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- DUNG D1CH NHO MAT DIEU TR! BC1‘11-1 
GLAUCOMA VA TANG NHAN AP - 

Rx Think ban then do'n 

Dung dich nho unit 
TAFLO'TAN®  
<Tanup,ost). 

 

 

§anten,  

 

  

TAFLOTAN' la dung dich nhO mat trong, khOng mau, v6 khuen, china 
tafluprost 0,0015%, "1-Methylethyl (5Z)-7-{(1R, 2R, 3R, 5S)-2-[( I E)-3,3-
di fluoro-4-phenoxy-l-buteny11-3,5-dihydroxycyclopentyl I -5-heptenoate". 

 

MO TA 
Nhan hieu Dung dich nh0 mat TAFLOTAN4' 
Float chat Tafluprost 
1-lam luyng /19 2,5 ml., 0,0375 mg 
Thanh phan khong 
hoat tinh 

Polysorbate 80, glycerin darn dac, disodiurn edctate 
hydrate, sodium dihydrogen phosphate dihydrate, 
benzalkonium chloride, sodium hydroxide, acid 
hydrochloric va nubs tinh khiet 

pH 5,7 — 6,3 
Ap luc them theu 1,0 — � 1,1 
MO to Dung (licit n110 mat trong, khan!! mall, vo khuan 

[DANE BAO CUE' 
Dung djch nhO mat 

10-11 DINH' 
Lam giam ap luc nOi nhan cao 0 benh nhan glaucoma g6c ma hots tang 
!than ap. 

[CHONG CHI DINH [ 
ChOng chi dinh dimg Ulu& nay Cr benh nhan co tien sir qua min viri bat kjr 
thanh phan nao caa thuds. 

'LIEU LVONG VA CACH DUNG) 
Thu& tra nAt 

NIa5 mOt glut vao mat bi benh, mOt Ian moi ngay trong buoi tOi. 
Kliong nho thuOc qua triOt Ian m6i ngay, vi nhO thtrerng xuyen hurl có the 
lam Om tac dung ha Op luc nOi nhan (TOP). 
Khoang 2 gib den 4 gib .sau khi ntio thuOc Ian dau tien, Op luc nOi nhan bat 
dau giam, vdri tac dung toi da dat dtroc sau 12 gib. 
TAFLOTANi  CO the &An sir dung sung vOi cac thuOc tra mat khac de lam 
cho Op luc nOi nhan duyc ha thAp hon. Neu can sir dung hon mOt loci thuOc 
nho mat, m3i loci thuoc se &roc nho cash nhau it nhat 5 phig. 

[CANH BAO VA THAN TRONG1 
Khi sir dung dung djch thuds nhO mat TAFLOTAN' can Itru y cac dieu dual 
day.: 

I. Nhitin � tO 
Dung djch thuoc nhO mat TAFLOTAN' da dirgc bdo cao gay ra thay dOi inn 
sac to. Nhiing thay dai thutrng ducyc bao cao la tang sac to mong mat, mo quanh 
mat (mi mat) va long ml. Sac to dtryc cho rang tang trong qua trinh sir dung 
TAFLOTAN*. Sac to thay dei do tang lasing melamin trong to bao Neu bi 
tao hac to hail la tang so luting to bao bieu bi tao hac to. Sau khi ngirng 



TAFLOTANt, sac to cua tn6ng mat có kha nang khong thay dOi, trong khi 
cac thay doi sac t6 quanh mat (nil mat) va long mi thi hoi.phtic da duoc bao 
cao trong vai benh nhan. NhOng benh nhan dirge dieu trj bang TAFLOTAIN 
phai duoccho biet ve viec co the bj tang sac t6. Cac anh hoang lau did city viec 
tang sac to khong dirge nhan biet. 

Sr thay d6i mat cua m6ng mat co the kh6ng dtroc nhan [hay trong vai thong 
den vai Dam. Dien birth la, sac to mau nau quanh 

the 
in Ian rang (Jong tam 

hiving � phia ngooi vi cua mong mat va Joan the !ming mat hoac mot plain 
mOng mat trey thank 

mac 
hon. KhOng CO vet sac tO cang khOng co dOm sac to 

cua //long mat bi mac phai do dieu trj. Trong khi dieu trj, TAFLOTAN' co 
the duoc tiep ttic stir dung tren nhang henh nhan cO tang sac tO mOng mat tien 
trier, nhang benh nhan nay se &roc tharn kham deu dan. 

