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\D_ﬁr: Ti/;;i'n g din sit dung trude khi dimg.

Dé xa tam tay tré em.

Théng bdo ngay cho bdc sy hodic dwgce sy nhitng tic dung khong mong muén gip phdi khi siv
dung thuéc.

Néu cin thém thong tin xin hoi y kién bic sy.

Thudc bdn theo don.

THANH PHAN:

Mbi ml hon dich chira:

Hoat chét: Brinzolamid 10 mg
Ta duoc:

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

DANG BAO CHE

Hén dich nho mat.

H3n dich vo tring mau tring dén tring nga.
CHI PINH:

Han dich nho mét brinzolamid 1% (AZOPT) duge chi dinh nhu mt li¢u phap don tri licu dé 1am
giam ting nhén 4p trén bénh nhan la nguoi 16n bi tang nhén 4p hodc glocdm goc mé khong dap tmg
hotic c6 chéng chi dinh voi thube dbi khéng thu the beta, hodc didu trj hd tro cac thudc dbi khang
thu thé beta hay nhom thude tuong ti prostaglandin.

LIEU DUNG VA CACH DUNG:

A A r - a A 2 . A
Li¢u khuyen cdo va hiéu chinh liéu

Lidu ding ciia brinzolamid 1% (AZOPT) dé diéu tri ting nhan 4p cho bénh nhén ngudi 16n bi tang
nhan ap ho#ic glocdm goc md nhur sau:

o Nho 1 giot hn dich AZOPT vao mét bj bénh, 2-3 [an mdi ngay.

Néu quén mot lidu, nén tiép tuc didu tri voi lidu tiép theo theo ké hoach. Khéng nén nho qua 1
giot/lan vao mét bi bénh 2-3 1an mdi ngay.

Khi dung AZOPT thay thé cho mot thude diéu tri glocom khac, phai ngung ding cac thube d6 mot
ngay roi mai bit diu dung AZOPT vao ngay ké tiép. Néu bénh nhan st dung déng thoi nhidu hon
mdt thube nho mét, cac thube can phai duge nho miit cach nhau it nhét 1 10 pht.

St dung ¢ tré em

Chua thiét 1ap duge hidu qua va tinh an toan cia brinzolamid 1% & bénh nhan dudi 18 tudi va
khong khuyén céo str dung cho dbi twong nay.
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Sir dung ¢ ngwoi suy gan va suy than

Brinzolamid chua dugc nghién ctru trén bénh nhén suy gan va vi vay khong khuyén céo sir dung
cho d6i tuong nay.

Thubc chua duge nghién ciru trén bénh nhan suy than nidng (d6 thanh thai creatinin <30 ml/phtt)
hoédc cac bénh nhén nhlem toan chuyén hoa tang clo huyét. Vi brinzolamid va cac chat chuyén hoa
chinh duoc thai trir cht yéu qua than, do do chéng chi dinh str dung AZOPT trén nhitng bénh nhan
nay (xem muc CHONG CHI DINH).

St dung ¢ nguoi cao tubi

Khong quan sat thy su khac biét néi chung vé hiéu qua va do an toan gifta ngudi gia va ngudi tre.
Khong cin hiéu chinh lidu khi dung thude cho ngudi cao tudi.

Caich diung

Lic ki lo thube trwée khi dimg.Chi ding dé nhé mit.

Pé tranh tap nhiém vao dau nho thube va hdn dich thude, can than trong khong dugc dé déu nho
thube cta lo thude tiép xtic voi mi mét, ving xung quanh mat hodc bat cir vat nao.

Cén 4n vao ong 1&¢ miii hodic nham mat lai sau khi nho thude. Diéu nay s& han ché su hap thu thude
toan than qua mét va gitip giam cdc phan tmg bat 1¢i toan than.

Sau khi m& nép, néu vong gén dam bao bi roi ra, can loai bo né di trude khi ding thube

CHONG CHI DINH:

e Bénh nhan min cdm voi brinzolamid hodc bat ky thanh phin nao cia thudc hodc céac
sulphonamid.

e Bénh nhén suy thin ndng.

e Nhiém toan chuyén héa ting clo huyét.

