™ Dung dich nho mat COSOPT® 20mg/mL+5mg/mL
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[LIEU DUNG VA CACH DUNG)
Thude Ahd mi

Lidu dung
Uit 00 18 Y giot COROPT G Ve 101 kb1 mse con AL b bdnh DI WAt b hoAY

NAL 3200 20 dung mdt &An p"!\'ﬂ ANA mAL KhAS, COLOPT vA sin ""h'" 36 nbn Ao "“"Tg Ok A

it what 10 Py

RANK AMAN "NdAR Aree Mo dAn mra tay et ki ABS thube vA (FANNK ¥hing Ab b 1o ",";w rhAMm

v mAt NORE cAc viihg sung TUARK

Banh "hAN B0ng chn duge WG dhn rhng cac dung dich nhd m, Mu Suae wi 1y khong AGng chch.

66 thé bl NNdm cac vi khiAn PO bidn gAy nhidm khuAn mat. Nho duhg dich bi nhifm B 4 thd dAn

(’An h‘\g\ "\U\Y!\Q n"\‘ RN ALLAlAL ronQ va rau a6 1A m.’\i 'h’ ‘U(;

Banh AhAN HBR Gurore hing AN X 1y 1o thube dona tach

Cach dung

Hudmg dAn bAnh nhAn cAch dona Nhr sau

1. Rl‘ln thy

2. M& 1o thude. CAn than kKhding 06 dAu 1o thude © ham vao mit, vung da quanh m#t hepe ngon lay.

3. Nglra @Au ra sau va it 1o thude 10n ngurere © phia trén mit, |

4. K&o mi mat durdr xudng VA nhin 180, Gigr vA boP "he phin dot coa 10 thubc a8 nhé 1 glot thubc vao

kho"‘“g trdng gitra mi mMt durgi va mit, |

SAAn Mot NEON ?ay‘ vao khoe mat ghn mai, holc nh&m mf trong 2 phit. Vide nay gltp noAn thube 4
O PhAn oon lai cva oo thd.

6. Lap lai bude 3 3n bude § vt mAt con lal néu 3Uoe bac ¢ yéu chu.

7. D8t ndp vao va 46
Trd om ap vao va dong chat lo thude

I;OGU Qua trén hbnh nhi chua Auoc th‘él mp |
- g AN 10an & banh nhi dudi 2 tybi chura duec thiét 1ap. (Xe thong tin v 48 8 toan & 4L

- Ui 6 tudi & Muc DUQC LyC HOC).
K": ‘y thubc sau khi s(r dung i

Ong c6 yau chu dic biét vé xur Iy thudc sau khi sur dyng,
[CHONG CHi DINH]
Chdng chi ginh COSOPT & nhimg bénh nhan ¢6:

;Bénh dudna hd hép phan (rng, ké ca hen phé qUan hoac o4 tidn sir hen phé quan, bénh phdi tic
Ghén man tinh nang.

sggnp Xoang cham, hdi chirng suy nU? xoang, block X0ang nhi, block nhi that a6 2 hogc 3 khéng kidm
tAugc véi may tao nhip tim, suy tim ro rét, s6cC tim

= Suy than nang (CrCl < 30 mi/phat) hodc nhiém 10an tang clo huyét

- Qua man cam véi mot hoac ca hai hoat chét hodc véi bt ky ta duoc ndo.

Nhirng chéng chi dinh trén dyra trén cAc thanh phan va khdng phai (3 r két h
[CANH BAQ VA THAN TRQ\;\IG o DONG THUOC a riéng cho ché pham két hop
Tim mach/ Cac phan (mg dwong hd hap

Gléng Nhu cac thube nhd mét khac, timolol duoc hép thu toan than. Do thanh phan timolol 1a thube
chen beta-adrenergic, co thé xay ra cac tac dung khdng mong muén trén tim mach, phdi va céc tac
Aung khong mong muén khac gibng nhu quan S&t thiy vei cac thube chen beta-adrenergic ding
dudng toan than. Ty 1& mac cac tac dung khdng MONG mudn toan than sau khi sir dung thudc nhd mét

thap hon so voi sau khi sir dung duong toan than. B& giam hap thu toan than, xin xem muc LIEU
DUNG VA CACH DUNG.
Réi loan tim

Q Nhirng bénh nhan bj bénh tim mach (nhu b&nh mach vanh, dau thit nguc kidu Prinzmetal va suy
im) va ha huyét 4p, viéc didu trj voi cac thudc chen beta nén dwoc danh gia cAn trong va nén céan
Nhac didy trj véi cac hoat chat khac. Bénh nhan bj méc cac bénh tim mach nén duoc theo di cac dau
hi@u xau @i clia nhimg bénh nay va c4c tac dung khéng mong mudn. |

Do anh hudéng xau dén tho gian dan truyén, cac thubc chen beta chi nén duoc dung than trong cho
nhirng bénh nhan bi block tim @6 1.

