R INDOCOLLYRE® 0,1%

Thuéc nhé mit

Dec _Q r:c,:m din si n:an trudce khi a::m thube. Néu cin thém thong

tin xin héi y Kién béc sy hodc a:.ca m% Thube nay chi ding theo sy ké
don elia Suw thubc.
* Xin hay mE cén than t& huéng dén sir dung nay, co
thé ban can doc lai.

m choo ndy dugce ké cho c4 nhén ban, khong dua

thyde cho ngudi khac du co bidu Eos triéu chimg
giong ban vi thudc cé thé khong thich rqv vGi ho.

THANH PHAN

Hoat chit Cho100ml  5ml
Indomethacin/Indometacin 0,lg 5mg
Chit bao quin

Sodic mercurothiolate (thiomersal) 001g 05¢g
Ta duge

Arginin, f§ cyclodextrin hydroxypropyl, viradia 100mt  5ml

acid hydrochlohydric dic, nudc tinh khibt

Dang bao ché
Thubc nhé mat, Hm Sml
Co s& sé hitu gidy phép lwu hanh
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DUGC LUC HOC ) ]
THUOC CHONG VIEM GIAM BAU PHI STEROID ding tai chd (S:
co’ quan cam gidc)

Indomethacin I3 chét 1ic, ché Szm hop Prostaglandin thube nhém indol.
Indomethacin 1a mét chét (rc ché khéng chon loc men cyclooxygenase
AOOvO 1va 2, 1a cac enzyme tham gia vao qué trinh tong hop prostaglan-
din tir acid E,mowaoEn Prostaglandin 14 cac phén tir kieu hocmon thuong
thiy trong co Em, orcmm ¢6 nhiéu téc déng trong co thé vi d6i khi dan den
tinh trang moﬁ viém va dau.

Do d6, indomethacin c6 ddc tinh owozm viém, gidm dau va ha mi Hoat
tinh nay thé hién qua tac dung Grc ché men COX do lim giam téng rQﬁ
prostaglandin.

Indomethacin dd duogc acnm trén 1m sing trong hon 30 ndm qua, bao moS
céc ddc tinh E.wsm viém va giam dau dugc ding trong diéu tri tai chd cac
adosm hop viém sau phéu thudt duc thuy tinh thé, @rmz thujt tién vwomm
va fic ché co dong tir sau phiu thuét. Céc dac tinh nay da duoe mb ta trong
duge luc hoc thir nghiém.

DUQC BONG HQC

Indomethacin

Khi dung theo dung nhé mit, Indomethacin duoc s.% thu vao trong cac
mb ciia mét véi nong d6 bén trong nhin cau du dé e ché viéc tong hop
prostaglandin. Hap thu toan thén doi voi indomethacin la rht Emw sau khi
nho mat. Khi ding indomethacin theo dudng udng, mms oh todn bd liéu
zucoo duoc hip thu. Trong méau, indomethacin chi yéu lign két v6i protein
huyét twong.

Indomethacin duoc chuyén hoa tai gan 1 va dugc thai trir ciing voi céc chit
chuyén héa ciia n6 qua phan vi nuée tidu.

Hydroxypropyl-f-cyclodextrin

Té duge 3&35@3@% B~ o%o_oamﬁ:n admguv duge hp thu khéng
déang ké qua dudng udng va chi yeu duge thai trir qua phan sau khi bi
phén hity béi hé vi khudn dudng rubt. Khi ding theo duodng tinh EmoF .
mmeu duge thai trix nhanh chéng & amsm chua bi bién d6i qua nwée tiéu
va phan bb SH it & cac md. Cac thong s6 dugc dong hoc khdng thay abdi
khi ding lidu I3p lai.

Tai liéu tién 1am mﬁ.m

Cac nmga: ciru vé duge Iye hoe va kha ning mmw dde cho Ew% Indocol-
lyre c6 hoat tinh ESam viém va tinh dung nap t6t, dang nong 46 sir dung
khong lam chim qué trink lam lanh vét thuong.

CHI PINH
Thubc nhé mét ndy duoc chita trong lo 5 ml, hoat chf 12 mot chét owozm
viém ding cho mat. .EEoo duge chi dinh trong mét s6 phau thuft nhét
dinh tai mat va trong didu tri hau phéu:
- Ut ché co dong t,
- Chbng viém sau E;E thuat dyc thiy tinh thé hogc céc phau thuat tidn
phong,
- Giam dau sau phiu thujt gidc mac didu trj c4c tat v& kivic xa (dic
biét trong mé diéu tri c4n thi)

CACH DUNG VA LIEU DUNG,
Theo huéng dan chung, lidu khuyén céo thong thudng cho ngudi 16n nhu
sau:

- Uk ché co dbng it trong phiu thudt: Nho 2 m_oﬁ ESo lai sau 2 ma
vao smm< trude phau thuét, nhé 2 giot 3 giy trude phiu thust va2 giot
1 gio trude phéu thudt.

- Chbng viém sau phiu thuat duc thity tinh thé hoic phiu thuft tidn
phéng: nho 1 gigt/lan, 4 dén 6 lan/ngay cho dén khi het cac tridu
chimg, bat dau tr 24 gio sau khi phay thuat.

- Giam dau sau phiu thuét gidc mac dé diéu tri céc tat vé khiic xa mit:
nho 1 giot/lan x 4 1an/ngdy, dung vai ngay sau khi phau thuat.

