg /kg (thida 1,5g).
- Ubng sau phéu thuat:
l-Tzré emB-18 wbi: 16-25mg /kg (1Aida 1,5g), 2-318n mBingay trong véng & ngay.
ong kinh:
Tré em 12-18 tui (ubng khéi d&u khi bt @hu ky kinh nguyét): 1 g x 313n mBingay trong 4
ngay; téida 4 gmdingay.
Gidm mét méu trong qué trinh phiu thust tim: theo chi dinh clia bae s§.
V&1 tré em dwdi 6 tudi hode cae ddi tugmg khé nudt vién thi ding dang béo ché khéc (nhw
vién nhai, thube bt hode tiém. ).
Giém liéu trén bénh nhén suy thén, dwa véo ndng 4 creatinin huyétthanh (SCC) hodic
@0 thanh thai creatinin (CI,,):
Didu chinh theo ndng & creatinin huyét thanh (SCC):
-SCC 120-250 micromolflit: 15 mgikg thé trong, 212n/24 gi&r.
-SCC 250 - 500 micromol/lit: 15mg/kg thé trong, 1 1An/24 gier.
- SCC cao hon 500 micromolflit: 7,5 mg/kg thé trong, 114n/24 gier.
Didu chinh theo &8 thanh théi creatinin (CI,):
- Cl.,: 50-80 mlfphut: DUng 50% lidu binh thireng hodc ubng mbilan 15magikg, ngay 2 an,
-Cl,: 10-50 mifphut: Diing 25% lidu binh thurémg hodc ubng 15ma/kg/ngay.
-Cl,: < 10mUphit: Ding 10% li8u binh thwéng hoic uéng lidu 15mgfkg/ mbi 48 giér.
KHINAO KHONG NEN DUNG THUGC NAY?
Qué mén véitranexamic acid hodc bat ky thanh phin nao cta thube.
tioa®
tai bién mach mau ndo. ). vl
Chéy mé&u dudi mang nhén, réi loan thi gidc kiéu loan mau séc mic phai (do khan
dbi dugedictinh cla thudc). /
Suy than nang.

C6 tién stz bénh huyét khéi tic mach hodc dang cé nguy co huyét khéi (nhéi mau oo %

O

DUCC PHAN | ]

TAC DYNG KHONG MONG MUGN CUATHUGC (ADR)

Técdyng khdng mang mudn cla tranexamic acid thurémg hiém gap va chi yéu gidi han &

bubn non, tidu chay holic dau byng. Céc triéu chirng nay thueng gép khi ding lidu cao,

gidm xubng khi gidm liu. Phai gidm liéu & ngudi suy than dé tranh tich 10y thudc va tranh

tang tac dung khéng mong muén. Ha huyét 8p @bl khi xdy ra, nhat |2 sau khi tiém truyén

tinh mach nhanh. Da gap ban ngoaida, bao gom ban cé dinh do thudc va ban bong nisdre.

Tiéuhoa: Bubn nén, non, tiéuchdy,

Tim mach: Ha huyét ap, huyét khéi tdc mach (huyét khdi tinh mach séu & chan, nghén

mach phdi, huyét khéi & mac treo rudt, dong mach chi, tic déng mach véng mac, huyét

kh&i & @éng mach trong so).

Thén kinh trung wong: Thidu méu cuc bé va nhéi mau ndo (khi dung didu tr chdy mau

dudi mang nhén), dau dAu, tran dich ndo, chéng mat.

Huyét hoc: Gidmtiéu cAu, réiloan ddng mau, thér gian chay mau bt thwéng.

Thi gidc: Bat thudng vé thi gidc kidu loan mau séc, giam thj gidc, bénh vng mac tinh
chtrung tam.

Tiét nidu: Hoai tir va than cAp & ngudi bi bénh va chay méu A. Suy than két hop véi hoai

tlr w6 than cdp hiémgép.

