Rx Thudc nay chi ding theo don thube
Dung djch nhé mit BRIMOGAN
Brimonidine tartrate 0,2%

DE XA TAM TAY TRE EM.
POC K¥ HUONG DAN SU DYUNG
TRUOC KHI DUNG.

NEU CAN THEM THONG TIN, XIN HOI '

Y KIEN BAC SY.

THANH PHAN HOAT CHAT |
Mdi ml dung dich chira 2,0 mg brimonidine
tartrate twong (mg vdi 1,3 mg brimonidine,
TR ) '
THANH PHAN TA DUQC g
Polyvinyl ~alcohol; natri ~ clorid, = natri
citrat  dihydrat, acid citric monohydrat,
benzalkonium clorid, acid hydrocloric hoge
natri hydroxid, nude tinh khiét vira da mt lo.

DANG BAO CHE CUA THUOC: Dung
dich nhé mat {

MO TA: Dung dich trong sudt, mau ving
hoi xanh, { oy

Avuidisid

CHi PINH ;
Giam dp lye ndi nhin (IOP) & nhimg bénh
nhén bj ting nhin dp géc mé hodc tang nhin
ap mat. foizae = oo sk
+ Dung don trj ligu & nhimg bénh nhan
chéng chi dinh diéu tri bing thudc, chen
béta tai chd, ]
+ La ligu phdp phu trg cho céc thudc giam
ap luc ndi nhan khac khi IOP muyc. tiéu
khong dat dugc véi mot thuée don 1é:

LIEU LUQNG VA CACH SUDUNG
Liéu khuyén cdo ¢ ngudi lon (bao gbm cd
ngudi cao "‘60 vl 1o Vi o it g
Liéu khuyén céo 1a mdt gipt BRIMOGAN
vao mét bj bénh hai 1dn méi ngay, cach nhau
khoang 12 gi¢. Khong cin diéu chinh liéu
lugng & bénh nhan cao tudi. Nhu véi bt ky
thudc nho mét nao, dé giam nguy,co hip thu
toan thén, cén’ ding ngoén tay 4n vao tii 1¢
& chd khoe mat (chd tac 1¢) trong mot phat,
Diéu nay nén dugc thuc hién ngay lap tirc
sau khi nho thudc: Néu ding hon mét loai
thudc nhé mét, cac loai thude khac nhau phai
dugce nho cach nhau 5-15 phat. |,
Nguwdi suy gan va suy thgn . v [
BRIMOGAN, chua dugc nghién ciru & bénh
nhin suy. thin hojc gan. i i
[T{Pa WU L Lo
Bénhnhi 0 ‘ il
Khéng c6 nghién ciru lim sang nao,dugc
thyc hién & thanh thiéu nién (12 dén 17 tudi).
Khong khuyén cdo sir dung BRIMOGAN
cho tré em dudi 12 tudi va chéng chi djnh &
tré 50 sinh va tré em duéi 2 tudi, Céc phan
{mg c6 hai nghiém trong da dugc biét c6 thé
xay ra & tré so sinh. Sy an toan va hiéu qua
cila BRIMOGAN chua duge thiét 1gp & tré

CHONG CHi PINH.

+ Quéd min vi brimonidine tartrate, hoic

. bt ky thanh phin nao cia thube

¢ Tré so sinh va nhi nhi.

+ Bénh nhén dang diéu trj v6i thube tc ché
monoamine oxidase (MAQ) va bénh nhin
dung thubc chong trdm cam c anh huong
dén sy din truyén noradrenergic (vi dy
nhu thude chéng trdm cim ba yong va
misnsering, , . . 1 it il

NHONG LUU ¥ VA THAN TRONG
DAC BIET KHI DUNG #HUOCO
Tré g tir 2 i trér 16n, dic bigt 1a tré trong
db tbi 2:7 vihole cin ngng < 20 kg, nén
duge didy 1rj thin brong va theo di chit ché
do 1 16 bybn ngi o ., "
Cln thin trgng ﬁu’ diéu tr véi bénh nhin bj
bénh tim mych ning hobe khong bn dinh yi
khomg kibm sott duge,

