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Rx

Thubc nay chi ding theo don thuice

Doc kj hwedng din siv dung trude khi dimng,

Dé xa tam tay tré em.

Théng bdo ngay cho bdc s§ hodc dwge sy nhitng phain veng cé hai gip phai khi si
dung thubc.

1. Thanh phan

M&i ml hén dich ¢6 chira:

Théanh phén hoat chét: Brinzolamide.........10mg

Thanh phén ta duoc: Dung dich benzalkonium chloride (50%) (chit bao quan), carbomer
homopolymer type B (Carbopol 974P), sodium chloride (parenteral grade) (loai dung
cho dudmg ti€m), mannitol, tyloxapol, edetate disodium, sodium hydroxide,

u.h?‘MAth.

hydrochloric acid, nude pha tiém.

2. Dang bao ché: Han dich nho mit.

M6 ta: Hon dich mau triing dén tring nga dung trong lo nhura.

3. Chi djnh

Brinzolamide duge chi dinh dé 1am gidm tang 4p lyc ndi nhan trong:

* ting nhan 4p

* tdng nhén ap goc md

nhur mot liéu phap don tri liéu trén nhitng bénh nhdn ngudi 16n khéng déap Gng véi cac
thube chen beta hodc trén nhitng bénh nhin ngudi 16n chdng chi dinh sir dung thube chen
beta, hodc nhu liéu phap bd tro cho cdc thube chen beta hodc cac thude fuong tu
prostaglandin.

4. Liéu ding va Cach diing

Litu diing

Khi duge ding nhu mot don tri liéu hodc liéu phép bb tro, lidu ding 1a nhé 1 giot thude
nhé mét brinzolamide x 2 ldn/ngay vao mit bi anh hudng. Mot s6 bénh nhan ¢ thé co
dap tg t6t hon vdi lidu 1 giot x 3 1An/ngay.

Doi twong diic biét

Neudi cao tuéi: Khong cin thiét diéu chinh lidu trén nhitng bénh nhén cao tudi.

Bénh nhdn suy gan va suy thdn: Brinzolamide chua duge nghién ctru trén nhitng bénh
nhin suy gan va do d6 khong duge khuyén cdo trén nhiing bénh nhan nay.
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Brinzolamide chwa dwge nghién ciru trén nhitng bénh nhén suy than ning (d0 thanh thai
creatinine < 30 ml/phat) hodc trén nhitng bénh nhin nhiém toan ting clorua méu. Do
brinzolamide va chét chuyén héa chinh ciia né duge dao thai chi yéu béi than, vi vay
brinzolamide bi chdng chi dinh trén nhitng bénh nhén nay.

Tré em: Tinh an toan va hiéu qua cta brinzolamide trén tré nho, tré em va thiéu nién tir 0
dén 17 tudi chua duoe thiét 1ap. Céac dit li¢u hién c6 duoe mb ta trong phin Tac dung
khéng mong mudn. Brinzolamide khong dugc khuyén cdo st dyng cho tré nho, tré em
va thidu nién.

Cich ding: Ding nhé mit,

Khuyén céo bit kin 6ng 1é-miii hoiic nhe nhang nhdm mét sau khi nho thude. Vige ndy cb
thé 1am giam sy hip thu toan thén ciia thudc duge dung thong qua dudng mét va giam tic
dung khéng mong mudn toan than.

Hudéng din bénh nhan lic k§ lo thudce trude khi ding. Sau khi mé ndp lo, néu vong khoa
¢d Lo bj long, hdly virt bo vong nay trude khi ding.

P& ngan chin sy nhidm bAn diu nhé giot va hin dich, phai cdn thin khéng dé mf mit,
nhitng ving xung quanh hoiic cac bé mit khac cham vao ddu nhé giot ciia lo thude. Gitr
lo thube duoc dong kin khi khong str dung.

Khi thay thé mét thude nhé mit chdng ting nhan ap khéc bang brinzolamide, ngung dung
thubc d6 va bit ddu ngay tiép theo véi brinzolamide.

