AZOPT

Doc ky huong ddn sit dung trude khi ding.

Déxatdm tay tréem,

Théng bdo ngay cho bdc sy hodc dugc sy nhiing tdc dung
khéng mong muén gap phdi khi sit dung thudc.

Néu cdn thém thong tin xin héi y kién bdcsy.

Thudc bdn theo don,

THANH PHAN

M8i m! hén dich chifa:

Hoat chdt; Brinzolamid 10 mg

Taduoc

Benzalkonium clorid, mannitol, carbomer 974, tyloxapol, dinatri
edetat, natri clorid, acid hydrocloric va/hodc natri hydroxid va
nudic tinh khiét.

DANG BAO CHE

Hén dich nhd mat.

Hén dich v6 tring mau tring dén trdng nga.

CHiDINH

Hon dich nhd méat brinzolamid 1% (AZOPT) dugc chi dinh nhu mét
liéu phép don tri liéu d€ 13m giam tng nhan ap trén bénh nhén |3
nguti Idn bi ting nhan dp hodc glocdm géc md khang dap dng
hodc c6 chdng chi dinh véi thudc di khdng thu thé beta, hodc diéu
tri hd trg cac thudc ddi khang thy thé beta hay nhom thude tuong
tu prostaglandin.

LIEU DUNG VA CACH DUNG

Liéu khuyén cdo va hiéu chinh liéu

Liéu ding clia brinzolamid 1% (AZOPT) 8€ diéu tri ting nhén ap
cho bénh nhén ngudi [dn bj tang nhan dp hodc glocdm goc md nhu
sau:

- Nhé 1 giot hdn dich AZOPT vao mét bj bénh, 2-3 |an mdi ngay.
Néu quén mdt lidu, nén tiép tuc diéu tri véi liéu tiép theo theo ké
hoach. Khong nén nhé qua 1 giot/ldn vao mét bj bénh 2-3 ldn mobi
ngay.

Khi diing AZOPT thay thé cho mt thudc diéu tr glocdm khac, phéi
ngung ding céc thudc 46 mgt ngay roi mdi bat déu dung AZOPT
vao ngay ké tiép. Néu bénh nhan sit dung ddng thdi nhiéu hon
mdt thudc nhd mat, cc thudc can phdi dtge nhd mét cach nhau it
nhat 14 10 phiit.

Sit dung & tré em

Chua thiét [ap duoc hiéu qua va tinh an toan cla brinzolamid 1%
& bénh nhan dudi 18 tudi va khong khuyén cdo sir dung cho ddi
tugng nay.

St dung & ngudi suy gan va suy than

Brinzolamid chua dugc nghién cfu trén bénh nhan suy gan va vi
vdy khdng khuyén cdo sit dung cho 46i tugng nay.

Thudc chua dugc nghién citu trén bénh nhan suy than nang (49
thanh thai creatinin < 30 mi/phiit) hodc cic bénh nhén nhiém
toan chuyén hoa téng clo huyét. Vi brinzolamid va céc chat chuyén
héa chinh dugc thai trir chii yéu qua than, do d6 chdng chi dinh st
dung AZOPT trén nhimg banh nhan nay {xem muc CHONG CHi
DINH).

St dung & ngui cao tudi

Khdng quan sét thdy sy khdc biét néi chung vé hiéu qud va 46 an
toan giffla ngudi gia va nqudi tré. Khdng cn hidu chinh liéu khi
dung thudc cho ngudi cao tudi.

Céch ding

Lacky lo thudc trudc khi ding. Chi dung 4é nhd mit.

Dé tranh tap nhiém vao du nhé thudc va hdn dich thudc, cdn than
trong khong duge dé dau nhd thudc cda lo thudc tiép xiic véi mi
mét, viing xung quanh mét hodc bt c¢ vét nao.

C3n &n vao dng & mili hodc nh3m mét lai sau khi nhé thudc. iéu
nay sé han ché syt hdp thu thugc toan than qua mét va gilip gidm
cac phan (ing bat loi toan than.

Sau khi mé ndp, néu vong gdn ddm béo bj rdi ra, cin loai bd nd di
trudc khi diing thudc.

