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ich nhd mat COSOPT®20mg/mL+5mg/mL

<Dorzolamid/ Timolel>

pé xa thm'tay tré em
Poc k§ hwing din sl dyng trwoe khi ding
Thude nay chi diing theo don thudc

[THANH PHAN]

‘Thanh phin hoat chit: Mdi lo (5 mL) ¢hira 111,3 mg dorzolamid hydroclorid (fwong diveng véi
100 mg dorzolamid) va 34,15:mg timolol maleat (trong dwong véi 25 mg timalol).

Thinh phin t4 dugc: Benzalkonium clorid, hydroxyethylcellulose, manhitol, natri citrat, natri
hydroxyd, nwéc pha tiém.

[DANG BAO CHE]

Dung dich nid mat COSOPT 1a mgt dung dich hei nhét, khong mau dén gan nhir khéng mau,
‘trong, co pH 5,5 -5,8:
[CHIBINH]

Chi dinh trong didu tri &p liwc ndi nhin (I0P) ting & nhirng bénh nhan glécom géc mé hodc
al6com gid bong bao khi don trj ligu véi thude chen beta tai chd khong 4t hiéu qua.

[LIEU DUNG VA CACH DUNG]

Thubc nhé mét

Liéu diing

Lidu ditng 14 1 gigt COSOPT nhd véc 1l két mac ctia méat bj banh hai n mbi ngay.

Néu dang st dyng mét'sah phém nhé mét khac, COSOPT va sén phdm do nén duec ding cach
nhau ftnhét 10 phit.

Banh nhan nén dwoc hudng din Tia tay trude khinhd thubc va tranh khong d& dau o thubc
cham vio mat hode cac viing xung:guanh.

Bénh nhan cing cAn dugc huedng dan ring cac dung dich nhé mat: néu duge xtr ly khdng ding
céch, ct'thé bi nhigm cac vi khodn phd bién g4y nhigm khudh méat. Nhé dung dich bj nhigm b&n co
thé dan g&n tn thiong mét righiém trong va sau d & mét thi e,

Bénh nhAn nén dwoe hirdng dan x@ I 1o thude Gling céch,

GCéch ding

Huréng dan bénh nhan cach dung nhi sat:

1. Rla tay

2. M& lo thudc. Can than khang @& dAu lo thiubc cham vao mét, ving da.guanh mét hosc ngén
tay.

3. Nglra dAu.ra sau va gilk 1o'thiibc 16n RgLgre & phia trén mat:

4. Kéo mi mit dwéi xudrig va nhin 1&n, Git va bop nhe phan det olia lo thudc d& nhé 1 giot thubc
vao kho#ng tréng gitka mi mist dudi vamat.
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8. An midt ngon tay vao khée mét.g&n mii, hodc nhén mt trang 2 phut. Viéc nay gitp ngan thubc
di vao phén cén lai clia co thé,

6. Lap lai Burdic3 déni buds 5 voi mét cén fai néu duge béc s§ yeuchu,

7. D3t ndp vao va dong chit lo thude,

Tréem

Hiéu qua trén bénh nhi chura duog thit &p:

D an toan & bénh nhii direi 2 tudi chua durote thit lap. (Xem thong tin v& @6 an todn & bénh nhi
10y 2 G0 dirti 6 tudi & mic DFQ'C LIPC HQG),

Xiv ly thudc sain khi sir dung

Khorig c6 yéu.cAu d4c biét v& x(r 1y thudc sau khi si dung.

{CHONG CHi PINH]

Chéng chl'dinh COSOPT & nhittng b&nh nhén co:

- Bénh dueng ho hép phan g, k& ca hen phé quan hodc c6 tién si¥ hen phié quan, b&nh: phéi
thc nghén tan finh ndng.

- Nhip xoarig cham, hdi chéng suy nit xoang, black xoang nhi, block nhi that da 2 hosic 3khéng
kidm sodt duge voi may taa nhip tim, suy tim 15 régt, she tim.

- Suy than nang (erCl < 30 mi/phut) hodic nhiém toan tang clo huyét.

- Qua man cam v&i mat hodic ¢a hai hoat chét hodc véi bat ki t& deocnac.

Nhng chidng chi dinh trén diza trén cac thanh phién va khang phéi la riéng cho ché pham két hop.
[CANH BAQ VA THAN TRONG KHI DUNG THUOC]

Tim mach/ Gac phan ng dwdng hé hip

Giéng rihv cac thube nhd mét khéc, timolol duec hap thy todn than. Do thanh phan timolo! 1&
thudc chen beta-adrenergic; co thé xay ra cAc téc dung khoéng. mong muén trén tm mach, phdi
va céc tac dyng: khéng frong rubn khac gidng nhu quan sét thly vdi cac thudc chen bets-
adrenergic diing dudéng toan than. Ty 1& méc céc tac dung Khéng meng mudn todn than sau khi
s dung thudcnhd mét thip hon so voi sau khi siv ding dwéng toan than. P& giam hép thu tean
than, ¥in xem muc LIEU DUNG VA CACH DUNG.

