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Hoat chét: Mdi ml dung dich chita 40 microgram travoprost va 5 mg timolol (dudi

“M_“_m timolol maleat).
Chdtb d__u:” polyquaternium-110 pg/ml (chat béo quan POLYQUAD).
Mannitol (E421), propylen glycol (E1520), ddu thau dau polyoxyethylen hydro héa
40 (HCO-40), acid boric, natri clorid, natri hydroxit va/hoac axit hydrodoric (d€ diéu
chinh pH), nudc tinh khiét.
~ DANG BAO CHE:
- Dung dich nhd mat vd tring.

- Dungdich trong suét, _n__g.w_auc dén mau vang nhat.

TINH DUQC LY: Nhom tac dung duoc ly: thudc diéu tri glocom, chen beta
0 tr. Ma ATC: SOTED51.

cdung:
ch nho mat DUOTRAV* cd chifa hai hoat chat: travoprost va timolol maleat.
phdn nay lam gidm &p lwc ndi nhan (I0P) bang céc co ché tac dung bd sung
va ﬁn _E%o hop dan tdi lam gidm nhan dp tdt hon so véi khi sit dung
n don doc.
st, mot chat tuong tu prostaglandin F2a, 14 cht chii vin ddy di cd tinh chon
Va di Iuc cao vdi thu thé prostaglandin FP, va lam gidm p lic ndi nhan biang
ang thodt thiy dich qua mang ludi bé cing mac va bd dao cling mac. Su giam
( nguti bat dau trong vong khoang 2 gid'sau khi nhd mét va dat tac dung téi
vong 12 gic. Viéc giam ap luc ndi nhan dang ké cd thé duoc duy tri trong
g thii hon 24 gio sau khi dung mot liéu duy nhat.
|4 mot tac nhan chen adrenergic khong chon loc, khang cé hoat tinh cuong
m 1o tai, e ché truc tigp co tim hoac hoat tinh n dinh mang. Cac nghién aiiu
ky va do thily dich Ezm phuong phdp do quang fluorophotometry & nquadi
g o ché tdc dung chinh clia nd tai mat cd lién quan t6i giam sy hinh thanh
nhe suf thodt thiy dich.

j duoc luc:
m dp luc ndi nhan, travoprost con cho thdy tac dung tang luu lugng méu &
, _v_&__ kinh thi gidc dua trén dit liéu trén thd sau 7 ngay nhd mét (1,4 ug, 1
Tén cac té bao gidc mac dugc nudi ﬁmw trén ngudi va sau khi nhd mat d loai tho,
dung dich nhé mat DUOTRAV dugc bdo quén bang polyquaternium-1 giam tdi
thiéu doc tinh trén bé mat mat so véi thudc nho mat dugc bao a:w: bang
~ benzalkonium clorid.
~ Antoan va hiéu qua Iam sang:
- Trong mot nghién ciiu lam sang o ddi chiing kéo dai 12 thang & bénh nhan b
M.ﬁw_, mmﬁ mé hodc tang nhan p va ap luc ndi nhan ban ddu trung binh §=m
hodng

&

a 3

dén 27 mmHg, tdc dung ha dp luc ndi nhan trung binh ciia dung dich nh

e

mat DUOTRAV khi ding 1 lan/ngay vao budi sang la tir 8 dén 10 mmHg. Tac dung
giam dp lyc ngi nhan trung binh cua dung dich nhé méat DUOTRAV tuong n:q__w vai
latanoprost 50 pg/mi két hop véi timolol 5 mg/ml da dugc chiing minh qua tét cd cdc
theii diém tai tat ca cic 1an tham kham.

Trong mat nghién ctiu lam sang <6 ddi ching trong vong 3 thang & bénh nhan bi
gldcom géc mé hoac tang nhan ap va ap luc ni nhan ban ddu trung binh z,o:M
khoang 27 dén 30 mmHg, tac dung ha ap luc ndi nhan trung binh ca dung dich nh
mat DUOTRAV khi diing 1 lan/ngay vao budi sang la tir 9 dén 12 mmHg va cao hon
dén 2 mmHg so vdi travoprost 40 pg/ml diing 1 fan/ngay vao budi t6i va cao hon 2
dén 3 mmHg so véi timolol 5 mg/ml khi ding 2 1n/ngay. D& quan sét thy su gidm
ap lucndi nhan trung binh 6 y nghia thong ké vao budi sang (8 gid sang - 24 gid sau
liéu trudc ctia dung dich nhd méat DUOTRAV) so véi travoprost 40 pg/ml tai tat ca cc
lan tham kham trong sudt qua trinh nghién ciu.

