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Thong tin san pham:

BAK:-free

), acid boric (E284),

C: SO1EE04.

9:5&%=_aam:a,auawiosmnaems\s_
THUOC BAN THEO DON

THANH PHAN: gm \W\\

Hoat chat: Travoprost 40 ug/ml.

Ta duoc

Chat bao quan: Polyquaternium-110 pg/ml (chat bao quin POLYQUAD).

Mannitol (E421), propylen glycol (E1520), ddu thdu dau polyoxyethylen hydro héa 40 (HCO

natri clorid, natri hydroxyd va/hodc acid hydrocloric (d€ diéu chinh pH), nutdc tinh khiét.

DANG BAO CHE:

Dung dich nhd mat vo tring.

Dung dich trong, khdng mau dén mau vang nhat.

CACDAC TINH DUOCLY:

Dac tinh dugc luc hoc k

Nhom téc dung dugc ly: thudc diéu tri glocom va co dong ti, thudc tuong ty protaglandin. M3

Coché tacdung

Travoprost, mét chat tuong tu prostaglandin F2a, la chat chd vén ¢6 tinh chon loc va &iluc cao vdi thu thé
prostaglandin FP, lam gidm dp luc ndi nhan bang céch tang thodt thiy dich qua bé dao'cdng mac va bé clng
mac. Gidm ap luc ndi nhan 10P & nquai bat dau trong khodng 2 gidr sau khi nhd mét va dat tic dung téi da
trong vong 12 gio. Gidm ap lyc ndi nhan déng ké c6 thé dugc duy tri trong khodng thdi gian hon 24 gio sau
khi dung liéu don.

An toan va hiéu qua lim sang

Dung dich nhd mat TRAVATAN vdi liéu diing 11dn/ngay & bénh nhan bi bénh glocdm géc mé hodc ting nhin p lam
giam ddng ké &p Iuc ndi nhan khi dugc dung trong liéu phap diéu tri chinh hodc duing két hap véi TIMOPTICT (dung
dich nhé mét timolol maleat) 0,5% vdi liéu 2 ldn/ngay.

Trong liéu phdp diéu tri chinh, dung dich nhd mét TRAVATAN vdi liéu duing 1 ldn/ngay lam gidm ap luc ndi nhén tir 8
dén 9 mmHg. Sur gidm ap luc ndi nhn dat trang théi 6n dinh hing ngay sau 2 tudn ké tir khi bt ddu didu tri va duoc
duy tri trén 6 dén 12 thang diéu tri trong 3 nghién ctiu cd ddi chiing tét. Su gidm ap lwc ndi nhan clia dung dich nhé mét
TRAVATAN vugt trdi TIMOPTIC va tuong duang hodc ln hon XALATANT (dung dich nhé mat latanoprost) 0,005% diing
liéu 1 1dn/ngay. Dung dich nho mét TRAVATAN da dugc chiing minh lam gidm dp luc ndi nhan 6n dinh sm hon va kiém
s0dt ap luc ndi nhan trong sudt cd ngay tdt hon so vdi XALATAN 0,005%. Dung dich nhé mat TRAVATAN cho hiéu qua
gidm dp luc ndi nhan & bénh nhan da den t6t han mdt cach 6 y nghia (1én ti 1,4 mmHg) so vdi XALATAN 0,005%.
Mot phan tich vé ddp ting (su gidm ap Iuc ni nhén = 30% hodc ap luc ndi nhan trung binh < 17 mmHg) da chiing
minh réng dung dich nho mat TRAVATAN cd ty 1& ddp ting cao han ¢6 § nghia (56%) khi so v6i XALATAN (50%) va cd
hai déu cao hon ¢ y nghia khi so vdi TIMOPTIC (40%).