R6i loan mach ,

Than trong khi diéu trj cho nhang bénh nhan bj xao tron/réi loan tudn hoan ngoai vi nang (nhur cac
dang nang cua bénh Raynaud hoac hdi chirng Raynaud)

R&i loan hé6 hap

Céac phan (rng duwdng hé hap, ké ca tir vong do co that phé quan & nhirng bénh nhan hen da duoc
bao c4o sau khi dung mot sé thudc nhan khoa chen beta.

Than trong khi sir dung COSOPT & nhi¥rng b&nh nhan bi bénh phéi tac nghé&n man tinh (COPD) nhe/
vira va chi str dung khi loi ich mong doi vurgt trdi nguy co tiém an

Suy gan

Thudc nay chura duge nghién cru & nhirng bénh nhén bj suy gan va do d6 nén duoc sir dung than
trong & nhirng bénh nhéan nay.

Mién dich va qua man cam

Gibng nhu cac thube nhé méat khac, thude nay cé the duoc hap thu toan than. Dorzolamid chira mét
nhom sulfonamid gibng nhu & cac thudc sulfonamid khac. Do d6, cac tac dung khong mong muédn
cling loai x3y ra voi cc sulfonamid ding dudng toan than co thé xay ra khi ding tai chd, ké ca cac
phan rng nang nhu hoi chirng Stevens-Johnson va hoai t&r thugng bi nhiém doc. Néu xay ra cac dau
hiéu cla phan Ung nghiém trong hodc qua man cam, hay ngung st dung san pham nay.

Céc tac dung khéng mong mudn & mat, tuong tw nhu céc tac dung khdng mong muon da duoc quan
sat thay voi thubc nho mat dorzolamid hydroclorid, ciing da duoc thay véi thude nay. Néu cac phan
(rng nay xay ra, nén can nhac viéc ngung str dung thudc nay. x

Trong khi dung cac thubc chen beta, nhirng bénh nhén ¢6 tién sir dj (ng di truyén hodc phan ting
phan vé nang véi mét s6 di nguyén cb thé cd phan ung manh hon véi thir tlhéCh lap lai v&i cac dj
nguyén nay va cé thé khéng dap (ng véi lidu adrenalin théng thuong dung dé diéu tr cac phan Gng
phan vé.

Diéu tri dong théi

Tac dong trén ap luc ndi nhan hodc nhirng tac déng da biét cla thubc chen beta toan than c6 thé
duoc tang 1&n khi timolol dugc dung cho nhirng bénh nhan dang stir dung mot thude 9hen beta toan
than. Dap ng cGa nhirng bénh nhan nay nén duoc theo déi chat ché. Khong khuyen cao viéc s
dung hai thubc chen beta-adrenergic tai chd (xin xem muc TVONG TAC THUOC VA TUONG KY).
Thén trong khi dung dong thoi timolol maleat voi dung dich nhd mat omidenepag isopropyl (xin xem
muc TUONG TAC THUOC VA TUONG KY). |
Viéc sir dung dorzolamid va céac thube (rc ché carbonic anhydrase dudng udng khong dugc khuyén
cao. ' -
Nglreng tri liéu .

Nhu véi cac thube chen beta toan than, néu viéc ngung dung thubc nhé mat timolol 1a can thiét &
nhirng bénh nhan c6 bénh mach vanh, tr liéu nén dugc ngung dan dan.

Céc anh hwéng thém cla thudce chen beta |

Ha duéng huyét/ Bénh déi thdo dwong

Thén trong khi dung céc thube chen beta cho nhirng bénh nhan ha dwéng huyét tw phat hodc bj bénh
dai thao dudng khong 6n dinh do cac thude chen beta ¢ thé che gidu cac dau hiéu va triéu chirng
clia ha dudng huyét chp tinh

Céc thube chen beta cling ¢6 thé che giu cac dau hiéu cla bénh cuong gidp. Ngirng didu tri dot ngot
cac thube chen beta cb thé khién cac triéu ching tré nén x4u hon.