CHONG CHI DINH

« Bénh nhan mn cdm véi brinzolamid hodc bt ky thanh phén
nao cla thudc hodc céc sulphonamid.

«  Bénh nhan suy than ndng.

« Nhi€m toan chuyén héa tang clo huyét.

CANH BAO VA THAN TRONG

«+ (Céc phdn ing qué min thutng gdp véi cdc dan chat
sulphonamid ¢6 thé xdy ra trén bénh nhén dung thuc nhd
mét AZOPT vi thudc c6 hap thu toan than, Ngimg sit dung
thudc néu c6 cic ddu hiéu clia cac phén ting phu nghiém trong
hodc xdy ra qua man.

« D6 bdo cio vé cac rfi loan cin bing acid-base véi cic thudic iic
ché carbonic anhydrase diing dutng udng. Sit dung thén trong
vdi céc bénh nhan ¢6 nguy co suy than do ¢6 thé c6 nguy co
nhiém acid chuyén héa.

« Chua ¢6 nghién ciu vé vai trd ¢6 thé cda brinzolamid trén chifc
ndng ndi md gidc mac & bénh nhan ¢4 ton thudng gidc mac
{&3c biét trén bénh nhan ¢6 lugng t& bao ndi mé thap).

« Khuyén cdo gidm sit cin than céc bénh nhan bj tdn thuong gidc
mac, nhu bénh nhén bj dai thao dudng hay loan duding gidc mac.

« Han dich nhd mat AZOPT chia benzalkonium clorid ¢6 thé gdy
kich (ing mat va 1am bién mau kinh &p trdng mém. Trénh 8é
dich thudc tiép xic véi kinh dp trong mém, Phéi hudng dan
bénh nhén thao kinh 4p trdng tru6c khi st dung hén dich nhd
mat AZOPT va chd it nhdt 15 phut trudc khi deo lai.

TUONG TACTHUGC

« C4c nghién cdu vé tuong tac cu thé giila AZOPT va céc thudc
khdc chua dugc thyc hién.

« Trong cac thi nghiém 13m sang, khdng c6 béing chiing vé cac
tuong téc bat Igi khi st dung ddng thdi AZOPT véi cac chdt
turang ty prostaglandin va céc ché phdm nhé mét cha timolol.
Su phdi hp giita AZOPT vé cic thudic co ddng tit hodc cic thudc

chi vin adrenergic trong sudt ligu phdp diéu tri b trg bénh
glocdm chua dugc danh gia.

+ AZOPT la thudc ttc ché carbonic anhydrase va mac dil dung tai
chd, thudc dugc hdp thu toan than. D& 6 béo cdo vé céc réi
loan ¢in bdng acid-base véi cdc thudc e ché carbonic
anhydrase dutng udng. Phai xem xét dén kha néng tuong tac
thudc trén cac bénh nhan dung hdn dich nhé mét AZOPT,

+ (6 thé ¢6 tc dung phu ngoai cdc tic dung toan than da biét
clia viéc ttc ché carbonic anhydrase & nhimg bénh nhén diing
thudc (tc ché CA dudmg ung va AZOPT. Khéng khuyén céo
ding ddng thai AZOPT va cac thudc ing ché CA dudmg udng.

« Céc isozym cytochrom P-450 ¢6 vai trd trong chuyén héa
brinzolamid bao gdm CYP3A4 (vai trd chinh), CYP2A6,
CYP2(8 va (YP2(9. Cdc chat Gc ché CYP3A4 nhuf ketoconazol,
itraconazol, dotrimazol, ritonavir va troleandomycin dugc dy
dodn sé (¢ ch€ qud trinh chuyén hda brinzolamid théng qua
CYP3A4. Do d6 can than trong khi sir dung ding théi véi cc
chdt Gc ché CYP3A4. Dudng nhu khéng ¢6 su tich liy cla
brinzolamid do thudc thdi trir chinh qua than. Brinzolamid
khng phai la chit tic ché isozym cytochrom P-450.