Néu dang str dung nhidu hon mot thubc nhé mét tai chd, cic thude phai duge ding céch
nhau it nhat 5 phat. Thude ma tra mét nén duge ding cudi cling.

Néu quén mot lidu thude, nén tiép tuc viée didu tri vé6i lidu ké tiép theo ké hoach. Liéu
ding khoéng dugc vugt qua 1 giot trén mét bi nh hudng x 3 lan/ngay.

5. Chong chi dinh
e Qua mén cam véi hoat chit hoic voi bit ky ta duge ndo ciia thude
¢ Di biét qua man cam véi cdc sulphonamide
e Suy thén ning
e Nhiém toan ting clorua méu

6. Cénh bdo va than trong khi ding thube

Anh huéng toan thén

Brinzolamide 1a mot chit e ché carbonic anhydrase nhom sulphonamide va duge hép

thu toan than mic di duge ding tai chd. Cac phan Gng bét loi cing loai véi cdc phén tng
bét loi do sulphonamide ¢6 thé xay ra khi diing tai chd. Ngung stir dung thudc nay néu cic
d4u hiéu cta cdc phan (rng nghiém trong hodc phéan ting qua man cam xay ra.

Su mét can bing acid-base di dugc bdo cdo véi cic thude tre ché carbonic anhydrase
dudng udng. Nén str dung thén trong ¢ nhitng bénh nhin ¢6 nguy co suy thén do nguy co

nhim toan chuyén hoa.

T2 NN\



https://trungtamthuoc.com/

Brinzolamide chua duge nghién clru trén tré sinh non (thai dudi 36 tudn) hodc dudi 1
tudn tudi. Nhitng bénh nhéan c6 6ng thin chua hoan thién hodc bét thuong nghiém trong
chi nén dung brinzolamide sau khi ¢in nhiic k¥ ludng vé can bing gitta lgi ich va nguy co
béi vi nguy co nhiém toan chuyén hoa cé thé xay ra.

Cac chét tre ché carbonic anhydrase ding dudng udng c¢é thé lam gidm kha ndng thuc
hién cic nhiém vu doi hoi sy tinh téo tinh thdn vad/hoic sy phdi hop thé chit.
Brinzolamide duge hip thu toan thin va do do diéu nay co thé xay ra khi dung thube tai
chd.

Thude dung ddng thai

C'6 kha ning ¢6 hidu qua bd sung ddi voi nhimg tac dong toan thin & biét cia thube dc
ché carbonic anhydrase & nhitng bénh nhan diing thudc trc ché carbonic anhydrase dudng
ubng va brinzolamide. Viéc diung ddng thai brinzolamide va céc thube tre ché carbonic
anhydrase dwong udng chua duge nghién ctru va khong dugc khuyén cio.

Brinzolamide duoc danh gia chi yéu trong vide ding dbng théi véi timolol trong diéu trj
tang nhdn 4p bd tro. Thém vao d6, tic dung lam gidm 4p luc ndi nhan (intraocular
pressure — JOP) ciia brinzolamide khi b tro cho vao thude tuong tu prostaglandin la
travoprost di duge nghién ctru. Chua c6 dit liéu dai han vé viée sir dung brinzolamide
nhu mot lidu phap bd trg cho travoprost.

Kinh nghiém vé& viéc diéu tri brinzolamide cho nhfing bénh nhén ting nhin ap tréc ming
hodic ting nhan &p siic t6 con han ché. Nén than trong trong viéc didu tri trén nhitng bénh
nhin nay va khuyén cdo theo ddi chit chg dp luc ndi nhian (IOP). Brinzolamide chwa
duge nghién clru trén nhitng bénh nhédn bi ting nhén ap goc hep va khong duge khuyén
cao sir dung trén nhitng bénh nhén nay.