Bénh gidc mac

Céc thube nho mat chen beta c6 thé gay khd méat. Than trong khi diéu tri cho nhirng bénh nhan bj
bénh giac mac.

Gédy mé phéu thuat

Cac thube nhd mét chen beta c6 thé (e ché céc tac dung chu van beta toan than nhw cta adrenalin.
Nén thong bao cho bac s§ gay mé khi bénh nhan dung timolol.

Santen
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8ir dung kink ap trong

Thude NAY thira chAt blo qukn benzalkonium Cond. s8 i aldy kich "9 M3 Tha# ¥k 40 (rHAG
trurdrc KN it thude VA gt nhdt 14 PpHOT tnrdre KN Q6o kv N lal BonzalhOnium clorid dsse midt 1A 1am

Al mhu kink ap ronNg mérm

Tréd om

Xin xom myc PUPC LYC HOC.

[SU DUNG TREN PHUY N CO THAI VA CHO CON p(n)

Thai ky

Khéng nan sir duhg COSOPT trohg sudkt thai ky

Dorzolamid

Khoing co dir e 1am sang dAy 40 vi phot nhidm rong that ky. ¢ thd, Gotzolamid gay qual thai & yay,

gAy aHc cho ME Mang thal (xin xém myc DU LIEU AN TOAN TIEN LAM SANG)

Timolol

Khong co ou 10U ddy a0 v vide sir dung timolol & phy ntr mang tha Khong rnén sir dung timolsl tfona

thai ky trir kNl that sy cAn thidt. D8 gidm hlp thy toan than, xin xe™ Mue LIEU DUNG VA CAcH

DUNG.

Cac nghién cuu dich tA hoc khdng cho thiy cae &k hurdmg di tat nhumg cho thay nguy cor Ihal cham

phét trién trong tr cung khi me dung cAc thuds chen beta dudma udnd. Them vao 46, cae dAu higy, 44

iriéu chumng chen bala (nhur cham nhip tim, ha huyéy ap, suy ho hap va ha dudmg huydt) 38 Suos guan

sat thdy & tré 80 sinh khi cac thubc chen beta duye duna cho me cho dén 1Ge sinh. Néu thiube sy

duoc dung cho dén (e sinh, tré so sinh nén Auge theo do cAn than trong sudt nhimg ngay dA oy

sinh,

Cho con b | |

Chua rd dorzolamid ¢6 durgrc bai iét vao sira me hay khong. SU duna dorzolamid & chudt cdng chg

con bu cho thdy gidm sy tang cAn cia chudt con, Cac thube chen beta Qe bai tiét vao sira me Tuy

nhién, & lidu didu trj cia timolol rong thubc nhé mét, lvgng thube ¢6 10NG 8ira me ¢4 thé kheng g,

dé gy ra cac trigu chirng 1am sang clia chen beta & tré. Dé giam sV hap thu toan than, xin xem Mue

LIEU DUNG VA CACH DUNG |

Néu didu tri voi COSOPT Ia can thiét, khéng khuyén céo cho con bu

[ANH HUONG LEN KHA NANG LAl XE VA VAN HANH MAY MOC] .

Chura c6 nghién ciru da dugc thue hidn vi dnh hugng cia thubc 180 kha nang I4i xe va van hanh My
moc. CAc thc dung khdng mong mubn cé thé xay ra nhur nhin mo €6 té dnh hudng dén knd ndng la
xe va/ hodc van hanh may méc & mot sé banh nhan.

[TUONG TAC THUOC VA TUONG KY)

Twong tac thude

Cac nghién ciru trong tac thube cy thé chua duge thue hién voi COSOPT. ’

Trong cac nghién cru 18m sang, thubc nay da dugce sir dung ddng thdi vén cac thube ding dudmng

toan than sau Ma khdng cé bang chig clia CAC tuong tac bat lgi: cac tube e ché ACE, thue chen

kénh canxi, thudc 1oi tidu, thuéc chéng viém khéng steroid ké ca aspirin, va hormon (vi du, estrogen

insulin, thyroxin). .

