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RXAZARGA®

Thuoc nay chi diing theo don thudc.

Dé xa tam tay tré em.

Boc ki hwéng dan siv dung trwde khi dung
Thong bao ngay cho béc sy hodc duoc sy nhu'ng
phan rng ¢6 hai gép phai khi sir dung thudc.
THANH PHAN

Thanh phan hoat chai:

M&i mi chita Brinzolamid 10 mg va Timolo! 5 mg (duéi
dang Timolol maleat 6,8 mg).

Mbilo 5 ml chira Brinzolamid 50 mg va Timolol 25 mg
(du¢i dang Timolo! maleat 34 mg).

Thanh phan ta dugc:

Chét bdo quén: Benzalkonium clorid 0,7 mg/ml.

Dinatri edetat, natri clorid, tyloxapol, mannitol,
carbomer (974P) natri hydroxyd va/hodc acid
hydroclonc (dé dleu chinh pH), va nuée tinh khiét.
DANG BAO CHE

Hon dich nhd mét.

H&n dich vé khuan dong nhat mau tréng dén tring nga,
pH 6,7 -7,7, ndng d6 tham th&u 260 — 330 mOsm/kg.
CHi PINH

Hdn dich nhd mat AZARGA duoc chi dinh 1am gidm ap
Iire ndi nhan (JOP) & ngudi trirdng thanh bi glocom géc
mé hodc téng nhan ap, ma don trj liéu khdng ha nhéan
ap c6 higu qua.

LIEU DUNG VA CACH DUNG

Ligu dung

Nhé 1 g;ot AZARGA vao ti k&t mac clia mit bj bénh 2 f&n
mdingay.

Bénh nhan nhi

Khéng khuyén cdo sit dung AZARGA cho tré em duéi
18 tudi do chura ¢6 diF fiéu vé tinh an toan-va hiéu qua.
Sir dung & bénh nhén suy gan va suy than

Chua co nghién ciru nao cla AZARGA hodc cla dung
dich thudc nhé mét timolol 5 mg/mL dugc thuc hién trén
bénh nhan | suy gan hodc suy than. Khéng cin hisu
chinh lidu & bénh nhan suy gan ho#c bénh nhan suy
than nhe vavira.

AZARGA chura duge nghién clru trén bénh nhan suy
than nang (d6 thanh  thai creatinin nho hon 30ml/phtit)
hoéc bénh nhan nhiém toan tang clorid mau. Vi
brmzolamld va cac chét chuyén hoa chinh clia né thai trir
chiiy8u quathan, chong chidinh diing AZARGA cho
bénh nhan suy than nang (xem ph#n Chdng chi dinh).
Bénh nhan cao tudi

Nhin chung khong ¢é sy khéc biét vé an toan va higu
qua didu tri dwoc quan sat thay gitta nhom bénh nhan
cao tudi va cac bénh nhan ngudi Ién khac. :
Cach dung

Chi dling dé nhé mét.

Huwéng dan bénh nhan Iac ky Io thuoc trwdre khi s dung
Pé tranh nhiém khuan dau 6 ong | nhd thudc va thudc, can
thén trong khong dé d4au nhd cia lo thudc cham vao mi
mat va cac viing xung quanh mét, hodc bét clr bé mat
nao. Hu'orng dan bénh nhan déng chit nap lo thudc khi
khéng sl dung.

Sau khi nhé mat bénh nhan nén dn vao ong dan 18 hodic
nham mét, sy hap ‘thu toan than clia thudc s& giam.
Bidu nay s& gitp giam céc tac dung khong mong.muén
toan than va ting tac dung tai chd clia thude.

Néu dling nhigu hon mét loai thuéc nhé mét, cac thudc
nén dwoc diing cach nhau ft nhat 5 phiit.

Néu quén nhé mét Ian, bénh nhan nén tlep tuc ding ligu
tlep theo ké hoach Khong du'o'c nhé qua mét giot mét
1an, 2 1an mi ngay vao mat can digu tri.

Khi st¥ dung hén dich nhd mét AZAGA dé thay thé cho
mét thudc diéu tri glocom khac, c&n ngung sty dung
thudc duoc thay thé va bit d3u ding AZARGA vao
ngay tiép theo.

Sau khi mé& nép, ndu vong gén dam béo bi rdira, can
théo bé né di trirée khi dung thude.

Huéng dan sir dung, x& 1y va hiy bé

vacé thé khong dap {rng véi lidu adrenalin thong
thuéng diing dé diéu trj cac phan rng qué mén.

Bong héc mac

e Bong héc mac da duoc bdo cdo voi viée digu tri
bang thuéc trc ché thuy dich (nhu' timolol,
acetazolamid) sau phau thuat m& bé cling mac.