Trong cac nghién ctu 13m sang cd ddi chiing kéo dai 3 thdng & bénh nhan bj glécom
gdc m& hodc tang nhan dp vdi p lyic ni nhan ban dau trung binh trong khodng 23
dén 26 mmHg, tdc dung ha &p luc ni nhan trung binh cua dung dich nhé mat
DUOTRAV khi dung 1 Idn/ngay vao budi sang 1a tir 7 dén 9 mmHg. Méc dii thap hon
vé gid tri, su gidm ap Iuc ndi nhan trung binh tuang duong két qua diéu tri dat duoc
bdi liéu phdp diéu tri két hop travoprost 40 ug/ml diing 11an/ngay vao budi tdi va
timolol 5 mg/ml dung 11an/ngay vao budi sang.

Trong mdt nghién cfu 1am sang <6 ddi chiing trong 6 tudn & bénh nhan bi glocdm
gdc md hodc ting nhan dp va ap luc ndi nhan ban dau trung binh tir 24 dén 26
mmHg, tdc a_.sw gidm dp luc ndi nhan trung binh ctia dung dich nhd mdt DUOTRAV
(st dung chat bao quan polyquaternium-1) khi ding 11an/ngay vao budi sang 13 8
mmHg va Ea_w duong véi dung dich nhd mat DUOTRAV (stf dung chét bdo quan
benzalkonium clorid).

Diéu kién tham gia nghién cu |a gidng nhau trong cic nghién ciiu lam sang & trén,
trif tiéu chi dp lyc ndi nhan ban dau va ddp dng vai liéu phap diéu tri ha nhan dp
trugc 6. Tién trién lam sang khi it dung dung dich nhé mat DUOTRAV ¢ ca nhém
bénh nhan chua ding thudc bao gio va nhém benh nhan dang diing thudc, Diéu kién
tham gia nghién ciiu khdng bao gom sy dap ting kém hiéu qud véi don triliéu . Dung
dich nhd mat DUQOTRAV da dugc dung nap ot va khang quan st thay cdc tac dung
khong sc:wm mudn nghiém trong.

Dit liéu c6 san cho thay ding thudc vao budi tdi co thé thuan lgi hon cho viéc lam
gidm dp sudt ni nhan trung binh. Can can nhdc dén sy thudn tién cia bénh nhan va
kha ndng tudn thi ctia ho khi khuyén cdo ding thudc vao budi séng so véi budi tdi.
Dugcdong hoc:

:m__ thu: Travoprost va timolol dugc hap thu qua gidc mac. Travoprost la mot tién
chat isopropy! ester dugc thiy phan nhanh trong giac mac thanh acid ty do cd hoat
tinh. Sau khinhé a_.sm dich nhd mat DUOTRAV (sur dung chdt bao quan polyquaterni-
um-1) ngay mot Ian cho cac ddi tuong khde manh (N=22) trong 5 ngay, nong dd acid
tirdo ctia travoprost trong huyét tuong & dudi gidi han dinh lugng 0,010 ng/ml trong
phdn I6n cadc mau (94,4%) va néi chung khdng phat hién dugc sau mat gid ding
thudc. Da quan sat thdy ndng d c6 thé dinh lugng duoc cia acid ty do trong mdt vai
truting hap trong vong mot gid sau khi dung thud, trong khoang ti0,010 6n 0,030
ng/ml. Do néng d¢ rat thap va su bién mét nhanh khi huyét tuong cla acid tu do
cua travoprost, nifa doi thai trir _So__ﬂ thé xac dinh dugc. (max trung binh & trang
thdi dn dinh ciia timolol 1a 1,34 ng/mi va Tmax Ia khoang 0,69 gid'sau khi nhé dun
dich nhd mat DUOTRAV ngay mdt ldn. Sau khi g_.___m liéu nhdc lai .__.sm dich nhd mat
DUOTRAV, nia ddi thai trif trung binh & trang théi on dinh cla timolol la 5,38 gid.
Phén bé: Sau khi nhd dung dich nhé mat DUOTRAV (st ﬂ__.:_m_ chat bao quin
polyquaternium-1) cho thd, nong dg thiy dich t6i da trung binh dat ducc trong
vong 1 gio 14 23,3 ng/ml va 1610 ng/ml ddi vdi acid tu do cila travoprost va
timolol twong dng.