Trong mdt nghién cdu 6 thang cd déi ching tot, dung dich nhd mat TRAVATAN diing liéu 1 1dn/ngay diing két hop
TIMOPTIC0,5% dung liéu 2 1an/ngay lam gidm thém dp Iuc ni nhan ¢d y nghia vé 1dm sang (tir 6 dén 7 mmHg).
Trong mgt thit nghiém Idm sang, bénh nhan bi glocom goc mé hodc tang nhan dp da dugc diéu tri véi dung dich nhé
madt TRAVATAN (st dung chdt bdo quan polyquaternium) ding liéu 1 1dn/ngdy vao budi tdi da dugc ching minh lam
aaawu__._S@;__M:Emnm:osa_._@;_a...._aww*_._.;_:_._So.aa_.__zs&.Aam__wmasza.

Tai liu thong tin cho cén bg y té

Dif liéu vé sir dung két hgp dung dich nhd mat TRAVATAN vdi timolol 0,5% va mt sd it dii liéu vé st dung thudc nay
két hop vdi brimonidin 0,2% dugc thu thép trong cic thit nghiém Idm sang cho thdy tac dung hiép déng ciia dung
dich nhd mdt TRAVATAN vdi nhiing thudc gldcdm duing phdi hop. Chua 6 san dif liéu lam sang vé viéc sit dung phoi
hop vdi cdc thudc ha nhan ap khc.

Nhin chung dung dich nhd mét TRAVATAN dugc dung nap tdt va an toan. Tac dung khong mong mudin phd bién nhat
la chiing xung huyét, nhu thuting thay & nhimg thudc tra mat tuong ty prostaglandin khac.

Tacdung duoc luc:

Ngoai lam gidm &p luc ndi nhan, travoprost con cho thdy tac dung tang luu lugng mau & ddu day than kinh thi giac
dua trén dir liéu trén thd sau 7 ngay nho mat (1,4 pg x 1 1dn/ ngay).

Trén cdc té bao gidc mac ngudi dugc nudi cdy va sau khi nhd mét & thé, dung dich nhd mdt TRAVATAN sif dung chét
bdo quan polyquaternium-1, it gay doc tinh trén bé mat mat so véi cac thudc nhé mat sit dung chdt bao quan
benzalkonium clorid.

Dac tinh dugc dong hoc

Hap thu:

Travoprost la mot tién thudc isopropyl ester. N6 dugc hap thu qua gidc mac, ¢ dd ester bi thiy phan thanh acid tu do
¢d hoat tinh. Cac nghién ctiu trén tho da cho thdy ndng do acid tu do clia travoprost tdi da trong thiy dich 1 khodng
20 ng/ml dat dugc trong vong 1 dén 2 gior sau khi nho madt. Nong do acid tu do cua travoprost trong thiy dich gidm
ddn vdi nira doi thai trir khodng 1,5 id. Sau khi nhd mat, acid ty do cta travoprost ciing dugc tim thdy trong huyét
tuong véi ndng do thap.

Phan bé:

Sau khi nhd mat & nquai, da quan sat thdy su phoi nhiém toan than thap cia acid tu do cd hoat tinh, néng dd dinh
trong huyét tuong ctia acid tu do khoang < 25 pg/ml quan sat dugc sau khi dung thudc khodng 10 dén 20 phut. Néng
dg trong huyét tuong gidm nhanh téi dudi gidi han dinh lugng 10 pg/ml trong vong 1 gitr sau khi nhd mat. Do ndng
d thap trong huyét thanh va thai trir nhanh chéng sau khi nhd mét, nén khong xac dinh ducc thai gian ban thai cia
dang acid hoat dong tu do & nquii.

Bién ddi sinh hoc:

Chuyén hoa la Q_a:m thanh thii chinh cho c travoprost va acid tu do cia nd. (on duting chuyén héa toan than giong
vdi con dudng chuyén hda cla prostaglandin F2a ndi sinh dugc dac trung bdi su khir lién két doi 13-14, su oxy hoa
G.»:Eaé_ thanh dang keton va su phan cit B-oxy héa mach bén cia acid carboxylic.

