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Hon dich nho mat
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Doc kj hu'o’ng dan sir dung truedc khi ding.
Dé xa tim tay tré em.

Théng bdo ngay cho bic sy hodc duge sy nhitng tic dung khéng mong muédn gip phai khi sir
dung thuéc.

Néu can thém thong tin xin héi y kién bic sy.

Thuéc bdn theo don.

THANH PHAN:

Mbi ml hén dich chira;

Hoat chét: Brinzolamid 10 mg
T4 duoc:

Benzalkonium clorid, mannitol, carbomer 974P, tyloxapol, dinatri edetat, natri clorid, acid
hydrocloric va/hogc natri hydroxid va nuée tinh khiét.

DANG BAO CHE

Hon dich nho mat.

Hon dich vo tring mau trdng dén trang nga.

CHI DINH:

118n dich nho mat brinzolamid 1% (AZOPT) duoc chi dinh nhu mot liéu phap don tri ligu dé lam
giam tang nhan ap trén bénh nhan la nguoi [6n bi tang nhan 4p hoac glocdom goec mo khong dap ung
hoac co chdng chi dinh voi thubce déi khang thu thé beta, hodc diéu tri hd tr¢g céc thude déi khang
thu thé beta hay nhom thube tuong tu prostaglandin,

LIEU DUNG VA CACH DUNG:

A ~ ’ 5 - " A
Licu khuvén ciao va hicu chinh licu

Liéu dung cua brinzolamid 1% (AZOPT) dé diéu tri tang nhan ap cho bénh nhan ngudi 1on bi tang
nhan ap hoac glocom goéc mo nhu sau:

e Nho I giot hdn dich AZOPT vao mit bi bénh, 2-3 lan mdi ngay.

Néu quén mdt licu, nén tiép tuc dicu tri vai licu tiép theo theo ké hoach. Khong nén nho qua 1
giot/lan vao mit bi bénh 2-3 lan moi ngay.

Khi ding AZOPT thay thé cho mét thude diéu tri gloecdm khac, phai ngung dung cic thuoe do mot
ngay roi moi bat dau ding AZOPT vao ngay ké tiép. Néu bénh nhan su dung dong thoi nhiéu hon
mot thuoe nho mat, cac thuoe can phai duge nho mat cach nhau it nhat la 10 phuat.

Sur dung o tre em

Chua thiét 1ap dugc hiéu qua va tinh an toan cua brinzolamid 1% ¢ bénh nhéan dudi 18 tudi va
Khong Khuvén cao su dung cho doi tuong nay.
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St dung ¢ ngwii suy gan va suy thin

Brinzolamid chwa dwoc nghién ciu trén bénh nhén suy gan va vi vay khong khuyén céo su dung
cho doi tugng nay.

Thude chua duoe nghién ciu trén bénh nhan suy thin ning (d6 thanh thai creatinin <30 ml/phit)
hodc cdc bénh nhan nhidm toan chuyén hoa tang clo huyét. Vi brinzolamid va céc chat chuyén hoa
chinh duge thai trir chii yéu qua than, do d6 chéng chi dinh si dung AZOPT trén nhimng bénh nhdn
nay (xem muc CHONG CHI BINH).

Sir dung & ngudi cao tudi

Khéng quan sat thiy sy khac bigt néi chung vé hidu qua va dd an toan gilra ngudi gid va ngudi tré.
Khong can hiéu chinh liéu khi ding thube cho ngudi cao tudi.

Cach dung

Lic k¥ lg thube trwée khi dung,Chi dung dé nhé mat.

Bé tranh tap nhidém vao dau nho thude va hdn dich thude, cn than trong khong duoc dé diu nho

thude ctia lo thude tép xde voil mi mat, ving xung quanh mat hodc bat cir vt nao.

Cén 4n vao dng 1é mili hosic nhim mat lai sau khi nho thude. Diéu niy s& han ché sy hap thu thudc

toan thin qua mat va gitip giam cac phan ng bt loi toan than.