CANH BAO VA THAN TRONG

e Cac phan ung qua man thuong gap v6i cac din chit sulphonamid cé thé xay ra trén bénh nhéan
dung thube nho mét AZOPT vi thube c¢6 hip thu toan than, Ngung str dung thude néu c6 cae déu
hiéu cua céc phan tmg phu nghiém trong hodc xay ra qua man.

o D7 c6 bao céo vé cac rdi loan cin bing acid-base voi céc thudc e ché carbonic anhydrase ding
duong udng. St dung thén trong voi cac bénh nhan co nguy co suy than do c6 thé c6 nguy co
nhiém acid chuyén hoa.

e Chua co ngh1en cdu va vai tro 6 thé cta brinzolamid trén chiic ning ndi mo gidc mac & bénh
nhén c6 tén thuong gidc mac (dic biét trén bénh nhén co lugng t& bao ndi md thép).

o Khuyén cdo giam sat cAn than cac bénh nhan bi tdn thuong gidc mac, nhu bénh nhan bi dai thao
dudng hay loan dudng gidc mac.

e H3n dich nhd mit AZOPT chira benzalkonium clorid c6 thé gay kich ung mét va lam bién mau
kinh ap trong mém. Tranh dé dich thudc tiép xtc véi kinh ap trong mém. Phai huéng dan bénh
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nhan théo kinh &p trong trudce khi st dung hdn dich nho mit AZOPT va chy it nhét 15 phut trude
khi deo lai.

TUONG TAC THUOC
e Céc nghién ctru vé tuong tac cu thégitta AZOPT va céc thudc khéc chwa duge thuc hién.

e Trong cac thir nghiém lam sang, khéng c6 bing chimg vé cic téc tuong téc bét loi khi sit dung
déng thoi AZOPT véi céac chét tuong tu prostaglandin va cac ché phdm nho mét chira timolol.
Su phéi hop gitta AZOPT va céac thude co ddng tir hodc cac thudc chu van adrenergic trong subt
lidu phép diéu tri bd tro bénh glécdm chua duge danh gia.

o AZOPT la thudc tc ché carbonic anhydrase va, mic du dung tai cho, thubc duoce hip thu toan
than. Di c6 bdo cdo vé cac rdi loan can bang acid-base voi cac thude trc ché carbonic anhydrase
duong uong. Phai xem xét dén kha ning tuong tac thudc trén cac bénh nhén ding hdn dich nhé
miat AZOPT.

o (6 thé c6 tac dung phu ngoai céc tac dung toan than da biét ctia viée e ché carbonic anhydrase

& nhiing bénh nhan dung thudc tre ché CA duong uong va AZOPT. Khong khuyén cdo dung
dong thoi AZOPT va céc thubc tmg ché CA dudng ubng.

e Céc isozym cytochrom P-450 c6 vai tro trong chuyén héa brinzolamid bao gdm CYP3A4 (vai tro
chinh), CYP2A6, CYP2C8 va CYP2C9. Cac chit (rc ché CYP3A4 nhu ketoconazol, itraconazol,
clotrimazol, ritonavir va ttoleandomycm duoc du dodn s& we ché qua trinh chuyen hoa
brinzolamid thong qua CYP3A4. Do dé6 can thén trong khi st dung dong thoi voi cée chat e ché
CYP3A4. Dudng nhu khong c6 sy tich liiy cta brinzolamid do thudc thai trir chinh qua than.
Brinzolamid khong phai la chét trc ché isozym cytochrom P-450.

PHU NU’ CO THAI, CHO CON BU VA KHA NANG SINH SAN

Phu nir ¢6 thai
Chua ¢6 dit liéu hodc dit liéu con han ché vé viéc st dung thudc nho mit brinzolamid trén phy ntt
mang thai.

