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5 AZQPT@ L
Hon d;th nhé it Brinzolamide 1%

muml PHAN:,

Hoat cht: Brinzolamide 1% . .. -
Td durge: Benzalkonium r.hlonde, Manmtol (arbon\er 974P Edetate pv
Hydrochloric Acid va/hodc Sodium Hydmmde, Nudic v6 khuﬁn

TACDUNG DUGCLY: : : " B *

. (ar‘oomcanhydase (CA)1amat men cé trong nhveu loai m6 clia cuthé ké (3 mét CA Xiic téc phén umg thuﬁn‘ ;
0 4 carbon dloxyd vaphan (ing khu nutdc clia axit carbonic. § nudi, -
ognzyme, va <6 hoatﬁnh nhat1a carbomcanhydrase 1 (CA- II),
(RB(s), va cung ) trongicdc mo'khdc. Sififc ché carboriic anhy drase 'tua mi 6mét lé 1.idm
tidt thuy i dleu néy duge cho la gidm :huyen vanionnatri va chi
am giam & ap lic ndi nhan, (IOP) Hon dich. de
khijnhd mét, Brmzolamlde dcchg tao thuy dich va fam gném aplucnoi nha ;
nhan ting 3 yéu 18 nguy o chil yéu trong qua tﬂnh sinh bénh. hoc clia t& Hai thn kinh th; glac

m, Tyloxapol, Sodium Chioride,

tridng &benh glaucoma.

DUoC DONG HOC
Sau khi nhé mat, Brinzolamide dugec hdp thu vao hé tudn hoanvidi luc cﬁa né vii (A»ll Brmzolanude phan bo
Yong 13} vao hong cauya ¢ thoi gian bn huj lautrong méu (khoéng 111 ngay). O ngudi, chit chuyen hod .
N-desethyl-brinzolamide dutgc hinh thanh, chat nay cing:gén kétvdi CAvatich ti trong hdng cau, Chit .

chuyén hod nay gén ket chit yéu vdi CA-l trong stthién dién.clia Bnnzolam«de Trong huyét tuong, ca hai n6ng
o clia chét gGc Brinzolamide va N-desethyl-brinzolamide thp,va ndi chung du6i gici han dinh fugng (<. .
10r|g/ml) T &:gdn két véi protein huyét twong khodng 60%. Brinzolamide digc bai tiét chi yeu trong nudc; -
tiéu dugi dang khéng déi. N-desethyl-brinzolamide cling g tim thay drong nuéic tidu véi cic chat chuyEq
hoé N-desmethoxypropyl va 0- desmethyl ] n6ng 0 thip han. Nghién cifu dugc dong hoc & ngudi tinh, - ...",
nguyén khoé manh qua duing ubng; mdi ngudsi udng vién nang| Brinzolamide Tmg; 2 Ién/ngay, trong 32 tuan
Lugng Brinzolamide trong liéu nay xip xi véi hrdng thugc cung cdp bdi hon dich AZOPT® (Brinzolamide 1%)
nhé.vao 2 mt, 3 [an/ngay va gia dugc uong, vandng d6'cic chit chityén hod fitong ty nhu khi ding nhid mat
tai chiitionig thii giardai; Hoat tinti ¢ CA trong héng ciu ditgc do dé danh -gid mufc d9 (i ché CA toan than.:
Sirbdo hod Brinzolamide ctia CA-I trong héng cau dat duuctrong vbng Studn(nbngdd trong hidrig cdu”
khoang 20uM). N-desethyl-brinzolamide tich tu trong héng cau dén nong 6 bio hoa trong vong 20 28 ;.
tudn, dat,dugcndng do trong; khodng ;6 30uM: Suf e ché hoat tiph ciaCAll &nong A6 bdohoa xapxi
khodng 70— 75% dudi muc ddic.ché mong di4é c6 o0, -ticdung‘duqc ly teén chic nang than hoiic ho hip 8
ngubikhodmanh, .-
CHIDINH: -0+ oo oheaitini
Hén dich nhd mét AZOPT‘ (bnnzolamnde 1%) a‘uuc chi d’ nh di éu tn tang ap Iuc nbi nhan

LIEU LUGNG VA CACH DONG:
LACKY LOTHUGC muac KH DUNG:

4p.ting t6thon. khinhd 1 giot
y g chom tri glocom khac, phél ngu’n g dng cac thudc do mt| ngay rdi mé ;
ding! hﬁn dlch RZ0PT vao ngay k& tiép. Néu bénh nhan s diing dong thm nhleu hdn m6t thuﬁt i ét dc,
thudc cin phai dugc nho mt cichinhiu it ahat 13 10phut s :

Sirdung Gtréem .
Hiéu qua va ) an toan ciia hén dl(h AZOPT® Gt em: duéa 1h i chua du’dc peld lap,\Tvﬁy khong khuyé'n co -
st dung cho d6i tugng nay,