RAI toan tim
o nhi¥ig bénh nhén bi bénh tim mach (nhu' bénh-mach vanh; dau thét ngure kidu Prinzmetal va
suy tim) va ha huyét ap, viec didu frj voi céc thudic chen beta nén-duwgc danh gid can trong va

nén can nhic didu tri v&i cac hoat chét khdc. Bénh nhén bi mag cac bénh tim mach nén dwgc
theo déi cac déu hiéu xAu di clia nhirng bénh nay va cac tac dung khéng mong muén,

Do 3nh hudng x&u dh thol gian din truyén, céc thube chen beta chi nén duoc ding than trang
cho nhieng bénh nhan b} block tm d&-1. '

Réi loan mach

Than trong khi diéu tri cho nhizng bénh nhan b xao trgniri loan tusin hoan ngoai vinéng (nhw cac
dang nihg clia bénh Raynaud hofichgi chirng Raynaud).

Roi loan h6 hap
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Céc:-phan &ng dwéng hé hip, k& cd tir vong do co thit phé.quén & nkitkng b&nh nhér hen 44
dirgrc bao 4o sau kht dang mat s6 thulic nhan khoa chen beta.

Than trong khi st dung COSOPT.& nhizng bénh nhan bi banh phdi te:nghén méan tinh (CoPD)
rhel vira va chi i dung khi o [ch mong deri vurot trdi nguy co tidém an,

Suy.gan

Thubde nay chua dwog nghién ciu & nhing bénk nhan bj suy gan va do d6 nén droc sk ding
thian trong & nhivng bénh nhin nay.

Mién djch va qué mén cdm

Gibng nhu cac thudc nhd.mét khac, thude nay c6 thé dugc hap thu toan than. Dorzolamid chira

mét nhém sulfanamid gibng nhie & cad thube sulfonamid khéc. Do d6; c4c tac dyng khéng mong
mudn cting lodi %8y fa v&1 cac sulfonamid ding dwéng toan than co the: %3y ra khi.dung tai he,

k& ca cac phan rng néng nhir héi ¢hirng Stevens-Johinson va hoai tl thueng bi nhlém dgc. N&u

X8y ra cdc déu higu. ciia' phan tng nghiém trong hodc qua man cam, hdy ngleng sl ding san
phém. nay.

Céc t4cdung khdng moeng mubin:& mat, tuong b nhie cac tic dung khdng mong mudn da dugc
guan sat thay voithude nhd mét dorzolamid hydroclorid, cling da duge théy vori thubc nay: Néu
cac phdn.ng nay xay ra, nén can nhac viéc ngung str-dung thudc nay.

Trong khi diing cac thubc chen beta, nhirng bénh nhén co fi&n st dj irng di truyéh hodc phan
{rng phan v& nang véi mot sé di nguyén cb th& ¢ phén &ng manh hon véi thik thach [3p lgi voi
¢4c dj nguyen nay va cé thé khéng d&p-(ng v6i ligu adrenalin thang thudng ding dé& giéu tr] cac
phan (g phan vé.

Didu trj déng th&i

Tac dong: trén ap luc ntfn nh&n hodc nhitng tac d4ng da biét clia thubc chen beta todn than cb
thé duige tang 1én khi timolol dwee dlng cho nhirng bénh nhan dang si¥ dung mot thuée chen
beta toanthan, Bap ung clta nhi*ng bénh nhén nay nén dwgo theo dbi chét ché. Khdng khuyén

c4o vibe st dung hai thube chen beta-adrenergic tai chd (xin xem rmuc TIPONG TAC THUOC VA
TUYONG KY).

Than trong khi diing déng thi timolol maleat v&i dung dich nhé méat omidenepag isopropyl {xin
xem muc TWONG TAC THUOG VA TUONG KY).

Vigc- s+ dung dorzolamid va cac thubc (e ché.carbonic-anhydrase-dirdhg udng khéng. duge:

khuyén cao.
Ngtrng trj ligu

Nhu véri céc thudc chen beta toan tan, néu viéc ngung ding thuée nhd mét timolol 1 cAn thiét

& nhitng bénh nhan ¢é bénh mach-vanh, tij iy nén dwet ngung déh dan.

