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Rx Thudc nay chi dung theo don thube
HUONG DAN SU DUNG THUOC
OMITRAX 500 TABLET
o Doc kj huéng ddn sir dung truéce khi dimg. Néu can thém théng tin, xin héi ¥ kién bdc st hodc
duoc si.
o Théng bao cho bac si nhitng tdc dung khéng mong mudn gdp phai khi sie dung thudc.
o Dé thubc xa tam tay tré em.
o Khéng ding thudc qud han in trén bao bi.
1. Tén thuée: OMITRAX 500 TABLET
2. Thanh phin céng thirc thube:
MB&i vién nén bao phim chua:
Hoat chdt: acid tranexamic 500 mg
Ta dwoce: microcrystallin cellulose (101), maize starch, povidon, natri starch glycolat, colloidal
silicon dioxyd, magnesi stearat, purified talc, instacoat aqua [IC-A-3752] (dark pink), nuGc tinh
khiét*
* Dung méi bay hoi trong qua trinh san xudt
3. Dang bao ché: Vién nén bao phim
M@ ta: Vién nén bao phim mau hé)ng hai miit 11, c6 khéc hinh tron & mdt mit va mat con lai cé khia.
4. Chi dinh:
Xu huong chay mdu do/lién quan tGi tdng tiéu fibvin toan thén trong nhitng trieong hop sau:
Bénh bach cdu/bach huyét
Thiéu mau bét san/khong tai tao
Ban xuét huyét
Chay mau bat thuong trong hodc sau phiu thuat
Chady mdu bdt thuong do/lién quan tdi ting tiéu fibrin tai chd trong nhitng trueong hop sau:
Chéay méu & phéi
Chéay mau cam/¢ miii
Chéay mau 4m dao/bd phédn sinh duc
Chay mau than
Chay méu bét thudng trong hodc sau phiu thudt tuyén tién liét.
Rong kinh
5. Céch ding, lidu ding:
Liéu lwgng
D& véi ngudi 16n thong thuong cho udng 750 mg dén 2000 mg acid tranexamic mdi ngay chia lam

ba hoic bdn 1an, Cn didu chinh liéu theo tudi va triéu chimg ctia bénh nhan.
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Lidu c6 thé dwoc diéu chinh tiiy thude vao tudi va cdc triéu chimg cta bénh nhén: 2-4 vién nén
500mg/ngay, chia ra 1am ba hodc bén lan.

“Trong chi dinh rong kinh, lidu khuyén co cho nguoi 16n 1a 1 g (2 vién nén) ngay 3 1an trong ngay
bét dau tir ngay dau tién cia giai doan nhimg ngay ra nhiéu.

Cach dung

Dung duong uéng.

6. Chong chi dinh:

- Bénh nhan min cam véi bat ctt thanh phan nao cua thude.

- Bénh nhin c¢6 huyét khdi/dang sir dung thrombin.

- Bénh nhén bj tic mach huyét khbi

- Bénh nhan c6 tién st huyét khdi dong mach hay tinh mach

- Tinh trang tiéu soi huyét sau r6i loan déng méu

- Bénh nhén suy than niing do nguy co tich lity thube

- Bénh nhén c6 tién st co giat.

7. Cinh bdo va thin trong khi ding thudc:

Phai than trong khi dung thudc nay cho nhimg bénh nhan sau day:

Bénh nhan c6 huyét khéi (huyét khbi ndo, nhoi mau co tim, viém tinh mach huyét khéi, v.v...) va ¢
bénh nhan huyét khéi co thé xay ra (n6 co thé 6n dinh huyét khéi).

Bénh nhan c6 bénh déng mau do ding thube (ddng thoi sir dung véi heparin, v.v...) (n6 ¢é thé én
dinh huyét khi).

Bénh nhéan hau phau, bénh nhan nim bt dong va bénh nhan dang duoc bang bé cAm mau [Chimg
huyét khdi tinh mach c6 thé xay ra, va thudc c¢6 thé én dinh huyét khdi. C6 bao céo vé tic mach phéi
lién quan dén thay doi tu thé nim hoZc thdo bing cAm maul.

Bénh nhén suy than [C6 thé ting ndng d6 mau]. Giam liéu & bénh nhén suy than ning.

Bénh nhan c6 tién sir qua mn véi thude.

Bénh nhén ¢6 tién sir tic mach huyét khdi va tién st gia dinh mic bénh tic mach huyét khdi chi nén
sir dung acid tranexamic néu c6 chi dinh cua béc si va duge theo doi chit ché.

Acid tranexamic can dugc sir dung than trong khi ding kém véi estrogen vi ¢6 thé gay huyét khéi
nhiéu hon.

