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& _ALLERGAN
Rx Thubc ban theo don

ALPHAGAN®P
(dung dich nhé mét brimonidine tartrate) 0,15%

Vé khuén

MO TA

ALPHAGAN?® P (dung dich nhd mét brimonidine tartrate) Ia chét chi van tai thu thé alpha-2
adrenergic twong déi chon loc dung nhé méat. Tén héa hoc clia brimonidine tartrate 1a 5-
bromo-8-(2-imidazolidinylideneamino) quinoxaline L-tartrate. N6 [& mét chat bot mau trdng
nhe dén hoi vang, ¢é trong Ilwgng phan tlr 44224 dwdi dang mudi tartrate, hoa tan trong
nwéc (0,6 mg/mL) va trong chét dan ciia thude (1,4 mg/mL) & pH 7,7. Cong thire cau tao la:

X COOH
HN  NH H__{;_c,.,

Cﬁng thl.?Cf C”HK.BI'NE.C,IHBOB \b‘r r N HO‘?_H
CAS 56: 70359-46-5 “j COOH
=
N

O dang dung dich, ALPHAGAN® P (dung dich nhé mat brimonidine tartrate) trong suét, mau
vang xanh nhat, 4p Iwc thdm thiu la 250-350 mOsmol/kg va c6 pH 6,6-7 4.

M&i mL APHAGAN®P chira:
Hoat chét: brimonidine tartrate 0,15% (1,5 mg/mL), brimonidine tartrate 7,5 mg/lo 5 mL.

Ta dwoe: natri carboxymethylcellulose, natri borat decahydrat, acid boric, natri chlorid, kali
chlorid, calci chlorid dihydrat, magnesi chlorid hexahydrat, Purite® 0,005% (0,05 mg/mL) 1a
chét bao quan, nwéce tinh khiét va acid hydrochloric va/hoéc natri hydroxid dé digu chinh pH.

DUQOC LY LAM SANG C?v

Dwore Iwe hoc:

Co ché tac dung:

ALPHAGAN?®P |a chéat chii van tai thy thé alpha adrenergic. Hai gi¢ sau khi nhd mét, thudc
dat tdc dung ha nhan ap téi da. Nghién cku béng do huynh quang trén déng vat va trén
ngu&i cho thdy brimonidine tartrate cé co ché tac dung kép: vira 1am gidm tiét thiy dich, vira
lam tang thoat thiy dich & cling mac-mang bd dao.

Nghién clru lam sang:

Nhén ap tang la yéu t6 nguy co chli yéu gay mét thi trwéng trong bénh glaucoma. Nhan ap
cang cao, kha nang bj tén thwong than kinh thi giac va mét thj trwéng cang Ién. Brimonidine
taértrate c6 tac dung ldam ha nhan dp ma réat it anh hwéng t&i cac théng sé tim mach va hé
hap.

Céac nghién ciru lam sang da dwoc tién hanh dé& danh gia do an toan, hiéu qua va sw dung
nap cia ALPHAGAN® P (dung dich nhd méat brimonidine tartrate) 0,15% c6 so sanh v&i
ALPHAGAN® nhé 3 Ian/ngay & bénh nhan bi glaucoma géc mé hodc tang nhan ap. Két qua
cho thay hiéu qua lam gidm nhan ap cia ALPHAGAN® P (dung dich nhé mét brimonidine
tartrate) 0,15% twong tw nhu ALPHAGAN® (dung dich nhé mét brimonidine tartrate) 0,2%,
va lam giam nhé&n ap c6 hiéu qua khoang 2-6 mmHg & bénh nhan bj glaucoma géc mé hoac
tédng nhan ap.

Dwgc dong hoc:
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Sau khi nhé mét lwong dung dich 0,1% hodc 0,2% vao mét, sé dat ndng do dinh trong huyét
twong trong vong 0,5-2,5 gi&r va gidm dan, théi gian ban thai toan than khoang 2 gid.

O ngudi, brimonidine chuyén héa manh toan than, chi yéu & gan. Thai trir chinh qua nwéc
tiéu, dudi dang thubéc ban dau va cac chét chuyén hoa. Khodng 87% liéu ubng cla
brimonidine danh dau dwoc thai trong vong 120 gi®, trong d6 74% tim thy & nuwac tiéu.

CHI BINH

ALPHAGAN® P duwoc chi dinh dé& Iam ha nhan ap & bénh nhan glaucoma géc mé hoac ting
nhan ap.

CHONG CHi PINH

Chéng chi dinh diing ALPHAGAN® P & bénh nhan qua man cdm vai brimonidine tartrate
hodc v&i cac thanh phan khac ctia thubc. Chéng chi dinh dung ALPHAGAN® P & bénh
nhan dang s dung thuéc (rc ché monoamine oxidase (MAO). Chéng chi dinh dung
ALPHAGAN®P & tré so sinh va tré nhd (dwéi 2 tudi).