2. Clic duty dal cut) long mi. 
TAFLOTANr  CO the dan dan lam thay dOi long mi va long to trong dieu trj 
mat. NhOng thay dui nay Om co tang chief' dui, mau sac, dO ram, hinh dung va 

4 so luong city long mi. Cac thay doi cua long mi thuerng bin mat ban sau khi 
ngung dung thaw. 

3. Viem not nhan. 
TAFLOTANI' &roc sir dung than trong,tren benh nhan dang co viem npi 
:than Nur viem'ming mat, viem nang bey duo) bOi vi tinh tang viem co the ter 
nen nghien tong hon. 

4. Phis hoang diem 
Phu hoang diem, baog6m phn hoang diem dung nang da dtroc bao cao trong 
khi dieu tri vvi cac (tong van prostaglandin Fla. TAFLOTAN1  duoc sir dung 
than tong ten nhang berth nhan bj thieu thny tinh•the. ce, thny tinh the gia vOi 
vet rich cua bao sau, hoac nhang benh nhan co cac yeu to nguy co dm phif 
hoang diem. 

S. Then trcing khi dung 
I) D9c ky htr&ng dan st dung trtrot khi dung. Neu an them thong 

tin, xin hoi C kien bac si. 
2) Thaw nay chi dung theo don can bac sir. 
3) OtrOng dimg: Chi thing d iiho mat. 
4) De xa tam toy tre em. 
5) Khi thing: 

(I) Can than khong de dau lo chum trite tiep vao mat de tranh nhiem 
ban thu6c. 

(2) Lau such hoac rtra mat nuay khi co bat ky dung djch thu6c thira 
nao tan ra viing da quanh mat. 

(3) Khi dimg nhieu hon mot loaf thuoc nhO mat, phai each it nhat 5 phut 
cac Ian clang cac thu6c AO mat. 

(4) Phai than kinh sat tang ra my& khi nho thuoc vi, benzalkonium 
chloride có trong thuOc co the lam dOi mau thau kinh. Phdi chic it 
nhat 15 phut truck khi 'tang kinh sat tang tra lyi. 

ITAC DQNG TREN KHA NANG LAI XE VA VAN HANI1 MAY MOCI 
Trieu eking bj :thin ma tam theri co the xay ra sau khi dung thuOc nay. Can 
ht.rOng dan cho benh nhan ngOng cac hoot dOng nhtr lai xe hoac van hanh may 
mac cho den khi trieu chOng nay mat di. 

ITU'ONG TAC vol CAC TFIUOC KHAC VA CAC DANG TUCING 
TAC KHACI 
KhOng co Luang tac nao &roc du &in v ngueri, khi nang d6 cua tafluprost 
trong co the rat than sau lieu into mat. Vi vay, cac nghien ct:ru chuyen biet ye 
twmg tac cua talluprost vesi cac thuoc khdc da khOng chroc thuc hien. Trong 
cac nghien call lam sang, khong thay co sir ttrong tac r8 rift nao ca khi 
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He tilling phan 
loci cdc co titian 

MedDRA 

Tac clung khong mong man S6 benh nhan 
throe bao coo 
gap phai tac 
dung Wing 
mong muon 

Tan swat xuat 
hien caa hie 
dung khang 
mong main 

Rai loan than kinh NIllic dau I0 2,1% 
Chong mist 3 0,6% 

Rai loan mat Xung huyet,  ket mac 151 31,3% 
Lang mi bat Muting, (tang clO 
dai, dO day va so !Jong king 
mi, v.v...,) 

r � 93 19,3% 

Neira mat 85 17,6% 
Kich (mg mat 65 13,5% 
Nhiem sac to mong mat 39 , 8,1% 
Cain giac co vat 14 6 milt 36 7,5% 
Nlii&n sac to ml mat 32 6,6% 
1261 loan bieu ma giac mac, 
bao gam viem gide mac chant 
nom; 

17 5,6% 

Cam giac bat thuimg 6 mat 
(kh6 chiu, cant giac dinh, cam 
giac kha, v.v...) 