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG

THUBC NAY? )
Hay cho bacsz’.:y té hodc dugce s§ cia ban biét néu ban dang ding hodcgén day da ding
bétky loaithude nao.
Ban dc bi#t nén néi véiho, néu ban cé ding
+ Cacthude chmmau khac,
+Thubctranh thai.
+Céacloai thube ngén nglra dong méu, goi 1a thubc tan huyét khbi,
+ Thuéc ubng Tretinoin.
CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC?
Néu quén ubng mét liu thubc thi hay diing ngay mét liéu khi nhé ra. Tuy nhién, néu né
gén nhu 13 théi gian cho liéu tiép theo, bd qua lidu d3 quén va ding liéu tidp theo. Khéng
nénding liéugap doi.
CANBAO QUAN THUGC NAY NHU THE NAD?
Noikh, nhiét dd dwdi 30°C, tranh &nh sang.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU?
Chura cé thong bao vé trrémg hop qué liéu tranexamic acid. Nhirng triéu chirng qué lidu
cd thé Ia: Bubn ndn, non vahodc ha huyét &p tur thé dirng. Khong c6 bign phép déc bist
@& digu trj nhiém doc tranexamic acid, Néu nhigm doc do ubng qua fiu, gdy ndn, rva da
day va dung than hoat Trong ¢4 2 trirémg hop nhidm ddc do udng va do tiém truyén, nén
duy tri bé sung dich dé thic day bai tiét thubc qua thén va ding cAc bién phap Gidu trj triéu
chirng va didu trj hé tro.
CANLAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAD?
Néu ban ubng thube nhidu hom liéu khuyén cdo hay ndu mét dira tré vé tinh ubng qua lidu
thudc, i dén bac sThodc co s& cAp clru gin nhét ngay 1ap tirc va mang theo vi thudc va
tér don nay cla ban. .
NHUNG BIEU CAN THAN TRONG KHI DUNG THUSC NAY?
a, Cactinhtrang cdn than trong khi dung thuéc
Bidu chinh liéu & ngur suy than. Than trong khi ding cho ngureri bi bénh tim pdach, bénh
than, bénh mach mau ndo hodc phau thuat cit bd tuyén tién liét qua nidu dae’
Nguréri bénh diing tranexamic acid c6 thé (#c ché sir phén gidi cac cuc
ngoai mach. Cac cyc mau ddng trong hé théng than co thé
Phaithan trong & ngureri d4i ra mau (trénh ding néu cé nlg:y
Chay méu do dtng méu réi rdc ndl mach khéng dwoc didu t
trir khi bénh chi yéu do rbi loan co ché tigu fibrin. Trong mt sb truémg hop phi h
tranexamic acid ¢ thé dugc ding sau d6, nhung phai theo déi cin than va dang th:xc
chbng déng mau.
Thén trong & phu nir kinh nguyét khédng déu, phy niF mang thai.
Kiém tra chirc nng gan va thi gidc thuéng xuyén khi didu trj dai ngay.
Kh:éntg d&ng abng thor v&i phirc hop yéu té [X hodc chit gay déng mau vi ting nguy cor
huyét khoi.
Dang tranexamic acid sau chdy m&u dudi mang nhén cb thé 1am tang 6 1é bién chirng
thiéumaucychd & ndo.
b, Triréng horp c6 thai va cho con bd
Thari ky mang thai: Ban phai béo cho bac sTnéu ban nghi rdng ban mang thai hodc co ké
hoach mang thai. Thudc qua dwgre nhau thai. Khéng co bing chirng vé tac dung gy quai
thaitrén ddng vt thi nghiém. Tailiéu vé diing tranexamic acid cho ngudi mang thai cé rét
it, do do chi dung thude trong theri ky mang thai khi Igi ich viet nguy oo thude ¢4 thé gay
ra.
Thoi ky cho con bi: Hay eho béc T cla ban biét ndu ban dang cho con bi hodc sép bét
dAu cho con bi. Tranexamic acid tiét vao stra me nhwng ndng a9 chi béing 1% trong mau
me. Thén trong khi dung thubc & phy ni cho con ba.
G, Tac dyng vé&i kha nang lal xe va vén hanh méay moéc
Khong nén laixe va van hanh may méc khi dung thuée do thube cé thé gay chéng mat
KHINAO CAN THAM VAN BAC SY, DUQC 877
Khiphat hién cac tacdyng khong mong muén duwoc (it ké & trén.
Khl(t;ﬁ g qua lidu khuyén cdo. i
higan thdng tin, xin héi y kien bac s§ hodc dirgesy.

HAN DUNG CUATHUGC: 36 thang ké tir ngay san xult.
Khéng dimg thubtgus han ding.