Sau khi m& nap, néu vong gan dam bao bi roi ra, cdn loal bo nd di trude khi dung thude

CHONG CHI DINH:

Bénh nhin min cam voéi brinzolamid hodc bat ky thanh phin ndo clia thudc hodc cdc
sulphonamid.

Bénh nhan suy than nang.

Nhi€m toan chuycn hoa tang clo huyét.

CANH BAO VA THAN TRONG

Céc phan tmg qua man thuong gap vai cae dan chit sulphonamid c6 thé xay ra teén bénh nhén
ding thude nho mat AZOPT vi thude cd hap thu toan than. Nging st dung thude neu ¢o cac dau
hidu cua cde phan tng phy nghiém trong ho#ic xdy ra qua man,

D3 ¢6 bao cdo vé cédc rdl loan can bing acid-base vai cde thude tre ché carbonic anhydrase dang
dudng uong. Su dung thin trong véi cac bénh nhdn ¢6 nguy co suy thian do ¢ thé co nguy co
nhiém acid chuyén hoa.

Chura c6 nghién clu vé vai trod ¢6 thé cua brinzolamid trén chire nang ndi md gidc mac & bgnh
nhan co 16n thuong giac mac (dac biét trén bénh nhén co lugng € bao ndi mé thap).

Khuyén cdo gidm sat can than cae bénh nhan b ton thuong gidc mac, nhu bénh nhan bi dai thao
dudmg hay loan dudng gide mac,

Hon dich nho mat AZOPT chia benzalkonium clorid ¢é thé gdy kich gng mat va lam bién mau
kinh ap trong mém, Tranh dé dich thude tiep xtc voi kinh dp trong mém. Phal hudmg dan bénh
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nhén thao kinh dp trong trudce khi sir dung hon dich nhé mat AZOPT va cha it nhét 15 phat trude
khi deo lai.

TUONG TAC THUOC
e Cac nghién ctu vé twong tac cu thégitra AZOPT va cac thude khac chua diroc thuc hién.

¢ Trong cac thir nghiém Iam sang, khdng cé bing chimg vé cic tac tuong tac bit loi khi sit dung
dbng thoi AZOPT véi céc chit tuong tu prostaglandin va cac ché phim nhé mét chira timolol.
Su phéi hop gitta AZOPT va céc thube co ddng tir hodic cdc thube chu vén adrenergic trong subt
11éu phap didu tri bd tro bénh glocdm chua duge danh gia.

o AZOPT Ia thube vic ché carbonic anhydrase va, mic du ding tai chd, thubc dugc hip thu tean
than. Da ¢ béo cdo vé cac rdi loan can bing acid-base véi cdc thude e ché carbonic anhydrase
dudmg ubng. Phai xem xét dén kha nang twong tac thude trén cac bénh nhén ding hén dich nhd
mat AZOPT.

e C6 thé ¢ tac dung phy ngoai céc tac dung todn thin da biét cua viéc e ché carbonic anhydrase
¢ nhitng bénh nhan ding thude ¢ ché CA dudng udng va AZOPT. Khong khuyén cdo ding
déng thoi AZOPT va cée thube tmg ché CA dudng udng.

o Céc isozym cytochrom P-450 ¢6 vai trd trong chuyén hoa brinzolamid bao gom CYP3A4 (vai trd
chinh), CYP2A6, CYP2C8 va CYP2C9, Cac chat tic ché CYP3A4 nhu ketoconazol, itraconazol,
clotrimazol, ritonavir va troleandomycin dwoc du dodn s& e ché qua trinh chuyén hoa
brinzolamid thang qua CYP3A4. Do d6 cn than trong khi sir dung déng thdi voi cac chit e ché
CYP3A4. Dudng nhu khéng c¢é su tich liy cta brinzolamid do thudc thai trir chinh qua thén.
Brinzolamid khéng phai 1a chét irc ché isozym cytochrom P-450.

