ay chi diing theo don thudc
HERAXAMIC 650

Vién nén Tranexamic acid 650 mg

Poc ky hieomg ddn sir dung trude khi dimg
Dé xa tam tay iré em
Thong bdo ngay cho bdc st hodc dirge sTnhimg tdc dung khing mong muén gdp phai khi sie dung thuéc

THANH PHAN VA HAM LUQONG

M3i vién nén c6 chira:

Hoat chit:

Tranexamic acid.....................650 mg.

Td dwgc vira du: Microcrystalline cellulose 101, povidone K90, croscarmellose sodium,
colloidal silicon dioxide, magnesium stearate.

DANG BAO CHE

Vién nén mau tréng dén tréng ngd, hinh capsule, hai mat khum, m{t mit dugc dip chim
chit “HERA”, mdt mit tron lang, canh va thanh vién lanh Idn.

CHI PINH

Vién nén tranexamic acid dugc chi dinh dé diéu tri tinh trang chay mau kinh nguyét ning
theo chu ky & phu nit ¢6 kha néng sinh san.

LIEU DUNG VA CACH DUNG

Liéu ding

Khuyén cdo kiém tra trude khi sit dung th uoc:

Trude khi ké don vién nén tranexamic acid, phai loai trir bénh 1y ni mac tir cung c6 thé
lién quan dén chay mau kinh nguyét nhiéu.

Liéu khuyén cdo:

Péi véi bénh nhin c6 chitc ning than binh thuong, liéu khuyén cdo cia vién nén
tranexamic acid 1a 1300 mg x 3 1in/ngay (3900 mg/ngay), udng t6i da 5 ngay trong thoi
gian hanh kinh hing thang. C6 thé sir dung thudc clng hogc khong cung véi thic an.
Nuét nguyén vién, khong nhai hogc bé vién thude.

Liéu khuyén cdo & bé¢nh nhin suy thin:

Lidu khuyén cdo (udng ti da 5 ngdy trong thdi gian hanh kinh hang thang) & bénh nhén
suy than c6 néng do creatinin huyét thanh > 1,4 mg/dL. duge mo ta trong bang dudi.

Nong d§ creatinin Liéu khuyén cdo (udng téi da 5 ngay Tong liéu
huyét thanh (mg/dL) trong thoi gian hanh kinh) hiing ngay
>1,4va<2,8 1300 mg x 2 lan/ngay 2600 mg
>2,8va<5,7 1300 mg x 1 lan/ngay 1300 mg
S 5.7 650 mg x 1 lin/ngay 650 mg
Cach diung
Dung duong udng.
CHONG CHI PINH

Nguy co thuyén tic huyét khoi

Trang 1/10




https://trungtamthuoc.com/

Chéng chi dinh tranexamic acid ¢ nir gi¢i ¢6 kha néing sinh san:

- Sir dung ddng thi thudc tranh thai chira hormon.

- C6 bit ky tinh trang nao duéi day:

+ Bénh thuyén tic huyét khoi hoat dong (nhur huyét khdi tinh mach sau, thuyén tic mach
phdi hodic huyét khdi no).

+ Tién sir huyét khéi hodc thuyén tic huyét khoi, bao gdm thuyén tic tinh mach hozc
dong mach vong mac.

+ Nguy co huyét khéi hosic thuyén tic huyét khéi (nhu bénh van tim gay huyét khéi, loan
nhip tim gy huyét khéi hodc tinh trang ting dong mau).

Qud mén véi tranexamic acid

Chédng chi dinh thude nay & nit giéi c6 khi ning sinh sin qué mén véi tranexamic acid.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Nguy co thuyén tic huyét khoi

Da ¢6 bio cdo vé huyét khéi hodc thuyén tic huyét khdi tinh mach va dong mach, ciing
nhu cic truong hop thuyén tic dong mach va tinh mach vong mac sau khi sir dung
tranexamic acid.

Thuyén tic tinh mach va dong mach vong mac dd dugc ghi nhén & nhirg bénh nhén
dung tranexamic acid. Cin huéng din cho bénh nhén bo cdo ngay khi ¢6 cdc trigu chimg
v& thi gidc va mit. Trong trudng hop xdy ra nhitng tri¢u chimg nay, nén ngimg thude
ngay 1ap tirc va chuyén bénh nhan dén béc s chuyén khoa mit dé dénh gi mat toan dién,
bao gom cé kiém tra vong mac dé loai trir kha ning thuyén tic tinh mach hoic déng mach
vOng mac.

