Rx Thuc bén theo domn

TAPTIQOM® |
<Dung dich nhé miit tafluprost va ﬂme.l.ol (dwdi dang maleat)>
THANH PHAN

Hoat chéit: Mi 6ng dom lidu 0,3 mL chira tafluprost 0,0045 mg va
timolol (dudi dang maleat) 1,5 mg,

Té duye: Glycerol, dinatri phosphat dodecahydrat, dinatri edetat,
polysorbat 80, natri hydroxyd, acid hyt!m::lanc dim dic, nirde pha
tiém.

DANG BAO CHE i
Dung dich nho mét.
r.

L1155 16 5.1 [ ok e o S A
Hop 30 6ng dom ligu x 0,3 mL (10 6ng don liéw/tii x 3 tai).
CHI PINH
Haaph,rcm:nhﬁn{lﬂ?)nbenhnhé.ummluubl I&wman goc

nhin dp, nh ik khon, img da wi cac
t!! he?;n‘t‘:geza hodic cacmﬂmécmtum% !!(rg ﬁw ‘Y don
tr ligu tai chd va ddi hoi mit ligu pha trj ket hop, v nllihlg
ngurdri s& ¢ g ich tir thude nhd mit kﬁ) chira chit bao quai.
LIEU LUQNG VA CACH DUNG
Lidu lwgmg

Ligu diu tri khuyén cdo i nhé mt giot thude vio thi két mac clia
mit bj bénh mot lin méi ngay.

Néu quén nho mét liu, nén tiép tue didu tri voi lidu tiép theo nhu
k& hoach. Li¢u diing khong nén vuot qui mot giot nhé vio mit bj
bénh mdi ngdy.

TAPTIQOM la dung dich v6 khudn khang: chira chilt bio quén ﬁ‘\wt
dong goi m:m%lung dom lidu. Chi ding mit kin, mot 6ng la du dé
dl&um cho cé hai mit. Phan dung dich khang sit dung dén nén duge
loai bé ngay sau khi ding.

Beénh nhéin nhi

Tinh an todn vi hiéu qud cia TAPTIQOM & tré em va thanh thiéa
nién disdri 18 tudi chura dugre thid 1ip. Chaa co dir ligu,

Khang khuyén co sir dyng TAPTIQOM cho tré em vi thanh thiéu
nién didri 18 moi,

Khong cén thiét phi diéu chinh liéu ding cho bénh nhin cao tudi.
Sir dung cho bénh nhin suy gan'thin

Thube nhé mit chita tafluprost va timolol chua duge nghién
trénnhfm nhnhﬂnnl o3 lh&n,g;dénénﬂranmﬁﬂndmig
o e i

Ciich ditng

Thube tra mit

uéz: mngugwsamdam.mm bénh nhién nén lau spch dung dich
thudc thira trén da

Khi sir dung k¥ thudt chiin dng 18 mili hogc mil trong 2 phﬂu
sy hip thu todn thin cia thude gidm. Biéu dé co I!:e din toi

cac tac ?un,g khéng mong mudn todn thin vi ting tic dl.mg tal chfr
cua thudc.

Néu sir dung nhiéu hon mt thube tra mét, méi thude nén duge dung
cach nhau it nhat 5 phot.

Nén thio kinh dp trong tnsée khi nhé thube va o thé deo lai sau
15 phit,

Bénh nhidn nén duge hudng din tranh 48 dng thude tiép xie win
mit va cdc ciu tric xung q'umh do co the ghy ton Lhmmg cho mit.

nhén cfing nén dirge din vé vige nj: dich nihid
E‘h*"'éé‘ “"“u‘f i "*ﬁh‘l*m Al Vi st 4 "’“d.m dich

udn théng thirtmg géy mit. Viéc s ¢ dic
bi nhidm khuiin ¢0 the din 167 n&n thirong nghlémm & mit va
au do din toi mat thi luc.

CHONG CHI PINH
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Qué min cam véi hoat chit heje th duipe ciia thude.

Hénh dirimg hé hip phan img ké ca hen phé quin, hofic co tién sir
hen phé quén, bénh phdi the nghén min tinh ning.