Thai trir:

Sau khi dung travoprost dugc danh dau phdng xa cho chudt cdng, khodng 95% liéu dugc thai trir trong vong 24
gio. Khodng 75% liéu dugc thai trir qua phan va phan con lai thai trir qua nudc tiéu. Duge dong hoc toan than
ctia dung dich nhd mdt TRAVATAN da dugc nghién ciu @ bénh nhén suy gan tit nhe dén nang ciing nhu & bénh
nhdn suy than tir nhe dén nang (hé sd thanh thi creatinin xudng thap con 14 mi/phit). Khong can diéu chinh
liéu & cac bénh nhan nay.

Tuyén tinh/khéng tuyén tinh:

Travoprost thé hién dugc dong hoc tuyén tinh trong ci md mét va huyét tuong.

Mai lién hé dugc dong hoc/duoc luc hoc

Céc tadc dung duoc Iy chinh (ha dp luc ndi nhan va s ung huyét) ting gan nhu ty 1& thudn vdi liéu ding.

Di liéu an toan tién ldm sang

Dt liéu tién Iam sang khdng phat hién nguy hiém dac biét nao déi véi ngudi dya trén cic nghién ciu thong thudng
vé dugc Iy an toan, dgc tinh cua liéu I3p lai, doc tinh di truyén va kha nang géy ung thu.

Doctinh trén sy sinh sén va su phat trién quan sat dugc & dong vat tai mic 4o phoi nhiém véi travoprost tuong ty miic
@6 phoi nhiém lam sang va 6 khd ning lién quan dén str dung lam sang.

QUY CACH DONG GOI: Hop 1 lo dém giot DROPTAINER chifa 2,5 ml dung dich.

CHI DINH: Dung dich nhé mat TRAVATAN duc chi dinh lam gidm nhan ap & bénh nhan méc tinh trang tang nhan dp
hay bénh nhan mac bénh ting nhagdp goc ma.
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Béang tom tat cac tac dung khéng mong muén

(dc tac dung khong mong mudn sau da dugc xac dinh qua cac nghién ciu lam sang hodc gidm sat hau mai, Chiing
dugc phan loai theo quy u6c nhu sau: rat phd bién (=1/10), phé bién (=1/100 dén <1/10), khong phd bién (=1/1000
dén <1/100), hiém gap (>1/10.000 dén <1/1000), rat hiém gap (<1/10.000) hodc khang biét (khdng thé wdc tinh
tir céc dit liéu san co; dir liéu tir gidm sat hau mai). Trong méi nhém tén sudt, cac tac dung khong mong mudin dugc
trinh bay theo thif t muc dd nghiém trong gidm dén.

Tai liéu thdng tin cho cén b y té

Phan loai theo hé cd quan

Tan suat

Cactac dung khéng mong muén

Rdi loan hé tiéu hoa

Hiém gdp

Loét dudng tiéu hoa trd 1ai, rdi loan tiéu hda, khd miéng,
tdo bon.

Khong biét

Tiéu chay, dau bung, budn nén.

Rdi loan da va md dudi da

Khdng phd bién

Tang sdc td da (viing quanh mat), bat thuong két ciu toc.

Phén loai theo hé co quan

Tan suat

Cac tac dung khong mong mudn

Nhiém triing va nhiém ky sinh

Hiém gap

Virus herpes don dang, viém gidc mac do herpes.

Rdi loan hé mién dich

Khong phd bién

Quéa mén cdm, di ting theo mua.

Roi loan tam thdn

Khang biét

Tram cam, lo du.

R6i loan hé thén kinh

Khéng phd bién

Dau dau, gidm thi trucng.

Hiém gap

Chong mat, rdi loan vi gidc.

Rdi loan mat

Rét phé bién

Sung huyét mat.

Phd bién

Dau mét, ngua mat, khd mét, kich ng mét, tang sic t6
mdng mat, cdm gidc kha chiu & mat.

Khdng phé bién

Trgt gidc mac, viém gidc mac dom, viém gidc mac, viém
mdng mat, giam thi luc, viém két mac, viém tién phong,
viém ba mi, nhin ma, s¢ anh sang, [t mi, duc thiy tinh
thé, phi quanh hdc mat, ngita mi mét, chdy nudc mat,
phti hdc mét, ngtfa mi mat, tiét gi mat, bo mi dong vay,
tang chdy nudc mat, phi mi mat, rdm long mi.