Mot &6 bgnh nhin (12,7%) trong ede thie
nghiém lhm sdng c6 phan (ng dj (mg & mbt
vOi BIIMOGAN, Néu quan st (hdy phin
(ngdi (g, nén nglmg dicu tr) BRIMOGAN,
Nén s dyng thin trong BRIMOGAN &
bgnh nhén trdm cam, suy moeh méu niio
hoiic mach vanh, hién (wgng Raynaud, ha
huyét z thé dimg hodc viém mach tgo huyét
khoi the nghtn. BRIMOGAN chua duge
nghiép cty & bénh nhin suy gan hoiic suy
thn; thin trong khi sir dyng trong diéu trj
b¢nh nhén suy gan hofic suy thn,

Chét ;| bdo 151 6udn.,  tron,
benzalkonium chlorjde, £6 thé gy kich (mg
miét. Tranh tip xte voi kinh ap trong mém,
Théo kinh &p trong truée khi nho thube va

near

,.

I

Uil

+ Brimogan, . Réi lowi mﬂl

chér it nhét 15 phat truée khi lip lai. Thube
¢6 thé 1am mé kinh ép trong mém,

v ) At b UoLe i
sUf DUNG THUGC CHO PHY NO"C6 ™
THAI VA CHO CONBU . . .
Sir an toan khi sir dyng thubc trong qué
trinh mang thai & ngudi chua duge thiét
1ap. Trong céc nghién ctru trén dong vit,
brimonidine tartrate khong gdy quéi thai. O
tho, brimonidine tartrate, & nAnf a6 huyét
twong cao hon & ngudi, da cho thay lam tang
tn hai giai doan phat trién som va giam phat
trién sau khi sinh. BRIMOGAN nén dugc sir
dung trong khi mang thai khi va chi khi lgi
ich diéu trj cho nguoi m¢ hon hin rii ro c6
thé xdy ra véi thai nhi. | o )
Nguoi ta khong biét, lidu brimonidine c6
duge bai tiét trong sita me hay khong. Thube
duge bai tiét trong sita clia chugt cho con bi.
Khéng nén sir duyng BRIMOGAN ¢ phy nir
cho con bi. souili ¢u
ANH HUONG CUA THUOC LEN KHA
NANG LAI XE, VAN HANH MAY MOC
BRIMOGAN c6 thé giy mét moi va/hoic
budn ngu, c6 thé 1am giam kha ndng lai xe
hodc vin hanh may méc. BRIMOGAN c6 thé
gy ra m& vi/hojic tim nhin bét thuomg, c6
thé lam giam kha ning lai xe hodc sir dung
may moéc, dic biét 1a vao ban dém hodc khi
4nh sang giam. Bénh nhn nén dgi cho dén
khi céc triu.chimg ndy khéong con trude khi
14i xe hodc sir dyng mdy moc.
Fon AV LILY Cprinn e Ingtl cadiatt LIt e Sl iyl
TUONG TAC THUOC . ; A
Mic di cdc nghién ciru twong tac thude cy
chua duge tién hanh véi BRIMOGAN, nén
xem xét khi ning tic dung tiém ting va ting
thém khi ding véi thubc tre ché thin kinh trung
wong (rugu, céc barbiturat, cac opiat, thubc an
thin hodc thude gy mé). 7 ;
Khoéng c6 dit ligu vé mirc d¢ catecholamine
trong ‘mau sau khi ding BRIMOGAN.
Tuy, nhién, cin than trong & nhimg bénh
nhén ding thudc c6 thé anh huong dén sy
chuyén hoa va hép thy céc amine tuan hoan,
vi, du: . chlorpromazine, methylphenidate,
reserpine. Sau khi dung BRIMOGAN, di
ghi nhn.gidm. huyét 4p khong déng ké vé
mit lam sang & mdt sO bénh_.nhfm. Than
trong khi sir dung céc loai thube nhu thude
ha huyét dp va/hoiic glycosid tim ddng thai
véi BRIMOGAN. 132 00 NI AR E]
Can than trong khi bét diu (hofc thay doi
liéw) mét thudc tic dyng toan thin ding
ddng thoi (bt ké dang duge phdm ndo) co
thé tuong téc véi thude chi vin a-adrenergic
hodc cén trd tdc dgng cia ching, tirc 1a chit
chii van hodc chat ddi khing cua thy thé
adrenergic. (vi dy:, isoprenaline, prazosin),

|
¢

TAC DUNG KHONG MONG MUON
CUA, THUOC il Ve

Céc tic dung phy khdng mong mudn thudng
gip nhilt 1 kho miéng, tang nhiin 4p va cam
gide néng ran/chdm chich, xay ra trong 22
dén 25% bénh nhdn, Céc phan \mg ndy
thudng thodng qua va khong phd biZn i
mire d§ nghiém trong doi hoi phai ngimg
didu tri. . v