Nhip chdm yoang, hoi chimg nit xoang, ké ¢a block m:::f nhi,
block nhi that d§ hai hojc ba khing kiem sodt duge voi miy tao
nhip tim. Suy tim rd rét, soc tim,

CANH BAO VA THAN TRONG
Tiic dyng todn tiin:

Giding nhur cde thude mit ding tai ché khéc, tafluprost v timolol dugc
hap thu todn thin, Do thank paiin timolol i thude chen beta-adrenergic,
0 the xiy ra céc tic dung khing mong mudn trén tim mach, phoi vi
cic tic dyung khéng mong mudn khdc gidng nhu quan sit ihpz’iy v
cée thudc beta-ad:vnglgjc dung dudmg todn thin, TY R‘mic
cdie the dung khong mong muodn toan thin sau khi sit dyng thuoe tra
mit thiip hom so véi sau khi sir dyng dwimg todn thin. 1

R logn tim:

O phimg bénh nhin bj bénh tim mach (nhu bénh mach vinh, dau
thit ngye kiéu Prinzmetal v suy, tim) vi ha huyét dp, viée diéu trj
vii cac thuce chen beta rorglﬂ'uw; danh gid ¢in trong va nén cin
nhiic diu tri vt cic hoat khic. Bénh nhin bi mic cic bénh tim
mach nén duge theo doi cde diu higu xdu di coa nhitg bénh nay va |
céc tac dung khéng mong muon.

Do énh huémeg xdu dén thii gian din truyén, cic thude chen beta chi
nén dwge ding thin trong cho nhitng bénh nhin bi block tim d§ 1,

Réi logn mgch:

Thin khi diéu tri thude cho nhimg bénh nhin bj xée tron/rbi
login ltl?:g'lbin nguélﬂ;iéh néng (nhir r%hﬂ'ng dang nfing cia bénh
Raynaud hodjic héi chimg Raynaud).

Réi logn hé hip:

Céc phin .'mgaumﬁhah , ki ca tir vong do co thit phé

¢ bénh nhin bi bénh hen @3 dirge bio cdo sau khi ding mpt
thue tra mit chen beta. TAPTIQOM nén durge sit dung thin trong
& nhimg bénh nhén bi bénh phoi the nghén man tinh nhe/trung binh
(COPD) va chi ding khi lgi ich 1ém hon nguy co tiém an.

Hag dwimig huyévbinh tidu duwing:

Thin trong khi dung cic thube chen beta cho nhimg bénh nhin ha
duimg huyét iy phat hodic bj bénh tiéy duémg khéng on dinh do cac
thudc chen beta ¢6 the che diu céc diu higu vé tricu chimg ciia ha
durdmyg huyét ¢ap tinh.

Ciic thude chen beta ciing ¢t thé che diu cde diu hifu cia bénh
cudng pidp. Ngimg diéu trj dit ngt cic thude chen beta co th
khién cde trigu chimg trd nén xiu hon.

Cée bnh gige mge:

Cie thudic tra mit chen beta c6 thé giy khd mit. Thén trong khi diéu
trj thude cho céc bénh nhin bj bénh gide mac.

Cde thudle chen beta khic:

Téic dyng trén dp lue ndi nhiin hodic cdc tie dung chen beta todin thin
d4 biét ¢ thé xuat hign khi timolel (mit thanh phin cia TAPTIQOM)
durge diing cho céc bénh nhin dang dicu trf véi thude chen beta
duimg toan than. Nén theo doi chiit ché dép img cia cde bénh nhan
niy. Viée sir dung hai thude chen f-adrenergic tai ch khong dwge
khuyen céo.

Khi sir dung k¥ thuit chiin dng 1& mili holic nhim mét trong 2 phit,

sy h.ép thu todn thin cia lhm‘}; gidm, Diéu d6 co thé din 1&i gi&n;

cac the dyung khéng mong muon todn thin vi ting tic dung tai cho
sl og rl b v

Néu sir dung nhiéu hom mot thude tra mét, mdi thude nén duge ding
cdch nhaw it nhat 5 phit

Nén thio kinh 4p trong trisde khi nhé thude va cé thé deo lai sau
15 phiit.