Gic arh hweng them ciia thubc chen beta

‘Ha dwinng huyét/ Bénh daithdo dirdmy

Than trong khi diing céc thudc chen beta cha nhirng bénh nhan hia duwdng huyét tw phat Hodcbi

bénh dai thao dudng khdng: bn dinfi.do cac thude chen beta co thé ehie gidu cac d&u higu va tridu

thing ¢iia ha duwong huyét cdp tinh.

Cac thude chen beta cling ¢ the che gidu cac dau Hiéu cla béhh cuéng gidp. Nglrg didy tri-ast
‘ngét cac thude chen beta cd thé khién céc trigu chirng trd nén x&u hon,
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Bénh gidcmac

Ciic thitc nhé mit chien beta c6 thé gay khé mét. Than trong khi didu tricho nhteng bénh fhan bj

benh giac mac.

Gay mé phau thugt

Caec thude nhé it chien beta c6 thé (o ché cde tac dung chil van beta toan than nhur clia:
adrenalin. Nén théng bao cho bac s§ gay mé khi b&nh nhan dung timolol.

Tri liéuvéi cac thude cher beta 6 thé: lam ngng thém cac trigu chirng clia’béhh nhu*qrc co'.

Céc anh hwéng thém ciia thuéc Grc ché carbonic anhydrase

Tr1 lieu béng thudc ¢ ché carbonic anhydrase dwérrig udng b 11én quan véisdi nigu hee 1& két
qua cla si 16i loan axit- bazo, dac bigt & nhiking bénh nhén cé tién s& s6i than. M3c di chra
quan sat thay rdi loan axlt: bazo véi thudc nay, soi nisu @4 drgc bao cdo khang thudng xuyén.
VI COSOPT chita mét chat Ge ché carbonic anhydrase-diing tat’ chd ma duge hap thu toan than,
bénh nhidin ¢6 tikn st soi than cé thd tang nguy co séi nigu trong khi sir dung thubcnay.

Than trong khic

“Vigc kiBm sodlbénh nhan glécom gée déng cAp tinh dai hoi phdi co sui can thigp Ji&u tri Agoa
cac thube ha nhan ap. Thude nay chua dwgc nghién clru & bénh nhan bj bénh gldcdm goc déng
cp tinh.

Phu giac mac.va mat bl gigc mac khong héi phuc da duwgc bao céo & nhivng bénh nhéan cb khidm
khuyét giac mac man tinh t8n tai tt triede val hodic co ti&n st phau thiuat ngl nhad trong khist
dyrig dorzolamid. Cé kha ning tang phl gidc mac & nhing bénh nhan ¢6 sé lwgng té bao nbimé
thép. Thén trong khi k& toa COSOPT cho céc nhém bénh nhén nay.

Bong héc mac dd dugc bap cao véi vige didu tri bang thubc Gc ché thiy dich (nhur timolol,
acetazolamid) sau phu thuat m& bé cling mac.

Nhu véi vige str dung céc thube chdng glécom khac, sdﬁ'dép ¥ng vérl thude nhd miAt timolol maleat
bj giam sau 4] Itéu-kéo dai da dugre bao can O mot a8 bénh nhan. Tuy nhign, trong cae nghién
cteu 1am sang trong do-164 bénh nhan da duoc theo d6i trong It nhat ba hdm, khohg cd sirkhac
biat d4ng k& trong &p e ndi nhan trung binh da dure quan sat thay sau giai doan én dinh ban
dau.

St dyng kinh ap trong

Thube nay chita chét baoquan benzalkenium clorid, co thé gay kich-trng mat: Thae kirh-ap tréng
frwée.khi nhd thube va doi it nhat 15 phit trwde khi dea kinh lai. Benzatkonium clorid dwgre bidt
1a 1dm di mau kinh &p téng mém.

Tré em

Xin xem myc DUQFC LG HQC,

[SUP DUNG TREN PHY NP c-é'frHAl VA CHO GON BU]
Thai ky

Khéng nén sir dung COSOPT trorig sudt thai ky.
Dorzolamid

Khéng ¢é dii liéu Jam sang dy aii v& phoi nhidm trong thai ki & thd, dorzolamid 'gay quai thai
& lidu gay d6e cho me mang thal {xin xem muc DX LIEY AN TOAN TIEN LAM SANG).

Timolel
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Khéing c6 dir ligu ddy di vé vige sir dung timglol & phu nt mang thai: Khong nén sl dyng timoll
trong thai ky trir khi that st can fhiét. D& giam hap thu toan than, xin:xem myc LIEU DUNG VA
CACH DUNG.