Giay mé phau thuat

e Céc thudc nhan khoa chen beta c6 thé trc ché céc
tac dung chil van beta toan than nhu cda adrenalin.
Nén thong bao cho bac st gy mé khi bénh nhan
dung timolol.

Téc dung trén mét

e Coitkinh nghiém vé st dung AZARGA digu trj cho
céc bénh nhan glécom gla tréc vay hodc glocom sdc
16. CAn than trong khi st dung thuc cho cac bénh
nhan nay va theo déi ap luc ndi nhan chat ché.

e  AZARGA chwa duoc nghxen ciru trén bénh nhan
glécém goc hep va khéng dugc khuyen cao sir
dung cho d&i twrong bénh nhan nay.

e Cac thuéc u'c ché carbonic anhydrase dung dudng
udng ¢ thé lam glam khé nang thure hién nhu'ng
hoat c'iong cn ¢6 sy tinh tdo dau 6c va/hoac phéi
horp céc dong tac & bénh nhan cao tudi. AZARGA
duoc hap thu vao tuain hoan chung vi vay nhiing tac
dung nay van c6 thé xay ra khi dung thuéc nhd mat.

e Vaitrd c6 thé c6 clia brinzolamid trén chirc nang
biéu md giac mac chua duge > nghién ctru trén cac
bénh nhan cé glac mac suy yéu (dac biétla nhitng
bénh nhan ¢6 s6 Iu'omg 18 bio bigu mo thap). Pic
biét, nhitng bénh nhan st dung kinh ap trong chua
du'o'c ngh|en clru va cén theo dbi cac bénh nhan
nay ¢4n than khi st dung brinzolamid, vi c&c thudc
(¢ ché carbonic anhydrase cthé anh huéng dén

“kha nang hxdrat hoa cla giadc mac va deo kinh ap
trong c6the gay ra C4ac nguy co khong 6t §8i vai
giac mac. Khuyen céo than trong theo d&i cac bénh
nhan cé giac mac suy yéu vi du nhw bénh nhan dai
théo dudng hoic bi loan duo-ng gidc mac.

e Benzalkonium clorid, mét chét bao quén hay duoc

str dung trong céc ché pham thudc nhd mét ¢6 thé
gay ra bénh gidc mac dam nhd va/hodc bénh gidc
mac loét nhiém dac. V| AZARGA co chira
benzalkonium clorid, can theo d&i c&n than trong
trudng hop dung thude thudng xuyén hoac kéo dai.

Kinh ap trong

o AZARGACco chu'a benzalkonium clorid co thé gay
kich u'ng va lam ddi mau klnh &p trong mém. Trénh
tiép xuc vé&ikinh &p trong mém. Bénh nhan can
duoc hu‘crng dan thao kinh ap trong truée khi diing
AZARGA va doi it nhét 15 phut tru'oc khi deo iai.

TU'ONG TAC, TUONG KY CUA THUGC

e AZARGA cé chira brinzolamid, mot chat (rc ché
carbonic anhydrase va mac dir diing nhd tai mét,
thuéc van dwoc hdp thu toan than. Réi loan can
bang acid-base da dugc bdo cao VO’! céac thudc tre
ché carbonic anhydrase duo'ng uong Nguy co xay
ratwrong tac can dirge can nhac & cac bénh nhan
dung AZARGA.

e [sozyme cytochrome P450 chju trach nhiém chuyen
hod brinzolamid gém ¢é CYP3A4 (quan trong nhat)
CYP2A8, CYP2B6, CYP2C8 va CYP2C9. Cac chét
rc ché CYP3A4 nhu ketoconazol, itraconazol,
clotrimazol, ritornavir va troleandomycin durgc cho la
o8 (rc ché sy chuyen hod brinzolamid bang CYP3A4.
Canthan trong khi str dung dong thdri véi céc thude
rc ché CYP3A4. Tuy | nhién, it co kha nang Xay ra sy
tich luy brinzolamid vi thudc thai trir chil yéu qua than.
Brinzolamid khong Grc ché cac nsozyme P450.

e Cothécotac dung hiép dong {rén céc tac dung toan
than d4 biét cla cac thude (e ché carbonic
anhydrase & bénh nhan dung thudc tre ché carbonic
anhydrase duwéng udng va thudc nhé mét :
brinzolamid. Khong khuyén céo dung dong théri cae
thudc nhd mét c6 chira brmzo!amld va céc thude (e
ché carbonic anhydrase du’cng udng.

e Phéan ung ting huyét ép khi ngung clonidin dot ngot
¢6 thé tram trong hon khi dang st dung cac thudc
chen beta.