26 5,4% 

Dau mat 22 4,6% 
Viem be mi (mi mat dO, phi], 
v,v,..) 

22 4,6% 

Xuat tics mat 10 2,1% 
Sp drill sang 10 2,1% 
Cam giac Mug Cr mat 7 1,4% 
Chay nutic mat 7 1,4% 
Nh in mtr 6 1,2% 
Phu ket mac 5 1,0% 
Chay mau dui ket mac 3 0,6% 
Viem ket mac 2 0,4% 
Viem mong mat 1 0,2% 

Reii loan da va ma 
duai do 

Tang mgc 'Ong a mi mat 18 3,7% 
Ban d6 5 1,0% 
Phat ban I 0,2% 

Cac xet nghiem, 
ugh iem pluip 

Tang 'tang dO kali trong 
huyet thanh 

8 . � 1,7% 

Protein nieu throng tinh 7 1,4% 
Tang !tong de AST (GOT) 5 1,0% 
Tang nong dO ALT (GPT) 4 0,8% 
Tang bach cau rra eosin 4 0,8% 
Giam so Itiong bach cau 4 0,8% 
Tang nang dO y-GTP 3 0,6% 
arcing nieu ducrng tinh 3 0,6% 
Tang acid uric 3 0,6% 

J 

CEUTICAL 

tafiriproi da drivc sir dung (tang thoi yr:A tintolol. 

1TAC DING IC)NG MONG MUoN 

1. Trottu riglricrr crirr lam sang. 
Tong cing co 483 benh nhan da thorn gia vao nghien cau lam sang drive tien 
hanh � khi son brim &roc plte duyet tai Nhat Ban. Cde Vic dung khang, 
mong muein cila thuoc (bao gOm thay dOi btit thutyng vc cdc trj se) xel tighiern) 
da duce bao eau 6 326 trong so 483 berth nhan (67,5%). Chi tiet nhu bang dual 
clay: 



2. San khi than: dime auto ru thj truing (tai tli6i diinn cap nItCit Iran dui. 
cao 011114 s An Mini think) 

TOrw cOng CO 3.260 banh nhan � than gia vdo vise phan � tarn thoi San khi 
thu6c'c throe dua ra thi truing tai Nhat Ban tai th6i diem cap nhat Ian thin 5 Btio 
cao dinh ky va An Toan thuoc. Cdc lac dung khOng mong moon etia thu6c da 
{Nod bao cao 6 396 trong s6 3.260 ba'nh nhan (12,1%). Chi fiat nhu bang duoi 
tiny: 

11I thong 
phan loai 

cac co quail 
McdDRA 

Tdc dung khong mong muOn SO Nnh 
nhan duvc 

bao can gap 
phai lac 

dung khong 
mong moil 

Tan sus t suit 
hien etut tad 
dung kh6ng 
along won 

Rt.., i loan 
than kinh 

Nhac dOu 4 0 I% 
ChOne, mit I M  01...._: 03% -. 

Rai loan mat Nhtem sac to ml mat 93 2,9% 
Xun_ huv6t ket mac 74 2,3% 
R i loan bieu me) gide mac 
boo g6in xOi mon giac mac 

58 1,8% 

Long mi bat thatmg (tang di 
did, di day va so Wong long 
nil, v.v.„) 

39 1,2% 

Nhic!rn sac to mong mat 36 1,1% 
Viarn kat mac 25 0,8% 
Ngira mat 25 0,8% 
Viem b6 mi (nil mat do, 
pltu, v.v...) 

19 0,6% 

Viem ket — giac mac kho 12 0,4% 
Kich irt,Ig mat 9 0.3% 
Dau mat 9 0,3% 
Cam giac bat thutmg dr mat 
(MI6 chju, cam gide dinh, 
cam gide. MI6, v.v..) 