/A DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
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« 1.1 Bdc tinh dwge Ig!:
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JONG DAN SU DUNG THUBC
(MAT SAU)

\1SNG DAN SU DUNG THUGC CHO CAN BO Y TE

—_—
™ .

.CAGHAC TINH DUGC LUC HOC, DUJC BONG HOC:

hoc o

duge Iy Thubc chmméu, chéng tiéu fibrin

WATC: BO2AADZ. )
Tranexamic acid 1& mét d&n chét tng hop clia acid amin lysin ¢6 téc dung chéng tiéu
f2473, (,c ché sy phan hiy fibrin trong cyc mé&u déng. Co ché tic dung cla tranexamic
act la ngan can plasminogen va plasmin gén vao fibrin, do 36 ngdn ngira sy hda tan clia
nat mau; (rc ché tnec tiép clia plasmin chi xdy ra & mirc 46 thdp. Thubc irc ché sy
giéng héa i nhién cda fibrin, lam &n dinh cuc méu dang.
1.20dc tinh dwere déng hoc
Tranexamic acid dwgc hip thu W Gréng tiéu héa, dat ndng dd cao nhét trong huyét
trang sau khodng 3 gier. Sinh kha dung clia thubc khoang 30-50%. Thubc phan b rong
trong cor thé, gén rét it vao protein huyét tiong (3%). Thé tich phén bé & ngudilém 1a 8-12
lit. Thube qua durgre nhau thai vao sira me va vao dege dich ndo tiy. Thude phan bb
nhanh vae dich khép va mang hoat dich trong khép, nbng d6 thubc tirong tw nh trong
huyét thanh. Nira déri sinh hoc clia tranexamic acid trong dich khop khoang 3 gir. Ndng
dp tranexamic acid trong mdt s& mad khac thap hon so véi nbng 49 trong méu. Thudc
cling véo thay dich, thue cing thdy & tinh dich wAn can hoat tinh (re ché tiéu fibrin nhirng
khéng &nh hurdmg dén di chuyén tinh triing.
Nira ddi thai trir trong huyét teong khoding 2 giér. Sau khi ubng, thube duge bai tiét dudi
dang khing ddi trong nudctidu, 1812 39%
2. CHIDINH: )
Tranexamic acid diing & diéu trj va phang ngira chdy mau két hep vai tigu fibrin qua
mire: Ding trong thérl gian ngdn (2 - 8 ngay) trong va sau khi nhé ring & ngudi bénh wa
chay mau, phdu thudt cit bd tuyén tién ligt, cit bo phan cb tir cung, phdu thuit bang
quang.
Chdy maumiéng & nguéri réiloan ddng méubdmsinh hay mécphai.
Phong ngira chay mau diréma tiéu hda va chdy mau sau chdn thirong mét, chay mau mai
taiphat.
Lam gidm mat méu trong phau thudt (Jac biét ia trong phiu thudt tim, thay khép, ghép
gan).
Rang kinh nguyén phat.
Ph mach di truyén,
Chay mau do ding qua nhidu thudc lam tiéu huyét khdi.
3. LIEU LUQNG VA CACH DUNG:
Ding theo syrehi déin ctia béc sy
Céach dang: Diing duwréng ubng.
Lidudung:
Bidu tritrong thod gian ngdn tinh trang chdy mau do tiéu fibrin qua mikc: M8 tn uéng 1,0
1,5g (hodic 15—25mgJkg), ngay 2 — 4 in,
Phdau thudt réng cho nhimg ngui bi bénh wa chdy méu: Ubng mdi lhn 25 ma/kg, ngay 3 -
41&n, bét dhu 1 ngay trwére khi phau thuat.
Rong kinh: (khéi dau khi bit ddu ky kinh nguyét) 1 - 1 5g, uéng 3-4 1An/24 gi&r, & 4 ngay.
Libu tbidamdingay ladg.
Phtmach di fruyén: Ubng mbildn 1,0—15g, ngay2 - 314n.
Chéy méu midi-Ubng mailan 1,0g, ngay 3 Ign trong 7 ngay.
Lidu ddng cho tré em:
Didu trj chdy mau do tidu fibrin qué mike, phit mach di truyén;
Tré em tir 6 tudi dén 18tudi: 15-25 mg /kg (tbida 1,5g), 2-3 lAn mbi ngay.
Phong chéng chdy méu qué nhidu sau phiu thust réing (nhirtrong méu khé déng):
-Ubng tredre khi phau thuat:
Tré em 6-18 tubi: 15-25 mg/ kg (tdida 1,5g).
- Uéng sau phiu thuat:
Tréem 6-18 tudi: 15-25 mg/kg (thida 1,5g), 2-3 14n m&i ngdy trong véng 8 ngay.
Rang kinh:
Tré em 12-18 tudi (ubng khér 4u khi bét d4u ky kinh nguyét): 1 g x 3 14n mbingay trong 4
ngay; tdl da 4 g mdi ngay.
Gidm mét méu trong qu4 trinh phau thuét tim: theo chidinh clia bac s§.
V&1 tré em dudi 6 tudi hodic cée dbi tuomg kiré nudt vidn thi dung dang béo ché khéc (nhu
vién nhai. thubc b6t hodc tiém. ).
Gigm liéu trén bénh nhén suy thin, dia vao nbng 44 creatinin huyétthanh (SCC) hodc
@6 thanh thai creatinin (CI,):
Biéu chinh theo nbng &b creatinin huyétthanh (SCC):
- SCC 120-250 micromol/lit: 15 mg/kg thé trang, 2 1An/24 gicr.
- SCC 250- 500 micromal/lit: 15 mg/kg thé trong, 1 14n/24 gidr,
- 8GC cao hon 500 micromolit: 7,5 mgfka thé trong, 1 13n/24 gidr.
Bidu chinh theo d6 thanh théi creatinin (CI,):
- Cl,,: 50-80 ml/phit: Dung 50% liéu binh thuréng hodc ubng méi lin 15mg/kg, ngay 2 1in
- CL,;: 10-50 mUphdt: Ding 25% liéu binh thurérng hodc ubng 15mafkg/ngay.
- Cl.: < 10 mi/phit: Dung 10% liéu binh thwemng hodic udng liéu 15malkg/ mbi48gie.
4.CHONG CHi DINH:
Qué mén v6i tranexamic acid hosic bt ky thanh phén nao cla thuéc.
C6 tidn sir bénh huyét khi tic mach hodc dang c6 nguy co huyét khéi (nhéi méau co tim,
taibién mach mau ndo...).
Chay mau dwr¢i mang nhén, réi loan th gigc kiéu loan mau séc méc phi (do khong theo
ddi dugre dactinh cla thubc).
Suy than néng.