PHU NU O THAI, CHO CON B VA KHA NANG SINH SAN

Phu ni ¢6 thai

Chuta 6 dirliéu hodc dif liéu con han ché vé vige st dung thudenhd

mat brinzolamid trén phu ni¥ mang thai.

Cacnghién ciu vdi brinzotamid trén dong vét cho thay cé doc tinh

liéu 13p lai sau khi ding thudc dudng toan thin (Xem muc D

LIEU AN TOAN TIEN LAM SANG).

Khdng khuyén cdo sit dung AZOPT cho phy nif mang thai va phy

nit c6 khé ndng mang thai khdng diing bién phdp trénh thai.

Phu ni cho con bi

Chua r§ brinzolamid va cac chdt chuyén héa clia thudc ¢6 bai tiét

qua sifa me sau khi nhé thudc hay khdng; tuy nhién, nquy cg di

véi tré bi me khong dugc loai trir. Cc nghién cltu trén dgng vat

sau khi diing dudng udng, brinzolamid dugc phat hién trong stia &
mifc téi thiéu.

Khong thé loai trif nguy ca i vi tré sa sinh. Cin quyét dinh liéu

¢6 nén ngung cho tré b me hodc ngung diéu tri AZOPT & me dua

trén can nhdc vé lgi ich khi cho tré bd me va lgi ich diéu trj cia me.

Khd ndng sinh sén

Cac nghién ciiu trén dong vat da ching minh rang brinzolamid
khéng anh hutng dén khd nang sinh san. Chua c6 nghién cu
dugc thyc hign dé danh gid anh hudng cda viéc ding thudc nhd
mét brinzolamid trén kha ndng sinh san & ngudi.

ANH HUGNG CUA THUGC DO1 V1 CONG VIEC

Nhin m@ tam théi hodc nhiing rdi loan khéc vé thi lyc 6 thé-dnh
hudng dén khé nang lai xe hay van hanh mdy méc.

N&u bj nhin mé sau khi nhd mét, bénh nhan phéi chds cho tdi khi
nhin rd lai réi mdi dugc 14i xe va van hanh méy méc.

Ngoai ra, 43 6 bdo cdo vé céc i loan thén kinh khi sit dung thudc,
€6 thé anh huding dén kha nang Idi xe hay van hanh miy méc (xem
muyc PHAN UNG BAT LGJ).

PHAN UNG BAT LOI

Tém tdt dit liéu an toan

Trong céc nghién ciu 1am sang bao gém 2732 bénh nhan dugc
diéu tri bing AZOPT dudi dang don tri liéu hodc diéu tri b trg véi
timolo! maleat 5 mg/ml, cdc phdn (ng bat Igi hay gap nhdt lién
quan tdi diéu tr dugc bdo cdo bao gom: thay ddi vi gidc (6%) (vi
déng hodc vi bt thudng, xem md ta bén dudi) va nhin md tam
thdsi sau khi nhd thudc (5,4%), kéo dai tirvai gidy t6i vai phit (xem
muyc ANH HUGNG CUA THUGC DEN CONG VIEQ).

Bdng tém tdt cdc phdn iing bét loi

Céc phén {ng bat loi sau da dugc bdo cdo qua cdc thif nghiém lam
sang vdi hin dich nhd mét AZOPT va dugc phan loai theo quy uéc nhy
sau:

Rat thudng gip (= 1/10), thudng gap (= 1/100 dén <1/10), It
gip (=1/1.000 dén <1/100), hiém gdp (=1/10.000 dén
<1/1.000) va rit hiém gip (<1/10.000), hoc chua rd (khéng thé
udc tinh tir cac dir lidu ¢6 s3n), Trong mdi nhom tén sudt, ¢ic phén
{ing béit lgi dugc trinh bay theo thif ty 46 nghiém trong gidm dén.
Céc phan ting bét lgi dugc bdo cdo tir cac thir nghiém [am sang va
cac bdo cdo ty phét hdu mai.

Phan loai hé co | Phan img bat loi

quan Thuat ngir aia MedDRA (phién ban
15.1)

Nhidm tringva |/ gdp: viém miii hong, viém hong, viém

nhiémkysinh  |xoang.

trung Chura v viém mii.