Vai trd ¢6 thé ¢d cta brinzolamide trén chirc ning ndi md gidc mac chua duge nghién
ctu trén nhitng bénh nhén cé gidc mac bi tbn thwong (dac bit la trén nhitng bénh nhan
c6 sb lugng t& bao ndi md thip). Pac biét, nhitng bénh nhdn mang kinh dp trong chua
duoc nghién citu va khuyén cdo theo doi cin thin nhitng bénh nhan nay khi st dyng
brinzolamide, do céc thudc trc ché carbonic anhydrase c6 thé anh huéng dén su hydrat
h6a gidc mac va vige mang kinh dp trong co thé 1am ting nguy co cho gidc mac. Khuyén
c40 theo d&i chit ché nhiimg bénh nhan ¢6 gidc mac bj tén thuong nhu nhitng bénh nhén
dai thao dudng hodc loan dudng giac mac.

Benzalkonium chloride, thuomg duoc ding lam chét bao quan trong céc san phdm nho
mét, da duoc bdo c4o giy ra bénh gidc mac dang chém va/hodc bénh giac mac loét nhiém
doc. Do brinzolamide c6 chita benzalkonium chloride, yCu cdu theo dbi chit ché khi sit
dung thudng xuyén hoidc sir dung kéo dai trén nhiing bénh nhén bi kho mit, hodic trong
nhitng diéu kién gidc mac bi ton thurong.
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Brinzolamide chua dugc nghién ciru trén nhiing bénh nhdn mang kinh dp trong.
Brinzolamide c6 chita benzalkonium chloride ¢6 thé gy ra kich tng mit va duge biét
lam @i mau kinh 4p trong mém. Tranh tiép xic véi cdc kinh &p trong mém. Bénh nhén
phai dwoc huong din ldy kinh dp trong ra trude khi ding brinzolamide va cho it nhét 15
phtt sau khi nhé thude trude khi dit lai kinh,

Kha ning xay ra hi¢u Gmg ddi nguge sau khi ngimng diéu tri vai brinzolamide chua duge
nghién ctru; tdc dung lam giam dp luc ndi nhan duge mong doi kéo dai trong 5-7 ngay.
Tré em

Tinh an toan va hiéu qua cia brinzolamide trén tré nho, tré em va thiéu nién tir 0 dén 17
tudi chua dugc thiét 1ap va khong khuyén céo sit dung brinzolamide trén tré nho, tré em
hodc thiéu nién.

7. Sir dung thube cho phu nir ¢6 thai va cho con bu

Phu nir mang thai

Chua co dir liéu hodc dir ligu con han ché v& viée str dung thude nho mit brinzolamide
trén phy nir ¢6 thai. Nhitng nghién ciru trén dgng vat di cho thdy ddc tinh trén kha niing
sinh san sau khi ding toan than.

Brinzolamide khong dwgc khuyén cio trong sudt thai ky va trén nhitng phu nit ¢6 kha
ning mang thai ma khong st dung bi¢n phap ngira thai.

Phu nir cho con bi

Chua biét ligu brinzolamide/chét chuyén héa ¢6 duoc bai tiét ra sita ngudi hay khong sau
khi nho mét tai chd. Nhitng nghién citu trén dong vét da cho thiy sur bai tiét & mice do toi
thiéu cia brinzolamide trong sita me sau khi ding dudng ubng.

Nguy co cho tré so sinh/tré nhé 13 khong thé bi loai trir. Quyét dinh hodc dimg cho con
b hoiic dimg/tiét ché thude brinzolamide phai lwu y dén loi ich clia viée cho con ba déi
voi dira teé va loi ich ciia viée dimg thude dbi véi ngudi me.

Kh4 néing sinh sin

Nhitng nghién ctru trén dong vat véi brinzolamide da ching té khong dnh hudng @én kha
ning sinh san. Chua ¢6 nghién ciru danh gia 4nh huéng ctia viée ding tai chd & mit cla
brinzolamide 1én khé ndng sinh sin clia nguoi.

8. Anh hwéng ciia thube 1én khi niing ldi xe va van hanh may mée

Brinzolamide it anh hwdng dén kha ning 14i xe va van hanh mdy mée.

Nhin mé tam thdi hodc cac di loan thi gidc khac ¢6 thé anh hudng dén kha ning 14i xe
hodc van hanh may mée. Néu nhin md xiy ra khi nhé thudc, bénh nhan phai ché cho dén
khi tdm nhin rd trude khi 14i xe hodic vin hanh miy méc.