Sir dung déng théi ede thube trdnh thai chira hormon:

Phdi hop tranexamic acid véi céc thude tranh thai chira hormon lam ting nguy co thuyén
tiic huyét khdi tinh mach, huyét khoi dong mach nhu dot quy va nhdi mau co tim. Vi
tranexamic acid 1a chit chéng tiéu fibrin, sir dung thubc nay dong thoi véi cac thube
tranh thai chira hormon c6 thé lam ting nguy co thuyén tic huyét khoi tinh mach va huyét
khéi dong mach nhu dot quy. Pay la diéu déng lo ngai & phu nit béo phi hogc hut thude,
dic biét 12 nhitng ngudi hit thude trén 35 tudi.

Céc thir nghiém lam sang vé an toan va hiéu qua cia tranexamic acid khong bao gf‘)m
nhitng phu nit stir dung phdi hop véi thude tranh thai chira hormon va khong c6 dir ligu
lam sang vé nguy co xdy ra cac bién ¢b huyét khéi khi dung dong thoi tranexamic acid va
thudc tranh thai ¢hira hormon. Tuy nhién, sau khi thudc Irru hanh tai Hoa Ky, da c¢6 bao
céo vé bién cb huyét khéi tinh mach va dong mach & nhitng phu nit sir dung dong thoi
tranexamic acid va thudc tranh thai chira hormon. Do d6, chémg chi dinh phéi hop
tranexamic acid va thudc tranh thai chira hormon.

Sit dung déng théi cdc ché pham cé dic phire hop véu t6 IX hodc ché pham cé déic chong
trc ché dong mdu:

Khong khuyén cdo tranexamic acid & nhimg bénh nhan dang ding ché phim c6 dic phirc
hop yéu t6 IX hodc ché pham c6 dic chéng trc ché dong mau vi co thé lam ting nguy co
huyét khoi.
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Bénh nhén bi bénh bach cdu cdp tién tiy bao sir dung dong thoi véi retinoic acid all-
trans (tretinoin dirong ubng):

Khéng khuyén céo tranexamic acid & nhimg bénh nhén bi bénh bach cau cap tién tity bao
didu tri bing retinoic acid all-trans vi c6 thé lam ting tic dung dong mau cia retinoic acid
all-trans.

Phan trng di irng nghiém trong

Pa c6 bdo cdo vé mot trudng hop xay ra phan tmg di mg nghiém trong véi tranexamic
acid trong cdc thir nghiém 14m sang, ddi tuong nay bj kho thé, cang tirc ¢d hong, mit do
bimg va can phai diéu tri khin cép. Séc phin vé ciing da dugc ghi nhan & mot bénh nhin
tiém tinh mach nhanh tranexamic acid. Chéng chi dinh thudc nay & nir gi¢i c¢6 kha ning
sinh san ¢ tién str qud mén véi tranexamic acid.

Xuit huyét khoang dwdi nhén

Str dung tranexamic acid & nhirng bénh nhén bi xuét huyét khoang dudi nhén c6 thé gy
phtt ndo va nhdi méau nio.

Viém két mac dang go

D3 ghi nhan viém két mac dang gé ¢ nhitng bénh nhén str dung tranexamic acid. Tinh
trang viém két mac duoc giai quyét sau khi ngimg thuée.

Tré em

An toan va hiéu qua cua thudc da duge thiét lap trén nir gidi c6 kha ning sinh san. Hiéu
qua duge xem 13 gidng nhau gira nit gidi ¢6 kinh nguyét dudi 17 tudi va tir 17 tudi tro
1én. Chdng chi dinh tranexamic acid & tré em chua c6 kinh nguyét.

Nguwoi cao tudi

Tranexamic acid dugc chi dinh & nitr gidi ¢6 kha ning sinh san va khong danh cho phy nir
sau man kinh.

Suy thin

Chua c6 nghién ciru vé anh hudng ctia suy than dén dugc dong hoc cia tranexamic acid.
Vi tranexamic acid thai trir chi yéu qua thin bing cdch loc cau than véi hon 95% liéu
dugc thai trir dudi dang khong déi trong nuée tiéu, do @6 liéu khuyén cao & bénh nhan
suy than thép hon so v6i & bénh nhén ¢é chirc ning thén binh thudong.