Céc nghién ciru v6i brinzolamid trén dong vét cho thdy c6 ddc tinh lidu lap lai sau khi dung thube
duong toan than (Xem muc DU LIEU AN TOAN T IEN LAM SANG).

Khong khuyén céo st dung AZOPT cho phu nit mang thai va phu nit c6 kha nang mang thai khong
ding bién phép tranh thai.

Phu nit cho con bu

Chua 16 brinzolamid va céc chét chuyén héa cta thude co bai tiét qua sita me sau khi nho thude hay
khong; tuy nhién, nguy co ddi va6i tré bu me khong duoc loai trir. Cac nghlen ctru trén dong vat sau
khi diing duong ubng, brinzolamid dugc phat hién trong sita ¢ mirc t81 thiéu.

Khong thé loai trir nguy co dbi voi tré so sinh, Can quyet dinh liéu c6 nén ngung cho tré bu me
hoiic ngung diéu tri AZOPT & me dua trén cén nhic vé loi ich khi cho tré bu me va lgi ich diéu tri

cua me.

Kha ning sinh san
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Céc nghién ciru trén ddng vét da chimg minh rang brinzolamid khéng anh hudng dén kha ning sinh
san. Chua c6 nghién ctu dugce thuc hién dé danh gid anh huong cua viée dung thubc nho mit
brinzolamid trén khd ning sinh san ¢ ngudi.

ANH HUONG CUA THUOC POI VOI CONG VIEC

Nhin md tam thoi hodc nhiing 161 loan khac vé thi luc cé thé anh huong dén kha ning 14i xe
hay van hanh may moc.

Néu bj nhin ms sau khi nhé mét, bénh nhan phéi chd cho t6i khi nhin 3 lai r0i moi duoc 14i
xe va vin hanh may moc.

Ngoai ra, dé cd bao cao vé& cdc 1i loan than kinh khi st dung thudc, c6 thé anh hudng dén
kha ning lai xe hay van hanh may moc (xem muc PHAN UNG BAT LOI).

PHAN UNG BAT LOI

Tom tat div liéu an toan

Trong cac nghlen ctru 14m sang bao gdm 2732 bénh nhén dugce didu tri bing AZOPT dudi dang don
tri liéu hodc didu tri b tro vai timolol maleat 5 mg/ml, cac phan ttng bét loi hay gip nhét lién quan
t61 diéu tri duge bdo céo bao gdm: thay ddi vi giac (6%) (vi ding hodc vi bat thudng, xem md ta
bén dudi) va nhin mo tam thoi sau khi nho thudc (5,4%), kéo dai tir vai gidy téi vai phit (xem muc
ANH HUGONG CUA THUOC BEN CONG VIEC).

Biéng tém tit cdc phin ting biit loi.

Cac phan tng bat loi sau da dugc bdo cdo qua cdc thit nghiém 1am sang v6i hdn dich nho mét
AZOPT va duoc phan loai theo quy ude nhu sau:

Rét thuong gip (= 1/10), thucmg gip (= 1/100 dén <1/10), it gip (>1/1.000 dén <1/100), hiém gap
(>1/10.000 dén <1/1. 000) va rat hiém gip (<1/10.000), hodc chua 13 (khong thé wée tinh tir cac dit

lieu ¢6 sén). Trong mdi nhom tAn sudt, cac phan ung bt loi dugc trinh bay theo thir tu dd nghiém
trong giam dan. Céc phan (mg bat loi dwoc bdo cdo tir cdc thir nghiém l1dm sang va céac bao cdo tu

phat hiu mai.

Phan @ng bt loi

Phin loai hé co quan
Thuit ngir cia MedDRA (phién bin 15.1)]

. . It gdip: viém miii hong, viém hong, viém xoang.
Nhiém trung va nhiém ky sinh tring _ _
Chuea ré: viém mii.