Céc thube e ché carbonic anhydrase dudng udng cé thé 1am giam kha ning thyc hién
cdc nhiém vy ddi héi su tinh téo tinh thin va/hodic sy phéi hop thé chét.

9, Twong tic, twong ky ciia thude

'IEN
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Twong tic
Nhitng nghién ctru twong tic véi cdc thude khac chua duge tién hanh véi brinzolamide.

Trong céac nghién ciru 1am sang, brinzolamide duge diung ddng thoi véi cac thude tuong
ty prostaglandin va céc thude nhd miit timolol ma khong ¢ bing chimg vé cde tuong tc
bét loi. Mbi lién hé giita brinzolamide va thude co ddng tir hodc cdc thube chi vén
adrenergic chua duge danh gid khi diéu tri bd trg cho ting nhin ap.

Brinzolamide 12 m6t chét (rc ché carbonic anhydrase va vin dugce hép thu toan thin mic
dit duge ding tai chd. MAt cén bing acid-base di dugc bio cdo v6i cac chit e ché
carbonic anhydrase duong uéng. Kha ning tuong tdc phai duge xem xét trén nhiing bénh
nhédn diung brinzolamide.

Céc isozyme cytochrome P-450 chju trach nhié¢m cho sy chuyén héa brinzolamide bao
gdm CYP3A4 (chinh), CYP2A6, CYP2C8 va CYP2C9. Céc thude tre ché CYP3A4 nhu
ketoconazole, itraconazole, clotrimazole, ritonavir va troleandomycin dugce du kién s& trc
ché sur chuyén hoéa clia brinzolamide boi CYP3A4. Nén than trong néu cée thude e ché
CYP3A4 duoc ding ddng thoi. Tuy nhién, sy tich Ly brinzolamide duong nhu khong thé
xay ra do sir bai tiét qua than 13 con dudng thai trir chinh. Brinzolamide khéng phéi 1a
mdt chit te ché cdc isozyme cytochrome P-450.

Twong ky:

Do khéng cé céc nghién clru vé tinh trong ky cia thube, khong tron 18n thube nay vai
cac thude khac.

10. Tac dung khong mong muén ciia thudc

Dt liéu tinh an toan

Trong nhitng nghién ctru bao gbm 2732 bénh nhén duogc didu tri voi brinzolamide nhu
liéu phap don tri li¢u hodc didu tri bd tro cho timolol maleate 5 mg/ml, cdc phan img bét
loi lién quan dén didu tri thuong gip nhét 13: loan vi gidc (6,0%) (ddng hodc vi bét
thuong, xem mo ta bén dudi) va nhin mo tam thai (5,4%) trong lic nho thube, kéo dai tir
vai gidy dén vai phut.

Béng tom tit vé cc phan (g bét loi

Céc phan (g bt i sau day da duge bdo céo véi thude nhé mit brinzolamide 10mg/ml,
dang hdn dich va dugc phan logi dya trén quy udc nhu sau: rit thuong gip (>1/10),
thuong gip (>1/100 dén <1/10), it gip (>1/1.000 dén <1/100), hiém gip (>1/10.000 dén
<1/1000), rét hiém gép (<1/10.000), hodc chua rd tan sudt (khong thé wée lugng tir cic
dit lidu c6 sin). Trong mdi nhém tAn sudt, cac phan img bét lgi duge trinh bay theo thir tur
tinh nghiém trong giam dén. Cac phan tng bét loi dwoc thu thap tir céc thir nghiém lam
sang va cac bdo cdo ty phat hiu mai.