Co kha nang ¢6 tac dyng hiép déng dAn dén ha huyét ap va/ hodc NNIP tim cham dang k& khi dung

dich nhd mat chen beta duoc diing ddng thoi v&i cac thube chen kénh Canxi duémg ubng, thude giam

catecholamin hodc thuéc chen beta-adrenergic, thuéc chéng loan nhip (bao gdm amiodaron), cac

digitalis glycosid, cac thubc gia phé giao cam, guanethidin, thubc 9aY nghién, va céc thudc e ché

monoamin oxidase (MAO). A

Tang tac dung chen beta toan than (vi dy, gidm nhip tim, tram cam) da dugc bdo cio trong qué trinh

dieu trj két hop cac thubc (rc ché CYP206 (vi du quinidin, fluoxetin, paroxetin) va timolol.

Méc du mot minh COSOPT ¢6 rét it hoac khong c6 tac dung ddi véi kich thuge ddng tir, gian déng tr
do str dung dong thoi cac thude nhan khoa chen beta va adrenalin (epinephrin) thinh thoang da dugc
bao cao.

Thudc chen beta c6 thé tang tac dung ha dudng huyét cla thude chira dai thao dusong

Céc thubc chen beta-adrenergic duong uéng cd thé lam tram trong thém tang huyét 4p dai nguoc sau
khi ngung dung clonidin.

Tan suét gap cac phan (ng bét loi viem mat ké ca sung huyét két mac téng I&n trong mét thir nghiém
lam sang dung dong thoi timolol maleat va dung dich nhé mat omidenepag isopropyl. Do @6, than
trong khi diing déng thoi timolol maleat v&i dung dich nhé mat omidenepag isopropyl.

Twong ky

Do khdng cé cac nghién clru vé tinh tuong ky cia thudc, khong trdn lan thubc nay véi cac thude khac.
[TAC DUNG KHONG MONG MUON]

Trong cac nghién clru 1dm sang véi COSOPT, cac tac dung khdng mong muén dugc quan sat thay
phu hop voi cac tac dung khéng mong mudn da duoc bao cao trude day v&i dorzolamid hydroclorid
val/ hoac timolol maleat.

Trong cac nghién ciru 1am sang, da c6 1035 bénh nhan duoc diéu tri bang COSOPT. Khoang 2,4%
bénh nhan ngung diéu trj véi thudc nay vi tac dung ifhét)g mong muén tai mat, khoang 1,2% bénh
nhan ngung diéu trj vi tac dung khong mong mudn tai mét goi y dén di ng hay qua man cam (nhur
viém mi mat va viém két mac).

Ciing gidng nhu cac loai thuéc nhé mat khac, timolol duoc hap thu vao tudn hoan toan than. Didu nay

c6 thé gay ra cac tac dung khéng mong mudn tuong tu nhu thay véi cac thude chen beta toan than.

Ty Ié méc tac dung khong mong muén toan than sau khi nhd mét 13 thap hon so véi sau khi dung
dudng toan than.

Cac tac dung khong mong muén sau day da dugc bao cao véi COSOPT hoac v&i m@t trong cac thanh
phan ctia thubc trong cac thir nghiém 1am sang hodc trong qua trinh hau mai:

[Rat pho bién: (2 1/10), Phé bién: (= 1/100, <1/10), Khong phd bién: (2 1/1000, < 1/100), va Hiém gap:
(2 1/10.000, < 1/1000), Khéng biét (khdng thé woc tinh duoc Wi di ligu hién co)]