Viém da di (g, viém da tiép xdc, ban @6, d6i mau da,
chiing tang long téc, chiing rung ldng mi, lang may, thay
d0i mau tdc, phat ban.

Ngtia, moc 1ng tc bat thudng.

Dau co xuong.

Pau khdp.

Bi tiéu, tiéu khdng tu ch,

Suy nhugc.

Hiém gap

Khong biét
Hiém gap
Khang biét
Khong biét
Hiém gap

Réi loan co xuong khdp va mo
lién két

Rai loan than va tiét niéu

Cac r6i loan toan than va tai cho
dung thudc

Cac diéu tra

Thdng bao cho bac si hodc duoc si ctia ban nhiing tic dung khdng mong mudn gap phai khi st dung thudc.

QUA LIEV: Chua c6 truting hop qud liéu nao dudc bdo cdo. It cd khd nang xy ra ngd doc khi duing thudc tai chd qué
liéu. Khi nhé qué liéu thudc nhd mat TRAVATAN, c6 thé rira mét vdi nudc am dé loai bo thudc. Néu nghi ngd qué liéu
dung theo dung udng thi diéu trj triéu ching va diéu tri ho trg.

Khéng biét Tang khang nquyén dac hiéu tuyén tién liét.

Viém mang bé dao, viém mong mat thé mi, viém két

sac to tién phong, méi mat, di ting mat, kich
ddi mau long mi, gidn dong tt, day lng mi.

Khdng biét

Phir hoang diém, triing mat.

| Khang du

"THUOGHNAY CHi DUNG THEO SU' KE DON CUA THAY THUOC
_DE XA TAIDAY VA TAM NHIN CUA TRE EM
DOCKY.HUONG DAN SU DUNG TRUGC KHI DUNG
_ NEU CAM.THEM THONG TIN XIN HO1 Y KIEN BACSI
BAO. QUAN: Bjo quan thudc & nhiet d9 khong qud 30°C.
¢ sau ngay hét han ghi trén bao bi. Khong

Rdi loan tai va mé dao

Khdng biét

U tai, chéng mat.

Réi loan tim

Hiém gap

rd

Nhip tim giam, danh trong nguc, nhip tim khdng déu:

Khong biét

Dau nguic, nhip tim chdm, nhip tim nhanh.

Rai loan mach

Hiém gap

Tang huyét ap, huyét ap tam thu tang, ha huyét ap, huyét
ap tém truong giam.

Rdi loan hé hap, 16ng nguc va
trung that

Khdng pha bién

Ngat mi, ngta hong.

Hiém gap

Hen suyén, kho thé, ho, dau hau hong, kho chiu & mii,
khé miii, rdi loan hd hdp, khan tiéng.

(8¢ 38u khi da mé ndp lo 1 théng.

: 24 théng ké tir ngay san xuat. Han dung sau khi
p: 1thdng sau khi md ndp lo lan ddu.
NHA SAN XUAT: S.A. Alcon - Couvreur N.V. Rijksweg 14, 2870
Puurs, Belgium (Bi)
NHA PHAN PHOI: VIMEDIMEX Binh Duong-s6 18L1-2VSIPII,
duong s6 3, KCN Viét Nam Singapore 2, Thi Ddu 1, tinh Binh
Duong. CONG TY CO PHAN DUGC LIEU TRUNG UONG 2, S0 24

HAN

TRAvAT.

Dung dich nhé mat Travgarost 40 microgram/ml

BAK:free

Nguyén Thi Nghia, Quan 1, Tp. HCM, VIét Nam

G. NOVARTIS

(® TP.HCM: Toa nha CENTEC, 72-74 Nguyén Thi Minh Khai, 0.3, TP HCM.

Tel: (08) 3823 9090 - Fax: (08) 3823 9595

HA NOI: Phong 12A1, tang 12A toa gl Geleximco, s6 36 Hoang Cau, quan Ddng Da, Ha Noi