Bénh nhdn nén duge héng din tranh @& dng thude tigp xic véi
m?:llt céc cau triic xung qu%nh do o the giy ton ﬂlum_épcho Tt

hzhiﬁ n ciing nén dirge hm‘.mgﬁh vé vige cac dung dich nho
mi ‘nukhmg&mchéo i ﬂngcighcé&'ébjnh?!mcﬂcvi
khudn thﬁng thudmg gty nhiém khudn mat. Vige sit dung dung dich
bi nhiém khuin ¢6 the din téi ton thuong nghiém trong & mat va
sau dd dan i mit thy lwe.

CHONG CHI DINH



Glidcim gie ddng:

0 nhmlgbénh nhin bj glocom gée dong, muc tiéu tnrde mit cia
vie dieu trj 13 mo lai goc. Diéu nay doi héi iphsn 1am co déng tir
bing mdt thude ldm co dong tir. Timolol €6 it hofic khong co tic
dung trén ddng tir. Khi ding timolol d& lam giam 4p luc ndi nhin
bénh glécom poc dong, nén ding clng véi mdt thude lam

can
o0 ag;%& vé khéing nén ding dom dge.

Céic phdn ting qud min:

. Trong khi diing cdic thubic chen beta, nhimg bénh nhin c6 tién sir di

img di truyen hodie phan (mg qua mdn ning voi mt 6 dj nguyén
cd the phan img manh hon v thir thich Fp lai voi cic dj nguyén
nay vi od the k}%fmg dap img vii liéu adrenalin thong thudmg ding

(& didu tr cde phin (g qua min.

Bong hic mae

Bong hiic mge 03 duge béo cdo vii viée didu tj bing thube e ché
e b e Ry RSt

ir timolol, acetazolamidy sau phiu th
Gay mé phiiu thujt:

Céc thube tra mat chen beta oo thé dre ché céc the dyng chil vin beta
todn thin nhir cia adrenalin.

. Nén théng bao cho bae si giy mé khi bénh nhéan ding timolol.

Truge khi biit du didu tri, bénh nhin nén duge thing bao vé kha
ning rim lang mi, sam da mi mat va tang sac 1 it e i
quan .'fﬂ didu tri vén tafluprost. Mdt so nhimg thay déi ndy co

a vinh vién va co thé din dén sir khic biét vé dién mao giira hai

mal khi chi c6 mt matduge didu .

Swr thay doi she 16 mbng mit xéy ra chgm vé cd thé khong dwoe
nhin ra trong vai thing, Sy thay ddi mau mit chu yéu duge quan

+ 'sat thily & nhimg bénh nhin ¢6 mong mit mau hon hop vi du mau

niil xanh, ndu xam, nau vang va ndu xanh la ciy, Neuy eo loan sic
10 sudt dén gifra hai mét trong trugng hop chi dicu tr cho met mat
14 rd rdng.

§ Chua 6 kinh nghi¢m véi tafluprost trong bénh glgedm tin mach,
1 glocim goc dong, glocom goc hep hoje gideom bam sjnh. Chi 6

it kinh nghiém diing tafluprost cho nhimg bénh nhin thiéw thiry tinh
the va bgnh gldcdm sie lﬁh&_:ﬁcgltk:ﬂm-gié!ﬂmg bao.

Klm}'én cdo thin trong khi ding tafluprost cho nhimg bénh nhin
thién thay tinh thé, nhirmg bénh nhin ding thay tinh th nhin tao
do rich bao sau cua thity tinh thé ho#ic thuy tinh thé tidgn phong,

'hgi:. cho nhimg bénh nhiincd cde yéu 16 nguy co di biét ciia phit
h b

g diém dang nang holic viem mong mavviém ming bd dio.
TUONG TAC THUOC
Chura e6 chc nghign el vé tuong 1éc thude d8 duge thye hidn,

'C thé ¢6 the dung hiép ddng diin tdi ha huyét 4p vi/hode chim

nhip tim déng k& 1 ditng dong thiri cde dung dich nhio mét ch
beta vii cidc thude chen kénh calei, chen beta-adrenergic, ¢de thu
ching loan nhjp (bao amiodaron), glycosid I‘im logi digitalis,
ciic thude gia pho giao cam, guanethidin duimg uong, s
Cac thude chen B-adrenergic duimg udng co thé lam trim trong
thém hénh cao huyél dp dii nguee do ngung dicu tri voi clonidin.