Vi ngudi cao tudi ¢6 chirc niing sinh 1y giam, nén ¢ nhimg bién phap giam lidu c6 gidm sat mot
cach than trong.

Chua ¢6 dit liéu v& an toan khi dung cho tré nho va bénh nhan man tinh.

Da c6 nhitng bao cdo vé nhitng sy thay ddi vé& vong mac khi nhimg liéu 16n duge 4p dung cho ché
trong thoi gian dai.

Khi diéu trj 1au dai cho bénh nhén bi phti than kinh mach di truyén, nén kié
(vi du thi lyc, dén khe, nhin 4p, cac cc thir nghiém thi gidc khéc) va kiém tra % (¢
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Nén ngimg diéu tri néu bénh nhan bi réi loan thi giac.

Trong trudng hop tiéu méu c6 ngudn gbc do than (dic biét 1a bénh mau kho dong), c6 nguy co vo
niéu co hoc do hinh thanh cuc mau déng tai niéu quan.

Bénh nhén bi chidy mau kinh nguyét khong déu khong nén sir dung acid tranexamic cho dén khi xac
dinh dugc nguyén nhan gy chay mau khéng déu. Néu tinh trang chay mau khéng thuyén giam khi
dung thudc, nén xem xét mot phuong phép didu tri thay thé.

Bénh nhén ¢6 tién sir tic mach huyét khbi va tién sir gia dinh méc bénh téc mach huyét khéi chi nén
stt dung acid tranexamic néu c6 chi dinh cia bac sT va duge theo di chiit ché.

Khéng khuyén céo sir dung acid tranexamic trong cac truong hop tang tiéu fibrin do hdi chimg déng
mau ndi mach rai rac.

Chua c6 dit liéu 1am sang khi dung thudc & tré em duéi 15 tubi méc chimg rong kinh.

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

St dung thudc cho phu nit cé thai:

Mic du khong c6 bang ching quai thai trén céc nghién ctru dong vat, cAn than trong khi dung thube
trong thai ki. Acid tranexamic qua dugc nhau thai.

Sik dung thubc cho phu ni¥ cho con bi:

Acid tranexamic hién dién trong sita me & ndng d6 khoang 1% ndng do thubc trong huyét thanh. Tac
dung d6ng mau khong chéc xay ra ¢ tré.

9. Anh hwéng ciia thube 1én kha ning lii xe, vin hanh may méc:

Thude khong c6 anh huong hojc anh huéng khéng dang ké dén kha ning 14i xe va van hanh may
méc.

10. Twong tic, twong ky ciia thudc:

Chéng chi dinh ding phéi hop thudc (acid tranexamic khdng duge sir dung phéi hop véi céac thude

sau):

Thude Biéu hién, triéu chitng va diéu tri Co ché va yéu té nguy co

Thrombin | Diéu tri phdi hop c6 thé gy ra xu | Diéu trj phdi hop c¢6 thé lam ting xu hudng
hudéng huyét khbi dan t6i huyét khdi do tinh chit tao cyc méau

dong cta thude

Than trong khi ding phbi hop thudc (acid tranexamic can duoc st dung than trong khi dung phdi

hop véi céc thude sau):

Thubc Biéu hi¢n, trigu chirng va diéu tri | Co ché va yéu tb nguy co
Estrogen va cac thudc Do thudc ¢6 hoat tinh khéng

cAm mau khac, thubc | Didu tri phdi hop véi lidu cao ¢6 plasmin, cac soi fibrin hinh thanh
gay dong méu | thé gdy ra xu huéng huyét khoi bi thude gy déng mau c6 thé van
(hemacoagulase) — vd6i
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vién nang

Thube gy dong mau
(hemacoagulase) — véi

thudc tiém va vién nén

thoi gian dai, ¢6 thé dan dén tinh
trang huyét khoi.

Batroxobin

Diéu tri phdi hop c6 thé gay ra
nghén mach huyét khéi.

Acid tranexamic trc ché sy phan
huy hop chét cao phén tir soi huyét
desA sinh ra boi batroxobin.

du eptacog-alfa)

Céc yéu t gay dong (vi

Su dong méu c6 thé duge kich hoat
thém tai vi tri ting phan huy fibrin
tai chd, nhuw khoang miéng.

Céc yéu td gy dong c6 tac dung
cdm mau bang cach hoat hoa hé
théng 1am dong, trong khi acid
tranexamic ¢6 tdc dung cdm méu
boi tic ché hé théng phan huy
fibrin.