PHU NU CO THAI, CHO CON BU VA KHA NANG SINH SAN
Phu nii ¢6 thai

Chua co dit liéu hodc dit lidu con han ché vé viée sir dung thude nhé mat brinzolamid trén phu nit
mang thai,

Céc nghién ciu véi brinzolamid trén ddng vét cho thiy cé doc tinh lidu lap lai sau khi dung thube
dudng toan than (Xem muc DU LIEU AN TOAN TIEN LAM SANG).

Khéng khuyén cdo sir dung AZOPT cho phu nit mang thai va phu nit ¢6 kha ning mang thai khong
dung bién phap tranh thai.

Phu nit che con bu

Chua 16 brinzolamid va cac chat chuyén héa cia thude ¢6 bai tiet qua stta me sau khi nho thude hay
khéng: tuy nhién, nguy co déi vai tré b me khong duge loai trir. Cac nghién ctu trén dong vat sau
khi dimg duong udng. brinzolamid dugc phét hién trong sita & mie (01 thieu.

Khong thé loai trir nguy co doi voi tre so sinh. Can quyét dinh li¢u ¢é nén ngung cho tre bl mg
hodc ngung dicu tri AZOPT & me dya tén can nhac vé loi ich khi cho tré b me va lgi ich diéu tri
cua me,

Kha nang sinh san
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Céc nghién ctru trén dong vét di chitng minh rang brinzolamid khéng anh huwéng dén kha nang sinh
san. Chua c6 nghién ctu duoc thuc hidn dé danh gia anh hudng cua viéc dong thubc nhd mat
brinzolamid trén kha ndng sinh san & ngudi.

ANH HUGNG CUA THUOC POI1 VOI CONG VIEC

Nhin mé tam thdi hodc nhitng réi loan khic vé thi luc ¢ thé anh huéng dén kha nang lai xe
hay van hinh may moc.

Néu bl nhin m¢ sau khi nhé mét, bénh nhan phai chér cho té1 khi nhin rd lai réi mé duge lat
xe va vAn hanh may méc,

Ngoai ra, di ¢6 bdo cdo v& cdc rbi loan thin kinh khi sir dung thube, ¢é thé anh hudmg dén
kha néing 14t xe hay vin hanh may moc (xem muc PHAN UNG BAT LOD).

PHAN UNG BAT LOI
Tém tir div liéu an toin

Trong cac nghién ctu 14m sang bao gdm 2732 bénh nhan duge diéu tri bang AZOPT dudi dang don
trj liéu hoac didu tri bd tro véi timolol maleat 5 mg/ml, cdc phan tmg bét loi hay gap nhit lién quan
té1 didu tri duoe bdo cdo bao gdm: thay ddi vi gidc (6%) (vi ding hodc vi bt thudng, xem mb ta
bén duéi) va nhin md tam thoi sau khi nhd thude (5,4%), kéo dai tir vai gidy 161 vai phit (xem mue
ANH HUONG CUA THUOC DEN CONG VIEC).

Bing tém tit cic phin img bitt loi.

Céc phan ung bt loi sau di duoc bio cdo qua cic thir nghidém 1am sang voi hon dich nhé mit
AZOPT va duge phén loal theo quy ude nhu sau;

R4t thuomg gap (> 1/10), thuomg gap (> 1/100 dén <1/10), it gap (>1/1.000 dén <1/100), hiém gap
(>1/10,000 dén <1/1.000) va rat hiém gap (<1/10.000), hode chwa rd (khong thé ude tinh tir cae dit
liéu ¢ sin). Trong mdi nhém tAn sudt, cdc phan ing bat loi duge trink bay theo thir ty do nghiém
trong giam dan. Cac phan Ung bét loi duge bdo céo tir cac thir nghiém [Am sang va céc bao cdo tu
phat hau méi.

Phin g bat lgi
Phin loai h¢ ¢co quan _
Thuit ngiv caa MedDRA (phién ban 15.1)]

. - [i gép: viém mii hong, viém hong, viém xoang.
Nhi¢m trung va nhiém ky sinh trang ) )
Chiea ro: viem miil.