Cac nghién ctru dich 18 hioe khong chio thdy cac anh hudng di ta nhung cho thay nguy co thai
chaim phat trién trong tre cung khi me dlng céc thudc chen beta-dwrdmg udng. Thém véo do, cac
040 higy va triau chitng ehien beta (nhw cham nhip tim, ha huyét &p, suy ho hép v& ha dwrang
huye() 44 duge guan sat thay & trd so sinh khi cac thutc chen beta duwge ding cho me cho. g&n
lac sinh. Néu thude nay dwoc dung cho dén ldc.sinh, tré sosinh nén dugc theo-ddi can 'thaf
trong‘sudt nhi¥ng ngay dau méi sinh.

Cho-con bii

Chira 16 dofzolamid ¢6 duoc bai tiét vao siva me hay khéng. St dung dorzolamid & chudt cdng
cho con b chio thAy giam s tng can clia chugt cen. Céc thude chen beta dirge baitiét vao siia
‘me. Tuy phién, & fidu diéu trj clia timolol trong thuéc rihd- mét, lugng: thudc cb trang:stra meé co
thé khong i 8 gay ra cac trigu chiing 14m sang clia chen beta & tré, P& gidm s hap thu toan
than, xin xém mys LIEU DUNG VA CACH DUNG.

N&u didL trj véi COSOPT Ja cn thiét, khong khuyén céo cho:con bu.
[ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC]
Chiva & nghlén clru 63 dugre thipe hign vé &nh hwdng clath udc 18n khandng lal xe va van hanh

mdy frioc. Cac tac dung khdng mong mudn cé thé xay ra nhtr nhin mércé thé anh hudng dén
kha nang f4ixe va/ hodc van hanh may méc & mét s6: bénh nhan.

[TPONG TAC THUOC VA TUONG KY]
Twerng tac thube
Cé&c rghién clu freng tac thubc oy thé chura dugre thyc hién v6i COSOPT.

Trong c&c nghién ciy lam sang; thube nay d& durge sl dung ddng thdi voi céc thube diing dung
toan than sau ma khong cb béng chirng elia cac tirong tac bét ok céc thude rc ché ACE, thude
chen'kénh canxi, thudc lgi tiéu, thubc chong viem Khéng steroid k& ¢& aspirin, v& hormon {vi du,
estrogen, insulin, thyroxin).

Co.kha néng cb tac dung higp c‘:‘ong dan dén ha huyét &p v/ hodc nhip tim cham dafig k& Kkhi
dung dich nhd mét chen beta drge dung dbng thdi vii edc thube chen kénh canxi dung’ udng,
thubc giam catecholamin ho#c thube: chen beta-adrenergic, thuée chdng loan nhip. (bao gdm
amiodaron), céc digitalis glycosid, cac thudic gia pho giao cam, guanethidin, thudc gay nghién, va
céc thube te ché monoamin oxidase (MAD):

T#ng tac-dyng chen beta toan than (v dy, giam nhip tim,-frAm cam) @& duge bao cdo trong qua
trinih didu tri két hop céc thube e ché CYP2D6 (vi-dy quinidin, fluoxetin, paroxetin) va timolal.

M&c dit mt minh COSOPT cé rét It hogic khong c6 tac dung abi véikich thude déng tir; gian
ddng tir do-sir dyung tiéng théi cac thube nhan khoa chen beta va adrenalin tepinephrin) thinh
thodng dd dwyc béo céo.

Thubc chen beta 6 thé tang tac dyng ha dwéng huyét clia thudc chira dai thao dudhg:

Céc thubc chen beta-adrenergic dung ubng c6 thé am tram trong thém tang huyétap doi nguee
sau khi ngurng diing clonidin,

Tan sudtgép cac phan (ng bét Iof viem mat k& c& sung. huyét két mac tng 1én trong mot thi

nghiém lam sang dung dbng thoi timolol makéat va dung dich nhd maf omidenepag isopropyl. Do

de, than trong khi diing ddng. thevi timolol maleat v&i dung dich nhé mét omidenepag isopropyl.
512
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Twong Ky,

Do khang 6 ¢4c nghién ciru vé tinh twong ky cla thubc, khong tron 1&n thube nay voi cac thudc
khac.

[TAC DUNG KHONG MONG MUSN]

Trong ¢éc fighign ey lam sang v&i GOSOPT, cac tac dung khéing rmeng mudn duoe quan sat thay

phis hop véi cac tac dung, khong mong mudn 44 dugic bas cio trede day v&i dorzalamid hydroclofid
val hodc timotol maleat,

Trong cac nghien clru 13m sang, G& ¢ 1035 bénh nhan dwge didu tr béng COSOCPT. Khodng2,4%
banh nihan ngunig didu tri v thisde nayvi tc dng khdng mong muén tai mét, khodng 1,2% béhh

hhan ngung didl tri vi tac dyung khdng mong mubn tai mét got ¥ dén di irng hay qua mén cam (b

viem mi st va-viem két mac).