Phan loai | Céngthirc | Rat phd | Phé bién | Khéng Hiém gap I théng
hé théng bién phé bién | biét
co quan |
(MedDRA) | |
Réj loan h¢ | COSOPT cacdau hiéuvatiéu | |
mien dich ching cua phan ng
di &'ng toan than, ké
ca pht mach, may
day, ngtra, phat ban,
phan vé 3
Dung djch cacdau hidu va triéu | ngea
nho mat ching cua phan (ng |
timolol maleat di ing ké ca phu l
mach, may day, phat '
ban khu tru va toan | |
; bi - Fthan, phAR V- aepe - ra )
ROl loan Dung dich L T i;hh_a duong |
dinh dudng | nhd mét (huyét |
va chuyén | timolol maleat | ]
hoa - i i EER S RIS i DA
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| | ML, chity | |
| ; urdre mit | | _ X no—
| | Dung dich | VIm m vibm kich ung kb od 40", | cém glac
' nhd mit | ‘matt,  ming dau*, mimAt dong ol | b vl la
j. | dorzolamid } ' Kich Ung mAtthd | kha*, cdn thi thodng | trong milt
| | hydroclond | mimare m® qua (hdt khi nguna
| | ; i ddu 1)), phu glac
: ': % mac*, ap lye ndi nhn
| | | thAp*, bong hic mac
‘ | (sau phiu thudt md
g . _ = ,f ‘ | o | bé cung mac)* Lt .
' Oung dich | Cacddy [rbitoan | syp mi, song thi, bong | ngira mat,
| Nhé milt | ;h{bu va thigidc |hic mac (sau phlu | chdy
q | | imolol maleat | "‘c'.“ k& ¢ cac | thudt mé ba cing nurére mat,
| | ChUNG  Ithay 381 | mac*) (xin xem myc | 48 mét,
cuakich fxhiexa | CANH BAO VA nhin mo,
| UNIMAL (rong | THAN TRONG KHj | trot xurdre
| | Kecd  Imtsd | DUNG THUOC) gidc mac
| | n VIEM DS | trnring
: | ’ mi*, viém hop do
: E giac ngung
| | mac’, didu tri
| ' | giam v thube
| | | nhay cam | co ddng
| | | Qiac mac, | td)*
| | | i
VSTONE- TR R Rt Liv SRR DT BTN,
| Rmn tal diLDun'gw ajghmgjw a tar Nadae 1] |
Va mé Gao | nhd mit
,L\&\,_.u __|Uimololmaleat | | i X JRae
R logn tim | Dung dich Nhip tim | day nguc®, danh block nhi
- nhd mét cham®  1tréng ngue®, phut, | tht, suy
I timolol maleat loan nhip tim*, suy tim | tim
| | sung huyét*, ngirng
HBw 3 tim*, block tim
Dung dich j danh
nhd méat trbng
dorzolamid nguc
3 _| hydroclorid
'Roiloan | Dung dich ha huyét ap*, chimng
| mach nhd mét dau chan khi di b,
' timolol maleat hién twong Raynaud*,
| ban tay va ban chan
. 1 lanh*
Roiloan hd | COSOPT vim tho ngan, suy hd hip,
1ong xoang viém mi, co that phé
ngure va quan hiém khi
trung that |
Dung djch chay mau cam* kho thd
nhd mat
dorzolamid
hydroclorid
Dung dich kho tho* | co that phé quan (chd
nhd mét yéu & nhirng bénh
timolol maleat nhan cé bénh co thit
phé quan trudc do),
suy hé hép, ho*
Réi loan COSOPT roi loan
tiéu hoa vi gidc
Dung dich buon Kich trng hong, kho
| nhd mét ndn® miéng*
| dorzolamid
= hydroclorid '
i Dung dich buon tiéu chay, khoé miéng* | rdi loan v
| nhd mét nén*, kho giac, dau
| timolol maleat tiéu* bung, nén
"Rbiloanda | COSOPT viém da tiép xtc, hi |
' va mb dudi chirng Stevens-
; da Johnson, hoai t(r
! thuong bi nhiém doc
| Dung dich phat ban*
| nho mat
,I dorzolamid
x hydrociorid
Dung dich rung toc*, phat ban phat ban
Y nhé mat dang vay nén hodc  |da
\ | timolol maleat lam tram trong thém
| | i bénh vay nén*
'Rbi loan co ‘ Dung dich lupus ban do hé dau co
xwongva | nhd mét thong
- md lién két | timolol maleat
‘Rbiloan | COSOPT s6i niéu
than vé tiét |
| niéu |
Roilozn hé | Dung dich bénh Peyronie®, giam | rdi loan
' sinh sn va i nhé mét ham mudn tinh duc | chirc nang
tuyénva | timolol maleat tinh duc
‘Roiloagn | Dung dich suy
102n than va | nhé mét nhuwoc/
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" Nhing tac dyng khéng mong mubn nay da dugc quan sét thay véi COSOPT trong qua trinh hau
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carbonic Anhydrase trong cae tya ihd mi cla mt lam GIAM s &1 thoy dich, ¢6 thi M"Q cAchH lam
cham sy Ninky thAnh ¢ic ion bicarbonat va sau 36 1dm gidm s van chuy®n 0ot vy gy Timolol
maleat 1A may cndt 3 khang thy thé beta-adrenergic khdng chon lgs. Cor ché 146 dung apiun ac cla
timolol Maleat trong ha dp lpe ngi nhan chura AUat thidt 1p rd rang cho 11 DAY, MAE di vat nghién
m"r U Nhudm fyorescein va cée ngmon cinu nhan Ap Ky ehi ra ring tde guna chinh €6 thé iy oan dén
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thodt thily diety T4c dyng két hey cua hai hoat chilt ndy déin 167 1am giam thém Ap hee i anan (I0P)
50 VO 8 dung tirng thanh phin don dde.
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khdng mong mudn phd bidn cia thude gy co ddng tr Nhir quAng g4, ©o that didu tidt va co Ay aong
tr