° Nguy co xay ra tdc dung chen beta toan thén (nhu
giam nhlp tlm tram cam) da duoc bao cao khi két
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CHONG CHI DINH

o Qué man voi cac thanh phan hoat chat, véibat ctr ta
dwore nao clia thude hodc véi cac sulphonamld

o Bénh du'o'ng ho hép phan tng ké ca hen phe quén
ho#c c6 tidn sir hen phe quan, hodc bénh tic nghén
dwong thé man tinh nang.

e Nhip cham xoang, héi chirng nut xoang, block xoang
nh| block nhT that d6 hai hoéc ba, suy tim rd rét hodc
séc tim.

e Viém miii di ung nang va phe quan dap &ng qué
mirc, qua man cam voi cac thude chen beta khéc.

e Suythan ndng.

o Nhiémtoan tang clorid mau.

CANH BAO VA THAN TRONG

Chung

e Gidng nhu cac thude nhin khoa ding tai chd khag;
brinzolamid va timolol dugc hép thu toan than. Do thanh
phan timolol c6 tac dung chen beta-adrenergic, cé thé
X&y ra cac phan (rng bat Io'! trén tim mach, phou va céac
phan {rng bt lgi khac giéng nhur quan sét thdy véi cac
thudc chen beta—adrenerglc dung dudng toan than.

e Do AZARGA duoc hap thu toan than nén bénh nhén
st dung thuée nay ¢6 thé xudt hién cac phan (rng qua
méan hay gap voi CAC dAn xuét sulphonamld Can
ngirng dung thude néu xudt hién ddu hiéu clia céc
phéan tng nghiém trong hodic phan (rng qua man,

° Ron loan can bang acid-base d4 dwoc bao céo khi
uong cée thudc trc ché carbonic anhydrase duéng
udng. S dung thén trong & bénh nhan co nguy co’
suy than do ¢é nguy co nhi&m toan chuyén héa.

°  Vaitrd c6 thé c6 clia brinzolamid 18n chire nang noi
mé gidc mac clia bénh nhén bj tén throng giac mac
(dac biétla 1 nhirng bénh nhan cé s6 lrgng t6 bao noi
mé thap) van chua dugc nghién ctru. Céc chat trc
ché carbonic anhydrase c6thé &nh hu'ong dén sy
hydrat hoa & glac mac gay méat bl va phii gidc mag.
Vivéy, can glam sat ¢4n than nhitng bénh nhan ¢é
6n thiong gidc mac, nhu 12 banh nhan bi bénh dai
théo dudng hodc bénh loan dudng gidc mac.

R&i loan tim

e & nhirng bénh nhan bibénh tim mach (nhu bénh
mach vanh, dau that nguc kleu Prinzmetal, suyhm)
vaha huyet ap, nén danh gia cén trong viéc dieu tri
véi cde thude chen beta va nén can nhic digu trj véi
céc hoat chét khac. B&nh nhan bi méc cac bénhtim
mach nén duwroc theo ddi cac dau hidu xau di clia
nhitng bénh nay va cac phan rng bt loi.

s Bénh | Suy tim pha| duoc kiém soat day d trere khi
bét d&u didu tri v&i timolol. Can theo doi cac ddu
higu va triéu chu'ng suy tlm & nhirng bénh nhan cé
tign sir suy tim ndng, va can kiém tra nhip tim cla
cé&c bénh nhan nay.

R6i loan mach

e Than trong khi diéu tri thudc cho nhirng bénh nhan
bj x&o trén/réi loan tuan hoan ngoai bién nédng (nhw
nhitng dang néng clia bénh Raynaud ho#c hoi
chirng Raynaud).

R&i loan ho hap

e Céac phan (g dudng hd hép, ké ¢a tlr vong do co
thit phé quan & bénh nhéan bj hen da dugc bao céo
sau khi dung mét s& thudc tra mat chen beta.

Ha dwdng huyét/bénh dai thao dwdng

o Than trong khi dung céc thuc chen beta cho nhirng
bénh nhén ha duo*ng huyét tir phat ho&c bj bénh dai
thao ducng khong én dinh do céc thudc chen beta
¢6 thé che ddu cac dAu hiéu va triéu chirng clia ha
dwdng huyét cdp tinh.

Cudng giap

e Cdcthudc chen beta cling c6 thé che ddu cac déu
hiéu clia bénh cuwong giap.

Yéu co

e Cac thuoc chen beta-adrenergic dé du'oc béo cdo
¢6 thé gay yéu co thé hign & cac triéu chitng nhwroc
co (vidu: song t thi, sup mi va yéu toan than).

Céc thudc trc ché beta khac

e Tac dung trén ap lirc ndi nhén hoac céc tac dung
chen beta toan than da biét ¢6 thé xuat hién khi
timolol dwoc diing cho céc bénh nhan dang digu'tri
v6i thuéc chen beta ducng toan than. Nén theo dai
chétché dap trng clia cac bénh nhan nay. Khong
khuyen céo str dung hai thuBc chen beta—adrenerglc
tai chd (xem muc Tirong tdc, tuong ky clia thudc).