‘Gling gidng nhu céc loai thube nhd mét khéc, timolol dwrgc hép thu vo tuAn, hoan toan than, Bidu:

ndy cothé gay ra tAc tac dyung khdng mong mudn tong by nhwe théy véi cac thudc chen beta toan
than. Ty |& e tac dung khéng mong mudn toan thin sau:khi nhd mét 1 thap hion so voi sau khi
diing dudng toén than.

C4c tc dung khdng mong muén sau day 44 dwoc bao céo vei COSOPT hode véi mot trong cac
thanh phan cia thubc trong céc thlr nghiém Jam sang hoc trong qué trinh hau mat

[RAt phd bién: (2 1710], Ph bidn: (= 1/100; <1/10), Khéng phé bién: (= 1/1000, < 1/100), va Higmi gap:
(= 1/10.000; < 1/1000), Khéng biét (khong thé wéc tinh duee tF dik liéu hign co)]

Phén logi hé ‘Géng thire | R&tphd Phé.bién | Khéng phé |  Hiém gap Khéng
théng £ bign blén biét
quan
{MedDRA) |
Réi loan hé|COSOPT cac.dAl higu va
'reidn dich trigu chitng clia

phdn Grig di tmg
loan than, k& cd
phi mach, may
day, ngita, phat
ban, phénvé

Dung dichy chc dhu higy va |ngira
?h-ﬁl I mat | trigu chirng ciia
Imolo Lz . n .
maleat: phal:l {ng dj tng

k& cd pht mach;

may day; phat
ban khu trd va
toan, thén, phan

vé
_Réi loan dinh|Dung dich ha: duéng
duwgng  va ;}_hﬁl | mét huyst
. imalo
chuyén hoa maleat
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Réi loan tam|Dung  dich trdm carm*  |mét ngl*, Ac |do.giac
thén nhé - mét mong®, mét |
hmolql nhd
‘ maleat
R&! logn hé[Dung dich dau dau* chang mat*, dj
thin kinh nhé  mét cam®
dorzolamig:
hydroclorid
|Dung dich dau dau* chong mat*1di cam*, gia
nho mét ngat* thng -cac déu
‘;1";‘1’;2" hidu. vd ftridu
chitng ¢la bénh
ninree oo, gigm
‘ham mudn tinh
duc®. tal  bién
mach may nao*;
thidu mau nac
|euc b
Réi loan mit |COSOPT  |néng mét va [sung  huyét
cay mat két mac, nhin
m, trot xuwdc
gidc mac,
nglea  mét,
chdy nuéc
mét
Dung dich viem mi mat*, |[vism  imbng [Kich tng ké ca |cAm giac cb
nho  mét Kich Gng mi |matth&mi* |do%, da0%, mP|vét ta trong.
ﬁ;d'zrgﬁg::g mit mit dong g {mé
: khd*, can ihi
theang qua (hét |
khi ngwng didu
tg), phir. -giac
mac*, ap lyg ndl
nhidn thap®,
bong hic mac
{sau phdu thust
me bd cing
mac)*
Dung dich chc dhu higu |6 loan thi|sup mi, song thi, [ngira  mét,
nhé  mat VA6 ching |gise k& calbong hdc mac [chdy nuwéc
gg?;g]t alia kich tmny |cAe thay d6i|(sau phiu thidt |mat, 46 mét,
mit k& e lkhic xa|lm@ bé& clng [phine  md,
viem bt mi*, |(rong mot sé|mac*y (xin xem |rot  xuéc
viem gigc |truding  hep |muc CANH |giac mac
mac*, giam [do  powng|BAO VA THAN
nhay  cam |dBu i wi|TRONG  KHI
giéc mac, va {thusc o |DUNG THUGC)
kh& mat* déng ti)*
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Rdi loantaiva{Dung dich U tai*
mé dae nhé mét
o timalal
1maleat
Réi loantim |Dung dich nhip tim | dau ngyc®, danhi{block  nhi |
?hol | mat chAm® tréng  ngwc?, |thét, suy tim
imolo - "y i .
mialeat phu , loan ntjl_p
_ tim*, suy tim
sung  huyéf*,
ngieng tim?,
block tim
bung  dich dank  trdng
nhd  -mal nawe
dorzolamid S
hydroclorid
R4 logn| Dung  dich ha huydt &p*,
mach ?hé'l | mat ching dau chan
imolo ) .
mateat l=<h| di bg, hién
twong
Raypaud*, ban
tay va ban chan
lanh*
R&i loan hd|COSOPT viém ¥oang ther ngén, suy hé
hép,  Idng hap, viém mi,
rigic va frung co thét phé-quan
that hiém khi
Dung -dichi ¢chay mélr cam®  [Khé ther
nhé  mét
dorzolarrid
hydroclorid.
Pung  dich kho thé* ca théit phé quén
?hé_l | mat {chi yéu &
imolol N
maleat nhu'ng' beph
) nhan cd bénh co
thét phé& quan
trude dé)*, suy
ha hép, ho*
Réi loan tisulCOSOPT  [rdi loan vj
héa giac
Durg  dich budn ngn* kich @ng. hong,
nhé  mét kh6 miéng*
-dorzolamid
hydroclarid
Dung dich budn ndn* [tiBu chdy, khd|rdi loan i
-?hol X mat kho ey  [migng* gide, dau
imolol L
maleat bung, nén
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Réiloan da va|COSOPT viém da tiép xtc,
ma dwéida hai chirng
Stevens-
| Johnison; hogi i
, thuiging bi phism
dbc
Dung dich phét ban®
nhd. Mt
'dorzolamid
hydroclodd |
Cung dit,‘h ryng téc*, phat|phatban da
-'l?hé‘! I rigt ban- dang véyl
{imaolol . P |
maleat nlénr hoaq lam
trAm- trong ‘thém
bénh vy nén™
Réi logn ol Dung dlc;h lupus ban d3 hé|dauco
xong va mo|nhe - mat théng
Viian két tolol
o maleat
Ré&i loan than|COSOPT s8i nigu
vatisl nigw
F{ﬁi fogn- hg[Dung djch bénh. Peyronia*, rbi loan-chirc
sinh s3n v3 {}h‘?-l | mat : gi&m ham muén|ning  tinh
- imolo g '
tuyénva maleat tinh duc dyc
Ré1 loan to&n|Dung:  dich siy  nhugc
than vé tai noi gh'o |' H,Lat mél mdi
o orzolami
diing thubc hydroclorid
Dung. dich suy nhwocl
nhd méit mét mai*
timolol ]
maleat