)

Tailiéu thong tin cho cdn bg y té

Bién dai sinh hoc; Chuyén hda Ia co ché thanh thi chinh cho ca travoprost va acid
tufdo cia nd. Con duting chuyén hda toan thn ddi vi acid ty do clia travoprost gidng
véi con duong chuyén ha cta prostaglandin F2a ndi sinh dugc dac trung bai su khir
lién két ddi 13-14, oxy héa 15-hydroxyl thanh dang keton va phan cit p-oxy hoa
mach bén ctia acid carboxylic.

Timolol dugc chuyén hoa theo hai con dudng. Mt dudng tao ra mot mach bén
ethanolamin trén vong thiadiazol va dutng thi hai tao ra mdt mach bén ethanolic
trén nitg morpholin va mot mach bén thif hai tuang tu vdi mot nhom carbonyl ngay
canh nito. T1/2 trong huyét tuong cta timolol dat dugc sau 4 gid nhé mdt véi dung
dich nhé mat DUOTRAV.

Thai trir; Sau khi ding travoprost dugc danh ddu phong xa cho chudt cing, khodng
95% liéu duoc thdi trirtrong vong 24 gid. Khoang 75% liéu duoc thai trir qua phan va
phdn con lai thai trir qua nudc tieu, Sau khi ding duting udng timolol dugc danh dau
phdng xa cho ngui tinh nquyén, khodng 72% liéu duoc bai tiét trong vong 84 gid,
vdi 66% duoc bai tiét trong nudic tiéu va 6% trong phan. Khoang 20% liéu duoc bai
tiét & dang khang ddi trong nurdc tiéu,

én ti ong tuyén tinh: (3 travoprost va timolol déu thé hién dugc dang

ii: Dugc ddng hoc cia dung dich nhd méat DUOTRAV véi bénh nhan nhi

: Dir liéu tién Iam sang khdng phat hién nguy hiém
dac biet nao ddi vai nqudi dua trén cac nghién aiu thing 5:&% vé duigc Iy an toan,
doctinh ctaliéu lap lai, doc tinh di truyén va khd nang ow\ ung thu. Doctinh sinh san
€6 hai va doc tinh trén su phat trién chi quan sit duoc ¢ dong vat tai muc do phai
nhiém ctia travoprost tuong ty mic dd phai nhiém lam sang va cd kha nang lién
quan dén str dung lam sang.

QUY CACH BONG GOI: Hop 1 1o dém giot DROPTAINER* chifa 2,5 ml dung dich.

CHI DINH: Dung dich nhé m&t DUOTRAV dugc chi dinh lam gidm dp lycndi nhan (I0P)
@ bénh nhan nguai dn bi glocdm gdc mé hodc tang nhan dp, nhitng nguti khdng dap
(ing ddy a0 vdi cc thudc tra mét chen beta hodc cac thudc tuong tu prostaglandin.
LIEU LUONG VA CACH DUNG:

Liéu lugng:

Liéu dung|a 1 giot dung dich nhd mat DUOTRAV vao tui két mac cia mat bi bénh mét lan
moi ngay, vao budi sing hodc budi t3i. Nén nhé thudc vao D_Eﬂsa thei diém mdi ngay.
Néu quén nhé mot liéu, nén tiép tuc diéu tri vdi liéu tiép theo nhu da dinh. Khong
nén nhé qud mdt giot 1 1dn/ngay vao mat bi bénh do da cd bang chimg cho thay
diing cac thudc twong tuf prostaglandin thung xuyén han c6 thé lam gidm téc dung
ha ap luc ndi nhan.

Khi thay thé mot thudc diéu tri glocdm khéc bang dung dich nhd mat DUOTRAV, nén
ngimg diing thudc khac 6 va bat déu ding dung dich nho mat DUOTRAV vao ngay
€0,
hém bénh nhan dac biét:

Strdung o tré em: Hién nay khong khuyén cdo ding dung dich nhd mat DUOTRAV cho
cac bénh nhan nhi. Tinh an toan va hiéu qu diéu tri cia viéc st dyng dung dich nhé
m&t DUOTRAV van chua dugc xdc dinh ¢ tré em va thanh thiéu nién dudi 18 tuoi.
Khdng cd san di liéu nao.