Suy gan

Chura ¢6 nghién ciru vé anh hudng cua suy gan dén duoc dong hoc cua tranexamic acid.
Vi chi mét phin nhé cia thude duge chuyén héa nén liéu khuyén cdo & bénh nhan suy
gan gidng véi bénh nhan o chire ndng gan binh thudmg.

Ta dwgc

San pham nay chira it hon 1 mmol natri (23 mg) trong mot vién, vé co ban la “khong
chira natri”.

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

Phu niv c6 thai

Chéng chi dinh tranexamic acid ¢ phu nit ¢6 thai. Khéng c6 sin dir liéu vé sir dung
tranexamic acid trén phu nit ¢6 thai dé danh gid nguy co giy di tat bam sinh nghiém
trong, sdy thai hodc cac bién ¢d bat lgi cho me hodc thai nhi c6 lién quan dén thudc.
Tranexamic acid di qua nhau thai. Cic nghién ciru vé kha niing sinh san & dong vét khong
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phét hién téc dung phu khi cho chuét mang thai udng tranexamic acid v&i liéu gép 4 lan
liéu khuyén cdo & ngudi.

Déi v6i dan sé Hoa Ky néi chung, nguy co wéc tinh ciia di tit bim sinh nghiém trong va
sy thai trong céc trudng hgp mang thai ghi nhén trén 1am sang lan luot 1a 2% — 4% va
15% — 20%.

Phuy nit cho con bu

Nong do tranexamic acid trong sita me¢ twong tng khoang 1% so vdi nong do trong huyét
thanh. Lugng tranexamic acid ma tré bl me sé& hép thu van chua ro. Khong c6 dir liéu day
@ vé tac dong cua tranexamic acid ddi véi tré bl me hodic tdc dong cia tranexamic acid
dbi v6i sur tao sita. Cin cn nhéc gitra lgi ich cua viée cho con b déi véi su phat trién
ciing nhur sire khée ciia tré, su cin thiét phai dung tranexamic acid cia ngudi me va bét
ky tac dung phu tiém an nio tir tranexamic acid hofc tir bénh ly nén cia ngudi me dbi véi
tré.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chura ¢6 nghién ciru nao vé anh hudng cia thude 1én kha nang 14i xe va véin hanh mdy
moc duge thue hién.

TUONG TAC, TUONG KY CUA THUOC

Twong tic

Chua cé nghién ciru tuong tac thude-thude duge thue hién véi tranexamic acid.

Thubc trinh thai chira hormon

Vi tranexamic acid 1a thudc chéng tiéu fibrin, sir dung ddng thoi thude tranh thai chira
hormon va tranexamic acid c6 thé 1am ting nguy co huyét khdi c6 lién quan dén thube
tranh thai chira hormon két hop. Vi viy, chéng chi dinh phéi hgp tranexamic acid va
thude tranh thai chira hormon.

Chiit hoat héa plasminogen mé

Sir dung thude dong thoi véi chit hoat héa plasminogen mé c6 thé lam giam higu qua cta
ca tranexamic acid va chit hoat hoa plasminogen md. Nglmg tranexamic acid néu bénh
nhan can sir dung chit hoat hoa plasminogen mo.

Cdc ché phiim cé dgc phicc hop yéu té IX hodc cic ché pham cé diic chéng irc ché
dong mau

Khong khuyén cdo tranexamic acid & nhitng bénh nhén dang dung céc ché pham cb dac
phire hop yéu té IX hodic céc ché phdm cb dic chéng trc ché dong méu vi ¢6 thé 1am tang
nguy co huyét khoi.

Retinoic acid all-trans (tretinoin dwong uéng)

Khéng khuyén c4o tranexamic acid & nhirng bénh nhéan bi bénh bach cau cép tién tiy bao
diéu tri bang retinoic acid all-trans vi ¢6 thé lam ting tac dung déng mau cla retinoic acid
all-trans.

Twong Ky

Do khéng c6 cdc nghién ciru vé tinh twong ky cua thude, khong tron 1an thude nay véi
céc thude khéc.

TAC DUNG KHONG MONG MUON

Kinh nghiém trén lim sang
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Vi céc thir nghiém 1am sang dugc tién hanh trong nhitng diéu kién rat khac nhau nén ty 1¢
phén tmg ¢6 hai ghi nhén trong cdc thir nghiém 1im sang ctia mot loai thude khong thé so
sanh tryc tiép vdi ty 1¢ trong cac thir nghiém ldm sang cua mét loai thudc khéc va c6 thé
khong phan anh duge ty 1é quan sat thiy trong thyc hanh 1am sang.