THAN TRONG

Than trong chung:

Tré em tir 2 tudi tré 1&n, daic biét khi can nang < 20 kg, nén duwoc diéu tri voi than trong va
theo ddi chét ché do ty 1& mac cao va mirc do nghiém trong cda hién twong budn ngti (xem
phan St dung & tré em).

Mé&c du dung dich nhd mét brimonidine tartrate 0,2% c6 tac dung rat it trén huyét &p bénh
nhan trong cac nghién ctru 1am sang nhung ciing phai than trong khi ding ALPHAGAN®P &
ngwéi s@n c6 bénh tim mach nghiém trong.

Chua c6 nghién ctru anh hudng clia ALPHAGAN® P trén bénh nhan suy gan hoéc suy than,
nén can phai than trong khi ding & nhikng d6i twong nay.

Can than trong khi dung ALPHAGAN® P & ngudi bénh trdm cam, suy ndo, suy mach vanh,
hién twong Raynaud, ha huyét ap tw thé ding, viém tdc nghén mach mau. Ngudi bénh
dwoc chi dinh duing thudc ha nhan ap can dwoc theo di nhan ap thwdng ky. ?/

Twong tac thudc:

Mé&c du cac nghién cru v& twong tac thudc dac hiéu véi ALPHAGAN® P chua dugc thuc
hién nhwng can xem xét khd nang cé thé c6 tac dung phu tro hodc lam manh thém céac
thuéc (rc ché than kinh trung wong (rwou, barbiturate, thuéc phién, thudc an than hodc thube
gay mé). ALPHAGAN® P 1a chét chd van alpha nén c6 thé 1am gidm mach va huyét ap. Can
than trong khi st dung déng théi véi cac thube nhw thude chéng tang huyét ap valhodc cac
glycoside tro' tim.

D3 c6 bao cao la thubc chéng trdm cdm ba vong lam gidam tac dung ha huyét ap cia
clonidine diing toan than. Chwa rd co phai viéc stv dung ddng thdi nhirng thudc nay voi
ALPHAGAN® P co thé gay twong tac vé tac dung lam ha nhan ap hay khong. Chwa c6 div
liéu vé ham lwgng catecholamine trong tudn hoan sau khi nhé ALPHAGAN® P. Tuy nhién,
nhirng bénh nhan dang dung thudc chdng trdm cdm 3 vong can than trong vi nhirng thubc
nay cé thé anh hwédng téi chuyén héa va hap thu clia cac amin nay trong tugn hoan.

Tac dung gay ung thw, gay dot bién, suy giam kha ning sinh san:

Chua thay tdc dong gay ung thw lién quan dén thudc nay trong cac nghién ctru 21 thang &
chudt nhat va 24 thang & chuét cdng. Trong cac nghién ciru nay, chudt nhit dwoc cho udng
2,5 mg/kg/ngay, chudt cdng duoc cho uéng 1 mg/kg/ngay, ndng dd cao nhét trong huyét
twong (Cmax) dat dwoc twong (rng gap 90 va 80 lan ndng dd cla thube trong huyét twong
ngwdi sau khi nhé mét 1 giot ALPHAGAN® P 0,15% & c¢a hai mét, 3 lan/ngay.

Brimonidine tartrate khong gay dét bién ho&c sinh té bao trong mét loat nghién ctru in vitro
va in vivo gdbm thi? nghiém Ames, th&® nghiém @6 sai lac nhiém sic thé trén té bao budng
tring chudt Hamster Trung qudc (CHO), thi¥ nghiém qua trung gian vat chl va cac nghién
ctru sinh té bao & chudt nhat, va thir nghiém chét trdi.
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Th&i ky mang thai: Tac dung gay quai thai: Phy n{ c6 thai nhém B.

Brimonidine tartrate khong gay quai thai khi ding dwéng uéng trong thdi gian mang thai tir
ngay thir 6 dén ngay thir 15 & chubt cbng va tir ngay thir 6 dén ngay th(r 18 & thd. Lidu cao
nhét brimonidine s dung trén chuét céng (2,5 mg!kg!ngéy) va trén thd (5,0 mg/kg/ngay) cho
tri s6 AUC dat dwoc twong ¢ng lan lwgt gap 260 va 15 1an tri sé nay & ngudi sau khi nhé
mét 1 giot ALPHAGAN® P 0,15% & ca hai méat, 3 lan/ngay.

Chua cé nghién cteu day da va kiém soét tét trén phy n&r mang thai. Trong cac nghién ctru
trén dong vat, brimonidine qua dwgc nhau thai va mét phan vao té'i_tuén hoan thai. Chi nén
dung ALPHAGAN® P cho ngudi mang thai khi loi ich cho me hon han s rdi ro véi thai.

Ba me cho con bu:

Chua rd thubc nay c6 qua dugc sita me hay khéng, mac du nghién clru trén dong vét thay
brimonidine tartrate bai tiét dwoc qua siva dong vat. Tuy theo tam quan trong cla viéc dung
thuéc nay, ma nén cho tré ngirng bu hodc me ngirng ding thudc.