*NHhlkng tac dyng khong mong muén nay da dwoc quan sat thay voi COSOPT trong qua trinh
hau mai,

* Nhirng tac dung khéng mohg mubn Khac da dirgo: quan sat thay véi thudc nhan khoa chen
beta va c6 kha ndng Xayravoi COSOPT.

Thong béo ngay cho bdc s§ liofic dwge sij'nhﬁ?ng phan @ng c& hai gap phai khi st dung
* thude. ‘ o '

1QUA LIEU VA X{r TRi]

Khéng c6 d 11éu lign quan.dén qua ligu & nguei do vé ¥ hay cb y dung COSOPT.

Triéu chirng

D cb cac bao caa vé vé Y it lidu voi dung dich nhé mét timaiol maleat dfin dén cac tac dung
toan than twong ty nhiz ¢ac tic dung dwgc théy voi thudc chen beta-adrenergic toan than nhw
chéng mat, nhirc dav, thé ngén, nhip.tim cham, co thét phé quan, va ngirng tim. Céc dau higu
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v triéis chivng phé bidn nhét co-thé xay Ta khi diig qué Jidu dorzelamid 1 sw mét can béing dién
giai, BAg tinhy trang: nhiém axit, va cé thé co cac dnh hudng dén hé thén kinh trung rong.

Ca it dix ligu lién quan dén qua li&u & nguéri dovs ¢ hay cb y dung dorzotamid hydroelorid. Buén
figti 8& dwes béo cao khiding qua lidu gqua dirong udng. Cac riéu chizng sau d4 dugc bao cdo.
khi dingqua, ligu qua diréng ding tal chd; budn nén, chong mét, nhrc dau, -mét méi, gidc g
bt thireng, va: khio nuét.

Pidu trf

N&h didu tri tridu chirng va hd tre. Chn theo dbi ndng d% dién gidi trong huyét thanh (d8c bigt 14
kali) va pH mau. Cac nghién ciru 85 chl ra ring timolol khéng duoc tham tach dé ding.

[DUQC LIFC HQC]

Nhém duee didu trl; Céc chié phdm didu tri glécorm va co déng tir, Céc thuéc chen beta, Timolol,
dang phéi hop:

Mi ATC: SO1EDS1

Corché tat dung

COSCPT gbm hal thanh phin: dorzolamid hydroclarid va fimolol maleat. M8i mét thank phén by
ha ap ligc ngi rikian tang brig-c&eh lam gidm sy tiét thiy:dich, nhung theo céc oo ché tac dung
khde nhauw,