Phan img bat loi trong nghién cieu ngdn han

An toan cua tranexamic acid trong diéu tri chay mau kinh nguyét ning & nit gidi c6 khé

ning sinh sén da dugc nghién ciru trong hai nghién ciru ngéu nhién, ma déi, c6 déi ching

gia dugc.

e Nghién ciru 1 so sanh tdc dung clia hai liéu vién nén tranexamic acid (1950 mg va
3900 mg mdi ngay, udng ti da 5 ngay trong thai gian hanh kinh hang thing) so véi
gia duge trong 3 chu ky diéu tri. Tong cong c6 304 phy nit tham gia ngau nhién vao
nghién ciru nay, trong d6 c¢6 115 ngudi dung it nhit mot lidu vién nén tranexamic acid
3900 mg/ngay.

e Nghién ciru 2 so sdnh tic dung ctia vién nén tranexamic acid (3900 mg/ngay) so voi
gia dugce trong 6 chu ky diéu tri. Tong cong c6 196 phu nir tham gia ngdu nhién vao
nghién ciru nay, trong d6 c6 117 ngudi ding it nhit mot liéu vién nén tranexamic
acid.

Tong thoi gian sir dung tranexamic acid 3900 mg/ngay cua cac nghién ciru la 947 chu ky

va thdi gian sir dung trung binh 12 3,4 ngay/chu ky. Trong ca hai nghién cir, céc dbi

twong nghién ciru thudng 1a phy nit khée manh chay mau kinh nguyét > 80 mL. Trong
nhitng nghién ctru nay, cic bénh nhédn thuong tir 18 — 49 tudi v6i do tudi trung binh
khoang 40, c6 chu ky kinh nguyét kéo dai 21 — 35 ngay va chi sd khéi co thé (BMI)
khodng 32 kg/m2. Céc déi twong nghién ctru ¢6 tién str chdy mau kinh nguyét ning trung
binh trong khodng 10 nim va c6 40% bi u xo tir cung duge xéc dinh béng siéu 4m qua
ngd 4m dao. Khoang 70% ddi twgng 13 nguoi da trang, 25% la ngudi da den va 5% la
ngudi chiu A, ngudi My béan dia, ngudi dan dao Thai Binh Dwong hodc nhom ngudi
khéc. Bay phin trim trong sb tit ca cac ddi twong nghién ciru 1a nguoi gbc My Latinh.

Céc thir nghiém nay da loai trir phu nir sir dung thudc trénh thai chira hormon.

Cac phén g c6 hai xay ra & = 5% d6i trgng va thuong gip hon & nhimg bénh nhan diéu

tri bing tranexarhic acid 3900 mg/ngdy so v6i nhom ding gia duge duge md ta trong

bang dudi.
Cdc phan 1ing bat loi* duge bdo cdo ¢ phu nit bi chay mdu kinh nguyét ning
(Nghién ciru 1 va 2)

Tranexamic acid Gia dirge
3900 mg/ngay n (%)
n.0%) (N=139)
(N=232)

SH ’lqu:ng déi twrmg 6 it nhat mot 208 (89,7%) 122 (87,8%)
phan irng bat loi
Pau dau * 117 (50,4%) 65 (46,8%)
Céc triéu chimg & mfii va xoang ° 59 (25,4%) 24 (17,3%)
Pau lung 48 (20,7%) 21 (15,1%)
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Dau bung ¢ 46 (19,8%) 25 (18,0%)
Dau co xuong ¢ 26 (11,2%) 4 (2,9%)
Dau khép ¢ 16 (6,9%) 7 (5,0%)
Chudt rat va co clmg co 15 (6,5%) 8 (5,8%)
Dau nira dau 14 (6,0%) 8 (5,8%)
Thiéu méau 13 (5,6%) 5 (3,6%)
Mét moi 12 (5,2%) 6 (4,3%)

* Phéan (g bét loi ghi nhan & > 5% déi twong diéu tri bang tranexamic acid va thudng
gip hon & nhitng bénh nhan diéu tri béng tranexamic acid so vdi nhom dung gia dugc.