Roi foan mau va hé bach huyét It gap: giam hong cau, Ang clo mau

R6i loan hé thong mién dich Chua rd: qua man

R&1 foan chuyén hoa va dinh dudng | Chuea ro: giam them dn

. . X It gap: tho o, trdm cam, chdn nan, giam ham muon tinh
Ro1 lpan tam than

due, dc mong, cang thang
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Hiem gap: mat ngt

Réi loan thén kinh

It gap: r61 loan chire ning vdn ddng, mat tri nhé, chéng
mat, di cam, dau dau.

Hiém gdp: suy giam tri nhé, buon ngt

Chura ro: run, giam cam giac, mat vi giac

R6i loan mat

Thuong gap: nhin mo, kich ing mat, dau mit, cam giac ¢6
vat la & mat, sung huy&l mat.

it gdp: mon gidc mae, viém gidc mac, viém gidc mac
chdm, bénh giac mac, léng can ¢ mit , ddi mau gide mac,
khiém khuyét biéu mé gide mac, rdi loan biéu md giac
mac, viém bo mi, ngira mat, viém két mac, sung mat, viém
tuyén bi, chéi mat, clitng sg anh sang, kho mat, vidm két
mac di \tng, mong maét, sic t& cung mac, méi mat, khé
chiu & méat, cam gidc b4t thuong trong mét, hoi chimg khd
mét, u nang gidc mac, sung huyét két mac, ngua mi mit,
tiét gi mat, b mi dong vay, tang chay nwdc mit

Hiém gap: phu gide mac, nhin 861, giam thj lwc, 16a mil,
giam cam giac o mat, phit quanh héc mét, tang ap luc ndi
nhén, tang ti 18 16m/dia & mat

Chura ra; t6i loan gidc mae, rdi loan thi gidc, di (g mat,
ching rung 16ng mi, rdi loan mi mat, dé xung quanh mi
mat.

R&1 loan tal va mé dao

Hiém gdp: U tal

(hya vo: chong mat

Ro1 loan tim

It ¢ap: suy tim-ho hap, chiam nhip tim danh tréng ngurc
Hiém gap: dau that ngue, nhip tim bét thdng

Chua ro: loan nhip tim, nhip tim nhanh, cao huyél ap, ting
huyét &p, giam huyét ap, tang nhip tim

R61 loan hé hap, ngue va trung that

It gap: kho thé, chay mau cam, dau hau hong, dau hau-
thanh quan, rat ¢6 hong, triéu chiang ho duomg hd hap trén,
chay nuée miii, hat hoi

Iliém ggp: phé quan man cam, tic nghén duong hé hap

trén, nghet xoang, nghet mil, ho, khd miii

(hea ro: hen

Ra6i loan tiéu hoa

Thwrong gap: loan vi gidc

It gap: viém thue quan, tiéu chay. budn ndn, ndn, kho tiéu,
dau bung trén. kho chiu ¢ bung, kho chiu o da day, day
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hoi, hay bi 1iéu chay, r61 loan tiéu hoda, giam cam giac ¢
miéng, di cam miéng, khé miéng

Réi loan gan-mét Chua ré; kiém tra chirc nang gan bat thudng

It gdip: ban dd, phét ban ¢6 mun d6 & da, cang da
R&i loan da vd m6 dudi da Hiém gép: ndi miy day, rung tée, ngira toan than

Chuea rd: viem da, phat ban

;. ) ) Ir gdp: dau lung, co thit co, dau co
R61 loan co xuong va md lién két .
Chra ro: dau khop, dau dau chi

.. " It gap. dau thin
Roi loan than va tiét niéu
Chua ra: danigu

Ré1 loan hé sinh san va va It gdip: 161 loan chire nang cuong duong

It gip: dau, bit thuomg & ngue, suy nhuge, cm gide bt

RAi loan toan than va tai chd ding thuomg
thudc IHiém gdp: dau ngire, cam gidc bon chdn, mét méi, birt dit