R6i loan mau va hé bach huyét It gdp: giam hong céu, ting clo mau

R6i loan hé thong mién dich Chuea rd: qua man

R&i loan chuyén hoa va dinh dudng | Chuea ro: giam thém dn

It gdp: tho o, tram cam, chan nan, giam ham muon tinh

Réi loan tdm than o 3 5
duc, 4c mong, cang thing

S
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Hiém gap: mét ngu

Réi loan than kinh

It gdp: r6i loan chirc nang véan dong, mat tri nho, chéng
mat, di cam, dau dau.

Hiém gdp: suy giam tri nhé, budn ngi

Chuwa ré: Tun, giam cam gidc, mat vi gidc

ROi loan mat

Thiromg gdp. nhin mo, kich tmg mat, dau mat, cam giac co
vat la & mat, sung huyét mat.

[t gap: mon gidc mac, viém gidc mac, viém gidc mac
chédm, bénh gidc mac, ling cin & mét , d6i mau gidc mac,
khiém khuyét biéu mo gide mac, rdi loan biéu mo giac
mac, viém bd mi, ngira mét, viem két mac, sung mit, viém
tuyén bd, choi mét, chimg sg dnh sang, kho mét, viém két
mac di ing, mong mit, sdc td cling mac, moi mit, kho
chiu & mit, cam gidc bét thuong trong mit, hoi ching kho
mét, u nang gidc mac, sung huyét két mac, ngira mi mit,
tiét gi mét, bo mi dong vay, tang chay nudc mit

Hiém gép: phu gidc mac, nhin d6i, giam thi lyc, 16a mat,
giam cam giac o mét, pht quanh héc mét, tang 4p luc ndi
nhan, ting ti 1& 1dm/dia & mét

Chura r5: 16i loan gidc mac, r6i loan thi gidc, di Gng mat,
chirng rung 16ng mi, rdi loan mi mét, dé xung quanh mi
mat.

R6i loan tai va mé dao

Hiém gdp: 1 tai

Chuea ro: chong mat

R6i loan tim

It gdip: suy tim-hd hép, chim nhip tim danh tréng nguc
Hiém gip: dau thit ngue, nhip tim bat thuong

Chuea r3: loan nhip tim, nhip tim nhanh, cao huyét ap, tang
huyét 4p, giam huyét ap, tang nhip tim

R&i loan hd hép, ngue va trung thét

It gdp. kho tho, chay mau cam, dau hau hong, dau hAu-
thanh quan, rat cé hong, triéu chimg ho dudng hd hép trén,
chay nudc miii, hét hoi

Hiém gap: phé quan méan cam, tic nghén dudng ho hép

trén, nghet xoang, nghet mili, ho, khé mili

Chura 1é: hen

R&i loan tiéu hoa

Thudng gdp: loan vi giac

It gdp: viém thuc quan, tiéu chay, budn ndn, non, khd tidu,
dau bung trén, kh6 chiu ¢ bung, kho chiu & da day, di“ly
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hoi, hay bi tiéu chay, rdi loan tiéu hoa, giam cam gidc ¢
miéng, di cam miéng, khé miéng

R6i loan gan-mat Chua rd: kiém tra chirc ning gan bat thudng

It gdip: ban do, phat ban ¢6 mun do ¢ da, cing da
R&i loan da va mo dudi da Hiém gdp: ndi may day, rung toc, nglra toan than

Chiea rd: viém da, phat ban

. . ) It gdip: dau lung, co thit co, dau co
Roi loan co xwong va mé lién ket .
Chuea rd: dau khop, dau dau chi

4 e It gép: dau than
Roi1 loan thén va tict nigu _
Chua réd. da nig¢u

R6i loan hé sinh san va vi It gdip: 161 loan chirc nang cuong duong

It gdp: dau, bét thuomg & nguc, suy nhuge, cam gidc bat

£ : Bk gor o B oe thudn
Roi loan toan than va tai cho dung g
thudc Hiém gdip: dau nguc, cam giac bon chon, mét moi, but dat