Réiloanméuva |/t gdp: gidm hong cdu, ting do mu

hé bach huyét

Rdiloan ha Chua rd: qué man

théng mién dich

Réi toan chuyén | Chua r: gidm thém dn

héa va dinh

dudng

Réiloantam  |/tgdp: tht o, trdm cim, chan ndn, gidm

than ham mudn tinh duc, & méng, cing thang

Hiém gdp: mét ngd

Rdi loan than
kinh

ft gdp: r6i loan chifc néing van dng, mat tri
nhd, chéng mat, di cam, dau ddu.

Hiém gdip: suy gidm trf nhé, budn ngi

Chua rd: run, gidm cm gidc, mat vi gidc




Réilognmat | Thutng gdp: nhin md), kich Ung mét, dau
mét, cdm gidc co vat la & mit, sung huyét
mit,

1t gdip: mon gidc mac, viém gidc mac, viém
gidc mac chdm, bénh gidc mac, 13ng can §
mat, d6i mau gidc mac, khiém khuyét biéu
mb gidc mac, rdi loan bidu mb gidc mac,
viém bd mi, ngdfa mat, viém két mac, sung
mat, viém tuyén b, chéi mét, ching sg anh
sang, kho mat, viém két mac dj ing, mgng
mét, sac t cling mac, méi mat, kho chiu &
mat, cdm gidc bdt thudng trong mat, hi
chiing khd mdt, u nang gidcmac, sung huyét
két mac, ngdia mi mdt, tiét gf mét, by mi
dong vy, ting chdy nudc mét

Hiém gdp: phi gidc mac, nhin ddi, gidm thj
Iuc, 16a mdt, gidm cdm gidc & mat, phi
quanh hécmat, tang &p Iuc ndi nhin, ting ti
1€ [6my/dia bmét

Chisa rd: rGioan gidc mag, rdiloan thi gidc, dj
{ing mét, chiing rung 13ng mi, ri loan mi
mét, 36 xung quanh mi mét.

Réi loan taiva
mé dao
Réiloan tim

Hiém gdp: U tai

Chuta r3: chéng mat

Itgdp: suy tim-hd hap, chim nhip tim, dénh
tréing nguc

Hiém gdp: dau thit nguc, nhip tim bét
thudng

Chua r: loan nhip tim, nhip tim nhanh, cao
huyét &p, ting huyét dp, gidm huyét 4p,
ting nhip tim

1t gdp: k6 thd, chay méu cam, dau héu hong,
dau hdu-thanh quan, rét ¢ hong, tridu dving
ho dung hd hap trén, chdy nuéc mi, hét hoi
Hiém gdp: phé quén man cim, tic nghén
dudng hd hép trén, nghet xoang, nghet mili,
ho, khd miii

Chuard: hen

Réi loan hd hap,
ngucva trung
thit

Rdi foan tiéu héa | Thutng gdp: loan vi gidc

1 geip: viém thuc quén, tiéu chdy, budn nén,
ndn, khd tiéu, dau bung trén, kho chiu & bung,
kho chiu & da day, ddy hai, hay bi tiéu chay, rdi
loan tiéu héa, gidm cam gidc & miéng, di dm
miéng, khd miéng

Réiloan Chutaro: kiém tra chiic nang gan bt thiing
gan-mat
Réifoandava |/t gdp: ban d8, phét ban ¢6 mun 88 & da,
mb dudi da cingda
Hiém gdp: ndi may day, rung t6c, ngifa toan
thén
Chua ro: viém da, phat ban
Réi loan co Itgdp: dau lung, co thit co, dau co
Xuong va md lién | Chua rd: dau khép, dau dau chi
két
Réiloanthanva |/tgdp: dau than
tiét niéu Chua rd: da niéu

Rdiloan hésinh (/2 gdp: 16iloan chitc ning cong duang
san va vii

Réiloan toan

It gdp: dau, bét thuing & nguc, suy nhuic,

thinvataichd  [cdm gidc bt thudng
diing thudc Hiém gdp: daunguc, cdm gidcbdn chon, mét
méi, bt rit
Chua ré: phil ngoai bién, khé chiu
Chanthuong, | ftgdp: cdm gidc c6 vat la  mat
ngd doc va céc
bién chiing