Phén loai hé co quan Thuit ngit y khoa theo MedDRA

Nhiém khuan va nhiém| It gdp: viém miii hong, viém hong, viém xoang
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Phan loai hé co quan

Thuit ngit y khoa theo MedDRA

ky sinh tring

Chua ro tin suft: viém miii

R6i loan méu va hé
bach huyét

it gip: giam s6 luong té bao hdng ciu, ting clo méau

R&i loan hé mién dich

Chua 5 thn sudt: qud mfn cam

R&i loan chuyén hoa va
dinh dudng

Chua ro tn suét: giam cdm gidc ngon miéng

R&i loan tim than

ft gdp: 1anh dam, trAm cam, khi séc tram, giam ham mudn
tinh duc, 4c mQng, cing théng.
Hiém gap: mét ngi

Y

R&i loan hé thin kinh

it gap: rdi logn chic ning van dong, chitye quén, chéng
mijt, dj cam, dau dau z
Hiém gap: giam tri nhé, budn ngu y

Chua rd thn sudt: run, giam cam gidc, matvi gidc

R&i loan mit

Thuong gép: nhin mo, kich (ng mat, dau mét, cam gidc co
vt thé la trong mét, sung huyét mit

It gip: mon gidc mac, viém gide mac, viém gidc mac dang
dém, bénh gidc mac, ling can & mit, déi mau gidc mac,
khiém khuyét biéu mo giac mac, rdi loan bidu md gide
mac, viém bd mi, ngira mit, viém két mac, sung mit, viém
tuyén ba, choi mét, sg 4nh sang, viém két mac di (mg,
mjng mét, sic t& cung mac, moi mét, khé chiu & mét, cam
gidc bit thuomg trong mit, viém két gidc mac khé, nang
dudi két mac, sung huyét két mac, ngira mi mit, mat do
ghén, bd mi dong vay, ting chay nudce mit

Hiém gap: phu gidc mac, song thi, giam thi lic, loa mit,
gidm cam gidc & mét, phii quanh héc mat, tang &p luc noi
nhéin, ting ti 1& 16m/dTa thin kinh thi gidc

Chua rd thn sudt: roi loan giac mac, roi loan thi gidc, di tng

mat, rung 16ng mi, r6i logn mi mat, ban d6 ¢ mi mat

R&i loan tai va mé dao

Hiém gip: U tai
Chua 13 tin sudt: chéng mit

R&i loan tim

it gdp: suy tim-ho hép, chdm nhip tim, danh trbng ngue
Hiém gap: dau thit nguc, nhip tim bét thudng

Chua rd tAn suit: loan nhip tim, nhip tim nhanh, cao huyét
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Phén loai hé co quan

Thuat ngit y khoa theo MedDRA

ap, tang huyét ap, giam huyét 4p, ting nhip tim

R&i loan ho hé‘ip, lbng

ngue va trung thit

it gip: kho thé, chidy miu cam, dau hiu-hong, dau hau-
thanh quan, kich @mg hong, hoi chimg ho dwdng hé hép
trén, chay nude mii, hit hoi

Hiém gip: phé quan min cam, sung huyét dudng hd hép
trén, sung huyét xoang, sung huyét miii, ho, khé mili

Chua r3 tén sudit: hen suyén

Réi loan da day rudt

Thudng gép: loan vi gidc

it gip: viém thue quan, tidu chay, budn ndn, nén, kho tiéu,
dau bung trén, khé chiu & bung, khé chiu & da day, déy hoi,
ting nhu dong rudt, roi loan da day rudt, giam cam gidc &
miéng, di cam & miéng, kho miéng

R&i loan gan mat

Chua 1 thn sudt: xét nghiém chirc niing gan bt thudng

R6i loan da va mé dudi
da

[t giip: phat ban, ban sén véng, cing da

Hiém gip: may day, rung téc, nglra toan thén

Chua rd tin sudt: viém da, ban @, hdi chimg Stevens-
Johnson (SJS)/hoai tir thwong bi nhiém dgc (TEN)

Roi loan co xwong va
md lién két

It géip: dau lung, co thit co, dau co
Chua rd tin sudt: dau khop, dan déu chi

R&i loan than va tiét

niéu

It gép: dau than
Chua rd tin suit: da niéu

ROi loan h¢ sinh san va

vu

it gap: rbi loan cuong duong

Cac rdi loan chung va
tinh trang noi ding
thudc

it giip: dau, kho chiu & ngue, mét méi, cam giéc bit thudng
Hiém gap: dau nguc, cdm gidc bon chdn, suy nhuge, d&
kich Ging