Cée trigu chimg cda phin (mg dj img &
mat xdy ra ¢ 12,7% doi tugng (gdy ngimg
diéu trj o 11,5% ddi tugng) trong odg thit
nghi¢m 1dm sang véi khai phat tir 3 dén 9
théng & da s6 bénh nhan, 1, .
Trong mdi nhom tan sudt, cde tde dung khong
mong mudn duge trinh bay theo thir ty gidm
dn mire 40 nghiém trong. Céo thudt ngi saw
i dugp sir dyng dé phan logi sy xudt hign
ol che the dung khong mong mudn: Rde
thiedng gap (2 1110, Thidng ggp (z 1/100
dén % 110); /r gap (2 11,000 a@.\ < 1/100);
Hiém gap (2 1/10.000 dén < 1/1,000); Rat
hidm gap (< 1110.000), khdng rd (khong thd
wde tink duge tir i ligw ¢d sdn), ‘

RAI togn tim mgeh
It gap) Banh trdng ngue/logn nhip tim (bao .
gOm nhip tim ehdm va nhip tim nhanh)

R logn b thin kinh

Rt thieomg gap: Nhvre ddu, budn ngd
Thudng gdp: Chong mit, vi gide bat thudmg
Rt hiém gap; Nght ‘

Rdt thiwdmg gdp Kich img mit bao gdm edo
phan (mg dj img (sung huyét, cam gide néng
rdt va chAm chich, ngira, cAm gido ¢6 dj vit

Y A



trong mit, nang két mac), shinméh os:0 il
Thieomg gap: Kich (mg cyc by (sung h\lyéh m

v phi né mi mit, viém bd mi, phi két mac,
vi xudt huyét, nhirc mét v chdy nudc mat),
so dnh séng, x6i mon va dye gidc mac, khd
mit, két mac thi nhot, bét thiong vé tim
nhin, viém két mac

Rt hiém gap: Viem mbhg mhit (viem thang
bd ddo tnrie), hep ddng tr 1 1 '/
Réi logn hé hip, ngwe va trung thdt
Thirdng gap: Cée trigu chimg ho hip trén” '
It gap: Khd mii et e end
Hiém glp: Knd thé !

VAP«

A HERT

Réi logn tiéu hoa ' "1 10
RAt thuomg gap: KK thidhg'

Thieomg gap: Cée triéu chtmg tiéu hoa
Réi logn mach mdu fh s bee o
Rdt hiém gap: Tang huyét ap, ha huyét dp
Roi logn toan than va tai chd " 10 vnlb
Rat thieong gap: Mét moi

Thwong gap: Suy nhuge

R&i logn h¢ midn jen' V) 170 1117/
It gap: Phan (mg dj trig'tdan &HA}'/’ dni s
(¥ T B I 1o
ROi logn tam thdd 5 insl il 65 aran 1iud
Irgap: TrAmcam . 0 b
Rat hiém gdp: Mitnga '+ 0 v o
Jitar ! i1 eteTn i cali
Trong trudng hop brinforiidine da dugc sir
dung nhu mot phén'cua'diéu ri bénh ting
nhiin 4p bim sinh; di c6 béo cho cac¢ trigu
chimg qué lidu brimonidine nhu mét ¥ thire,
ha huyét 4p, ha natri méu, nhip tim chim, ha
than nhiét, tim tai vangung thé & tré'so sinh
va nhil nhi ding brimonidine. * ++- | »'
Trong mdt nghién ciru '3 thang, gisi’ doan
3/¢'tré tir 2-7 tudi'bj ting nhan &p, khong
duge kiém soat diy du boi thubc'cheir béta,
1§18 budn ngu cao (55%) duge bio cdo véi
BRIMOGAN trong diéu trj phy trgi' O 8%
tré'em, didu’ nay 1a-fighiém’tréng Vi din
dén ngung diéu trj trong 13%. Ty 1& budn
ngit giam dén theo d¢ tudi tang, it nhdt 1a
& nhom 7 tudi (25%), nhung b anh huong
nidng hon, xdy ra thuong xuyén hon &
nhimg tré niing < 20 kg (63%) so voi can
ning > 20 kg (25%). f
Théng bdo cho bdc sy nhitng tac dung
khﬁ;g mong mudn 8dp phai khi sir dung
thuoc. b odd ey