% Bao gbm dau dau va dau diu do cing thing,

b C4c triéu chimg & mii va xoang bao gom nghet miii, dudng hd hép va xoang, viém
xoang, viém xoang cdp tinh, dau diu do viém xoang, viém xoang di (ing, dau xoang,
nhiéu loai di tmg va di (mg theo mua.

¢ Pau byng bao gdm dau bung va khé chiu & bung.

¢ Pau co xuong bao g6m kho chiu & co xuong va dau co.

¢ Pau khap bao gém cimg khép va sung khép.

Phan 1ing bat loi trong nghién ciru dai han

An toan lau dai cua tranexamic acid dd dugc nghién ciru trong hai nghién ctru nhdn mé.
Trong mot nghién ciru, nhitng ddi tuong duge béc si chin doén bj chdy méu kinh nguyét
niing (khong st dung phuong phap alkaline hematin) da diéu tri bing tranexamic acid
3900 mg/ngay, ubng téi da 5 ngdy trong thdi gian hanh kinh hing thang trong t6i da 27
chu ky kinh nguyét. Tng cong c6 781 ddi tugng tham gia va 239 ngudi da hoan thanh
nghién ctru trong 27 chu ky kinh nguyét. 12,4% d6i trgng da rat khoi nghién ctru do phan
trng c¢6 hai. Phu nit sir dung thude tranh thai chira hormon di duogc loai trir khéi nghién
ctru. Tong thoi gian ding tranexamic acid 3900 mg/ngay trong nghién ciru nay la 10.213
chu ky. Thoi gian sir dung vién nén tranexamic acid trung binh 1a 2,9 ngay/chu ky.

Mot nghién clru mé rong nhian mé dai han d6i v6i nhimg doi twgng tir hai nghién ctru
hiéu qua ngin han cung da duoc tién hanh, trong d6 cac doi twgng duge didu tri voi liéu
3900 mg/ngay ubng toi da 5 ngay trong thdi gian hanh kinh hiing théng trong téi da 9 chu
ky kinh nguyét. Tong cong co 288 dbi tuong tham gia va 196 ngudi da hoan thanh nghlen
ctru trong 9 chu ky kinh nguyét. 2,1% dbi twgng da rit khoi nghién ciru do phan (g bét
loi. Tong thoi gian dung tranexamic acid 3900 mg/ngay trong nghién ciru nay la 1 956
chu ky. Thoi gian sir dung vién nén tranexamic acid trung binh 12 3,5 ngay/chu ky.

Loai va mirc do nghiém trong cta céc tdc dung khdng mong mudn trong hai nghién ciru
nhian mé& dai han nay tuong tu nhu & cac nghién ciru mu doi, c6 d6i chimg gia dugc mic
du ty 1€ bao cdo cac bién ¢ bét loi nay cao hon trong mot nghién ctru kéo dai 27 théng,
rit c6 thé 1a do thoi gian nghién ciru dai hon.

Di ghi nhin phan tng di (mg nghiém trong voi tranexamic acid trong mot nghién ciru mé
rong co lién quan dén mot ddi twong dang trong chu ky diéu tri thir tu, nguoi ndy bi kho
thé, cing tirc ¢d hong, mit dé bimg va cén phai diéu tri khén cép.

Kinh nghigm sau khi dwa thubc ra th truong
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Céc phan (g bt loi bén duéi duge xac dinh sau khi dua thude ra thi truong. Nhitng bién
cb nay duoc béo céo tr nguyén tir mdt quin thé ¢6 ¢ mau khong cb dinh, do d6 khong
phai lic nao ciing ¢6 thé udc tinh tin suft ciia ching mét céch déng tin cdy hodc thiét 1ap
mdi quan hé nhin qua vai viée dung thude.

- Mit: Giam thi luc mau sic va cdc rdi loan thi gidc khac.

- Tiéu hoa: Budn ndn, non va tiéu chiy.

- Mi2n dich: Séc phan vé va phan tmg phan v¢.

- Thin kinh: Chéng mit.

- Da va md6 dudi da: Phan Ung di ing da.

- Mach mau: Céc bién cb thuyén tic huyét khdi (nhu huyét khéi tinh mach séu, thuyén
tic mach phéi, huyét khéi ndio, hoai tir vé thin cép, thuyén tic déng mach va tinh mach
trung tdm vong mac); cdc truomg hop co lién quan dén phdi hop thude trénh thai chira
hormon.