Phan (rng qué man

e Trong khi dung céc thuéc chen beta, nhu'ng bénh
nhan cé tién str dj trng hoac tidn sir ciia phéan u'ng
quaman néng v&i mét s6di nguyén c6 thé phén ing
manh hon véi thir thach 14p lai véi cac di nguyén nay

fluoxetin, paroxetm) vatimolol.”

e Cac thudc chen beta ¢6 thé lam téng tc dung'ha:
duong huyet ciia cac thude chong dai thao du'omg

e C4thé cd tac dung hiép dong dan t&i ha huyet ap:
va/hodc cham nhip tim dang ké khi dung dong theri cae
dung dich nhd mét chen beta véi céc thude chen kénh
calci, chen beta—adrenerglc, céc thudce chdng Ioan
nhip (bao gom amlodaron) egcosxd timloai d|g|tal|s
hoac céc thudc gia cu'cng giao cam du'o*ng uéng.

o Gidn dong tdr do sir dung dong thdi thudc tra mét
chen beta va adrenalin (epinephrin) ddi khi da duoc
bao cdo.

»  Céc thudc chen beta cé thé lam glam dap ung véi
adrenalin duoc dung dé diéu trj cac phan ung qua
man. Can dac biét than irong & bénh nhéan co tién st
dj irng hodc séc phan ve.

Tinh twong ky,

Khong ap dung

PHY NU‘ ¢4 THAIL, CHO CON BU VA KHA NANG

SINH SAN

Phu ni¥ ¢6 thai

Chua co nghlen clru duge tren  hanh nham danh gia &nh

huwéng cla viée slr dung tai chd AZARGA trong thm ky

mang thai & ngum Sir dung brinzolamid dudng udng
khéng gay di tat & thai nhi trén chudt c8ng hodc thd,
nhung gay giam trong lugng clia bao thai va gia tdng
céc bién thé trén sy phat trién & chudt.

Céc nghién ctru dich t& hoc khdng cho thady céc &nh

hu'o'ng ditat nhu'ng cho thay nguy co thai cham phat

trién trong & cung khi me dung cac thudc chen beta
dwirng udng. Thém vao 6, cc ddu hiéu va triéu ching
chen beta (nhu cham nhip tim, ha huyét ap, suy ho hép
vaha duo*ng huyet) da dwoc quan sat thay & tré so sinh
khi cac thudc chen beta durgc ding cho me cho dén lic
sinh. Khong nén diing AZARGA khi mang thai trir phi
thire sy can thiét. Tuy nhién, néu dung AZARGA trong
khi mang thai cho dén lic smh cén theo d6i cédn than tré

s sinh trong sudt nhiing ngay dau maéi sinh.

Phu nir cho con bt

Céc nghuen clru trén déng vat cho thay sau khi dung

dueng udng, brinzolamid dugc it vao sira. Khong biét

liéu brinzolamid nhé méat co du'o'c tiét vao su'a ngu'o'|
hay khong Céc thubc chen beta duwoc bai tiét vao sua
me c6 kha ndng gay ra cac tac dung khdng mong mudn
nghiém trong trén tré bG me.

Kha néng sinh san

Chua co nghlen ctru durge tién hanh nhdm déanh g!a anh

huorng clia sir dung AZARGA nhé mét trén kha néng

sinhsan & ngu'o'l Chuacé dit liéu nghlen ctru philam
sang n&o cho thdy bat Kl anh hu'orng clia brinzolamid
hodc timolo! 1én kha nang sinh sé&n cua nam gi¢i cling
nhu nir glO’I sau khi dling durdng uong Ciing khong co
du dodn nao vé anh hu'orng 1&n kha néng sinh sén cla
nam gi¢i cung nhuw nir glo'r do didu tri bang AZARGA.

ANH HU‘O’NG LEN KHA NANG LAI XE VA VAN HANH

MAY MOC

Nhin mé& tam thdi hodic cac rdi loan thi giac khac co thé

anh hu'cmg t¢i kha nang lai xe hodc van hanh may moc.

Néu nhin m& xudt hién sau | khi nhé mét, bénh nhan phal

chér cho t&i khi nhin 6 lai rdi méi-dugc 14i xe hodc van

hanh may méc.

Céc thubc tre ché carbonic anhydrase ¢6 thé lam giam

kha n&ng thirc hién nhu'ng cong viéc can sir finh tdo tinh

than va/hosc can su phdi hop vé thé cht.

PHAN U'NG BAT LOI

TOm tat vé tinh an toan cha thude

Trong hai nghién clru lam sang kéo dai 6 thang va 12 thang,
theo d&i 394 bénh nhan digu tri bing AZARGA, phan ttng
bét loi hay g&p nhét ta nhin me thoang qua x&y ra sau khi
nhé thudc (3, 6%) kéo dai tlr vai gidy td1 vai phut.