5.CAC TRUONG HQP THAN TRQNG KHI DUNG THUGC:

a, Cac tinh trang can than trong khi diing thube

Biéu chinh liéu & ngudi suy than. Than trong khi diing cho nguwéi bj bénh tim mach, bénh
than, bénh mach méu ndo hodc phiu thut cit bé tuyén tién liét qua nidu dao.

Nguroi bénh diing tranexamic acid o6 thé irc ché sir phén gidi cic cuc méu @8ng thn tai
ngodl mach. CAc cyc mau ddng trong hé thdng than cé thé din dén tac nghén trong than.
Phaithén trong & nguwéi d4i ra mau (tranh ding néuco nguy co'tde nghén niéu quan).
Chdy mau do dbng méu rdi réc ndi mach khéng dugre diéu trj bang thudc chong tigu fibrin
triz khi bénh chll yéu do rbi logn co ché tigu fibrin. Trong mat sg trirémg hep phil hop,
tranexamic acid cd thé dugc ding sau d6, nhung phai theo déi cAn than va ding thudc
chéng ddng mau.

Than trong & phu nl kinh nguyétkhang Géu, phyu nir mang thai.

Kiém tra chirc naing gan va thi gidc thudng xuyén khi digu trj dai ngay.

l(h;ﬁglg dgng abng theri voi phirc hop yéu 18 IX hodc chét gly déng mau vi ting nguy cor
huyél khoi.

Diing tranexamic acid sau chay méu dwdi mang nhén cé thé lam tang B 1 bién chirmg
thiéu méu cucbd & ndo.

b, Trudmg hop cé thaiva cho con ba

Phu nikcd thai:

Thubc qua duge nhau thai. Khong o6 béing chirng vé tac dung gay quaithai trén dong vét
thi nghiém. Tai liéu vé dung tranexamic acid cho nguréi mang thai oo rit it, do 46 chi dung
thudc trong thévi ky mang thai khilgd ich vurot nguy corthube cé thé gay ra.