tin

QUA LIEU VA CACH XU TR{

: Chua c6 kinh nghiém
ding qué liéu & ngudi 16n khi nho mat. Tuy
nhién, cdc trigu chimg qué liéu brimonidine
(bao gdm mét-y thirc, ha huyét-ép; ha natri
madu, nhip tim chdm, ha than nhiét, tim tai va
ngung tho) di duge bao céo ¢ tré so sinh va
nhii nhi ding BRIMOGAN nhur 1a mét phén
ciia diéu trj bénh tang nhan dp bim sinh.

Qui lidu toin thiin do vé tinh ubng phai:
Da ghi nhin hai truong hgp nguoi 1ém gip
tic dung pht'sau khi vo 'y ubng 9-10 giot
BRIMOGAN. Céc déi twgng trai qua mét
thoi gian ha huyét ap, sau do mot nguoi
ting l;uyét ap doi ngurge khoang 8 gio sau
khi uong. Ca hai duge bao céo da hgi phuc
hoin toan trong vong 24 gid. Khong ghi
nhén ¢6 tac dyng phy & trudng hop thir ba,
ngudi cling ubng mot lugng khong rd cia
BRIMOGAN, =~ = """ 70 e
Cée béo cdo vé cfic tée dyng phy nghiém
:‘lzng sau khi céc déi twong nhi khoa vé tinh
ng BRIMOGAN di dugc cong bé hoiie
bdo céo, Che dbi twong c6 trigu chimg suy
nhuge h¢ thin kinh trung wong, thuéng 13
hon mé tam thér hofic giam y thirc; hg huyét
m,ynhip tim ¢him, ha thin nhigt va ngun
, v phii nhip vién dé duge chim séc di
biét biing cach dat ndi khi quan. Tht ca cdé
461 wong dge bio cho da hdi phye hodn
todn, thuémg trong vong 6:24 gid
Di ¢6 bdo cdo khi ubng qué u&. cdo thube
chu vin alpha-2 khée gdy ra céc trigu chimg
nhu by huyét p, suy nbugo, non, hon mé,
u& thin, nhip tim chim, loan nhip tim, hgp
dong tir, ngung th, gidm truong lyo, hy thin
nhigt, suy ho hilp va co gigl,

CAC DACTINI DUQC LY -
Che die tinh duge lye hoe v
Nh6m ;‘uvc 190 Thude gibng giao cdmi
hrong didy 1r) b ¥
“! Szlﬂ:\u Og. °"],\Ml

Brimonidine 16 mot ehlt'chi vin thy thé
adrenergic alpha-2 ¢6 tinh chon lge gdp
1000 14n dbi voi thy thé adrenergic alpha-2

uy

$0-v6i thuthé adrenergic alpha-1.

Su chon loe nay khong din dén su gidn dong tir
va khong gay co mach trong cc vi mach lién
quan dén ghép vong mac & ngudi.

Sir dung brimonidiné tartrate 'fai chd lam
gidm dp Iyé ndi nhiin (I0P)' & ngirdi va ¢
anh huémg t8i thidy tréh cée thong'sé tim
mach hoge phéi.” !

Dit liéu han ché cho thhy’ khbng cb taé
dyng phy d6i véi bénh nhin hen phé quan.
BRIMOGAN ¢b mit the dung hoi dhu
nhanh chéng, véi the dyng ha nhan 4p dinh
sau khi nho thube 2 giy Trong hai nghién
clru | ndm, BRIMOGAN lam giam 1OP
trung binh khodng 46 mmiig,

Céc nghién ctru Fldorophotometric & dérig
Vit' vl con ngudi cho thdy brimonidine
tartrate ¢6 co ché thc déng kép. Nguoi ta
chd tiing BRIMOGAN cé thé lam giam IOP
bing cach giam san sinh thiy dich va lam
ting cudthg thodt dich qua mac thé.