Thong bdo ngay.cho bde st hodc dwoc st khi gdp cac tac dung khéng mong mubn nhie
trén khi sir dung thube hode bdo cdo cdc phan vimg c6 hai ciia thuée vé Trung tam Thong
tin thuéc va Theo doi phéan g ¢6 hai cua thuée (ADR) Quéc Gia.

QUA LIEU VA CACH XU TRi

Chua ghi nhin cac trudng hop cb ¥ qué lidu tranexamic acid va khong c¢6 déi tugng nao
trong nghién ciru lam sang dung tranexamic acid nhiéu hon 2 ldn so véi liéu chi dinh
trong 24 gir (> 7800 mg/ngay). Tuy nhién, dd c6 bao cdo vé cic truong hop qud liéu
tranexamic acid. Dya theo nhitng bdo cdo nay, cac triéu chimg cia qua liéu co thé bao
gdm céc déu higu vé tiéu hoéa (budn ndn, nodn, tidu chay); ha huyét ap (nhu céc tridu
chirng tur thé dimg); thuyén tic huyét khéi (ddng mach, tinh mach, thuyén tic mach);
giam thi lyc; thay ddi trang thai tinh thén; rung gidt co hofic phat ban. Khong c¢6 sin
thong tin chi tiét vé diéu tri qua lidu tranexamic acid. Trong trudng hop qua licu, thue
hién cc bién phap hd trg thong thuong (nhu theo doi 1am sang va liéu phéap hé trg) theo
chi dinh dua trén tinh trang 1dm sang cua bénh nhan.

DUQC LUC HQOC

Nhém dwoe Iy: Thube chdng tiéu fibrin,

Ma ATC: B02AKAO02.

Co ché hoat dong:

Tranexamic acid 1a mot dén xuét tong hop ctia acid amin lysin, chét nay 1am giam sy hoa
tan fibrin bai plasmin. Khi c6 mit tranexamic acid, cdc vi tri lién két thu thé lysin cua
plasmin déi véi fibrin bj chiém gifr, ngan can sy lién két véi cc sgi fibrin, tir d6 bao vé
va 1am 6n dinh cdu tric ma tran fibrin.

Téc dung chong tiéu fibrin cla tranexamic acid thong qua cdc twong tac thudn nghich ¢
nhiéu vi tri lién két trong plasminogen. Plasminogen ty nhién ctia ngudi chira 4 — 5 vi tri
gfin lysin c6 ai lyc thap v6i tranexamic acid (Ka = 750 pmol/L) va 1 vi tri ¢6 ai luc cao
(Ka= 1.1 pmol/L). Vi tri giin lysin c6 4i luc cao cla plasminogen tham gia véo sy lién két
v6i fibrin. Bio hoa vi trf lién két ¢d ai luc cao véi tranexamic acid s& day plasminogen ra
khoi bé mat cua fibrin. Mic di plasminogen c6 thé thay ddi hinh dang dé hinh thanh
plasmin, kha nang lién két va hoa tan ma trdn fibrin vén bj trc ché.
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Dugc luc hoc:
Tranexamic acid ¢ nong do in vitro tir 25 — 100 uM lam giam 20 — 60% toc do ly giai
fibrin t6i da ctia plasmin dugc xuc tac boi chét hoat héa plasminogen mo (tPA).
Pa quan sat thdy nong do tPA ting cao trong ndi mac tir cung, tir cung va trong mau kinh
nguyét cua nhitng phy nit bi rong kinh (HMB) so v&i nhimg phu nir chay mau kinh
nguyét binh thuong. Pa ghi nhén tdc dyng ciia tranexamic acid trong 1am giam hoat tinh
tPA & ndi mac tir cung va ly giai fibrin trong dich kinh nguyét & nhitng phu nir bi rong
kinh udng tranexamic acid véi tong lidu 2 — 3 g/ngdy trong 5 ngdy.
O nhitng ngudi khoe manh, ndng dd tranexamic acid trong méu < 10 mg/mL khéng anh
hudng dén sd lugng tiéu cdu, thoi gian dong méu va céc yéu t6 dong mau khac trong mau
toan phan hoic méau da thém citrate. Tuy nhién, nong d tranexamic acid trong méau &
mirc 1 mg/mL va 10 mg/mL gdy kéo dai thoi gian thrombin.
Dién sinh ly tim
Anh hudng ctia tranexamic acid [én khoang QT da dugce dénh gid trong mét nghién ctru
chéo 4 chidu, lidu don, ngiu nhién ¢ 48 phu nit khoe manh tir 18 — 49 tudi. Cdc déi tugng
nay ding tranexamic acid 1300 mg, tranexamic acid 3900 mg (gép 3 1 liéu don t6i da
khuyén céo), moxifloxacin 400 mg va gia dwge. Khoang QT hi¢u chinh khong tang dang
ké & bét ky thoi diém nao trong 24 gidr sau khi ding bét ky lidu tranexamic acid nao.
Moxifloxacin 1a thude ddi chimg c6 lién quan dén ting khoang QT hiéu chinh trung binh
t6i da 14,1 mili gidy (moxifloxacin — gia dugc) sau 3 gidr ding thude.
DU'(JC PONG HQC
Hap thu
Sau khi udng mot liéu duy nhit tranexamic acid 1300 mg, nong do thudc dat tbi da trong
huyét trong (Cmax) sau khoang 3 gi& (Tmax). Sinh kha dung tuyét d6i ctia tranexamic acid
& phu nit tir 18 — 49 tudi khoang 45%. Sau khi udng nhicu liéu tranexamic acid (vién nén
1300 mg x 3 lin/ngay) trong 5 ngay, Cumax trung binh ting khoang 19% va dién tich trung
binh du‘m dudng cong ndng do thude trong huyét trong — thoi gian (AUC) khong dbi so
v6i khi ubng mot liéu don (1300 mg). Néng do trong huyét trong dat trang théi on dinh &
lidu thir 5 vao ngay 2.
Bang dudi diy mo ta cac thong s6 duoc dong hoc trung binh cua tranexamic acid treng
huyét trong & 19 phu nir khoe manh sau khi udng mot licu don (1300 mg) va da liéu
(vién nén 1300 mg X 3 1dn/ngay trong 5 ngay) tranexamic acid.

