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[Thinh phin] 1mL chira SPK -
Brimoniding tartrate ... 2mg 5616 8X !
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| [Composition] [Thanh phdn] 1mL chira -
' In 1mi contains, Brimonidine tartrate ......2mg
Brimonidine Tartrate ..... 2mg [Dang bo ché]
Mfwm] . Dung dich nhé mét.
Ophthalmic solution [Chi dinh, Chéng chi dinh,
[Indications, Contraindications, | Lidu dung, cach dang, va
Dosage & Administration, cac thong tin khac]
| Another information's] Xem to hurong dén kém theo.
| Please see the insert paper. B [Tiéu chudn chét | -
[Quality specification] Antl-glancoms b mbipelai o Anti-glaucoma
Manufacturer's standard [Bao quﬁn}
- MARILASE ez MARILASE
Store In a tight container, protect O nhigd 65 durtri 30°C. |
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Rx Thuée badn theo don
MARILASE OPHTHALMIC SOLUTION

(Brimonidin tartrat 2 mg/ml)
Doc kj huong dan sir dung trudc khi ding
Néu can thém théng tin xin héi y kién bic sy, dwgc sp.
Thanh phin: Mdi lo 5 ml chia:
Hoat chat:
BRI oonmsnamnanrimmnsis 10,0 mg
Ta diege: Benzalkonium chlorid. polyvinyl alcol, natri chlorid, natri citrat hydrat, acid citric
hydrat, acid hydrochloric, natri hydroxid, nuéce cit pha tiém.

Dang bao ché: Dung dich ihd mit. ¥y
ang bao ché: Dung dich nhé mit /[[(//

Quy ciach dong géi: Hop 1 1o 5 ml /
DPac tinh dwge lwe
Brimonidin tartrat 12 chat chu véan tai thy thé alpha-2-adrenergic. Hai gi® sau khi nho mét, thuée
dat tac dung ha nhén 4p t6i da. Nghién ctu bing do quang - huynh quang manh trén djng vat va
trén ngudi cho thay brimonidin tartrat ¢6 co ché tac dung kép: vira lam giam tiét thuy dich, vira
lam ting thoat thuy dich & ciing mac - mang b dao.
Pac tinh dwoc dong hoc
Sau khi nho mdt lugng dung dich 0.2% vao mat tir 0,5-2,5 gidy, s& dat ndng dé dinh trong huyét
twong va giam dén, thoi gian ban thai khoang 2 gio. O ngudri, brimonidin tartrat chuyén hoa
manh, chi yéu & gan. Thai trir chinh qua nudce tiéu, dudi dang chit me va cac chit chuyén hoa.
Chi dinh
Marilase Ophthalmic Solution dugc chi dinh @& lam ha nhan 4p & ngudi bénh glaucom goc mo
hodc tang nhan ap.
Liéu hrong va cich ding
Liéu cho nguoi tricong thank: Nho mot giot Marilase Ophthalmic Solution vao mét bi bénh mdi
ngdy 2 lan. Vi bénh nhén bi nhan dp cao budi chiéu hodc cn kiém tra thém nhin ap c6 thé nho
thém mot giot Marilase Ophthalmic Solution vao budi chiéu.
Tré em tir 12-17 tuéi: chira c6 nghién ciru
Tré em duwdi 12 tudi: khong sir dung do tinh an toan va hiéu qua chua duge xac dinh.

Thubc nay chi diing khi cé sw chi dinh ciia bdc sj
Chéng chi dinh
Chdng chi dinh ding Marilase Ophthalmic Solution & ngudi qua man cam véi brimonidin tartrat
hodc v6i cdc thanh phian khac cta thude.
Khong ding dong thoi Marilase Ophthalmic Solution vdi céc thude tre ché monoamino-oxidase
(IMAO).
Than trong
Mic diu brimonidin tartrat c¢6 tac dung rat yéu trén huyét 4p nguoi bénh, nhung ciing phai than
trong khi dung & ngudi sén c6 bénh tim mach nghiém trong. Chua c6 nghién ciru anh huong cia
brimonidin tartrat trén nguoi suy gan, suy than, nén can phai than trong khi ding & nhimg doi
tuong nay. Cén thin trong khi ding brimonidin tartrat & ngudi bénh trAm cam, suy ndo, suy
mach vanh, hién tuong Raynaud, ngudi ha huyét dp tu thé dung, viém tic nghén mach mau.
Nguoi bénh duoce chi dinh dung thudc ha nhan 4p can duoc theo doi nhin 4p thuong ky.
Tré em: Chua xac dinh d an toan va hiéu lyc cta thude voi tré em. Trang thai lgﬁ:h dong, ngung
tha, nhip tim cham, co giat, chimg xanh tim, trim cam, kho thg, xtic cam b" 0,
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ap, giam nhiét, giam truong luc, tho chim, dé céu, ngt lim, lo mo, ngo ngén la nhitng hién trgng
da ghi nhdn ¢ bénh nhi s dung brimonidin tartrat 0,2%.

Nguoi gia: Khong thdy 6 su khac biét vé an toan va hiéu luc ciia thude giita bénh nhan gia va
bénh nhan tré tudi.