Kha niing tic dung chen beta todn thin (nhy gidm nhip tim, trim

‘edm) di dwge bio cdo khi ket hop dicu trj thude (e ché CYP2D6

(nhur quinidin, fluoxetin, paroxetin) va timolol.

Gian déng tir do sir dyng démg théi thude tra mit chen beta vi
adrenalin (epinephrin) déi khi d3 duge béo cao,

THAI KY VA CHO CON BU
Phy mit cd thai

Khéng et holie c6 rit it dit liéu vé viée sir dung TAPTIQOM & phy
niy mang thai.

Phy nir c6 khé ning cb thai phai sit dyng bi¢n phap trinh thai hi
quéd trong kKhi diéu trj véi TAPTIQOM.

Khing nén sit dung TAPTIQOM trong thai kv trif khi thye sie céin
thiét (trong trromg hop khong c6 lya chon didu trj khic).

Tafluprost.

£

'Khéng o6 dit ligu diy dii vé vige sir dung tafluprost & phy nit mang

thai. Tafluprost cd the cd cdc tic dyng duge Iy co hai trén thai ki
v/ thai/tré so sinh. Cde nghién cin trén déng vit 43 cho
thiy d()ztt;'nh sinh siin, Nguy co tiém an d6i véi con nguin chira
durge bigt.

VCRT O R O0 NBOH
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Khéng ¢6 dir ligu diy di vé viée sir dung timolol & phy nit mang

thai. lgiéng nén sir dung timolol trong thai ki trir khi that s can
, thigt, giam sit hiip thu toan thin, xem muc “LIEU LUONG VA
» CACH DUNG",

Céc nghién ciru dich & hoc khéng cho théy cac anh hwémg dj tit
nhung cho thiy nguy co thai cham phét trién trong tir cung khi
me ding cde thude chen beta duomg udng. Thém vao do, cac déu
hi¢u va tri¢u chimmg chen beta (nhu chim nhip tim, ha huyét 4p,
suy ho hip va ha dwong huyét) da dugc quan sat thdy & nhii nhi
khi cac thubc chen beta dugc ding cho me cho dén lic sinh. Néu
TAPTIQOM duge ding cho dén lic sinh, nhii nhi nén duge theo
v doi can thin trong sudt nhimg ngdy diu méi sinh.

r

Phu nie cho con ba

Cée thubc chen beta duge bai tiét vao sita mg. Tuy nhién, & lidu
diéu trj ciia timolol trong thude nhé mat, lugng thude ¢é trong sira
mg 6 thé khong du dé gdy ra cac triéu chimg ldm sang cua chen
beta ¢ tré sg sinh. Dé giam sy hdp thu toan than, xem muc “LIEU
LUONG VA CACH DUNG”,

Chura biét tafluprost vihodc edc chdt chuyén héa co dugc bai tiét
vao sita me hay khong. Dir liéu doc tinh hign c6 trén dong vt da
1 cho thay sy bai tiét tafluprost va/hodc céc chat chuyen hoa vao sira.
' Tuy nhién, & liéu diéu trj coa tafluprost trong thude nhé mat, lugng
'thubic 6 trong sita me c6 thé khong du dé gy ra cdc triéu chimg
| 14m sdng & tré so sinh,

I
i
L}
1

Pé thin trong, khong khuyén céo cho con bii néu phai diéu trj véi
TAPTIQOM.

| Kha nang sinh san

Khéng c6 di liu vé anh huéng ctia TAPTIQOM dén khé niing sinh
san cia ngurdi,

ANH HUONG LEN KHA NANG LAl XE VA VAN HANH
| MAY MOC

Chura ¢6 nghién ctru vé anh huong cia TAPTIQOM Ién khd ning
ldi xe va van hanh mdy mdc di duge thyre hign, Néu Xdy ra céc tic
dung khéng mong muon nhu nhin mé thoang qua khi nho thuoc,
bénh nhan khong nén lai xe hodc viin hanh mdy méc cho den khi
cam thiy tét hon va nhin rd hon.