Chua 18: phu ngoai bién, kho chiu

Chan thuong, ngd doc va céc bicn It gdp: cam giac c6 vat la & mat

ching

MG ti cdc phin tng biit lgi chon lpc

Loan vi gidc (vi ddng hodc bt thuong trong miéng sau khi nho thudc) 1a phan tng bét lgi toan than
thudng gip nhét lién quan dén st dung thube nhé méit AZOPT trong céac thir nghiém lam sang. Phan
Urng nay xay ra do thubc di qua 6ng 1& miii . An vao b6ng 1& miii hodc nhéim mét sau khi nho thude
¢6 thé lam giam phan tmg bét loi nay (xem myc LIEU DUNG VA CACH DUNG)

Thube nho mit AZOPT la mdt din chét sulphonamid c6 tac dung e ché carbonic anhydrase duoc
hép thu toan than. Cac téc dung trén hé tiéu hoa, hé than kinh, huyét hoc, than va chuyén hoa lién
quan chu yéu dén cac chét trc ché carbonic anhydrase toan than. Cac phan tng bét loi twong tw do
cac chét e ché carbonic anhydrase gdy ra co thé xuét hién khi nho mét.

Khi st dung AZOPT nhu mot liéu phap didu tri bd tro voi travoprost, khong théy xuét hién céc
phan rng bét loi khéng mong doi. Céc phan ing bét loi trong liéu phap didu trj bd tro xudt hién khi
st dung mdi hoat chét riéng lé.

Tré em

Trong céac thi nghiém 1am sang nho, ngan han, xép xi 12,5% bénh nhan nhi xuét hién cac phan tng
bét loi, chi yéu la phan Gng bét loi tai chd, phan tng & mit khéng nghiém trong nhu sung huyét két
mac, nglra mit, tiét gi mat va tang chay nude mét (xem muc DAC TINH DUQC LUC HQC).

Bao céo cic phan ung bt loi bi nghi ngdr
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Viéc bao cdo cac phan ing bét loi nghi ngd 1a rdt quan trong sau khi thubc duge luu hanh. Diéu nay
cho phép tiép tuc theo dai su cén béang loi ich/ nguy co cia thude. Yeu céu cdc nhan vién y té béo
c4o bét ky phan tng bét loi nghi ngo thong qua hé théng béo cdo qubc gia duoc ligt ké dudi day:

Viét Nam:

Trung tam qudc gia vé thong tin thude va theo doi phan tng bat loi ctia thude
13-15 L& Thanh Tong, Quan Hoan Kiém, Ha Néi

Telephone:0439335618

Fax: 0439335642

Website: http://canhgiacduoc.org.vn

Email: di.pvcenter@gmail.com

Théng bdo cho bdc si hodic dwgc st ciia ban nhiing tic dung khéng mong muon gdp phdi khi si
dung thuoc

QUA LIEU

Chua c6 truong hop qua liéu nao duge béo céo.

Cén phéi hop diéu tri triéu ching, diéu trj hé trg,

C6 thé xay ra mét can bang dién giai, phat trién trang thai nhiém toan chuyén héa, va nhiing anh

huong trén hé than kinh. Phai theo doi muc dién giai huyét twong (déc biét 1a mic kali) va do pH

mau.

PAC TINH DUQC LUC HQC

Nhém duoe 1y: thude chdng tang nhan ap, va tic ché carbonic anhydrase, co dong tir
Ma ATC: SO1EC04

Co ché tic dung

Carbonic anhydase (CA) la mot men cé trong nhiéu loai mé cta co thé k& ca mat. Carbonic
anhydrase x(c tac cac phan Gng thudn nghich gbm phan tng hydrat hoa carbon dioxid va phan tmg
khtr nude cta acit carbonic.,

Su trc ché carbonic anhydrase ¢ tua thé mi & mit lam glam tiét thuy dich, diéu nay co thé duge cho
1a bang cach lam chém su hinh thanh cac ion bicarbonat tiép theo véi sy giam chuyen van ion nafri
va dich. K&t qua 1a lam giam 4p luc ndi nhén (IOP) - mot yeu td nguy co chu yéu trong qua trinh
sinh bénh hoc cua tén thuong than kinh thi gidc va mat thi tn:rorng o benh glécdm. Brinzolamid (e
ché carbonic anhydrase 1T (CA-IL), 1a isoenzym chu yéu & mét, véi chi sb khang CA-II trén in vitro
1C501a 3,2 nM va Kila 0,13 nM.