Mé td cdephdn iing bit loi chon loc

Loan vi gidc (vi ddng hodc bt thuing trong miéng sau khi nhd
thudc) 1 phan (ng bat loi toan than thudng gdp nhit lién
quan dén st dung thudcnhd mdt AZOPT trong cic thif nghiém
I4m sang. Phan (ing nay xay ra do thudc di qua éng Ié mi. An
vao 6ng I& mdi hodc nhdm mat sau khi nhé thudc ¢6 thé 1am
giam phan (g bt lgi nay (xem muc LIEU DUNG VA CACH
DUNG).

Thudc nhé mat AZOPT I3 mét dan chat sulphonamid ¢6 téc
dung tc ché carbonic anhydrase dutgc hdp thu toan thén. Cic
téc dung trén h tiéu hda, hé thén Kinh, huyét hog, than va
chuyén hoa lién quan chd yéu dén cdc chét dc ché carbonic
anhydrase toan than, Cac phan ing bat lgi twong tudo cdc chat
ic ché carbonic anhydrase gay ra ¢6 thé xudt hién khi nhd mét.
Khi s&r dung AZOPT nhu mot liéu phép diéu tri b3 trg vdi
travoprost, khang thdy xudt hién céc phan ting bat foi khong
mong doi. Cac phan iing bét Igi trong fiéu phép diéu tri b trg
xudt hién khi s&dung mdi hoat chét riéng lé.

Tridem

Trong céc thit nghiém lam sang nhd, ngdn han, xdp xi 12,5%
bénh nhan nhixudt hién cac phan dng bt Igi, chi yéu 1a phan
(img bdt lgi tai chd, phan (ing & mat khong nghiém trong nhu
sung huyét két mac, ngifa mat, tiét gi mat va ting chy nuéc
mit (xem muc DAC TINH DUGC LUCHOQ).

Bdo cdo cac phén ting bat lgi bi nghi ngds

Viéc bdo cdo céc phin tng bat li nghi ngd 1a rét quan trong
sau khi thudc dugc luu hanh. Diéu nay cho phép tiép tuc theo
ddi su can bang lgi ich/ nguy co clia thudc. Yéu cu cic nhan
vién y t€ bdo cdo bt ky phan ing bat lgi nghi ngd thong qua
hé théng bao cao quéc gia dugc liét ké dudi day:

VigtNam:

Trung tam Quéc gia vé Thdng tin thudc va Theo ddi phén ting
¢6 hai clia thudc

13-15 L& Thénh Téng, Quan Hoan Kiém, Ha NGi

Dién thoai: 024 39335618

Fax: 024 39335642

Website: http://canhgiacduoc.orgvn

Email: di.pvcenter@gmail.com

Théng bdo cho bdc sy hodc

dige sy cla ban nhimg tdc

dung khéng mong mudn gdp ]
phdi khi sit dung thuée

QUALIEY

Chuta 6 truding hop qud liéu nao

dugc bdo cdo.

Cén phdi hap diéu tri triéu ching, diéu tri hd trg.

(6 thé xdy ra mdt cin bing dién gidi, pht trién trang thai
nhiém toan chuyén héa, va nhing dnh hudng trén hé thin
kinh. Phdi theo doi mic dién giai huyét tuong (dac bigt 1 muc
kali) va 46 pH mau.

DACTINH DUGC LYC HOC

Nhém dugc Iy: thudc chdng tang nhan dp va dc ché carbonic
anhydrase, co d8ng t.

Ma ATC: SO1ECO4

Cochétdcdung

Carbonic anhydase (CA) la mot men ¢6 trong nhiéu loai md cla
¢o thé ké cd mét. Carbonic anhydrase xic téc cic phan ing
thudn nghich gom phén (ing hydrat hod carbon dioxid va phan
ling khf nudc clia acid carbonic.