Tac dung dugge |y

Hi¢u qua 18m sang

Cac nghién ciru 1am sang kéo dai 11 15 thang aa dugc thuc hién 38 30 sanh tac dung ha IOP cia
COSOPT hai lAn mdt ngay (budi $ang va trude khi di ngul) so voi nhd don ddc va ddng thé timeiot
0.5% va dorzolamid 2,0% & bénh nhan glbcdm hodc tang nhan 4p Ma vide didu tri dbng thén Ao
xem 14 phu hop trong cac thir nghiém. Nhém abi twrong bénh nhan bao gdm cdc b&nh nhan chua qua
didu tr va cac bgnh nhan khong dugc kidm soat ady au v timolol Gam tei lidu. Phdn 1om cde banh
nhan da duoc dieu trj véri don trl léu chen beta tai chd trrdre khi tham gia aghién ciru. Trong mét phan
tich két hop cdc nghién ciru, 14¢ dung ha 0P cia COSOPT hai lan MOt ngdy manh hom S6 véi 1ae
dung cua don trf lidu véi dorzolamid 2% ba 1An mét ngay hodc timolol 0,5% hai 1An mot ngay. Tac dung
ha IOP ciia COSOPT hai lan mdt ngay trong duong vir tac dyng clia liéu phép két hop gitra dorzolamid
hai 1An mOt ngdy va timolol hai 13n mét ngay. Tac dung ha IOP cua COSOPT hai lAn mot ngay da duoc
chirng minh khi do tai cac thoi didm khac nhay trong ngdy va tac dung nay duge duy trl trong sudt
qua trinh didu tri dai han.

Tré em

Mot nghién ctru ¢6 doi chirng trong 3 thang véi tidu chi chinh 1a ghi Nhan tinh an toan cia dung dich
nhé mat dorzolamid hydroclorid 2% & tré em duei 6 tubi da dugc thuc hién. Trong nghién cir nay,
30 bénh nhan tir 2 dén dudi 6 tudi cé 10P khdng duroc kidm soat ddy du voi don tri ligu bang dorzolamid
hoac timolol da dugc sir dung COSOPT trong mgt pha nhan mé. Higu qua & nhirng bénh nhan nay
chua dugc thiét 1ap. Trong nhém nhé bénh nhan nay, viéc dung COSOPT 2 Ian mét ngay néi chung

dugc dung nap tot véi 19 bénh nhan hoan thanh didu trji va4 11 bénh nhan ngung diéu tr| 44 phiy
thuat, ddi thude hoac cac ly do khac,

[DU'QC DONG HOC]

Dorzolamid hydroclorid

Khong giéng nhu c4c chét (e ché carbonic anhydrase dudng udng, viéc dung tai chd dorzolamid
hydroclorid cho phép hoat chét nay phét huy téc dung tryc tiép tai mat & cac liéu thap hon dang ké v3
vi vay c6 phoi nhiém toan than it hon. Trong céc thir nghiém 1am sang, didu nay dan t&i giam IOP ma
khong gdy réi loan axit - bazo' hoac thay dbi gac diém dién gidi cla cac chét (rc ché carbonic
anhydrase dudng udng.