Tidc dung khéng mong mudn

Téc dung ngoai ¥ xuét hién & khoang 10-30% ngudi ding thude. Nhimg rii ro d& gip tinh theo
thir tir giam dan 1a khé miéng, xung huyét mit, nong rat va dau nhirc, dau du, mo mat, cam giac
¢6 di vat trong mat, mét moi, budn ngu, viém két mac, phan tmg di {mg & mit, ngira mat. Mot sé
hién tugng khac gip ¢ 3-9% bénh nhan, theo thir tu giam dan, nhu vét den/vét in mon & giac
mac. s¢ anh sang, ban do & mi mat, dau nhitc mat, khé mat, chay nudc miit, tri¢u chimg ho hép

manh, phu két mac, chéng mat, viém mi mit, kich tmg mét, triéu chimg tiéu hoa, mét moi, ta? (4/
/ i

nhot két mac, thi gIac bt thudmg va dau co. ¥

Nhitng tac dung ngoai ¥ sau ddy giip duéi 3% bénh nhén : cimg mi mét, chay mau két mac(. 6'1/

giac bt thuomg, mét ngu, xuét tiét két mac, trdm cam, tang huyét ap, chdn an, danh trong nguc,
kho miii va ngat.

Théng bdo ngay cho bic s khi gdp phii cdc tic dung khéng mong muén cua thuéc.
Twong téc thube
Mic déu chura tién hanh nghién ciru vé tuong tac thude véi Marilase Ophthalmic Solution, nhung
c6 thé c6 tac dung hiép dong véi cac thude trc ché than kinh trung wong (rugu, barbiturat, thude
phién, thudc an than, thuc gay mé...). Marilase Ophthalmic Solution khdng c6 tac dung co ¥
nghia trén mach va trén huyét dp. Tuy vy, vi la thudc thude nhém chu van alpha-adrenergic, nén
cling co thé lam gian mach va ha huyél ap, vi vay can than trong khi phéi hop Marilase
Ophthalmic Solution vai cac thude chen béta-adrenergic (du dung tai chd hodc toan than), thude
tri cao huyét ap va/hodic cac glycosid trg tim.
Thude chf)ng tram cam loai 3 vong co thé lam tang tac dung ha huyét ap cua clonidin (dung toan
thin). Chua rd phdi hop cac loai thude chdng traim cam nay véi Marilase Ophthalmic Solution c6
gdy tuong tic vé tic dung lam ha nhin ap hay khong. Ciing chua rd nhé thuéc Marilase
Ophthalmic Solution c6 anh huong gi t6i ham luong catecholamin luu thong hay khong. Tuy
nhién, vin can than trong véi ngudi ding thude chong trim cam loai 3 vong, vi nhimg thude nay
¢6 thé anh huéng téi chuyén héa va luu thong cia cic amin nay.
Khéng dung ddng thoi Marilase Ophthalmic Solution véi céc thube tre ché monoamino-oxidase
(IMAO) vi anh huéng t6i sir lan truyén ctia hé noradrenagic.
Sir dung thudc cho phu nir ¢6 thai va cho con bi
Thoi ky mang thai
Nghién ciru trén sur sinh san ¢ chudt cdng cai udng 0,66 mg brimonidin /kg, khong thiy Marilase
Ophthalmic Solution anh hudng téi sinh san hodc doc voi thai. Liéu lwong ding trén chudt nhu
vdy gap 10 1in ndng dé thube nay trong huyét twong ngudi sau khi nhé nhiéu lan vao mit.
Chua c6 nghién ctru anh huéng ctia Marilase Ophthalmic Solution trén ngu¢i mang thai, tuy vay,
trén dong vt thdy Marilase Ophthalmic Solution qua dugc rau thai va mét phan vao téi tudn
hoan thai. Vay chi dung thudc nay & ngudi mang thai khi lgi ich cho me hon han sy rai ro véi
thai.
Thai ky cho con b
Chua rd Marilase Ophthalmic Solution ¢6 qua dugc sita me hay khong, méc diu nghién ctru trén
déng vt thiy brimonidin tartrat bai tiét duoc qua sira clia dong véat mang thai. Tuy theo tam quan
trong cua viéc dung thude nay ma nén cho tré ngimg bi hodc me ngimg dung thg&;g‘y-g\“\
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Anh huwing dén khi ning lii xe va vin hanh may méc
Ciing nhu moi thudc ctia nhém nay, Marilase Ophthalmic Solution c6 thé gdy mét moi. budn
ngu, dau dau, mé mét, ngira mét & mot sd ngudni, gay anh hudng dén kha niing 1ai xe va van hanh
méy méc. Vi vdy, bénh nhén ding thude nén than trong khi phai lam nhimng cong viéc nay.
Qui liéu
Chua c6 thong tin vé qua liéu & ngudi. Néu udng qua liéu do nham 1an hay ¢6 ¥ thi dung bién
phap diéu trj triéu chimg, diéu trj h trg. Can dam bao sy théng khi.
Bio quan: Trong bao bi kin, tranh anh sang, nhi¢t d dudi 30°C. .
Han ding: 24 thang ké tir ngay san xuat. Dung trong vong 28 ngay ké tir khi mé nap lo /[ [ (//
PE THUOC TRANH XA TAM TAY TRE EM. /
Nha san xuat
REYON PHARMACEUTICAL CO., LTD.
69-10, Hansam-ro, Deoksan-myeon, Jincheon-gun, Chungcheongbuk-do, Ha_rrLQuf')c.
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