TAC DUNG KHONG MONG MUON

Trong céc nghién ciru 18m sdng, hon 484 bénh nhén da duge diéu
trj voi TAPTIQOM. Céc tac dung khéng mong mudn c6 lién quan
dén diéu tri duoe bio cdo phd bién nhét 13 xung huyét két mac/
mat. Tac dung khéng mong muodn nay xay ra & khoing 7% bénh
nhin tham gia vao cac nghién ciru ldm sang & chau Au, hiu hét cic
trudmg hop déu & mic dj nhe va cd lién quan tdi vide ngung diéu
tri & 1,2% bénh nhén.

Céc tac dung khong mong muon duge bao céo trong cdc nghién
ctru 1am sang sir dung TAPTIQOM déu gi6i han trong céc tac dung
khéng mong muon di dugc bdo cdo trude do vdi hoat chit tafluprost
hoge timolol diung don ddc. Khong cd céc tac dung khéng mong
mu6n mai riéng cho TAPTIQOM dwge quan sat thay trong cac
nghién ciru lim sing, Phin 1om cdc tic dung khéng mong muén
duge béo cdo 13 & mat, mie d§ nhe hodc trung binh va khéng co
truémg hop nao nghiém trong.

Gibng nihr céc thuéc mét ding tai chd khac, tafluprost va timolol
dugc hip thu toan than. Bicu nay co thé gay ra céc tic dung khong
mong muon twong tr nhir quan sét thay voi cae thude chen beta
diing duomg toan thin. Ty 1¢ mac cdc tic dyng khong mong muon
todn thin sau khi tra mét thap hon ding dwéng toan than. Céc tic
dyung khfmg mong muodn duec liét ké bao gom ca cdc tac dung durge
quan sat thay trong nhom céc thude tra mat chen beta.



£
4 jng mong muon S
Ghe dhe dovg R th1:rg nghiém 1am sing (trong moi nhém tan

TAPTIQOM trong céc

duti diy da duge bao cdo vdi

suat. cac the dung khang mong muon duge trinh bay ﬂ:l?ﬁ thir ye tan

suat giam dan).

Tin subt che tic dung khong mong mudn €6

thé xuit hién liét ke

dudi day duge xdc dinh dya theo quy udc sau: Rat phd bien: >1/10;

pho bign: =1/100 dén <1/10; khong pho bié

:=1/1,000 dén <1/100;

hiém edp: =1/10.000 dén <1/1.000; rit hiem gap: <1/10.000; khong
biz?f‘%fs@z khong thé wdc tinh tix cac dir li¢u san o,

TAPTIQOM (Két hop taftuprost va :hn{oa .

Nhém ¢o quan Thn suit

trong cor I]Ie

Céc tac dung khong
mong muon

Réi loan hé thin
kinh

Khong phb biéa

Bn_u qﬁu

| Réi loan mat

Phé bién

Xung huyét ket mae/
mit, ngira mat, dau
mat, thay doi léng mi
(tang chiéu dai, d¢ day
va s lugng long mi),
doi mau long mi, kich
(mg mat, cam gi:;w co
vit la trong mat, nhin
md, s¢ anh sang.

Khéng phé bién

Cam giac bat thwémg &
méat, kho mit, khé chiu
o mat, viém két mac,
ban dé mi mit, di tmg
mit, phit mt mat, viem
gidc mac cham néng,
tAng chiy nudc mit,
viém tién phong, moi
mit, viém bd mi.

Cic tic dung khéng mong mubn khia¢ 43 duge quan sat thiy véi
mot trong cac hoat chat (tafiuprost hodc timolol), vi ciing cd the xay
ra vo1 TAPTIQOM duge liét ké dudi day:

Tafluprost
I | . an ] A g. ; ! I] - 0
muon
Réi loan mat

Giam thi luc, tang sfc 16 ming
mit, sic to mi mf;, phi két
mac, gi mét, tien phong ¢6 té
bao, t?én phéng co protein,
viém két mac di tng, sic 16 két
mac, nang ket mac, khic sdu
ranh mi mat, viém mong mat’
viém ming bo ddo.