Bang t6m tat cac phan (rng bat lgi

Céac phéan ung bétlgi sau da duge béo cdo qua céc thiy
nghlem 1am sang voi AZARGA va duoc phan loai theo
quy wée nhur sau: rét thu'dng gép (2 1/10), thu'orng gap

(z 1/100 dén < 1/10) it g&p (= 1/1.000 dén <1 /100), hiém
gdp (= 1/10.000 dén < 1/1. 000) varathiém gap (< 1/10.000).
Trong m&i nhém tan sudt, céc phan ung bat loi duge trinh
bay theo thit ty mire 40 nghiém trong gidm dan.

Phan loai hé co
quan

R&i loan mau va
hé bach huyét

Réiloan tam than |Hiém gdp: méat ngh
Réi loan than kinh | Thudng gdp: chirng loan vi gidc

Phén trng bat lgi

It gép: giam s lrgng bach cau




Phan loai hé co

quan Phén (ng bat lgi

Thu'crng gdp: viém giac mac chém,
nhin mo, dau mét, kich trng mét

It gdp: vidm gide mac, khé mat, g;ac
mac bat mau thuée nhugm, ngtra
mat, cam giac bét thu'o*ng & mat, tiét
gl mét, sung huyet mat viém mi mét,
viém két mac di u'ng, rdiloan g!ac
mac, sung huyet kétmac, mdi mét,
ngua mi mét, viém bd midi u'ng
Hiém gép: trot gide mac, cam gide
nong & hau phong, chung s¢ anh
san tang tiét nwde mit, , Sung
huyet cling mac, ban dé & mi mét,
b& mi dong vay

R&i loan tim Thudng gdp: giam nhip tim
R&i loan mach It gdp: tut huyét ap
Réiloan hd hap, It gdp: bénh phéi tdc nghén man

R&i loan mét

1ong nguc va tinh, ho .
trung thét Hiém gdp: dau & hau hong, chay mii
Réiloan than va

iét nidu It gdip: di tiéu ramau

Da va cac 16 chirc |/t gdp: bénh & téc, rdiloan mé liken
dudida phéng

R6i loan toan than |/t g&p: cam giac khé chiu

va tal chd dung
thudc

116 ta mdt s6 phan (rng bét loi

Loan vi gidc (c&m gidc bét thudng hoéc ddng & miéng
sau khi nhé thudc) la mét tac dung bét [gi toan than
thudrng duge mo ta khi st dung AZARGA trong céc thir
nghiém lam sang. Nguyén nhan 1a do thu8c nhd mét chay
vao miii hau théng qua éng miii 16 va do brinzolamid gay
ra. Nhdm nhe mat lai va &n chén dng miii - 1& sau khi nhd
mét s& lam gidm tac dung khdng mong muén nay.
AZARGA c6 chira brinzolamid & mét din chat
sulfonamid Grc ché carbonic anhydrase va hdp thu vao
tuAn hoan chung. C4c tac dung trén tiéu hoa, hé than
kinh, mau, than va chuyén hoa thuong xay ra khi diing
chét trc ché carbonic anhydrase du'ong toan than. Cac
phan (rng bat loi xay ra khi dung chét (rc ché carbonic
anhydrase toan than ciing c6 thé xay ra khi dung tai chd.
Céc phan (rng bt [oi tlr gidam st hdu méai dugc trinh
bay sau day. Khéng thé uwéce tinh tan suét gdp tir nhitting
di lidu hién cé.

Phén loai hé co quan Phan (rng bat loi

R&iloan hé mién dich  |Séc phan vé, man cam

Réiloan tim Banh tréng ngire

Réiloantaivamédao  |Utai

Réiloan tam than Ao giac, tram cam

Roiloan hé thankinh  {Chdéng mét, nhirc dau, di cam

Réi loan mét Di rng mat, phu mi mat suy
giam thi e, viém két mac

Réi loan mach Tang huyét ap

R&iloan hé hép, long Hen, kho thé, chay mau cam
ngre va trung that

Réiloan tidu hda Dau bung, tiéu chay, khd
miéng, budn nén

Da va c4c 16 chirc dwdi da |Rung téc, ban d8, phat ban,
ngtra

Réi loancovacécmd  |Dauco

lién két
Rai loan toan than va tai [Pau ngurc, mét moi
chd diing thudc

H&n dich nhé mat AZARGA chira brinzolamid va timolol
(dwé&i dang timolol maleat). Céc phan tng bét loi khac
g&p khi sl dung céc thanh phan hoat chét riéng 1é nay
¢6 thé s8 xay ra khi diing hon dich nhd mat AZARGA.
Chding bao gém:

Brinzolamid 10mg/ml Timolol
5mg/mi
Phén loai
hé thong
o’ quan

Nhiém trting |Viém mdi hong, viem hau |

QUA LIEU VA CACH XU TRI

Trong tru'ong hop khéng ‘may nuét pha| cdc triéu chirng
qué lieu ctia chen beta c6 thé bao gom nhip tim ché&m,
ha huyét &p, suy tim va co that phé quan.