Chura rd: phi ngoai bién, khoé chiu

Chén thuong, ngd doc va cac bién I gdp: cam glac co vatla o mit
chimg

M ta cic phan tng bit loi chon loc

Loan vi gide (vi déng hogc bat thuomg trong miéng sau khi nho thude) 1a phan tmg bt loi toan thin
thuong gap nhét lién quan dén sir dung thude nhé mat AZOPT trong cac thir nghiém 14m sang. Phan
tmg ndy xay ra do thude di qua éng 1& mili . An vao éng 16 mii hodc nhdm mit sau khi nho thude
¢6 thé tam giam phan ting bét loi nay (xem muc LIEU DUNG VA CACH DUNG)

Thude nhé mit AZOPT 14 mét ddn chét sulphonamid ¢6 tac dung Gc ché carbonic anhydrase duge
hép thu toan than. Céac tac dung trén h¢ tiéu hda, heé thin kinh, huyét hoc, than va chuyén hoéa lién
quan chu yéu dén cdc chit te ché carbonic anhydrase toan than. Cdc phan ing bat loi twong tu do
cac chét (e ché carbonic anhydrase gay ra c6 thé xuat hién khi nhé mat.

Khi st dung AZOPT nhu mét liéu phap diu tri bd trg voi travoprost, khéng thiy xudt hién cac
phan tmg bat Igi khong mong doi. Cac phan (ng bat loi trong liéu phap dicu tri b6 tro xuat hién khi
s dung mdi hoat chét riéng L&,

1Tr¢ em

Trong cdc thu nghiém 1am sang nho, ngin han, xdp xi 12.5% bénh nh4n nhi xuét hién céc phan Gng
bt loi, chu véu 1a phan LI’[‘IE bat loi tai chd. phan tng & mat khong nghiém trong nhur sung huyét két

mac. nglra mat. tiét gi mit va tang chdy nude maét {(xem muc DAC TINH DUGC LUC HOC).

Bao cdo cdc phan ung bat lon bi nghi ngo
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Viée béo cao cde phan g bat loi nghi ngd 14 rit quan trong sau khi thude dwoce lwu hanh. Didu nay
cho phép tiep tuc theo d&i sy cln bing loi ich/ nguy co cua thude. Yéu cu cac nhén vién y té bao
40 bat ky phan éng bat loi nghi ngd thdng qua hé théng bao cdo qubc gia duge liét ké dudi day:

Viét Nam:

Trung tAm qubc gia vé& théng tin thudc va theo ddi phan tng bit loi cia thude
13-15 L& Thanh Téng, Quin Hoan Kiém, Ha Noi

Telephone:0439335618

Fax: 0439335642

Website: http://canhgiacduoc.org.vn

Email: di.pveenter@gmail .com

Thong bdo cho bic st hogc dirge si ciia ban nhitng tic dung khéng mong muén gip phdi khi st
dung thuéc

QUA LIEU
Chua co trrdng hop qué lidu ndo duoce bao cao.
Cén phéi hop diéu tri tridu chimg, diéu tri hd tro.

C6 thé xay ra mit cin bang dién giai, phat trién trang thai nhiém toan chuyén hoa, va nhiig anh
huéng trén hé than kinh. Phai theo doi muc dién gial huyét trong (dac biét 1a mic kali) va do pH
mau.

PAC TINH DUQC LUC HOC
Nhom duge 1¥: thude chdng tang nhin 4p, va (e ché carbonic anhydrase, co dong tir
Ma ATC: SO1EC04

Co ché tic dung

Carbonic anhydase (CA) 14 mdt men cd trong nhiéu loai mé cua co the ké ca mat. Carbonic
anhydrase x(ic tdc cdc phan (mg thuin nghich gom phan (mg hydrat hod carbon dioxid va phan ung
khir nurée cua acit carbonic.