Réi loan da v md dwréri da Rém lng mi
Rdi loan ho hip Lam tram trong thém bénh
i hen, kho the,
Timolol
Nhém co quan trong co thé | Céc tde dung khéng mong.
s

R&i loan hé mién dich

Cée diu hiéu va triéu chimg
ciia phan img di tmg k& ca phi
mach, mé day, phét ban khu
trid va toan thin, sbc phan vé,
ngia.

Réi loan chuyén héa va dinh
duding

Ha dugmg huyét.

Réi loan tAm thén

Trém cam, mit ngi, dc méng,
mit tri nhé, lo ling.




it iy g i vy et

Lhong mit, ngat xiu, di cam,
ting cic dau higu vi tri¢u
chimg cua b{nh nhuge oo, tai
bién mach mau nde, thitu mau
ndo.

‘Vidm gidc mac, gla.m sy nhagy
cam cuanguic mac, roi loan th
gide ke ca cac thay doi khuc xa
{do ngumg diéu tri th
;.‘u ding tix trong méﬂ:s&b;nnréng
sup mi, son 2
h%a'nac ‘saut phiiu thuét ma hé
‘cing mae (xem canh béo va
thin trong), chiy nudc ‘mit,
trgt Xurdie gidc mac.

R6i loan hé thin kinh

R6i Toan mit

R6i loan tai va mé dao U tai
Ri logn tim Nhip tim ehidm, dau ngue,
dénﬁ h'lglng ngye, phi, T
nhjp tim, suy tim sung huy
g tim, block tim, block
nhi that, suy tim.
Rai loan mach Ha huyét dp, dau chin dudi

do thitu miu W cde co, hii

chimg Raynaud, lanh bin tay
vl bin chin.
R logn ho hip, long ngye v | Khé th, co thiit phé quan (chi
trung that, . ¥ | ¥éu anhimg bénh nhan ﬂqq
trudre no lhil phé quén
suy ho

Budn nén, khé tiéu, tiéu chay,
khé miéng. loan vi gide, dau
bung, nén.

Roi loan h§ tiéu hoa

Réi loan da vimd diéi da

Rung toe, phit ban dang vay
nén hojic trim trong thém bénh
viy nén, ban da.

Réi loan co xuomg va md lién
ké‘[ i

| co, bénh

Lupus ban do hé thong, dau
ap.

Bénh Peyronie, gigm ham

Roi Ioan hé sinh san va tuyén
Vil muon tinh dyc, roi Imchﬁc
nang tinh due.

Suy nhuge/mét moi, khat
e,

Ciic r6i loan chung va tai ch
ding thude

Céc tngmg higp v6i hoa gige mac rit hiém khi duoc bdo cdo ¢6 lign
quan dén viée sir dung thude nho mat co chira phosphat & mt sd
bénh nhin bi ton thuong gide mac ding ké,

Théng béo cho bic si nhimg tic dung khong mong mubn gip
phii khi sir dyung thw

QUA LIEU

Qué lidu do diing tai ché tafluprast kho ed kha ning xay ra hogie kho
6 lién quan dén doe tinh.

bio, cdo vé,qnalwu\o}'vﬁlmcqlgﬁyrsmmdmg
todn thin tremg Lie nhu quan sat thiy véi cic Ihu(‘lxc «chen beta-adrenergic
o thiin nhir chong mit, nhire daw, kh tha, nh1p tim chiim, co that
phé quan, va ngimg tim.

N xdy ra qui liéu viri TAPTI OM, nén dléugtn trigu chimg va
dicu tr hd tro, Timolol khong th tich drgre dé d

PAC TINH DUQIC HOC i
Dargee lye hige

Nha e ding dirge t; thuéc chien beta, thudic chng glécdm va co
domg tir, mad ATC: SOIE

Cor ché tiic dung

TAPTIQOM Ia ché pham két hop eia hai hoat chit tafluprost va
timolol. Hai hoat chit nay lim gidm dp lye ngi nhiin (10P) véri cde
cuchctécdmgbé.l.ung cho nhau va tic dyng ket hop din tai lam
giam thém 10F so voi img thinh phin don doc.