Cdc :hong $6 dirge dong hoc trung binh (CV%) sau khi uéng mét lieu don (1300 mg) va
da liéu (1300 mg x 3 lan/ngay trong 5 ngay) tranexamic acid & 19 phu nit khoe manh khi

doi
Thong sé i Trung binh (CV%) "
Liéu don Pa liéu
Crnax (pg/mL) 13,83 (32,14) 16,41 (26,19)
AUCuge (pg.gid/mL) 77,96 (31,14) 77,67% (29,39)
AUCisr(pg.gio/mL) 80,19 (30.43) -
Tomax (2i0)° 2,5(1-5) 2,5(2-3,5)
ti2 (gio) 11,08 (16,94) %
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Cmax= NoOng do toi da.

AUCuq4: = Dién tich dudi dudong cong ndng do thube tir thoi diém 0 dén thoi diém nong
d6 cudi cing ¢6 thé xac dinh.

AUCins = Dién tich dudi dudmg cong ndng do thude tir thovi diém 0 dén vo cling.

Tmax = Thoi gian dat ndng do tdi da.

IAUCp-au (ng.gid/mL) = Dién tich dudi dudng cong nong do thude tir thoi diém 0 dén 8
gio.

b: Dir liéu duogc trinh bay dudi dang trung vi (khoang).

Anh huéng ctia thire an: Co thé ding thudc cing hofic khong ciing véi thirc dn. Sir dung
tranexamic acid cing v6i thirc &n 1am ting Cmex va AUC lan lugt 7% va 16%.

Phin b

Ty 18 lién két véi protein huyét trong la 3%, trong d6 tranexamic acid khong lién két vi
albumin. Thé tich phan b ban dau cta tranexamic acid khoang 0,18 L/kg va thé tich
phén bd biéu kién & trang thai on dinh 14 0,39 L/kg.

Tranexamic acid di qua nhau thai. Nong do thudc trong mau cuéng ron sau khi tiém tinh
mach véi liéu 10 mg/kg cho phu nit mang thai khoang 30 mg/L, cao nhu trong mau cua
me.

Néng do tranexamic acid trong dich ndo tily bang khoang 1/10 ndng dd trong huyét
tuong. ‘

Thube di vao thuy dich & méat dat nong 6 khoang 1/10 ndng do trong huyét twong,

Thai trir

Phan 16n su thai trir sau khi tiém tinh mach xay ra trong 10 gio dau tién voi thoi gian bén
thai biéu kién khoang 2 gio. Thi gian béan thai cudi clng cta tranexamic acid trung binh
khodng 11 gi¢r. Do thanh thai huyét trong ciia tranexamic acid tir 110 — 116 mL/phit.
Chuyén héa

Tranexamic acid chi chuyén héa mgt phan nhé.