Do brinzolamid, mét can béing dién giai, tién trién t6i
nhiém toan mau va cac tac dung trén hé than kinh ¢6
thé xay ra. Can theo ddi dién giai huyét thanh (ddc biét
1a kali mau) va pH mau.

Néu xay ra nhd mét qua 1idu AZARGA, can didu tri hd
tro va diéu trj triéu chieng. Céc ngh|en clru da cho thay
timolol khéng bj thai trir qua loc mau.

DAC TINH DU'OC LUC HOC

Nhém dwoe Iy: Thudce digu trj gldcom va co dng tir.
M& ATC: SO1ED51

Co ché tac dung

AZARGA c6 chira 2 hoat chéat: brinzolamid v timolol
maleat. Hai hoat chét nay lam glam finh trang tdng nhén
ap cha yeu bang céach giam s tiét thay dich, tuy nhién
theo cac co ché khac nhau. Tac dung két hop cla hai
thanh phan hoat chét nay s& lam ha nhén 4p t6t hon so
véi khi dung tirng thanh phan don doe.

Brinzolamid Ia mét chét trc ché manh carbonlc anhydrase
(CA-Il) & ngurdi, iso-enzym nay ¢é chil yéu & mét.

Sy e che carbonic anhydrase & tua mi clia mat 1am
giam sy tiét thiy dich, ¢6 18 bang cach 1am cham sy tao
thanh ion bicarbonat nher @6 [am giam van chuyén natri
va thiy dich.

Timolol 12 mét chét chen adrenergic khong chon loc,
khong ¢6 hoat tinh ciréng glao cam ndital, trc ché trire
tlep co tim hodc hoat tinh 6n dinh mang. Céc nghién
clru bng nhan ap ky va do thay dich bang phuong
phap do quang ﬂuoropho.ometry & ngudichira rang co
ché tac dung chinh cla thudc c6 lién quan t¢i giam sy
hinh thanh thaly dich va ting nhe sy thoat wu thiy dich.
Téc dung dvoc lue

AZARGA chtra hai hoat chat a brinzolamid va timolol
maleat 1& nhitng hoat chét dugc phé duyétvéi chidinh
fam glam ap lwe ndi nhan & nhu'ng bénh nhéan glocom
gbéc mé hodc tang nhan ap véi co ché tac dung khéc
nhau. AZARGA gay giam nhan ap trung binh nhigu hon
s0 v&i khi diing don doc AZOPT (hdn dich nhd mét
brinzolamid 1%) hodc dung dich Timolol Maleat 0,5%.
Céc téc dung lam sang

Trong mot nghién ctru lam sang 12 thang ¢6 d6i chu'ng
& bénh nhan bi glocom géc mé hoac tdng nhan ap, ma
theo V kién céc nha ngh|en clru la can ligu phap diéu tri
két hop, V& ¢6 4p Ire ndi nhan ban d4u trung binh t

25 dén 27 mmHg, tac dung ha nhén ap trung binh cla
AZARGA khi diing 2 Ian/ngay |& tlr 7 dén 9 mmHg. Tac
dung giam ap e ndi nhén trung binh cGa AZARGA
khéng kém hon so vé1i dorzolamid 20 mg/mL + timolol

5 mg/mL d4 duwgc chirng minh qua tdt ca céc thdi diém
tai tdt c& céc lan ‘tham kham.

Trong mdt nghién ctru lam sang 6 thang ¢é ddi chu'ng &
bénh nhan bi glécém géc mé hodc tdng nhan ap véi ap
lre ndi nhan trung binh trong khoang 25 dén 27 mmHg,
tac dung ha ap iuc ndi nhan trung binh ctla AZARGA khi
diing 2 )an/ngay latlr 7 dén 9 mmHg, va nhigu hon téi

3 mmHg so v6i brinzolamid 10 mg/mL khi dung 2 lan/ngay
va nhidu hon ti 2 mmHg so v&itimolol 5 mg/ml. khi
dung 2 lan/ngay Sy gtam ap le ndi nhan trung binh cé
y nghia théng ké so voi dung brinzolamid hoac timolol
don doc da quan sét thdy & 1t ca céc thoi diém tai tat
¢4 ¢Ac 1an tham kham.

Trong 3 thr nghrem lam sang ¢é d8i chirng, cam glac
khé chlu & mét xuét hién sau khi nhd AZARGA thép hon
dang k& so v&i khi diing dorzolamid 20 mg/mL + timolol
5 mg/mL.