Chua rd tén suét: phii ngoai bién, tinh trang kho chiu

Ton thuong, nhiém doc

va cac bién chirng

it gap: cam gidc co vit la & mit

M5 ta vé cac bién ¢d bét loi chon loc

Loan vi gidc (déng hoiic vi bat thuong trong miéng sau khi nho thube) 12 phan tng bt loi
' toan than thudmg gip nhét khi sir dung brinzolamide, hau nhu dwoc gy ra béi thube nhd
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mit di vao trong miii-hiu théng qua 6ng 1é - miii. Bit kin dng 1&6-miii hodic nhe nhang
nhiim miit sau khi nho thude c6 thé gitip lam giam ti 18 giip tic dung nay.

Brinzolamide 1& mdt thudc @c ché carbonic anhydrase nhém sulphonamide duge hép thu
todn thin. Nhitng dnh hudng trén hé tiéu hoa, hé thdn kinh, huyét hoc, than va chuyén
hoa thuong lién quan dén cbe thube e ché carbonic anhydrase toan than. Céc phan tng
bt loi cing loai c6 thé gip voi cac thude tic ché carbonic anhydrase duong ubng c6 thé
xdy ra voi dang ding nho mat.

Céc phan tGmg bét loi khac di duge bao cdo véi brinzolamide khi duge sit dung bo trg cho
travoprost. Céc phén tng bit lgi ¢4 duge quan sat voi liéu phap bd trgr da duge béo cdo
v6i mbi hoat chit riéng 1é.

Tre em

Trong céc thir nghiém lam sang ng.‘fm han nhd 1& da dugce bao cdo, khoang 12,5% bénh
nhi dugc quan sét ¢6 kinh nghiém cdc phan img bt lgi, phan lon 1a cdc phan tmg tai chd
& mét, khéng nghiém trong nhu sung huyét két mac, kich Gmg mit, méit dé gheén, v ting
chay nuoc miit.

11. Qua liéu vA cdch xif tri

Chua c6 bdo cdo vé trwong hop qud liéu.

Viée didu tri nén 1a didu tri triéu chig va hd tro. Mét con bing dién gidi, phat trién tinh
trang nhiém toan, va khé ning anh huéng dén hé than kinh c¢6 thé xdy ra. Phai theo doi
céc ndng do chét dién giai trong huyét thanh (déc biét kali) va nbng do pH mau.

12. Piic tinh dwge lue hoc

Nhém duoec tri lidu: Thude chdng ting nhin dp va co dbng tir, thube tre ché carbonic
anhydrase

Mia ATC: SOIEC04

Co ché tac dong:

Carbonic anhydrase (CA) la mét enzyme dugce tim thdy trong nhiéu mé cta co thé, bao
gbm mat. Carbonic anhydrase xuc tdc phan Ung thudn nghich bao gbm su hydrat hoa
carbon dioxide va sy dehydrat hoa acid carbonic.

Su tre ché carbonic anhydrase & thé mi ciia mit lam giam sy bai tiét thuy dich, cé 18 bang
cach 1am chidm su hinh thanh cla cac ion bicarbonate v&i sy gidm sat v& luong natri va
chét 10ng vén chuyén sau do. Két qua 1 gidm 4p luc ndi nhin (IOP) 1a mot yéu td nguy
co chinh trong bénh sinh cia tdn hai thin kinh thi gidc va mat thi truomg trong bénh ting
nhén ap. Brinzolamide, mot chét e ché carbonic anhydrase 11 (CA-II), iso-enzyme chiém
wu thé trong mat, khang CA-II vdi ICso #n vitro 14 3,2 nM va K; 12 0,13 nM.