Thdi trir

Tranexamic acid thai trir bing cach bai tiét qua nuée tidu chii yéu bai loc ciu thin voi
hon 95% lidu thai trir dudi dang khong déi. Sau khi tiém tinh mach véi licu 10 mg/ke,
tranexamic acid thai trir khoang 90% sau 24 gid.

Cic dbi twong dic biét

Tré em

Tranexamic acid duge chi dinh cho nit gidi trong do tudi sinh san (khong dirge phé duyét
dé sir dung & tré em chwa c6 kinh nguyét). Trong mot nghién ctru chéo 2 chiéu, liéu don,
ngau nhién & 2 mirc lidu (650 mg va 1300 mg), duge dong hoc cia tranexamic acid da
duge danh gid trén 20 thanh thiéu nién nit giéi (12 — 16 tudi) b rong kinh. Gia tri Crex va
AUC ¢ thanh thiéu nién nir giéi sau khi ubng mot liéu don 650 mg thip hon 32 — 36% so
véi khi uéng mét liéu don 1300 mg. Trong mot nghién ciru khéc, gid tri Cmax va AUC sau
khi ubng mot lidu don 1300 mg & thanh thiéu nién nir gi6i thip hon 20 —25% so véi & nir
gi6i trrong thanh ding ciing lidu lugng.

Suy thdan
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Chua c6 danh gia vé anh hudng cia suy thian dén phén bd tranexamic acid. Khi chirc
ndng than bi suy giam, sy thai trir qua nudce tiéu khi tiém tinh mach liéu don tranexamic
acid giam. Sau khi tiém tinh mach liéu don tranexamic acid 10 mg/kg trén 28 bénh nhin,
ty 16 tranexamic acid trong nude tiéu sau 24 gid véi cac ndng dd creatinin huyét thanh tir
1,4 —2,8; 2,8 5,7 va> 5,7 mg/dL lan lugt 1 51%, 39% va 19%. Nong do tranexamic
acid trong huyét tuong tai thoi diém 24 gio & nhirng bénh nhén nay cho thdy c6 mdi quan
hé truc tiép véi mire d§ suy than. Do do, can giam lidu & nhitng bénh nhén suy thén.

Suy gan

Chua c6 danh gia vé anh hudng ciia suy gan dén phéin bd tranexamic acid. Khodng 1% va
0,5% lidu udng dugc thai trir duéi dang dicarboxylic acid va chét chuyén héa acetylat. Vi
thude chi chuyén héa mot phin nh, do do liéu khuyén céo & bénh nhan suy gan va bénh
nhén cé chire nang gan binh thdng la gidng nhau.

Twong tic thuéc

Chura c6 nghién ctru trong tac thude-thude dugce thue hién véi tranexamic acid.

Retinoic acid all-trans (tretinoin diong uéng)

Trong mot nghién ctru trén 28 bénh nhan bi bénh bach cdu cép tién tiy bao sir dung
retinoic acid all-trans két hgp v6i tranexamic acid tiém tinh mach, retinoic acid all-trans
két hop véi hoa trj hodc retinoic acid all-trans két hop v6i tranexamic acid va hoa tri, ca 4
bénh nhén dung retinoic acid all-trans cling v6i tranexamic acid déu tir vong, v6i 3 trong
4 tredmg hop tir vong do bién chimg huyét khéi. Tac dung dong mau cua retinoic acid all-
trans c6 thé ting khi sir dung dbng thdi vdi tranexamic acid. Do d6, khong khuyén céo
tranexamic acid & nhirng bénh nhan bi bénh bach cau cép tién tiy bao dang ding retinoic
acid all-trans.

QUY CACH PONG GOI

Hdp 10 vi x 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi kho rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xudt.

HAN DUNG

36 thang ké tir ngdy san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date): xin xem trén nhan
bao bi.

Co s6 sdn xudt:

Céng ty TNHH Sinh Dwge phim Hera

L6 A17 Khu cong nghiép Tir Ha, phwong Tir Ha, thi xd Huong Tra, thanh phé Hué, Viét
Nam. ‘
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