11. Tac dung khéng mong mubn ciia thube:

Céc phan tmg c¢6 hai thuong xuyén nhét dugc bao cao nhét trong tdng sb 2.954 bénh nhan 14 chan #n
0,61% (18 trudmg hop), budn nén 0,41% (12 trudong hop), non 0,20% (6 trudng hop, ¢ néng 0,17%
(5 truomg hop), ngira 0,07% (2 trudng hop, va phat ban 0,07% (2 trudng hop).

Cac phan 1tng 6 hai cé y nghia ldm sang

#%Co giat: Hién tugng co gidt dd duoc ghi nhin ¢ bénh nhan thdm tach mau. Can theo d&i k¥ cac

bénh nhan, va thuc hién cac bién phap thich hop, nhu ngimg diéu trj khi can néu quan sat thiy bat

thuodng.

Cac phan wng c6 hai khdc

Céc phan {ing c6 hai sau c6 thé xay ra. Can theo doi k§ cac bénh nhan, va thuc hién céc bién phap

thich hop, nhu nglmg diéu tri khi can néu quan sat thay bét thuong.

Téc dung khéng mong mubn dugc phan loai theo hé co quan va tan sudt nhu sau: rat thuong gap
1/10); thudng gap (> 1/100 dén < 1/10); it gap (= 1/1000 dén < 1/100), hiém gip (> 1/10000 dén <
1/1000), rat hiém gip (<1/10000), chua biét (khong thé wéc lueng tir céc dit lidu sin cd).

Hé co quan Tén suit Cic tic dyng khéng mong muén
RS loan hé mién dich Riit hiém gip Cac phan tmg qua man: ngira, phat ban...ké ca phan
ung phan vé
R6i loan mét Hiém gap Roi loan mau, tic vong mac/ddong mach
Hiém gip Tac mach huyét khéi
R&i loan mach mau o Huyét khdi dong mach hodc tinh mach & bét ky vi tri
Rat hiém gap .
nao ', ﬁrma A{\
[ ( ,{\\f‘b " J.:
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Tiéu chay, non, budn nén, chén in, ¢ néng nhung
Réi loan da day- rudt Rét hiém gap | nhitng triéu chimg nay s& bién mét khi giam lidu
dung
Roi loan da va md duéi da | Hiém gip Phan img di tng da.
Réi loan hé than kinh Chua biét Co giat dic biét trong truong hop str dung sai
Khac Hiém gip Budn ngi

Bio cdo cdc tic dung khong mong mubn nghi ngo

Béo céo cac tac dung khong mong mudn nghi ngor sau sy cép phép san pham thudc 14 quan trong. N6
cho phép theo dai tiép tuc su can bing gitra loi ich va nguy co cua thude. Cac chuyén gia chim séc
stic khée dugc yéu ciu bao céo bat ky tac dung khéng mong mudn nghi ngd nao.

Théng bdo cho bic si nhitng tic dung khong mong muén gip phdi khi diing thuéc

12. Qua lidu va cach xir tri:

Nhimng triéu chimg qua liéu bao gdm budn ndn, ndn, cac triéu chimg va/hodc ha huyét ap tu thé
dimg. Cén gy nén, rira da day, ding than hoat. Duy tri bé sung dich dé thic ddy bai tiét thude qua
thin. C6 nguy co huyét khdi & nhiing ngudi d& mic bénh. Nén xem xét sit dung thube chéng dong
mau.

13. Dic tinh dwgce lwc hoc:

Nhém duwgce ly: Thuéc cim mdu

Ma ATC: B02AA02

Téc dung khang plasmin:

Acid tranexamic gin manh vao vi tri lién két lysin (LBS), vi trf ¢6 4i lyc v6i fibrin cia plasmin va
plasminogen, va trc ché sy lién két ciia plasmin va plasminogen vao fibrin. Do d6, sy phan huy fibrin
boi plasmin bi we ché manh. Vi su ¢6 mit cia cic khang plasmin, nhu a2-macroglobulin, trong
huyét tuong, tac dung khang tiéu fibrin cua acid tranexamic con duoc tdng cuong thém.

Tac dung cAm mau:

Plasmin ting qué murc gdy ra tc ché két tu tidu cu, su phéan huy cta céc tdc nhan déng mau, v.v...,
nhung ngay ca mot su ting nhe ciing lam cho su thoai hoa dac hiéu cia fibrin xay ra trude. Do do,
trong nhing truong hop chady méu binh thudng, su ¢6 mat cia acid tranexamic tao ra syt cAm mau
bing c4ch loai bo su phan huy fibrin dé.