Bénh nhén nhi

Khong khuyen céo st dung AZARGA & tré em durGi

18 tui do con thiéu di liéu v& tinh an toan va hiéu qua
(xem muc CHI BINH)

PAC TiNH DU'QC DONG HOC

Hép thu

Sau khi nhd mat AZARGA, brmzolamld va timolol dwoc
hé&p thu qua gidc mac va vao vong tudn hoan chung.
Trong mét nghién ctru duroe dang hoc; ngu'cn khoé manh
dung brinzolamid du'o'ng udng (1 mg) hai [an mét ngay
trong 2 tuain dé rit ngan th&i gian dat t6i trang thai 6n
dinh triedre khi bét dau dung AZARGA. Sau 13 tuin nhd
hén dich nhé mét AZARGA hai 1an mét ngay vao hai bén
mat nong d6 brinzolamid trong te bao hdng cau trung
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nhiém xoang

Mauvahé |Giam s6 lugng hong cau,
th6ng bach |téing clorid trong mau
huyét

Hé mién Qua man
dich

Chuyén hoa Ha dudng
vadinh huyét
dudng

Tamthan  [L&nh dam, tram cam, cadm (Tram cam
gide tram udt, suy giam tinh
duc, 4c mdng, cang théng

Héthdng  [Bubn ngd, mat chirc ndng |Thidu mau
than kinh vén dgng, chiing quén, no, tai bién
gié&m tri nh¢, hoa mat, di mach néo,
c¢am, run, dau diu, gidm  [ngét, dau
cam giac, mét vi gidc dau, hoa mét

Mét Viém két mac, bénh két Viémkét
mac, tdng i 18 16m dia mag, nhin
thi/ dfa thi, t6n thuong biéu |d6i, viem
mo gidc mac, 8iloan bidu  [gidc mac, réi
md gidc mac, tAng nhén 4p, |loan thi giac,
lang c&n & mat, nhudém mau|sa mf mat
gidc mac, phii gidc mac,
viém két mac, viém tuyén
Meibomius, nhin d8i; nhin
nhoé, lod mat, gidm thi lire,
mang thit, kho chiu & mat,
khé gidc-két mac, mat cam
gidc & mat, hinh thanh sic
16 & mang crng, u nang
du6i két mag, réi loan th
gidc, swng né & mét, dj trng
mat, rung 16ng may, bénh &
mimat, phtt mi mat

Taivamé  |Utai, hoa mat chéng mat

dao
Tim Suy tim-ho hap, con dau Dau tim, suy
that ngure, cham nhip tim, ~* [tim, loan
nhip tim khéng déu, loan nhip tim,
nhip tim, danhtrdng ngwre,  [nghén nht
nhip tim nhanh, tang nhip timthat, cham
nhjp tim,
danh trong
ngyc
Mach Tang ap lyc mau, ting Ha huyét ap
huyét ap
Ho hap, long [Kh6 thd, hen, phé quan  |Suy hé hép,
nguc va phén ting qua mirc, chay |co that phé

trungth&t  |mau cam, Kich rng & hong, |quan, khé
ngat mdi, t&c nghén dwéng |thé, ngat mii
ho hdp trén; chay dich sau
mii, hét hoi, khé mi

Tiéu hod Khé miéng, viém thuc Tiéu chay,
quan, ndn, tiéu chay, budn |budn nén
ndn, chan &n, dau bung
trén, khé chju & bung, khé
chiu & da day, ting nhu
ddng rudt, rdi loan tiéu hod,
gidm cam giac & miéng,
cém gidc khac thurdng &
miéng, chwéng bung

Gan-mat - [Xét nghiém chirc néng gan
bat thudng

Dava céc t6 [May day, ban & chan tay, |Rungtéc,
chirc dwéi  [phat ban, ngtra ca ngudi, phat ban
da rung téc, cang da, viém da,
ban d6

Hé co xwong(Dau lung, co cting co, dau
vacacmd |co, dau khop, dau dau chi
lién két

Thanvatiét [Pauthan, daidat
niéu

Hé sinh san |R6i loan chirc niing cirong
vavd duong

Toan than va|Dau, suy nhiroc, khd chiu |Suy nhuoc,
taivitri dling|& ngure, mét, cam gidcbat |dau nguc
thude thudng, cam gide bdn
chdn, kich thich dau ngurc,
phi ngoai vi, yéu mét, tang
dong thude

Tén thuwong, |Dj vat & mat
ngd déc va
bién chirng

do thao tac

L, o T R e Vel RVl Ty e S, Do va
18,4 + 3,01 UM tai thoi diém trong ting 13 4, 10 va i
15 tuén, cho thdy nbng dd brinzolamid trong hdng cau &
trang thai on dinh da duroc duy ti (CA-Il dat trang thai
béo hoa trong hdng cau tai khodng 20 puM). Sau khi diing
AZARGA, Crax trung binh ctia timolol trong huyét trong
& trang théi 6n dinh la 0,824 ng/mL va Tmax 12 0,79 gidy.
Phan bé