5 0,2% 

Cam giiic napg 6 mat 5 0,2% 
View mong niat 4 0,1% 
Cam giac co vat 14 6 mat 4 0,1% 
Nhin tn6 � 4 0.1% 
Chayindu du6i ket mac 4 0,1% 
Viem da mi mat 3 0,1% 
So anti sang 2 0,1% 
Khic sau rank ml mat Lien I 0,03% 
Xunt tiet mat 1 0,03% 
Phil kdt mac I 0,03% 

koi loan da 
va mei dudri 
da 

Tang !floc long a mi mat 40 1,2% 
Phdt ban I 0,03% 

Thong halo rho bac sI nitu•ng tae dyng khong mong moon � khi sir 
dung thu6c. 

[SC KING CII0 CAC DOI TONc DAC BICT] 
1. Sir dvng kill cri thni. 
Chi chi djnh thuoc nay cho phu n6 mang thai hoac co kha nang co thai neu lm i 
ich dieu trj du tinh duoc cho la ion hail nguy cu CO the gap khi dimg thu6c. 
[DO an wan cUa Muck nay khi sir dung trong thdri gian mang thai clura dune 
xac dinh]. 
Trong cat; nghien eau tren dOng vat, khi thing dung djch tafluprost tiem atilt 
mach cho chuOt ding mang thai veri lieu 30 tglkgingdy (gap 2000 !An lieu 
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dime tren lam sang*),,  ty � qudi thai va chet phoi sau khi dau thai tang len; a 
lieu 10 pg/kgingdy (gap 670 lan lieu dinig tren lam sang*), d3 quart sat ditty tat: 
dung phu tren su phut trien � thai (can nang cita thai !hap va khiing cot has 
xtrcmg irc). Khi tiem anti mach cho tho mang thai vai lieu 0,1 pg/kg/ngdy (gap 
khoang 6,7 ran lieu.dUng tren � sang*), r?,:. � chet vd say thai sau khi dau thai 
tang len, hoeing the va ty re dau thai gidtry, & lieu 0,03 jug/kg/ngay (gap 2 Ian 
lieu clang tre'n lam sung*), do they ca quai that. Trong tuOt nghien cao tient 
tftth mach cho chuit cony mang thai hoac Clang cho con hu.  vai lieu I 
pg./kg/nwly (gap khoang 67 tan lieu dims tren lam sang"), di) thdy chuOt me 
cho con bit kern di va t9 le con sang sat sau 4 ngay giam. Mat khac, trong mit 
nghien � tren tir cung chu6t cing,throc Oar' lap, da quan sat they co tir cung 
a Ming di gap khoang 3,3 Ian nOng di)) tafluprost trone hoyettuong (<30 
pg/mL), hoac gap khoing 420 tan ring di) tatluprost

,  
khOng � ket trong 

huyet tuning (<0,24 pg/mL), ducrc tinh due tren ty t4 gan ket vai protein huyet 
tucing, dupetrac tinh sau khi nho mat vai lieuditng tree lam sane.] 

* Lieu (0,015 pg/kgingay) khi nho mit giot (30 pL) thuic nay vao ca hai mat 
mat Ian elm mOt berth nhan Ong 60 kg. 

2. Sir dung khi cho con bti. 
Tranh dimg cho phy niY dang cho con 1)6. Neu viec dimg thuoc dtroc cho 10 can 
thiet, can huang darn cho benh, nhan ngtmg cho con � trong Mori gian dieu trj. 
[Matt nghien cat tren chuit cong do cho that' tafluprost c6 di vac) saa me sau 
khi nh6 mOt. J 

3. Sir dung cho ngtrai cao tutii: 
Do chirc nang sinh 19 thuOrtg giant 0 nguai cao tuOi, nen than trong khi thing. 

f

* 

 Sir dung trong nhi khoa 
'Chong nen.tfr dung tatluprost cho benh nhi vi lo ngai ve kha nang an loan lien 
quan den viec tang sac to sau khi sir dune man tinh lau dui. 

'QUA, 1,11;.[JI 
Clara co dirt lieu. 
Chtra cOtrtrane hop qua lieu nao dam bdo cao. Qua lieu kitting xay ra khi 
dUng thuic di: nit() mat. 
l'•;eu xay ra qua lieu, can dieu trj trieu chirng. 