Su tic ché carbonic anhydrase & tua thé mi & mat lam giam tiét thuy dich, diéu nay cé thé duge cho
la bang cach lam cham sy hinh thanh cic ion bicarbonat tiép theo véi sur giam chuyén van ion natri
va dich, Ké&t qua la lam piam ap luc ndi nhan (IOP) - mét yéu t6 nguy co chu yéu trong qua trinh
sinh bénh hoc cua ton thuong than kinh thi gide va mat thi trudng & bénh glocdm, Brinzolamid Gre
ché carbonic anhydrase [[ (CA-ID), la isoenzym chu yéu & mat, voi chi sb khang CA-IT trén in vitro
[C50 1a3,2nM va Kila 0,13 nM.

Tinh an toan va hiéu qua lan sang

[>d nghién clru vé hidu gqua giam dp lue ndi nhan cua AZOPT nhu mot diéu i hd tro cho travoprost.
la mot chit twong tu prostaglandin, Sau 4 tudn st dung travoprost, cac bénh nhan ¢é ap lye ndi nhin
> 19 mmHg duoe lua chon ngdu nhién dé didu 1ej thém vé&i brinzolamid hode timolol. Quan sat thay
sy giam thém trung binh ap lue ndi nhan hang ngay tor 3.2 dén 3.4 mmlg véi nhém dicu tri véi
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brinzolamid v& 3,2 dén 4,2 mmHg v6i nhém diéu trf v&i timolol. O nhom didu tri
brinzolamid/travoprost, ¢ mot ty 1& chung cao hon cdc phan tng bt loi khéng nghiém trong & mit,
cht yéu lién quan dén céc ddu hiu kich ing tai chd, Céc phan Ung nay nhe va khong anh hudng
dén tf 18 ngimg su dung thudc néi chung trong nghién ciru,

Mot thir nghiém 1am sang tién hanh véi AZOPT trén 32 bénh nhén nhi dudi 6 tudi, duoe chin dodn
bi glocom hodc ting nhin ap. Mot & bénh nhén chua timg duoc diéu tri ting nhén dp trong khi céc
bénh nhan khac d3 diéu tri v6i cac thudc ha nhan ap khéc nhau. Nhirng bénh nhan dang dirac didu
tri v6i thude ting nhan ap trude dé khéng can ngimg thude cho dén khi bat dau didu tri véi AZOPT.

Trong 56 cée bénh nhan chua timg duoe diéu tri ting nhan 4p (10 bénh nhén), hiéu qua cia AZOPT
tuong tu nhuw da théy trude dé trén ngudi 16n, v6i nhin 4p trung binh giam so v6i ban ddu 1én dén
5 mmHg. Trong nhom bénh nhén dang didu tri véi thube giam nhan &p (22 bénh nhan), nhin 4p
trung binh ting nhe so véi mue co ban & nhom didu tri voi AZOPT.

PAC TINH DUQC PONG HQC
Héip thu

Sau khi nho thudc nho mit AZOPT, brinzolamid duge hip thu vao hé tuin hoan va tich Iy trong
céc t& bao hong cau (RBCs) véi thoi gian ban thai 1a 111 ngay. Néng d6 brinzolamid trong céc té
bao hdng cdu sau thoi gian dai udng va nho mét dat toi ndng dd béo hoa trung binh 12 20 uM. Noéng
do brinzolamid nay tuong tu v6i ndng d6 trong hong cau (22-27 pM) dat duge sau khi udng liéu
brinzolamid Img, ngay 2 lan trong 32 tudn. Ngoai ra, chat chuyén héa N-desacetyl brinzolamid
cting tich Ify trong cac té bao hdng ciu sau khi nho mat va udng thude, Tuy nhién, mirc do tre ché
carbonic anhydrase ¢ mic bdo hoa nay khong du co tic dung toan than. Ngodi ra, nong do
brinzolamid va N-desacetyl brinzolamid trong huyét tuong sau khi nho mat liéu AZOPT thuong
gﬁn hoac duai gioi han dinh luong.