Huwéng din nhé thudc vio mit
- Rua tay that k¥ trwdc khi nhd mEoo
- Khéng duge cham dau bng thube vag mét hodc mi mit.
- Céchnhé man Jéo nhe mi dudi xubng, nhin ngude 1én rdi nho mot
giot vao Bmﬁ nhim Emﬁ trong vai gidy.
- Dong chit E% lo thubc ngay sau khi ding,

CHONG CHi DINH
Chong chi dinh thubc trong cAc trwdng hop sau:

- dem thai tir 6 Ewﬂm trd 1én,

- Co tién sit dj ing v61 mdt trong cac thanh phén ctia thude hote
véi cée thubc tuwong tu, vi du céc thudc chong viém khong steroid
aZm\EUmv khéc hodc aspirin,

(b tién si¥ 1én con hen do mmﬂ:E hoi¢ cc loai NSAIDs khéc,

- Loét da day hogc loét hanh ta tring tién trién,

- Suy gan ndng,

- Suy thin néng.

Nhin chung khéng nén m::w Két hop véi cae thube sau:
thube chéng dong mau %Em dudng udng,

- céc NSAIDs khac (k& ca cac salicylat liéu cao: trén 3g/ngdy cho
nguoi 16n),

- heparin, lithium,

- methotrexate liéu cao AvaBm\.Ewsvv

- ticlopidine.

CANH BAO

Khéng duge tiém, khong dugc cozm
Chura ¢6 szos ctru dic hiéu duoc tién hanh trén tré em.

LUU Y VA THAN TRONG TRUGC KHI DUNG THUOC
Thén trong |
- Céc thube NSAIDs ¢6 thé lim chém linh két mac. |
- Céo thubc NSAIDs cé thé din dén n:mv\ méu md mét trong phau
thudt, dgc biét trén nhitng bénh nhén c6 khuynh hudng dé chay mau
hodc mmsm n:Em cac bién phap didu tri khac lam kéo dai thoi gian
chéy méu.

Luu y trudec khi si n::w

- Trong ggm hop qué min, phai ngimg diéu tri.

- Trong trudng hop bi rhifm tring mat, phai diéu tri bang bién phép
thich hop.

- Khong nén deo kinh ap trong trong khi ding INDOCOLLYRE 0.1%.

- Néu mz:m Kkét hop voi thudc nhé mat khac, phai nho 2 thubc cach
nhau it nhat 1a 15 phut,

- Khéng duge cham déu lo thube vio mét.

TUONG TAC THUOC VA CAC TUONG TAC KHAC

@m TRANH XAY RA TUONG TAC HN.NQQQ diic biét 1 véi cc thubc
chéng dong méu dudng udng, cic thuéc chong viém khong steroid khac
trong d6 c6 ca salicylates liéu cao (>3 m\mmwvov diflusinal, heparin, lithium,
methotrexate :m: cao (> 15 mg/tuan) va ticlopidine.

THONG BAO VOI BAC SY HOAC DUOC SY BAT KY LOAI THUOC
NAO KHAC PANG SU DUNG

DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phy nit ¢6 thai
Xin, ¥ kién bdc sp hodc dioc sy trude khi &:uw bar \Q logi S:mn nao

- Trong 5 Hrwzm dau khi mang thai, bc s§ van cé thé ké thudc ndy pén_
thét sir can thiét.

- Tir thang tht 6 tré di clia thai _Q“ Euobm duge ty ¥ dimg thubc trong
bét ki trudng hop ndo vi s& giy héu @sw nghiém trong cho thai nhi,
ddc biét anh scd:m t&i hé mach mdu va than, khong duge phép ding
thubc dv chi mot 1an va vao lac cudi thai ky.

Phu nir cho con bl
Vi céc thube NSAIDs c6 bai tiét vao trong sita me, do do, dé than trong,
khéng dung thutc nay cho phu nit dang cho con bo.

ANH BUONG CUA THUOC LEN NGUOI LAI XE VA PIEU
KHIEN PHUONG TIEN
Cé thé lam rdi loan thi luc thoang qua ngay sau khi nhd thude.

Danh muc chit bio quan
Thiomersal (Sodic mercurothiolate)

QUA LIEU
Néu ban nhé 5&085\3 0,1% nhidu hon chi dinh, xin b4o ngay cho béc
s¥ hodc duge s§

Néu quén nhé :Ecnc:%nm 0,1%
Khéng ding gap doi liéu dé w: vao liéu bi quén, tiép tuc dimg theo liéu
chi dinh

Néu ban cim théy tic dung ciia Indocollyre 0,1% 12 qud manh hodic
qua :wm.
Xin h6i ¥ kién cua bdc sy hodc dwoc s9

TAC DUNG KHONG MONG MUON
Ciing nhur tt ca céac thubc khac, Indocollyre 0,1% c6 thé gy tic dung
khéng mong mudn.
Co the gip phén img qué mén hodc swmv\ cam voi dnh sang Ag di img
khi tiép xtc véi dnh mwwwv, cam giac nong rat hodc cay mat, roi loan thi
gi4c thoang qua, viém gidc mac dbm. O mét vai truomg wcﬁ hiém gép,
céc thube ogzm viém khong chira Steroid noi _chung co thé gay cdc bién
chimg nhu viém wm» mac, loét gidc mac din dén thing gidc mac, dic bigt
khi diéu tr trén QQ twgng bénh nhén ¢ nguy co cao va‘hodc kém theo c6
gidc mac 4 bi ton thuong.
Néu ban nhén thily nhitng tic dyng khong mong mudn khong dwgc
néu trong to hwéng dan siv dung ndy, hiy thong bdo cho bdc sy hodc
dwoc sj.
BAO QUAN
Bao quan & nhiét d6 dudi 25°C
HAN SU DUNG
18 thang ké tir zm@ san xuht, 15 ngdy sau 1dn dAu mo lo thude.
Khéng ding qua han sir dung ghi trén vo hép thudc
Dé thube ¢ xa tim tay tré em.
Ngay phé duyét to huong dan si dung: Thang 2 ndm 2010
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