13. Pic tinh dwoce dong hoc

Hép thu, phén bd va chuyén hoéa
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Sau khi ding thubc nho mat, brinzolamide duge hz“ip thu vao hé tudn hoan chung. Do 4i
lwe cao vai CA-11, brinzolamide phén bd rong rdi vao cic té bao hdng ciu (RBCs) va cd
nira @i thai trir dai trong mdu toan phén (trung binh khoang 24 tudn). O ngudi, chit
chuyén héa N-desethylbrinzolamide duge hinh thanh, ciling gin két voi CA va tich lity
trong té bao hdng chu. Chét chuyén hoa nay gin két chii yéu véi CA-I khi c6 sy hién dién
cia brinzolamide. Trong huyét tuong, ci ndng @& brinzolamide va N-
desethylbrinzolamide déu thip va thuémg dudi gidi han dinh lugng (<7,5 ng/ml). Gén két
véi protein huyét twong khong nhidu (khoang 60%).

Brinzolamide duge dao thai chi yéu boi sy bai tiét & than (khodng 60%). Khoang 20%
lidu diing dwoc tim thiy trong nude tiéu & dang chét chuyén hoa. Brinzolamide va N-
desethylbrinzolamide la nhiing thanh phén chiém wu thé trong nude tiéu & dang vét
(<1%) ctia nhimg chét chuyén héa O-desmethyl va N-desmethoxypropyl.

Mbi quan hé duoc dong hoe/ duge luc hoe

Trong mdt nghién citu vé& duge dong hoc duong udng, nhimng tinh nguyén vién khoe
manh diing vién nang brinzolamide 1 mg ngay 2 ldn dén 32 tun va hoat tinh CA trong té
bao hdng cAu duge do ludmg dé danh gia mirc do e ché CA toan than.

Su bio hoa brinzolamide cia CA-II trong té bio hdng cAu dat duoc trong vong 4 tuin
(nbng dd hdng cdu khoang 20 uM). N-desethylbrinzolamide tich lily trong héng cau dén
trang thai cdn bing trong vong 20-28 tudn dat dén ndng @6 trong khoang tir 6-30 pM. Sur
trc ché toan bd hoat tinh CA trong té bao hong cdu & trang thai can biing 12 khoang 70-
75%.

Nhitng ngudi bi suy thdn trung binh (d9 thanh thai creatinin 30-60 ml/phut) duge dung 1
mg brinzolamide ngay 2 ldn theo dudng uéng lén dén 54 tudn. Ndng d6 brinzolamide
trong hdng ciu thay ddi tir khoang 20 dén 40 uM tir tuan thit 4 diéu trj. O trang thai cn
bing, ndng do ciia brinzolamide va chét chuyén héa ciia né trong hong ciu trong pham vi
twong g tir 22,0 dén 46,1 va 17,1 dén 88,6 uM.

Néng d6 N-desethylbrinzolamide trong hdng cdu tang va hoat tinh téng CA trong hong
cu toan phéan gidm véi sy gidm dd thanh thai creatinin nhung nong do brinzolamide
trong hong céu va hoat tinh CA-II vin khong thay ddi. O nhiing ngudi bi suy than & mitc
do cao nhét, su tre ché hoat tinh CA toan phén 13 cao hon mic du sy {rc ché kém hon 90%
& trang théi &n dinh.

Trong mdt nghién ciru dung thudc tai chd tai mit, & trang thai 6n dinh, ndng do
brinzolamide trong hong ciu 1a twrong ty vdi ndng do cta thude trong nghién ctu trén
dudmg udng, nhung ndng do ciia N-desethylbrinzolamide 13 thdp hon. Hoat tinh carbonic
anhydrase 13 khoang 40-70% ndng dé trude khi ding thude.

14. Quy cach dong géi: Hop 1 lo x Sml.
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15. Pidu kién bdo quin: Bio quan & nhiét do 4°C dén 30°C. Khong duge dé dong da.
16. Han dung: 24 thang ké tir ngay sén xudt.

Sau khi mé ndp 1an ddu: Str dung hdn dich nay trong vong 30 ngay sau khi m& nip.
17. Tiéu chuin chit lwrgng: USP

18. Thong tin nha sin xuit:

SUN

FHARMA
San xuét tai An D6, boi:
Sun Pharmaceutical Medicare Limited
Survey No. 22 & 24, Village: Ujeti, Post: Baska, Tal. Halol-389350, Dist: Panchmahal,

Gujarate State, India
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