Khi dung tai chd, dorzolamid vao dugc tudn hoan toan than, D& danh gi4 kha nang ¢ ché carbonic
anhydrase toan than sau khi dung tai chd, cac ndng d clia hoat chat va chat chuyén héa trong cac
té bao hong cau va huyét tvong va sy tre ché carbonic anhydrase trong hdng cu da dugc do lwamng,
Dorzolamid tich Iy trong hong cau khi ding thube kéo dai la két qua clia s gan két o chon loc véi
CA-ll trong khi duy tri cac ndng dd cuc thap cla hoat chét tu do trong huyét tvong. Hoat chat ban diy
tao thanh mét chat chuyén héa N-desethyl don (e ché CA-I| khéng manh bang hoat chat ban diy
nhung cing gay tc ché mot isoenzym (CA-1) kém hoat dong hon. Chat chuyén héa cing tich Iay
trong cac hong cau noi nd gan két chi yéu véi CA-1. Dorzolamid gén két vira phai voi cac protain
huyét twong (khodng 33%) Dorzolamid chli yéu dugc bai tiét dudi dang khdng ddi trong nude tidy:
chat chuyén héa cling dugc bai tiét trong nudc tiéu. Sau khi két thic lidu, dorzolamid rut khéi héng
cau khong tuyén tinh, dén dén mét sy suy gidm nhanh chéng ndng dd hoat chat ban dau, theo sau I3
mot pha thai trz cham hon voi thdi gian ban thai khodng bén thang. '

Khi dorzolamid duoc dung duéng udng dé gia dinh phoi nhidm toan than téi da sau khi nho mat kéo
dai, trang thai on dinh dat dugc trong vong 13 tudn. O trang thai &n dinh, hu nhu khéng c6 hoat chét
tw do hodc chat chuyen héa trong huyét twong; su tre ché CAtrong hdng cau it hon so véi mire duoc
dy dodn Ia can thiét dé gay ra tac dung dugc ly trén chirc nang than hoac ho hap. Cac két qua duoc
dong hoc tuong ty cling dugc quan sat thay sau khi ding tai chd dorzolamid hydroclorid kéo dai. Tuy
nhién, mot s6 bénh nhan cao tudi bi suy than (CrCl uéc tinh 30-60 ml/phit) cé cac ndng dd chit
chuyén héa trong hdng cdu cao hon, nhung khdng cé sy khac biét cd y nghia trong su (rc ché
carbonic anhydrase va khdng cé cac tac dung khdng mong mudn toan than dang ké coé y nghia lam
sang nao co thé dugc quy tryc tiép cho van dé nay.

Timolol maleat

Trong mot nghién ciru vé nong do hoat chét trong huyét tuong & sau déi twgng, phoi nhiém toan than
voi timolol da dugc xac dinh sau khi nhd dung dich nhd mét timolol maleat 0.5% hai lan m&i ngay.

Nong dé dinh trong huyét tuong trung binh sau lidu budi sang la 0,46 ng/ml va sau lidu budi chidu 1a
0,35 ng/ml. ,

[DU' LIEU AN TOAN TIEN LAM §ANG]
HG so an toan toan than va tai mat cua trng thanh phan da dugc thiét lap rd rang.
Dorzolamid

O thd dung dorzolamid v liéu gay doc cho me mang thai ¢6 lién quan dén nhiém toan chuyén héa,
da quan sat thay dj tat & cac than dét séng.

Timolol . .

Cac nghién clru trén dong vat khong cho thay tac dung gay quai thai.

Ngoai ra, khong quan sat thay cac tac dung khéng mong mudn tai mat & nhirng ddng vat duge ding
dung dich nhé mat chira dorzolamid hydroclorid va timolo! maleat hodc dung dong thoi dorzolamid
hydroclorid va timolol maleat. Cac nghién ciru in vitro va in vivo véi teng thanh phan khdng cho thay

kha nang gay dot bién. Do d6, c6 thé khang c6 nguy co dang ké déi véi tinh an toan & nguoi voi lidy
diéu trj cha COSOPT.

[QUY CACH DONG GOI)

Hop 110 5 mL

[BAO QUAN]

Bao quan dudi 30°C va tranh anh sang.

[HAN DUNG]

- 36 thang ke tr ngay san xuét.

- Str dung trong vong 1 thang sau khi mo nép.
[TIEU CHUAN CHAT LUQNG]

Tiéu chuan co sé

[CO SO SAN XUAT)

SANTEN PHARMACEUTICAL CO., LTD.
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