Dorzolamid hydrociorid 13 mot chét &rc ché co higu lwe carbonic anhydrase il & ngudi. S e ché
carbonic anhydrase trong cac tua thé mi cila mét [am gidm sy tidt thy dich, c6 thé bing cach
lam cham sy hinh thanh cée ion bicarbonat va sau 46 Jam gidm sw van chuy8n natfi va dich.
Timolol maleat 12 mot chit-déi khang thy thé beta-adrenergic khéng chin loc: Co' ché tac dung
chinh x&c¢ clta timolol maleat trong ha &p lwe ndi nhan chia duge thiét 1ap.r& rang cho t&1. nay,
méc dit mét nghién ciu nhudm fluorescein va-cac nghién cttu nhan 4p k§ chira réng tac dung
chinh ¢4 thé lign quan dén gldm suw Rinh thanh thiy dich. Tuy nhién trong mot sb nghiéni oy,
cling & quan sat thdy tang nhe si thodt thily dich. Tac dung két hop-cla hai hoat chat nay dan
toi 13m giam thém &p lye noi nhin (JOP) so vivi sk dyng tlng thanh phén dondse.

Sau khi nhd tai chd, thubc nay [2m gidm &p ll,rc ngi nhiéin tang, di 6! lien quan hay khéng cb lien
quan dén glocom. Ap lyc ndi nhdn tang 13 yéu t& nguy-corchinh trong bénh sinh cla ton thwong
than kinh thi gidc va mt thi e do glécém. Thudc ndy Jam gidm ap Iwe noi nhdn ma khéng ¢6
cac tac.dyng khéng meng mudh phd bign cda thubo gay co ddng tlr nhir quang ga, co thét didu
tiét va co that ddng (.

Tac dyng dwgc lwe:
Hiéu qué-fam sang

Céc nghlén cirg. 1am séing kéo dai toi 16 thang d& dwoc thie hign d& so-s4nh tac dung ha IOP
ella GOSOPT hai 10 mot ngay (buél sang va trirdre ki d gy so veéri nhid don dc va dbng thdi
timalol 0,5% vé dorzolamid 2,0% & bénh nhan gliécom hodc tang nhdn 4p ma vigc didu tri ddng

‘thidei durgre Xerti 13 phi hgp trong cac thip nghiérm. Nhém g6l twgng bénh nhan bao gdm céc bénh.

nhan chura: qua didu trf va cac bénh nhan khong dwroc kiém soat ddy dd vei timolol dor tri ligu.
Phéii |6 céc bénh nhan 34 dwoe didu tr véi don tr lidu chen beta tai chd trwedre khi tham gla
nghiéfi ciru. Trong mot phén tich két ho'p céc nghign clru, tac dung ha IOP clia COSOPT hai lan
miét ngay manh hon se voi tic dung cla don irj liBu voi dorzolamid 2% ba fan mot ngay hodc
timalol 0,6% hai 1An mét ngay. Téc dung ha IOP clla COSOPT hai. 1An méat ngay tong diong
Vi tac dung clia ligu phap két hop gilra dorzolamid hai lan mot ngay va timelol hai 1&n mot ngay.
Tac dung- 'ha IOP clia COSOPT hal Bin mot ngély d& duwgre ching minh khi do tai cac thivi didm
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khac nhau trong ngay va tac-dung nay-dwgc duy tri trong sudt qua trinh diéy tri daihan:
Tré.em

M8t nghién civu co @87 chiteng trong 3 thang voi tiéu chl ehinh 12 ghi nhan tinh an toan cla dung
dich nhé mét dorzeolantid hydrociorid 2% & fré em diedi 6 tudi @a dwoe thye hién. Trong nghién
elbu nay, 30 benh nhan i 2 dén dudi 6 tudi ca [OP khong duoc kiém soat dAy d0 voi don tri ligu
bing dorzolamid hoac timalol d& dwge st dung COSOPT trong mét pha nhén md. Higu qua &
nhirng bé&nh nhar Kay chuwa duoc thiét lap. Trong nhém nhd bénh nhan nay, vige dung COSOPT
2 IAn mdt ngay néi chung durgc dung hap tot v 19 bénh nhan hoan thanh diéutrj va 11 Béph
nhéan ngung didu tij o& phéu thuat, 461 thudc hode cag Iy do khdc.

[DIFQC D(_)N.G; HOC]
Dorzolamid hydroclorid

Khong giding hhir c4c chét (re ché carbonic anhydrase dirérng udng, vige dung tai ché dorzolamid
hydroclorid che phép hoat chét nay phat huy tac dung trec tiép tai mét & cac fidu ‘thép hon déng
k& va vl vay co phoi nhiZm toan than It hon. Trong cac thir nghiém lam sang, diéu nay dan toi
glam IOP makhdng gay réi loan axit - baze hosic thay d6i déc didm dién gidi cla cae chét tic ché
carbonic anhydrase dwémng udng,