Tinh an toan va hiéu qua lam sang

ba nghlen ctru v& hidu qua giam ap lue ndi nhin ciia AZOPT nhu mot diéu tri hd tro cho travoprost,
la mot chét tuong tu p1ostaglandm Sau 4 tudn st dung travoprost, cic bénh nhan ¢6 4p luc ndi nhan
> 19 mmHg dugc lua chon ngau nhién dé diéu tri thém véi brinzolamid hodc timolol. Quan sat thy
sy giam thém trung binh 4p luc ndi nhan hang ngay tir 3,2 dén 3,4 mmHg véi nhom didu tri voi
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brinzolamid va 3.2 dén 42 mmHg véi nhém didu trj véi timolol. O nhém diéu tri
brinzolamid/travoprost, ¢6 mdt ty 1& chung cao hon céc phan ing bt loi khong nghiém trong & mat,
chu yéu lién quan dén cac dAu hiéu kich ung tai chd. Cac phan ing nay nhe va khong anh hudng
dén ti 1& ngimg str dung thube ndi chung trong nghién ctru.

Mot thir nghiém lam sang tién hanh Véri AZOPT trén 32 bénh nhén nhi dudi 6 tudi, duge chan do4n
bi glocom hodc tang nhan dp. Mot s6 bénh nhén chua timg dugc diu tri tdng nhin 4p trong khi céc
bénh nhan khac di diéu trj véi cdc thube ha nhan ap khac nhau. Nhitng bénh nhin dang duge diéu
tri véi thude ting nhan ap trude do khong cAn ngimg thudc cho dén khi bit diu diéu tri voi AZOPT.

Trong sb cac bénh nhan chua timg duoc diéu tri tang nhan 4p (10 bénh nhén), hiéu qua cua AZOPT
tuong tu nhu da thdy trudc d6 trén ngudi 1om, véi nhan ap trung binh giam so voi ban du 1én dén
5 mmHg. Trong nhém bénh nhén dang didu trj v6i thude giam nhan dp (22 bénh nhén), nhén ap
trung binh tdng nhe so véi mitc co ban ¢ nhom diéu tri véi AZOPT,

PAC TINH DUQC PONG HQC

Hip thu

Sau khi nho thuoc nhé mat AZOPT, brinzolamid duoc hép thu vao hé tuan hoan va tich liiy tlong
céc té bao hong cdu (RBCs) véi thoi gian ban thai la 111 ngay. Nong d6 brinzolamid trong cac té
bao hdng céu sau thoi gian dai uong va nho mat dat t6i nong do bido hoa trung binh la 20 pM Nong
dd brinzolamid nay tuong tu voi nong do tiong hdng cau (22-27 pM) dat duoc sau khi ubng lidu
brinzolamid 1mg, ngay 2 lan trong 32 tudn. Ngodi ra, chét chuyen hoa N-desacetyl brinzolamid
cling tich lQly trong cac té bao hdng ciu sau khi nho mét va ubng thude. Tuy nhién, mic do uc ché
carbonic anhydrase & mirc bdo hoa nay khong du co tac dung toan than. Ngoai ra, nong do
brinzolamid va N-desacetyl brinzolamid trong huyét tuong sau khi nho mit liéu AZOPT thuong
géan hodc dudi giéi han dinh luong.

Phan bb

Brinzolamid gin két vira phal véi protein huyét twong (khoang 60%); do d6 nguy co tuong tac voi
cac thude khéc ma ciing gin két v&i protein huyét tuO'ng la thdp. Dua trén cac nghién ciru trén tho
l6ng trdng hodc tho 16ng mau cho thay brinzolamid gan két vira phai véi melanin. Tuy nhién, thoi
gian ban thai ctia brinzolamid trén cdc mo cta tho bi anh hudng nhidu hon boi su gén két héng cau
so voi gan két melanin.