St dung & bénh nhdn suy gan hodc suy than: Chua cd nghién cliu duoc tién hanh vdi
dung dich nhd médt DUOTRAV hodc vdi thudc nhd mét timolol 5 mg/ml & bénh nhan
suy gan hodc suy than. Travoprost da dugc nghién ciiu & bénh nhan suy gan tir nhe
dén nang va d bénh nhan suy than titnhe dén a.sm?m s thanh thai creatinin xuéng
thép dén 14 ml/phit). Khang can diéu chinh liéu & cac bénh nhan nay.

Bénh nhan suy gan hodc suy than hdu nhu khdng can diéu chinh liéu thudc nhd mét
DUQTRAV (xem muc Cdc ddc tinh dugc ddng hoc).
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hd soan toan:

nghiém

lam sa

vy

ng, cdc tic dung khong mong mudn phd bién nhat cia

 huyét mat (két mac, mat), xudt hién 1én t6i 13% cac déi tugng.

4 cac tacd
éu tra hgu ma

dén <1/1000), rit hiém

ung khdng mong mudin

mong mudn sau da dugc béo co qua cac nghién ciu 1dm sang
i. Chiing dugc phan loai theo quy udc nhu sau: rdt phé bién (=
0 bién (>1/100 dén <1/10), khdng phd bién (=>1/1000 dén <1/100), hiém
gap (<1/10.000) hodc khdng biét (khéng
i cdc dif liéu sén c6; di liéu tir diéu tra hau mai). Trong mai nhom tin
dc dung khdng mong mudn dugc trinh bay theo thir ty miic 49 nghiém

Nhom Tan suit Tac dung khdng mong mudn
trongcothé
Rdi loan hé mién dich | Khong phé bién | Qua man cam
Rdi loan tam than Hiém gap Lodu

Khdng biét Trdm cdm
Rdi loan hé than kinh | Khong phd bién | Chéng mat, nhiic dau

Khdng biét Tai bién mach médu nao, ngdt, di cm
Réi loan mat Rt phd bién | Sung huyét mét

Phd bién Viém gidc mac chdm, nhin md, kho
mat, dau mat, ngua mét, kha chiu &
mét, kich tng mat.

Khdng phd bién | Viém gidc mac, viém mong mét, viem
két mac, tién phong, viém b mi, s¢
dnh sang, giam thi luc, méi mat, sung
mét, ting chdy nudc mat, phi mi
mat, rdm 1dng mi, di tng mét.

Hiém gap Trot gidc mac, r6i loan thi gidc, sup
mi, xudt huyét két mac, bo mi dng
vdy, 1dng xiéu, hang long mi thif hai.

Khong biét Phus hoang diém, sup mi mat, rdi loan
gidcmac.

Khdng pho bién | Nhip tim chdm

Hiém gap Réi loan nhip tim, nhip tim khang déu

Khdng biét Suy tim, nhip tim nhanh, dau ngutc,
ddnh trong nguc.

Khong phd bién | Tang huyét ap, ha huyét ap

j Khong biét Phil ngoai bién
loan ho hdp, I6ng | Khong phé bién | Kho the
Ucvatrung thit | Hiém gap Khdn tiéng, co thét phé quan, ho,
ngua hong, dau hau hong, khd chiu &
mili, hdi chiing ho dudng ho hdp trén
Khdng biét Hen suyén
loan hé tiéuhda | Khong biét Loan vi gidc
Hiém gdp Tang alanine aminotransferase, ting

aspartate aminotransferase

Tai liéu thdng tin cho can bd y té

Mo ta céc tdc dung khéng mong mudn dugc lua chon

Céc tdc dung khdng mong mudn khdc da dugc quan sat thay véi mot trong cac hoat

chdt va cd thé xdy ra véi dung dich nhd mat DUOTRAV:
Travoprost

Nhém co quan trong co thé | Tac dung khong mong mug

Nhom o quan | Tansuat Tac dung khéng mong mudn Timolol ) S ) . .
trong co thé Giong =w= Gc s&ﬁm tra mdt tai chd _ﬁ_aoxﬂso_c_ duoc hap thu vao tudn hoan toan
= e r o BT = . than. Diéu nay cd thé gdy ra cic tac dung khong mong mudn tuong tu nhu quan sét
uw. loan davamo dudi | Khong ph bién Mmﬂmﬂ___wm_%nén q..”__“ __M...m 10C,1ang | - y<'s cac thudc chen beta toan than, Dudi day 13 danh muc cic tac dung khong
- Ak A LL L A mong mudn ké cé cac phan ing quan sét thay & cac loai thudc tramdt chen beta.

Hiém gap NGi mé day, ndm da, rung téc Ty I& cac téc dung khong mong mudn toan than sau khi nhd mét thap hon ding
Khong biét Phat ban dutmg toan than.