Tafluprost 13 m(n chiil chira flo Lwng iy p:nmgland:n Fla. Acid

tﬂw rcf;. ey ﬁnc.ao va chon 191: \rglmllll-\mép ;a uﬂupm;ti’]?r

ngudi, Cao ngh:Em ciru d lire hoc trén khi cho thay tafluprost
lam giam ap luc ngi nhiuug;g céch ting thodt thay dich qua ming
bé ddo cung mac. {

Timolol maleat ld mt chit doi khang thy thé beta-adrencrgic khong



chon loc. Co ché tac dyng chinh xéc ¢ta timolol maleat trong ha dp
lyc ni nhan chira dugc thiét 1dp 1o ring cho 16i nay, mic di moi
nghién ciru nhugm fluorescein vi cde ng;hién ctru nhan dp ky chira
rang tdc dung chinh co thé lién quan den giam sy hinh thanh thuy
dich, Tuy nhién trong mt s6 nghién ciru, cling da quan sat thay ting

¢ nhe sy thoat thuy dich,

Dwge dijng hoc
Hip thu

Céc ndng d trong huyét twong cua acid tafluprost va timolol da
duge nghién clru & nhimg ngudi tinh nguyén khoe manh sau khi
nho mit don lidu vi nhic lai véi TAPTIQOM trong 8 ngdy (mét lin
mdi ngdy), 0.0015% tafluprost (mét lan mbi ngay) va 0,5% timolol
(hai lin mdi ngay). Nong dj trong huyét twong ciia acid tafluprost
dat dinh 10 phit sau khi ding thudc va gidm thip hon mirc gioi han phat
hi¢n dudi (10 pg/mL) truce 30 phit sau khi dang TAPTIQOM, Sy tich
lily cua acid tafluprost |a khong déang ké va trung binh AUC, _ cia
acid tafluprost (don trj ligu: 4,45+2.57 pg-gio/mL; TAPTIQOM:
3,6043,70 pg-gio/mL) va C,_ trung binh (dom trj ligu: 23,9411,8
pg/mL; TAPTIQOM: 18,7119 pg/mL) déu haoi thap hon & nhom
TAPTIQOM khi so sénh véi tafluprost don tri liu vao ngay thir 8.
Néng do trong huyét trong ciia timolo! dat dinh tai céc gid tri T
trung vi 15 va 37,5 phut sau khi ding TAPTIQOM vdo ngiy 1 va
8 twong (mg. Trung binh AUC__ . ctia timolol vio ngay 8 (don trj
ligu: 5750+2440 pg-gio'mL; TAPTIQOM: 4560+2980 pg-gidvmL)
va C_ trung binh (don tri ligu: 1100 + 550 pg/mL; TAPTIQOM:
840 + 520 pg/mL) déu hoi thap hon & nhém TAPTIQOM so véi
timolol don trj li¢u. Phoi nhiém véi timolol trong huyét twong thap
hon khi ding TAPTIQOM dutmg nhu 14 do liéu ding mét lin moi
ngdy ciia TAPTIQOM so véi lidu ding hai lan mi ngay cua timolol
dom trj lidu,

Tafluprost v timolol duge héip thu qua gide mac, O thé, sir tham vao
gidc mac cua tafluprost tir TAPTIQOM la twong ty vdi tafluprost

. don tri liéu sau khi nhé licu dom, trong khi sy thim cia timolol tir

TAPTIQOM hoi thip hon timolol don trj liéu, P6i véi aeid
taftuprost, AUC,, I 7,5 ng-gio/mL sau khi ding TAPTIQOM va
7.7 ng-gio'mL sau khi ding tafluprost don trj ligu. D61 vai timolol,
AUC, la 585 ng-gio/mL sau khi ding TAPTIQOM vi 737 ng-gid/
mL sau khi ding timolol don tri lign. T_ cta acid tafluprost [4 60
phit d6i vii ca TAPTIQOM va tafluprost don trj ligu, trong khi T,
ctia timolol 1a 60 phiit cho TAPTIQOM vi 30 phit cho timolol don
tri liéu,