Trén tho sau khi nhé mat AZOPT, brinzolamid duge phén bb vao cac md clia mét, Sau nhiéu liéu
dung, nong do & cdc md tién phong cao hon so vdi cac mo hau phong, trong khi do sau khi dung
nhidu lidu, thube tich iy trong nhidu md cta mét, do i luc cao va gén chit véi enzym carbonic
anhydrase II. Piéu nay din dén kéo dai thoi gian ban thai & con nguoi- thé mi, mang mach, vong
mac va thdu kinh twong tu nhu thoi gian ban thai trong mau (ngoai tror & thau kinh c6 kéo dai thoi
gian ban thai hon trong mau). Sau nhidu lidu dung, sy tich liiy brinzolamid trong cac md hdu phong
nhu vong mac va mang mach la két qua cua sy luu thong mau trong cac mo nay, két qua 1a kéo dai
thoi gian Tex cling nhu thoi gian ban thai. Nguoc lai, trong thiy dich, dich thuy tinh thé va huyét
twong, do thiéu carbonic anhydrase, va khong c6 tich liiy sau khi dung thuée 2 140/ ngay hodc 3 1an/
ngay, thoi gian ban thai trong cic md nay ngan.

Chuyén hoa
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N-desethyl brinzolamid 13 chit chuyén héa chinh dugc tim thdy trong méu va nude tidu. Chét
chuyén hoa nay duge biét cling e ché carbonic anhydrase. Cytochrome P-450 CYP3A4 la enzym
chinh cho sy hinh thanh chit chuyén héa niy; tuy nhién, P450s con tham gia vao sy thai trir
brinzolamid. O ndng do6 1én téi 1000 ng/ml, cao gdp 100 ldn so véi ndng do trong huyét twong
ngudi & trang théai dn dinh, brinzolamid khong bi tic ché boi P-450s.

Ngoai N-desethyl brinzolamid, cac chdt chuyén hoa khac; O-desmethyl brinzolamid and N-
desmethoxypropyl brinzolamid cling dugc tim thdy trong nudc tiéu. Cic chit chuyén hoéa nay
khéng dic hiéu trén ngudi va duge nhén dang ¢ céc loai dong vat trong nghién ciru tién 14m sang
sau khi uéng brinzolamid. Khéng quan sat thiy su chuyén dang dong phéan R thanh ddng phan S.
Thai trix

Brinzolamid duogc thai trir cht yéu qua than & dang khong ddi (60%) va 20% khéc duge thai trir qua
chuyén hoa & gan.

DU LIEU AN TOAN TIEN LAM SANG

Céc dir liéu tién 14m sang voi brinzolamid dua trén cdc nghién ctru thong thuong vé an toan duoge
hoc, doc tinh lidu ldp lai, doc tinh gen, va kha nang gdy ung thu cho thdy thudc khong co téc hai
nghiém trong cho con nguoi. Bde tinh trong thir nghiém tién 1am sang chi duoc quan sat & do phoi
nhidm xem xét do d& vuot hon mac dd phoi nhiém t8i da & ngudi, cho thdy it c6 lién quan dén su
dung 1am sang.

HAN DUNG

24 thang ké tir ngay san xut.

Khéng dung sau khi mo nép lo lan dAu 28 ngdy.
DIEU KIEN BAO QUAN

Bao quan & nhiét do khong qua 30°C.

QUY CACH PONG GO1

Hop 1 lo dém giot DROPTAINER® 5ml

CO SO SAN XUAT
ALCON RESEARCH, LTD. OB OO TROORG
6201 South Freeway, Fort Worth, P.TRUONG PHONG

Pham Ghi Vin Hank

Texas 76134, USA (MJ).

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

P1_Azopt_Brinzolamide USA_CCSI TDOC-0017242 1.0 Aug2013/ VN Feb2017 Lfgﬁr}i 9/9
/