Suttic ché carbonic anhydrase & tua thé mi & mdt lam gidm tiét
thuy dich, diéu nay c thé dugc cho [ béing cach 1am cham sy hinh
thanh céc ion bicarbonat tiép theo véi su gidm chuyén van ion
natri va dich. Két qua la lam gidm ap fyc ni nhan (10P) - mét yéu
15 nguy ca chil yéu trong qud trinh sinh bénh hoc cda tén thitong
than kinh thi gidc va mét thi trnsing & bénh glocdm. Brinzolamid
{ic ché carbonic anhydrase Il (CA-l), 12 isoenzym chil yéu & mét,
v6i chi s6 khang CA-ll trén in vitro 1(50 2 3,2 nM va Ki 12 0,13 nM.
Tinh an toan v hiéy qua ldm sang

ba nghién ctu vé hiéu qua gidm ap luc ndi nhan cia AZOPT nhut
mit diéu tri hé trg cho travoprost, 1a mt chdt tuong ty
prostaglandin. Sau 4 tudn st dung travoprost, ¢ic bénh nhdn
€6 4p luc ndi nhén = 19 mmHg duge lya chon ngdu nhién dé
diéu trj thém véi brinzolamid hodc timolol. Quan st thdy sy
giam thém trung binh dp lyc ndi nhan hang ngay tif
3,2 dén 3,4 mmHg v6i nhom diéu tri véi brinzolamid va
3,2 d€n 4,2 mmHg véi nhém diéu trj véi timolol. ( nhém digu
tri brinzolamid/travoprost, cd mét ty 1& chung cao han cac phén
(g bdt igi khdng nghiém trong & mdt, chi yéu lién quan dén
cac ddu higu kich Ung tai chd. Cac phan tng nay nhe va khéng
&nh huéng dén ti Ié nging sit dung thudc néi chung trong
nghién cu.

Mot thir nghiém |am sang tién hanh véi AZOPT trén 32 bénh
nhan nhi dudi 6 tudi, dugc chan doan bi glocom hodc ting nhan
ap. Mét s6 bénh nhin chua titg dugc diéu tri tang nhan ap
trong khi cdc bénh nhan khac da diéu tri vdi cac thudc ha nhan
4p khdc nhau. Nhiing bénh nhan dang dugc diéu tri véi thudc
téng nhan ap trudc d6 khong can ngitng thudc cho dén khi bét
dau diu tri voi AZOPT.

Trong s6 céc bénh nhan chua tiing dugc diéu trj ting nhan p
{10 bénh nhan), hiéu qua cha AZOPT tuong ty nhu da thdy
trudc 6 trén ngudsi o, vdi nhan dp trung binh gidm so vdiban
dau 1én dén 5 mmHg. Trong nhém bénh nhan dang diéutri véi
thudc gidm nhén dp (22 bénh nhan), nhan &p trung binh téng
nhe 50 vdi mdc ¢g ban & nhom diéu tri vdi AZOPT.