Phén b

Brinzolamid gin két vira phai véi protein huyét tuong (khoang 60%); do dé nguy co twong tac val
cdc thube khac ma ciing gén két véi protein huyét trong 13 thap. Dya trén cac nghién chu trén thd
long trang hodc tho 16ng méau cho thdy brinzolamid gan két vira phai véi melanin, Tuy nhién, thoi
gian ban thai cua brinzolamid trén cac mé cha the bj anh budng nhiéu hon boi sy gan két héng ciu
so v&i gan két melanin.

Trén tho, sau khi nho mét AZOPT, brinzolamid duge phan bé vao cac md ctia mat. Sau nhiéu licu
dung, néng dd ¢ cac md tién phong cao hon so vai cac méd hiu phong; trong khi dé sau khi dung
nhiéu lidy, thude tich Iy trong nhidu md cua mat, do ai luc cao va gin chiit véi enzym carbonic
anhydrase [I. Didu ndy dan dén kéo dai thoi gian ban thai o con nguoi- thé mi, mang mach, vang
mac va thiu kinh twong tu nhu thot gian ban thal trong mau (ngoai trx ¢ thdu kinh co kéo dai thoi
gian ban thai hon trong méu). Sau nhidu liéu dung. sy tich lily brinzolamid trong céc mo hiu phong
nhu vong mac va mang mach la két qua cua su luu thdng mau trong cie md nay, két qua la kéo dai
thod gian T cling nhu thoi gian ban thai, Nguge lai, trong thuy dich. dich thuy tinh thé va huyét
trong. do thiéu carbonic anhydrase, va khong 6 tich 10y sau khi dung thude 2 1an/ ngay hodc 3 1an/
ngay, thot gian ban thal trong cae mo nay ngdn,

Chuveén hoa
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N-desethyl brinzolamid 14 chat chuyén héa chinh duoc tim thdy trong mau va nudc tiéu. Chét
chuyén hoa nay duoc biét ciing trc ché carbonic anhydrase. Cytochrome P-450 CYP3A4 la enzym
chinh cho su hinh thanh chat chuyén hoa nay; tuy nhién, P450s con tham gia vao su thai tru
brinzolamid. O ndng d6 Ién t6i 1000 ng/ml, cao gdp 100 ldn so voi ndng do trong huyét twong
ngudi & trang thai dn dinh, brinzolamid khdng bi trc ché bdi P-450s.

Ngoai N-desethyl brinzolamid, cdc chdt chuyén héa khac; O-desmethyl brinzolamid and N-
desmethoxypropyl brinzolamid ciing duoc tim thiy trong nudc tiéu. Cac chdt chuyén hoa nay
khdng dac higu trén ngudi va duoc nhan dang & céac loai dong vét trong nghién ctru tién 1dm sang
sau khi ubng brinzolamid, Khong quan sat thiy su chuyén dang dong phan R thanh ddng phén S.

Thai trir

Brinzolamid duoc thai trir chu yéu qua thén ¢ dang khong d6i (60%) va 20% khac duoc thai trir qua
chuyén hoa & gan.

DU LIEU AN TOAN TIEN LAM SANG

Céc dir liéu tién 14m sang véi brinzolamid dua trén céc nghién ciru thong thuong vé an toan duge
hoc, déc tinh lidu ldp lai, doc tinh gen, va kha nang gay ung thu cho thdy thubc khong cé tac hai
nghiém trong cho con ngudi. Ddc tinh trong thir nghiém tién 1am sang chi duoc quan sat ¢ do phoi
nhiém xem xét du dé vuot hon muc dé phoi nhiém tbi da o nguoi, cho théy it co lién quan dén su
dung lam sang.

HAN DUNG

24 thang ké tir ngay san xuét.

Khong dung sau khi mé nip lo lan dau 28 ngay.
PIEU KIEN BAO QUAN

Bao quan ¢ nhiét do khong qua 30°C.
QUY CACH DONG GOI

Hop 1 lo dém giot DROPTAINER® Sml
CO SO SAN XUAT

ALCON RESEARCH, LTD.

6201 South Freeway, Fort Worth,
Texas 76134, USA (M¥).

Phién ban: CCDS TDOC-0017242 V1.0 Aug2013/ VN Feb2017
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