Sudungﬂngt!bfcaotuﬁ e TR SR
Khéng can hiéu chinh liéu khi dﬁngthuffc cho' nguoi caotut’f

Sitdung dnqudisuy.gan/thin
Thutic chuta duge nghién ¢liu tré
Thudc chuta dugc nghlen cdtutrén bénh nhan suy than nang (Bo thanh thii creatinin <30 mL/phut) Wi :
brinzolamide va cdc chat chuyén héa chinh théi it chit yéuqua than, chong chi dinh hon dich AZOPT' (]

nhén suy thin nang

CHONG CHi DINH:
Bénh nhan man cim vdi bat ky thank phan ndo clia thuoc
“ Bénhnhan suy than ndng (P9 thanh théi creatinin <30 mL/phiit)

I(Huvfucﬂovhﬂmmoug ! Baldlon
Khuyén cio i

Hon dlch AZOPT® 3 mot Sulfonamid va mac di diing nhd mat tai chS nh\mg thuﬁc e hﬁp thu'toan
vay, cdcloai phén ing phu ciia Sulfonamid c6 thé Ay ra khinti6 hén dich AZOPT®; Sif nquy haiidién tinki mang:
6 thé x3y ra, mc du rit hiém, do céc phén lmq phu nanq ctia Sulfonamid nhit héi chu'ng Steven-Johison,
hoai ti bicu md nhiém ¢, hoai ti gan cip, mét hach.cau hat, thiéu mau bat sin va cic chitng loan tao méu.
Swmén cim c6 thé i dién khi Sulfonamid dugc ding tré lai biat ké sit dung thudc bing duting ndo. Néu xdy

ra cac ddu hiéu ctia cc phén ing tram trong hoac qué mén phél ngung diing thudc mgay Idp tic.

Théan trong

Hoat tinh ciia carbonic anhydrase 83 dugcquan sét trong ca té bao chdt va xung quanh mang huyet tuong clia
t€bao ndimd gidc mac. Tac dung ctia viéc sitdunglién tuc hin dich AZOPT® trén t€ bao ndi mé gidc mac chiia
dtoc dénh gia d4y dd. Vigc diéu tri banh nhan bi glaucomagéc dong cép tinh doi hdi phai diing thém céc

thudc ha nhén ap khéc. Hon dich AZOPT°khong dugc nghién ctu & banh nhén bj suy than ndng (d0 thanh thai. .
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. . Dungthué’ctrongthb‘ikyma ‘thai : G4
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dumsomllphut) V| fion dich AZOPT? vacéc d1atchuy€n hod dugc bai tiét chi yéu béi than, nén hén did
AZOPT® khong dugc khuyén cdo dung ¢ho cdc bénh nhén bi suy than nang. Hon djch AZOPT® khéng duoc
ghlen cliu & bénhnhén bi suy:ganva nén diing thudc than trong & bénh nhan nay. (6 thé cd thém tic dung

. khdc véi téc dung tic ché carbonic anhydrase toan than da dugc biét & bénh nhan ding thudic tic ché carbonic
anhydrase duing udng va hin dich AZOPT®. Khong khugén céo dung dong thai hon dich AZOPT® va céc thudc

ttc ché carbonic anhydrase ding dudhg udng:: ;..

Thong bdo cho bénh nhén:

Khong dugc dé chaifi dau 6ng nhd thuc vao bt cit vat i, vi 6 thé [am nhiém ban dung dich thuoc

Han dich nhé mit AZOPT® ¢ chita cht bao quidn benzalkonlum chlonde § the b| hap phu bm k(nh ép trong :
mém. v
Bénh nhén cdn théo kinh dp trdng khi nhd hon dich AZOPT‘ va chi dudc ﬂeo Iai 15 phit sau khi: nh6 thude:

iCnighién cii 0 tinh clia Brinzolamide &thé tal cdc liéu uong 1; -
3va Gmg/kg/ngay (gﬁp 20,62 va 1251an liéu nho mdt khuyéd cdodiing cho ngum) qdy doc tinh'trén tho me ™
tai liéu Gmg/kg/ngay va tang déng [(é mot sd cat bién d6i clia t€ o thai, nhut [xuorig so phu chihoi (0o Véi
nguyénigdc. § diudt g, ¢ gjari dang ke vé am $3ng trong Immg cliahao thai khi chugt céing ine ubngiE:

3 (g4 é méf khuyén cdo dung'cho ngoi) trong thi ky mang thai i ‘
giam tang trdng:ctia chiot g, V6 ¢ dung déng k& vé mit laim $ang trén cic bo phan hosc'sy phat*
trién mﬁ‘(’!chuot ‘i mang thai sali’ khl dung dudng u6ng 14 bnnzolamnde, hoat tini phéng %a dugc tim
thiy Qua Tidig rao'nha thai v c6 frong cac 6 méi cia bao thal, Chifa c6 cac nghién cid ddy di va'cs k|€m
50t t6t & phu nit ¢6 thai. Hon dich AZOPT® chi nén diing trong thoi ky mang thai khi lgi ich dl ;
véinguy coc6 thé xéy ra cho bao thai. A
Phii nfrﬂanq'num con bi: Trong nghién’ cu diing Brinzolamidé tho chiiot cong trong thoiky'cho'con bu :
dingiéuudng15 mg/kg/ngéy (gap31218Hiligu ‘nhiéimt khuyéh o diing cho nguai); fam gidm'siftang
trong cliachut con'trong sudt:thdiky cho con'bii: Khong quan st thay c6 tdc duiig phttnac khdc: Tuy nhién;
sau khicho chudt cdng- trong thai iky cho'con bl ugng 14C-Brinzolamide, ‘hoat tinh phongxa dugc i thidy: 1/
trong sifa véi nong d0 thdp hon néng @3 trong méu va trong huyét tuong: Khnng dugc biét: réng lahéndich
AZOPT® c6 bai tiét qua siia id hay khdrig; tuy nhién riiéu thudc il hai tiét qua siia the va vi kha nang xéy i
1a cdc ph%r:‘ Uing phutrﬁm tmng a tré bﬁme, nén Xemxét :an than hoac ngung chotrébii e hoﬁc ngung
dung thu

Diliig thlib’c cho i Khoa: Tinh an toan: va hiéu qua d henh nhj chua duqc xacdi nh

ANH HUONG T61 KHA uhmi LAIXEVADIEU KHIEN MAYMOC,
Thudc 6 thé gay nhin md tam thdi sau khinhd mét. Néu bi nhin ma sau khi nh6 thu6c, bénh nhén phé| chc
én khinhin 16 lai méi dugc ldixe va diéu khlén méy méc

TUONG TAC THUGC: ; s 2
Hén dich AZOPT®1% chifa chit tic (he ‘carbonic anhydrase: Khong (<] bao o Brmzolamide lam énh hu&ng d
dén digtigiaiva‘can biing acid- base ttohg cécthiighigm1am sang. Tuy hhién & bénh nhan diing thugc
ché carbonic anhydrase duting udng, c6 vai trudng hgp hiém xay ra tuong tac thudc khi diéu trj voi jsalicylate'
liéu cao. Vivay, khd nang xdy ra cactmmg tac nhu v&y nén dugc yem xét G bénh nhan diing hdn dich AZOPT"

TACDUNGPHU: ' 2200 Rt cholfulte i 07
Trong cdc nghlen ctiulam sang cﬁa hon dich AZOPT” cctdc dung phu duac bao céo xay ra thudngxuyén nhét
1a thi liic gidm, vavi ddng, thay doi vi guéc (dang va chua). Céc tac dung phu ndy xéy rad khoéng 5-~10%:
bénh nhan. Viém b mi, viém da, kho mat, @ém 1gidc divat, nhic ddu, chifng sung huyét, 6 ghen, khd. _ch|u 6 i
mit, viém gidc mag, dau ya nglfa métva viem n mili 4, diioc bao cio ¥ 118 mac 1~ 5%. Cac téc dung p sau
day da dugcbdo co Vi 1118 méc phé| 4ut6i1% : phan itng di ung, dau nguc, viém két mac, tiéu chay,’ ngthl :
chéng; mat, kho miéng, kho thd, an khong tiéu, mgi mét mét, viém gidc mac - két mac, benh Iy gidc mac, da.,
than, 6 véy cling & biymi hogc cam gidc dinh 6 mi mat, bu6n non, viém hong, <hdy nudc mﬁt va chung rné
day.

Ghi chi; THONG BAO CHO BAC St CACTA( DUNG NGOAl Y GAP PHAITRONG! QUATmNH SU‘ DUNG] THUGC
QALs:

“Khong thdy cd béo cdo hién tugng qué liéu khi sttdung hon dich AZOPT® (Bnnzolamlde 1%) (heo dpfmg d
tai chd. Tuy nhién thugc ding qud liéu duding udng.c§ the géy mﬁt cnbéng chSt dién glél,,niue va
dung trén hé than kinh tung uong cothéxdyra. :
Khi nhd mat qué liéu, 6 thé rifa mat véi nudc a8 loai bd thudc. Didu tr tridu chitng va hé trg khi x&y a qu ;
liu. Theo doi chat ctig pH indu va néng 9 dlen |é| trong hu Et thanh (dac b:et Ia Kali) it
TiE CHUAN CHTLUONG: '
Nhdsinxudt, il Lo
BAO QUAN:

Giit thudc noi khd mat, tir4 — 300C. Khdng dugc dé dong Ianh y

DETHUGCTRANH XATAMTAY COATRE. . .
HANSUDUNG:

Han diing cia thudc 6\1| trénnhan: 24 thang.
Handungfhuﬁcsau kql minaplo:28ngay. . b e T o
KHONG DUNGTHUGC QUA HAN st DUNG GHITRENNHAN cop iR e
TRINH BAY: Hopchita1lo dém glot c65ml dung dich thuﬁt. V¥ i
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