Réi loan (0 xuang Hiém gdp Pau chan tay Nhom co quan trong co thé | Tac dung khdng mong muén

khdp va mé lién két Rdi loan hé mién dich Phan ting di ting bao gém phii mach, phat ban toan

_& loan than va hé | Hiém gdp Sac niéu than va tai chd, ngifa, soc phan ve.

tét =_w= Rdi loan trao doi cht va dinh | Ha dudng huyét

Cac ri loan chung va | Higm g3p Khat nudc, suy nhugc dudng

tai chd ding thudc Rdi loan tam than Mat ngt, &cmng, mat tri nh

Roi loan than kinh

Thiéu mau ndo, gia tang cac dau hiéu va triéu chiing
clia bénh nhuoc co

Roi loan mat

Bong hdc mac sau phau thuat méd bé cling mac, giam
nhay cam gidc mac, song thi.

Phu, suy tim sung huyét, block nhi that, nguing tim

Réi loan tam than

Roi loan mét

Tang sdc td mdng mét, du
b dao, viém két mac cd hof, giam .ﬂ%&&:&k
mét, tiét gi mdt, kich ungimi-mét, doi

triing mdt, cham mi mat, ddy 16ng mi, wiém méng
_m,_._m_:m, nhiém sdc td tién phlng; sam da quanfymat

' Rdi loan tai va mé dao

hiy tink the, viem m

o~

Kho mui

=3

Roi loan ho hap, long nquic va
trung that

‘mau long

Hai chiing Raynaud, tay chan lanh

Budn ndn, kho tiéu, tiéu chdy, khd miéng, dau bung,
non mufa.

Rdi loan da va mo dudi da

Phat ban dang vay nén hodc dgt cap clia bénh vay
nén.

6i loan co xuong khép va mo
lién két

Pau co

Rdi loan sinh san va tuyén vi

Rdi loan chifc néng tinh duc, gidm ham muan.

Réi loan hé tidu hoa

Khd miéng, tiéu chay, tdo bon, dau bung, budn nén

Roi loan da va md dudi da

Dai mau toc, ban d6, ngua, rung lang mi, may

phdi khi st dung thudc

QUA LIEU:

Thdng bdo cho bc si hodc dugc si clia ban nhitng téc dung khdng mong mudn gap

Rdi loan caxuong khdp va mé | Dau khép, dau co xuon

lién két T i : Diing qud liéu __m__m dich nhd a»ﬂ%w»ﬂ @n :,m_as vai nudc am.

R6i Toan than va tiét ni YT - Khding c6 cac phan (ing dac hiéu khi nhé thudc qué liéu.

Didu "wm i Sty M.% ﬁmwh_m” *_:M_a%m nﬂm__ tién liét tuyén Trong truting hap khdng may nudit phdi thudc, cac triéu chiing qua liéu ciia chen beta

e e o Lkl S sdll toan than co thé bao gom nhip tim cham, ha huyét ap, suy tim va co that phé quan.

Cac r6i loan chung va tai cho | Suy nhoc Trong #aq__m hap khong may nudt phai thudenén diéu tr triéu chiing va diéu tri h

ding thudc trg. Timolol khong thém tach duoc dé dang.
IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII Ll ARERRXE LY i kel el

THUGC NAY CHi DUNG THEO SU KE BON CUA
THEM THONG TIN XIN HOI Y KIEN BAC Si

BAO QUAN: Bio quan thudc & nhiét do khang qué 30°
HAN DUNG: 36 thang ké tirngay san xust. Han diing
NHA SAN XUAT: S.A. Alcon - Couvreur N.V. R
NHA PHAN PHOI: VIMEDIMEX Binh Duong - 56

CONGTY CO PHAN DUGC LIEU TRUNG UONG 2, 50 24 Nguyén

Quén 1
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F

TP, HCM: To3 nhi

urs, Belgium (
dutong s6 3, KON Viét Nam Singapore 2, Thi Déu 1, tinh Binh Duang.
. Tp. HCM, VIt Nam

md ndp lo lan &:.
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Moi chi tiét xin vui long lién hé:

CENTEC, 72-74 Nguyén Thi Minh Khai, 0.3, TP. HCM. Tel: (08) 3823 9090 - Fax: (08) 3823 9595

HA NOI: Phong 12/

\1, tang ﬁmsm nha Geleximco, s6 36 Hoang Cau, quan Déng Da, Ha Noi
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