PACTINH DUQJC DONG HOC
Hap thy
Sau khi nhé thuc nhd mat AZOPT, brinzolamid duoc hap thu
vao hé tudn hoan va tich Iy trong cac t€ bao hong ciu (RBCs)
véi thdi gian bén thai 1a 111 ngay. Néng d brinzolamid trong
cdc té bao hdng cu sau thdi gian dai udng va nhd mat dat téi
néng 9 bao hoa trung binh 3 20 uM. Nong dd brinzolamid
ndy tuong tu véi ndng d9 trong hdng cdu (22-27 M) dat duge
sau khi udng lidu brinzolamid Tmg, ngay 2 Ian trong 32 tuan.
Ngoai ra, chét chuyén hda N-desacetyl brinzolamid ciing tich
|ily trong céc t& bao hdng cdu sau khi nhd mat va udng thudc.
Tuy nhién, muc 89 e ché carbonic anhydrase & muc bdo hoa
nay khong di ¢6 téc dung toan thén. Ngoai ra, nong dd
brinzolamid va N-desacetyl brinzolamid trong huyét tuong
sau khi nhé mit liéu AZOPT thudng gdn hodc dudi giéi han
dinh luong.
Phan bd
Brinzolamid gan két vita phai véi protein huyét tuong (khodng
60%); do d6 nguy co'tuong tac vdi cac thudc khdcma ciing gan
két véi protein huyét tuong 13 thip. Dua trén cac nghién cdu
trén thd long tréng hoéc thd 16ng mau cho théy brinzolamid
gdn két vira phdi vdi melanin. Tuy nhién, thi gian ban thai clia
brinzolamid trén céc mé clia thé bi dnh hudng nhiéu han béi
sirgan két hong cau so véi gan két melanin,
Trén thé, sau khi nhd mat AZOPT, brinzolamid dugc phén bé
Va0 cdc md clia mat. Sau nhiéu liéu ding, ndng d & cdc md
tién phang cao han so vdi céc md hau phong; trong khi dé sau
khi dung nhiéu liéu, thudc tich Iy trong nhiéu m cia mét, do
& lyc cao va gan chat vdi enzym carbonic anhydrase . Diéu
nay dan dén kéo dai thai gian bén thai & con nguoi - thé mi,
mang mach, vong mac va thau kinh tuang tu nhu thi gian
ban thai trong méau (ngoai trif d thau kinh <6 kéo dai thai gian
ban théi hon trong méu). Sau nhiéu liéu ding, sy tich liy
brinzolamid trong cdc md hdu phong nhu ving mac va mang
mach | két qua cla s luu thang méu trong cdc md nay, két
qua la kéo dai théi gian T, ciing nhu thoi gian ban thai.
e d




Ngugc lai, trong thiy dich, dich thily tinh th va huyét tuong,
do thiéu carbonic anhydrase, va khdng c6 tich Ity sau khi diing
thubc 2 14n/ ngdy hodc 3 lin/ ngay, thi gian ban thii trong
cicmé nay ngdn.

N-desethy! brinzolamid I3 chét chuyén héa chinh dugc tim théy
trong mdu va nubc tidu. Chat
chuyén héa ndy duc biét cing dc
€ carbonic  anhydrase.
Cytochrome P-450 CYP3A4 Ia
enzym chinh cho sy hinh thanh
chét chuyén héa ndy; tuy nhién,
P-450s cdn tham gia vao sif thii
tritbrinzolamid. § nong 44 tén t6i
1000 ng/m!, cao gdp 100 lén so
v6i ndng d trong huyét tuong

ngudi & trang thdi Sn dinh, brinzolamid khng bj dc ché béi

P-450s.

Ngodi N-desethyl brinzolamid, cic chét chuyén héa khac

O-desmethyl  brinzolamid va  N-desmethoxypropyi

brinzolamid ciing dugc tim théy trong nudc tiéu. Cc chit

chuyén héa ndy khdng dc hiéu trén ngudi va dugc nhin dang

& cic lodi ddng vat trong nghién cdu tién 1dm sang sau khi

uding brinzolamid. Khang quan st théy sy chuyén dang déng

phén R thanh déng phén’S.

Thit

Brinzolamid dugc thal trir chil yéu qua thn & dang khéng 86i

(60%) va 20% khac dugc thai trir qua chuyén héa & gan.

DOLIEVANTOAN TIEN LAM SANG

Céc dir liéu tién 13m sang véi brinzolamid dya trén cac nghién

cu thong thudng vé an toan dugc hoc, doc tinh liéu 13p lai,

dc tinh gen, va kha néng gdy ung thu cho thdy thudc khéng

6 tic hai nghiém trong cho con ngudi. Déc tinh trong thik

nghiém tién 13m sang chi dugc quan sit & 49 phoi nhiém xem

xét 40 déwugt hon muc 89 phoi nhiém t8i da &ngudi, cho thiy
ft c6lién quan dén st dyng lém sang.

HANDONG

24théng ké tifngdy sin xust.

Khéng diing sau khi mé nép lo 1an du 28 ngay.
BIEU KIEN BAO QUAN

B30 quan & nhit 89 khong qud 30°C.

QUY CACH DONG GOY

Hop 11o 8&m giot DROPTAINER” 5ml
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