Tilé lign két protein huyét trong cla brinzolamid & mg'c
trung binh (khodng 80%). Brinzolamid tap trung chdi yéu
trong t& bao hdng cau do thudc cé ai lwe cao, lién két
v&i CA-lE va & mirc 46 it hon so véi CA-l. Chat chuyén
hoa ¢6 hoat tinh N-desethyl cling tich luy trong t& bao
héng cau, gan chii yéu véi CA-. Ailire clia brinzolamid
va chét chuyén hod v&i t& bao hdng cau va cac mé CA
dan 161 thudc c6 ndng dd thp trong huyét twong.
Timolol ¢6 thé do duoc trong thuy dich & ngudi sau khi
ding dung dich nhd mét timolol va trong huyét teong
cho 101 12 git sau khi diing AZARGA.

Chuyén héa

Con duréng chuyén hod clia brinzolamid lién quan dén
N-dealkylation, O-dealkylation va oxy hoa chudi
N-propyl ctia né. Chét chuyén hod chinh cta
brinzolamid & nguoi 1a N-desethyl brinzolamid, chat
nay cling lién két véi CA-1 khi ¢ mét brinzolamid va tich
1y trong t€ bao hdng ciu. Cac nghién ctru in vitro
cytochrome P450 isozym cho thdy chuyén hod clia
brinzolamid lién quan ch yéu dén CYP3A4 cling nhu it
nhét a 4 isozym nita bao gém CYP2A6, CYP2BE,
CYP2C8 va CYP2C9.

Timolol dwoc chuyén hod theo 2 dudng. Mot dedng tao
ra chuoi ethanolamin trén vong thiadiazol va dudrng con
lai tao ra chudi ethanolic trén morpholin nitrogen va mét
chudi thir hai trong tir véi nhém carbony! gan vao
nitrogen. Timolol chuyén hod chit yéu nhér CYP2D6.
S bai ti€t/thai trir

"G brinzolamid dwoc thai trir chi yéu qua nurde tidu va
phénvéity ié twong duong, 32% va 29% trong ng.
Khoang 20% figu thai trir qua nuérc tidu 1a chat chuyén
hod. Brinzolamid va N-desethyl brinzolamid Ia thanh
phan chi yéu tim thay trong nirére tidu ciing véi dau vét
(<1%) ctia chét chuyén hoa N-desmethoxypropyl va
O-desmethyl.

Timolol va céc chét chuyén hod cfia né dwoc thai trir chit
yéu qua than. Khoang 20% Ii'éy timolo! dwoc théi trlr qua
nude tidu dwéi dang khéng d6i, phén coniai duéi dang
chét chuyén hod. Tha1 gian ban thai trong huyst twong
clia timolol sau khi ding AZARGA 12 4,8 gio.

Nhém d8i twong va finh trang strc khoe dic biét
Tré em: AZARGA chura dwoc danh gia & bénh nhi.
Nguai cao tudi: Nhin chung khéng c6 st khac biét vé an
toan va hiéu qua didu tri duoc quan sét thay gira nhém
bénh nhan cao tudi va cac bénh nhan ngurdi lén khiac.
Gidi tinh: Sau khi dung tai chd & mét AZARGA, khong
€0 sur khéc biét lién quan t&ilam sang trong sy phoi
nhiém toan than d8i véi brinzolamid, N-desethyi
brinzolamid hoéc timolol, ikhi phan tich theo gidi tinh,
Chiing tdc: Khdng c6 s khac biét v& an toan va higu qua
digu trj do y&u 18 chling toc v6i hdn dich nhé m&t AZARGA.
Suy gan: AZARGA chua dugc nghién cliu & bénh
nhan mac bénh gan.

Suy than: AZARGA chua dwgc nghién ctu & bénh
nhéan suy than.

DU LIEU AN TOAN PHI LAM SANG

Di liéu phi 1am sang cho thdy khong ¢é nguy hiém dc
biét nao d6i véi nguei dua trén.cac nghién ciu thudng
quy vé duoc Iy an toan, ddc tinh cia lisu 18p lai, ddc tinh
di truyn va kna ning gay ung thu. Boc tinh philam -
sang trén si phat trién chi quan sat durgc & cac ndng do
dugce xem la dd vurot qua ndng d6 t6i da & ngudi, cho
théy it ¢ lién quan dén sir dung l&m sang.

HAN DUNG

24 thang k& tlr ngay sén xuét.

Khong diing sau khi m& nép lo lan dhu 28 ngay.

DIEU KIEN BAO QUAN

Béo quan & nhiét d6 dwéi 30°C.

QUY CACH BONG GOI

Hop 1lo dé'};n giot QROPTAINEF{® chira5ml.

TIEU GHUAN CHAT LUONG: TCCS <

CO SO SAN XUAT
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