Khi dund tai cho dorzolamid vao dwoe tuldn hoan toan than. Pé danh gid khd nding e ché
cartionic anhydrase toan tham sau khi dungfai ehd, céc ndng 66 clia hoat chat va chét chuyén
hoa trong cacté bao hdng céu va huyét fwong va sw ke ché carbonic anhydrase trong héng cau.
d& duee do ludng. Dorzolamid tich Iy trong héng ciu khi'diing thudc kéo dai 13 két qua clla si
gén kétcd chon loe:véi CA-Il trong khi duy tr! edc. nong 46 cwe thap clia hoat chéat tw do trong
huyét twong, Hoat chét ban du tao thanh mgt chét chuyén hoa N-desethyl don (e ché CA-ll
khong manh biing hoat chat ban d&u nhung cling gay (e ché mit iscenzym (GA-I) kém hoat
dsng ‘hon. Chét chuyén hoa cing tich ldy trong céc hong chu noi no gén két chil yéu vori CA—I

Dorzolamid gén. k&t-vira phai v&i-cac protein huyét tweng (Khodng 33%). Dorzolamid ch( yéu
dwoc bai tiét dwdi dang khang ddi trong nude tiéu; chat chuyen héa ciing duee bai tiét trong
nurde tidu. Sau khi két thiic Iidu; dorzolamid rtit khéi héng céu khong uyén tinh, dan dén mot sy
suy giam nhanh chéng nong A6 hoat chét bar dau, thed sau 1a mot pha thai trir cham hon vii
theri gian bén théi khodng bén thang.

Khi dorzolamid duwoc ding dwéng udhg a8 gid dinh phoi nhiém toan. than t6i da sau khi nhd mét
kéo dai, trang thaidn dinh dat durgre trong vong 13 tuan. O trang thai &n dinh, hdu nhw khénged
hoat chét tw do hodic cht chuyén hoa trang Huyét tong; sw e ché CA trong hong chu Tt hen
50 véi mire dugc dir dodn 12 cAn thidt a& gay ra tac dyng dwga Iy trén chike nding than hodic ha
h&p. C4c két qud dugc dong hoc: fwong ty cing duge quan sat thdy sau khi ding tai chd
dorzalamid hydroclorid kéo dai. Tuy nhién, mot $4 banh nhan cao tudi bi suy than (CrCl wéc tinh
30-60 mlfphat) c6 cac ndrig dd chét chiyén hoa trong hdng-cau cac hon, nhung khéng cb sy
khac biét c6'y nghia trong su 0e ché carbonic anhydrase va khong ¢ cac tac dung khérig mong
mubn toan than dang k& co ¥ nghfa (Am sang nao cb thé durge quy tryc tiép cho vén ganay.

Timolol maleat

Trong mét hghidt ctru v& ndihg a4 hoat chét trong huyét tieong & sau dbi twong, pho nhigm toan
than véi imolol 4 duoc xéc dinh sau khi nhd dung dich nhd. méttlmolol maleat 0,5% hai lAn mbi
ngay. Néng ae dinh trong huyét feng trung binh sau lidu budl séng 14 0 ,46. ng/ml va saiy liéa:
budi chidy 14 0,35 ng/ml.

[pCF LIEU AN TOAN TIEN LAM SANG]

H so an toan toar than va tai mét clia tirng thanh phin 64 duoc thiét 1ap 16 rang.
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Dorzolamid

& thé dung derzolamid. voi Iiéu gay ‘a6 cho me mang thai c&ién quan dén-nhi&m toan:chuyén
héa, 44 quan sat thAy di tat & cac than dt sdng.

Timolel
Cic nghién ol trén dong vat Khdng cho thay tac dung gay quai thai.

Ngoai ta, khong quan sal thidy cc téc dung khéng mong mubn tai mat & nhitng déng vat duoc
diing dung dich nhd mét chira dorzolamid hydroclorid v timolol maleat hodc dung déng thei
dorzolamid hydroclorid va timolol maleat. Cac nghién clru in vitro va in vivo v&i tieng thanh phén
Kkhéng chor théy khé ndng ‘gay dgt bién. Do d6;-co thé khéng co nguy co dang k& dbivei tinh an
toan &ngteeived liBu didy tr clla COSOPT.

1QUY CACH-DONG GOI]

Hep 1105 mL

[BAO QUAN]

Bao quan dirdi 30°C v tranki Anh sang.

[HAN DUNG]

- 36 thang ké tir ngdy san xudt

- Str dung trong vdng 1 théang sau khi mé nép.
_[TIEU CHUAN CHAT LUQONG]

Tidu.chuén oo s&

[cO SO SAN XUAT]

SANTEN PHARMACEUTICAL CO., LTD.
Nha may Noto: 2-14, Shikinami, Hogatsushimizu-cho, Hakui-gun, Ishikawa, Nkt Ban
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