[DUVC Li' LAM SANG] 

I. Duryc rue hoc: 
Co the ttic dung: 
Acid tatluprost, mit ding van prostaglandin la mit FP chon lac thy the chit 
van prostanoid dugc cho la de lam giant ap lye nil nhan bang cac tang ding 
chay mang bi duo — cung mac. Ca che tae done chinh xdc kiting du0c biet 
vao lac nay. 

2. Dime (Icing hoc 
Nting dO trong huytA Wang 
Khi dimg dung djch tafluprost fling di 0,0025% hoac 0,005% nho 1 giyt 
mit lanIngay trong 7 ngay vao ca hai mat cho 7 nguiri , lon tinh nguyen khoe 
manh, nang � trong buy& twang cita tafluprost va chat chuyen haa co hoat 
tinh ciru no la clang acid tatluprost, v chrai mire co the djnh krong &lac 
(tafluprost: 0,2 ngiml„ dang acid tafluprost: 0,1 ng/mL) a bat cir thai diem nao, 
air v mOt nguai tlnh nguyen trong nhom dung fling dc) 0,0025% sau khi nh6 
mat 15 ph6t vao ngay Mir nhat, vai nang di dm clang acid tafluprost la 0,144 
ng/mL. 
(Ltru 9: Ming di cila thuic nay IA 0,0015%). 
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3. Sti 110.1 an tan den him sang 
firth crier (ii&ti dr& win thing) 

Du6ng diing 
Lo ii DirOng u6na Tiem tinh inch 

ChuOt c6ng > 100 mg :a > 3 mg./4,  
Choi — > 0,03 ttiwi<g 

Uric firth rrfrurr cdu 

Dung djch nh6 mat tafluprost nhO vao mat khi 2 laningily trong 52 Wan ar nong 
d3 0,0005% den 0,5%. Khong thily co dOc tinh clang ke trong qua trinh dieu trj 
mac du dii duly cac tic dung thu6c nhOm tuong to PGF2,, (bao gom nhiem sac to 
ming mat, nhiem sac to mi mat, giac mac heti nhu6m mau huynh quang, ...). 
Nh6 mat dung did tafluprost cho thay dung nap rat tot khi &mg den lieu 0,05%, 
va lieu clang kh6ng co dec tinh da diloc ket Juan la 0,05%. 

1116A LYi 
Ten khoa hoc: Tafluprost 

Ten ham hoc: 1-Methylethyl (5Z)-7-{(1R, 2R, 3R, 5S)-2-[(1E)-3,3-difluoro-
4-phenoxy,i- I -buteny1]-3,5-dihydroxycyclopentyl} -5-heptenoate 

Cang thuc cau tao: 

HQ 
• � \ • 

�

(, � 1 �
0

1 

O 
 

�

HO � F F 

Ging thtiv phan tin C251-1 34 F205  
Trong !arcing phiin tin 452,53 
Mn td: Tatluprost la dung djch nhan, khong mau den yang nhat, tan 
trong ethanol, diethyl ether va acetonitrile, va hau nhu khong tan trong nu 

IBA° QUAN/HAN DUNG] 
1) Bao quan a nhiet d6 khong qua 30°C trong lo thu6c dirge d6ng kin. 
2) Ngay het han dirge ghi trim nhan va � thuoc. 
3) Han dung: 36 thing ko tit ngay sari xuat. 
4) Khong dung tinkle qua han sii dung. 
5) Hily b6 thuOc sau khi m6 1 thing. 

IQUY CACH BONG GOII 
1-16p I 19 nhua 2,5 ml,. 

Nha san xtuit: 
SANTEN PHARMACEUTICAL CO., LTD. 
Van phOng: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, 
Osaka, ?Oat 
NM may Shiga: 348-3, Aza-suwa Oaza-shide, Taga-cho, Inukami- gun, 
Shiga, Nhat 

6 

inzo;TUQ. CUC TRUING 
P.TRIJONG PHONG 

irguyert tft"uny - 


	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9
	Page 10
	Page 11
	Page 12
	Page 13
	Page 14
	Page 15
	Page 16
	Page 17
	Page 18
	Page 19
	Page 20
	Page 21
	Page 22
	Page 23
	Page 24
	Page 25
	Page 26
	Page 27
	Page 28
	Page 29
	Page 30
	Page 31
	Page 32