Théi ky cho con bu:

Tranexamic acid tiét vao sika me nhung nbng d¢ chi béng 1% trong mau me. Thén trong
khidung thuée & phy nir cho con bu.

¢, Tac dyng véd kha ndng 18i xe va van hanh may méc

Khong nén lai xe va van hanh may méckhi dung thube do thube co thé gay chéng mét.

6. TUONG TAC VOICAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Khéng nén diing @dng thoi tranexamic acid véi estrogen vi cé thé gay huyét khdi nhidu
hen,

Thantrong khidiing déng thévitranexamic acid véi cac thude cim mau khdc.

Tacdung chéng tiéu fibrin cia thudc b ddi khang b cac thude lam tan huyét khéi.

Dung ddng thri tranexamic acid véi tretinoin dweng ubng cothé gay huyét khbitrong cac
vimach.

7. TAC DUNG KHONG MONG MUGN cUA THUBC

Tacdyng khéng mong mubn clia tranexamic acid thuéng hiém gép va chil yéu gi¢i han &
budn ndn, tiéu chay hodc dau byng. Céc trigu chimg ndy thwémg gép khi ding liéu cao,
gidm xuéng khi gidm lidu. Phai gidm liéu & nguwér suy than dé tranh tich |Gy thudeva tranh
tang tac dung khéng mong mudn. Ha huyét 4p a8 khi xdy ra, nh&t 14 sau khi tiém truyén
finh mach nhanh. B4 g&p ban ngoai da, bao gbm ban cf dinh do thubeva ban bong nwée.
Tiéuhba: Bubn ndn, ndn, ibu chdy,

Tim mach: Ha huyé ap, huyét kndi tc mach (huyét khdi tinh mach sau & chan, nghén
mach phéi, huyét khdi & mac treo rugt, ddng mach chi, tic dding mach viing mac, huyét
khéi & ddng machtrong so). "

Than kinh trung rong: Thigu mau cyc bd va nhdi mau ndo (khi ding diéu t
dwdi mang nhén), dau dau. tran dich ndo, chéng mat.

Huyéthoc: Giam tiéu cu, réiloan dong mau, thévi gian chay mau bét thuafig.

Thi giac: Bat thwing vé thi gidc kidu loan mau séc, gigm thi gidc, b&hh véng mac tinh
mach trung tam. )

Tiét niéu. Hoai tl vo thén cap & ngudi bj b@nh va chay y than két hg i hoai
tir vd than cdp hiém géip. -

8. QUA LIEU VA XU TRi:

Chura co thong béo vé treéng hop qud lidu tranexamic dcid. Nning triéu ching qué ligu
o6 thé 14: Budn nén, ndn va/ozc ha huyét ap tw thé dirhg. Kndng co bién phap dac bist
dé didu trj nhiém déc tranexamic acid. Néu nhidm dbc do ubng qua liéu, gay ndn, nva da
dayva ding than hoat. Trong ¢é 2 trirdmg hop nhiBm @bc do uéng va do tiém truj&lfnén
duy tri bd sung dich dé thic dhy bai tidt thudc qua than va ding cAc bign phap diullf tridu
chirng va digutrind tro. P 4

9.CAC DAU HIEU CAN LUU Y VAKHUYEN CAG: ™
Khéng aé cap F —— 2N

{

TEN,BIACHICUACO sﬁs{x&xy'_

PHAM TRUNG UONG 2
9 Trén Thanh Téng - Q. Hai Ba Trirng - Ha Ndi - Viét Nam

DT: D4.39715439 | (), (FAX:'04.38211845
San xuét tai: RUONG PHONG
NHA MAY SAN XUAT Duqc_gukﬁ L ONG TY

{/ (1
L& 27, KCN Quang Minh - Mé/Linh - Ha Noi - Viét Nam
FAX: 04.35251484

DUGQC PHAM TRUNG UONG 2,77/ 37, /
3 )

DT: 04.39716291 .

‘CONG TY GO PHAN
futiy Aun

-

5
:]

pL0 thang5nam 2017 _
phadm Trung wong 2

5

_ OR ..
LIO. e FoleFl Uil o