Phén bé

Tafluprost

O khi, khéng 6 sy phan bé cu thé cia tafluprost duge dénh diy
phong xa trong mong miit thé mi hodc hac mac ké ca biéu mo sic td
vong mac, dicu nay goi ¥ di lyc thdp vdi sic t6 melanin, Trong mét
nghién c(ru ty chup phong xa toan b co thé ¢ chudt, nong dg phong
xa cao nhat duge quan sat thiy & gide mac, tiép theo 1d mi mit,
cung mac vi mong mat. Bén ngoai mat, phong xa con duge phan
b trong 1§ b, vom hong, thyc quén va Gurima, Héx o, toin, A,
tii mit vi bang quang. Sir gan ket cua acid tafluprost vl 'alburlnin
trong huyet thanh ngui trong thir nghiém in virro 1a 99% tai nong
d¢ 500 ng/mL acid tafluprost.

Timolol

Nong d¢ dinh phong xa lién quan den timolo] trong thiy dich dat
dugc sau 30 phut dung liéu don timolol dénh dau phong xa-3H
(dung djch 0,5%: 20 pL/mit) & ca hai mat tho. Timolol dlztl;ﬂ: bai
tiét khoi thay dich nhanh hon nhiéu so véi tir cdc mo sic té mong
miit va thé mi. f

Chuyén héa sinh hoe
Tafluprost



s

Con dudng chuyén hoa chinh cua tafluprost ¢ ngudi, da duge thir
nghiém in vitro, 1a thiy phén thanh chat chuyan hoa co hoat tinh
dirae 1y, acid taﬂuprost sau d6 duge chuyen hoa bai glucuronid hoa
hodc oxy hoa beta. Céc san pham cua oxy héa beta, acid 1,2-dinor
va 1,23 4-tetranor tafluprost, khong co hoat tinh duqrc ly, ¢o the
bi glucummd hoa hode hx{iroxyl hua Hé thing enzym cytochrom
P430 (CYP) khong tham gia vio viée chuyén hoa acid tafluprost.
Duya trén nghién ctru trén mo macthévﬁ.gﬂlqécenzymmh
Khiét, ester;‘:e chinh chiu trachglnﬁEm cho qué trinh thiy phén ester
thanh acid tafluprost Ia carboxyl esterase. Butylcholin esterase cling
¢6 thé dong gop vao qua trinh thuy phan nhung khong phai acetyl-
cholin esterase.

Timolol

Timolol dwoe chuyén héa & gan chii yéu boi enzym CYP2D6 thanh
cic chit chuycn hoa khong co hoat tinh, nhitng chat nay dugc bii
tiét chii yéu qua than. ;

Thdi trir
Tafluprost

Sau khi dung mdt lin mbi ngay 3H-tafluprost (dung dich nho mit
0,005%:; 5 pLa‘mét} trong 21 ngéy 0 ca hai mﬁt cia chw;-t, khoang
87% tong licu phong xa duge tlm thay trong chit bai tiét. Phan tram
tbng liéu duge bai tiét qua nuée tidu 1a khoang 27-38% va khoang
44-58% licu duge bai tiét qua phan.

Nira doi thai trir bidu kién tir huyét twong ngm’h 1a khoang 4 gio.
Timolel duge chuyén héa rong rdi ¢ gan va cic chit chuycn hoa
duge bai tiet qua mude tiéu bén ca.nh 20% timolol bai tiét dudi dang
khong ddi sau khi udng.

HAN DUNG

3 nim ké tir ngay san xudt

Sir dyng edc dng trong Wi ¢ mo trong vong 1 thang.

1 BAO QUAN
Bao quan trong tu lanh (2°C - 8°C).

Sau khi me thi: with

— Bao quan cac 6 ong trong tii ban déu dé tranh dnh séng

— Khéng bao quan qua 30°C

— Loai bo 6ng don lidu di m& cing véi dung dich thube con lai
ngay sau khi str dung.

Pé xa tim tay tré em. :
Poc ki huéng din sir dung trude khi diing,
Néu ¢iin thém théng tin, xin héi y kién béc si.
Khong ding thuéc qua han ding.

San xudt bii:
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