Céc thir nghiém lam sing cho thdy
BRIMOGAN c6 higu qua khi két hop véi
thiude chign béta ding fai chd. Cic nghiéh
cfru ngéin han ciing cho thdy tac déng cita
BRIMOGAN ting lén khi két hop véi
t{avoprost (6 tudn) va latanoprost (3 théng).
Chc dic tinh dwge djng hge he
) Diic tinh chung 5 SN
Sau khi ding dung dich nhé mat 0,2% hai
li' méi ngay trong 10 ngay, ndng dé trong
huyét tuong thip (C,,, trung binh la 0,06 ng/
ml). C6 mét su tich Ity nhe trong méu sau
khi nho mét nhiéu lin (2 1in mbi ngay trong
10 ngay). Dién tich du6i dudng cong ndng
do-thoi gian trén 12 gio & trang thai 6n
dinh (AUC, |)'1a’0,31 ng*git/ml, sd ¥&i
0,23'ng*gid/ml sau liéu dau tién. Thoi gian
ban thai trong huyét tuong khoang 3 gi &
ngudi sau khi ding thude nho tai chd.
G%r'l két véi protein huyét trong sau khi nho
thude & hguoi 1a khoang 29%. A
Sy gan két brimonidine v&i melanin trong
cdc md mit ¢ thé dao ng:qc. ca trong in
vitro v in vivo.'Sau-2 tuan nhé mat, noéng
d6 brimonidine trong méng mit, thé mi va
mach mac-vdng mac cao hon tir 3 dén 17 lin
$0 v6i sau liéu duy nhét. Tich liiy khong xay
ra trong trudng hop khéng cé melanin.

Y nghia cia sy gan két melanin & nguéi
khong rd rang. Tuy nhién, khong théy phan
{mg bt lgi & mét & bénh nhin duge diéu tri
bing BRIMOGAN lén dén mét nar, cing
khong ¢6 doc tinh ding ké & mit trong
mot nghién ciru an toan mat mét ndm & khi
khi nho khoang 4 lan liéu khuyén cdo cua
brimonidine - tartrate.

Sau khi cho ddi twong nam giGi ubng,
brimonidine dugc hip thy tét va thai trr
nhanh' chéng: Phén 1én liéu (khodng 75%
liduy duge bai tiét duoi dang cic chit
chuyén héa trong nuée tiéu trong vong nam
ngdy; khong c6 phan thude khong thay déi
ndo duge phit hién trong nuée tidu. Cac
nghién ciru in vitro, sir dung gan dong vat
va gan ngudi, cho thdy sy chuyén hoa qua
trung gian chu yéu boi aldehyde oxidase va
cytochrome P450. Do d6, viée thai trir toan
thin dudng nhur chi'yéu 1a chuyén hoa qua
gan. ’

Dir li¢u ddng hoe )
Khdng quan sét thiy c6 sai léch 16n tr ty 1¢
theo liéu dung ddi véi C__ va AUC tron
huyét tuong sau khi nhé mot lidu duy nhﬁ
cla dung dich 0,08%, 0,2% va0,5%.

1) D w ; i
C,.. AUC Vi thoi - gian ban 'thai ‘cu
brimonidine & ngudi' cao tudi (ddi tugng tr
65 tudi tror 1én) twong tyr véi nguoi tré tudi
sau lidu duy nhdt, cho thiy riing sy hép thu
va thai tnr cua thude khéng bj dnh hudéng
bai tudi e EUNLRUE EUTTA NI
Dya trén dir ligu tir mot nghién ctru ldm sang
3 thang, bao gdm b¢nh nhan cao tudi, phoi
nhiém toan thin véi brimonidine 1 rdt thip.

QUY CACH BONG GOI: Hop 1 lo S ml
DIEU KIEN BAO QUAN: Bdo quan & nhigt
A9 khong qud 30°C. Khdng duge sit dung sau
khi mé ndp lo thudo qué 28 ngay. :
HAN DUNG: 24 thing ké tir ngdy sdn xudt,
TIRU CHUAN CHAT LUQNG CUA
THUOC: TCCS (
TEN, DJA CHI CUA €O SO SAN XUAT
THUOC:

OPER' S.A. PHARMARCEUTICALS
64 Aristovoulou Street,
11853 Athens; Hy Lap
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