Co ché tic dung:

Acid tranexamic la dan chit tong hop ciia acid amin lysin, ¢6 tic dung lam giam sy hoa tan fibrin do
plasmin. Acid tranexamic gin vao plasmin tai thy thé lién két lysin-vi tri ¢6 &i luc vé6i fibrin, va (e
ché sy lién két cta plasmin vao fibrin, vi vdy Grc ché sy gidng héa tu nhién va 1am n dinh cAu trac

cna fibrin.,
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Acid tranexamic ¢ tac dung chéng tiéu fibrin gidn tiép, théng qua cac tuong téc thudn nghich tai
nhiéu vi tri lién két trén plasminogen. Trén plasminogen ti nhién & nguoi-c6 4-5 vi trf lién két lysin
¢6 4i lyc thap va 1 vi tri lién két lysin ¢6 4i luc cao véi acid tranexamic. Vi tri lién két lysin ¢6 4i lyc
cao trén plasminogen tham gia vao viéc gin két véi fibrin. Khi c6 acid tranexamic, vi tri gin két
lysin 6 4i Iyc cao trén plasminogen s& lién két véi acid tranexamic thay vi lién két véi fibrin. Do d6,
mic du plasmin van duge tao thanh tir sw bién ddi plasminogen nhung sy gén két va hoa tan fibrin
lai bi tc ché.

Hoat tinh tiéu fibrin cia phitc hop acid tranexamic-plasmin thip hon plasmin tw do. Cac nghién ctru
in vitro cho thiy liéu acid tranexamic cang cao thi hoat tinh tiéu fibrin cia phitc hgp nay cang giam.
Tac dung trc ché ctia acid tranexamic trong qué trinh hoat héa plasminogen cao hon 6-100 lan (hoat
hoa boi urokinase) va cao hon 6-40 lan (hoat héa boi streptokinase) khi so véi acid aminocaproic.
Téc dung chong tiéu fibrin cia acid tranexamic manh hon gin 10 14n so v6i acid aminocaproic.
Nong d¢ acid tranexamic trong méu thip hon 10 mg/mL chua gy anh huéng dén sb lugng tiéu ciu,
thoi gian dong mau hodc cac yéu t6 dong méau trong méau toan phin hodc méau c6 citrat & ngudi binh
thuong. Tuy nhién néng do acid tranexamic trong méau khoing 1-10 mg/mL lai kéo dai thdi gian
thrombin.

14. Diic tinh dwgc djng hoc:

Hip thu

Sau khi diing dudng udng, ndng d thu duoc 14 1,13% va 39% cua liéu di udng sau tuong mg 3 va
24 gid. Sau khi tiém tinh mach acid tranexamic mét lidu, nira doi trung binh trong huyét tuong cia
thubc 1a 2 gio.

Nong dé trong mdu:

Nong do trong méu, véi lidu 250 mg va 500 mg acid tranexamic duoc ding dudng ubng & nhimng
ngudi 16n khoe manh, ndng do cao nhét 1 3,9ug/ml (cho lidu 250 mg) va 6,0pg/ml (cho lidu 500
mg) 2-3 gi¢r sau khi udng. Thoi gian ban huy sinh hoc 1an luot 12 3,1 gio va 3,3 gio.

Phan b

Acid tranexamic ding dudmg tiém dugc phan phdi theo mé hinh hai ngiin. Acid tranexamic dugc
phan phdi trong khoang té bao va dich néo tiry mot cdch chim tr&. Thé tich phén bd khoang 33%
khdi lugng co thé.

Acid tranexamic di qua nhau thai va c6 thé dat t6i mot phan trim ndng d dinh huyét thanh trong
sita cua phu nit dang cho con bu. Acid tranexamic qua dugc hang rao méau néo.

Thdi trie

Khi ding 500 mg acid tranexamic qua dwong ubng cho nhimg ngudi 16n khoe manh, ty 1€ bai tiét

qua nude tiéu 1a 30-52% 24 gio sau khi udng thude.
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N6 duge thai trir chii yéu trong nude tidu dudi dang thude khong bién ddi. 90% lidu dung duogce thai
trir qua than trong 12 gi¢r dau sau khi ding thude (bai tiét qua cau thin ma khong tai hép thu & ng
thén).

Nong do thude trong huyét twong tang 1én & bénh nhan suy than.

15. Quy cach déng géi: Hop 2 vi x 10 vién

16. Di¢u kién bio quin, han ding, tiéu chuin chit hrgng cia thude:

Bao quan: & nhiét d6 khong qua 30°C. Tranh anh sang.

Han dung: 36 thang ké tir ngdy san xuét

Tiéu chudn chét lugng: USP

17. Tén, dia chi co s& sin xuit thudec:

The ACME Laboratories Ltd.

bia chi: Dhulivita, Dhamrai, Dhaka, Bangladesh

18. Tén, dia chi co s& ding ky thube:

OMNICALS PHARMA PRIVATE LIMITED

Dia chi: Mumbai, Maharashtra, An Do