Sir dung & tré em:

Trong mét nghién ctru 1dm sang dugc kiém soat tét trén bénh nhi bj glaucoma (tir 2 tudi dén
7 tudi), phén (rng phu thwdng gép nhét khi dung dung dich nhd mét brimonidine tartrate
0,2%, 3 lan/ngay la budn ngd (50% - 83% & bénh nhi tir 2 tudi dén 6 tudi) va giam s tinh
tao. O bénh nhi tir 7 tudi tré Ien (> 20 kg), bubn ngd it g&p hon (25%). Khodng 16% bénh
nhi dang dung dung dich nhé méat brimonidine tartrate & ngirng cudc nghién ciru do bubn
ngu.

Chuwa cé nghién clru vé dd an toan va hiéu lyc clia dung dich nhé mét brimonidine tartrate &
bénh nhi dwéi 2 tudi. Trong qua trinh giam sat sau khi dwa thj treong, cac hién twong ngung
thd, nhip tim cham, hén mé, ha huyét ap, ha than nhiét, giam trvong lwc, thé o, xanh xao,
suy hé hap va budn ngll d3 dwoc bdo céo & tré so sinh, tré nhd va tré em nhan duoc
brimonidine do bénh tang nhan &p bam sinh hodc do vé tinh nudt phai. Khong khuyén cao
dung dung dich nhé mét brimonidine tartrate & bénh nhi dwéi 2 tudi (xem phan Chéng chi
dinh va Phan (rng phu).

Str dung & bénh nhan cao tudi: 9

Chuwa thay c6 sy khac biét v& an toan va hiéu lwc cla thube gitta bénh nhan cao tudi va
bénh nhan tré tudi.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Clng nhw cac thubc khac trong nhém nay, ALPHAGAN® P co6 thé gay mét maéi vashosdc
budn ngl & mét s6 bénh nhan. Déi véi nhitng bénh nhan dang lam cac hoat dong nguy
hiém can phai than trong do kha nang gidm s tinh tao vé tinh than.

PHAN (F'NG PHY

Phan (rng phu xay ra & khoang 10-20% nguwdi dung dung dich nhé mét brimonidine (0,1-
0,2%) bao gdm: viém két mac dj (ng, xung huyét két mac va ngra mat. Nhirng phan trng
phu xay ra & khodng 5-9% bao gbm: cam giac x6t rat, tdng sinh nang bach huyét két mac,
tang huyét ap, phan (*ng dj (*ng & mat, khd miéng va réi loan thi giac.

Phan trng phu xay ra & khoang 1-4% nguwei dung dung dich nhd mét brimonidine (0,1-0,2%
bao gom: phan (rng di (’ng, suy nhwoc, viem bd mi, viém két mac mi, nhin m&, viém ph
quén, dyc thdy tinh thé, két mac tai nhot, phi két mac, xuét huyét két mac, viem két mac,
ho, chéng mét, kho tiéu, khé thd, tran nwéc mét, xuét tiét mat, khd mat, kich trng mat, nhirc
mét, pht mi mét, ban d6 & mi mat, mét méi, hoi chirng cim, viem két mac nang, cdm giac
c6 di vat trong mét, réi loan tiéu héa, nhirc dau, ting cholesterol mau, ha huyét ap, nhiém
trung (chd yéu la cdm lanh va nhiém trung hé hap), mat nga, viem giac mac, réi loan mi mat,
viém hong, so' anh sang, phat ban, viém mii, nhiém tring xoang, viém xoang, buén ngu, xét
mét, bénh gidc mac cham néng, chdy nudc mét, tdn hai thj tredng, bong dich kinh, bénh
dich kinh, hién twong rudi bay, gidm thi lwc.
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Phén (rng phu gép & dudi 1% bénh nhan gdm: suwét gidc mac, chép, khé mii, léch lac ¢cdm
giac vi giac.

Cac phén (rng phu sau day da dwoc ghi nhan trong qua trinh st dung dung dich nhé méat
brimonidine tartrate trén thi trwéng trong thuc tién Iam sang. Vi day 1a cac bao céo ty y tir
mét nhém dan sb khéng ré s6 lwong nén khong thé woc tinh dwoc tan suét. Cac phan ting
phu dwoc chon do mirc d6 nghiém trong, tan suat bao céo, kha nang c6 quan hé nhan qua
véi dung dich nhé mat brimonidine tartrate, hodc két hop cac yéu t6 nay, bao gbm: nhip tim
chém, trdm cadm, viém mang bd dao trwéce, viem méng méat, khé két-giac mac, hep ddng ti,
bubn nén, phan (rng & da (bao gdbm ban dd, ngira mi mét, phu méat, ndi ban va gian mach)
va nhip tim nhanh. Khé thé&, nhip tim cham, ha huyét ap, ha than nhiét, gidm trwong lypc va
budn ngli da dwoc bao cao & tré em dang dung dung dich nhd mét brimonidine tartrate.

Théng béo cho bac si nhirng tac dung khéng mong mudn gap phai khi str dung thudc.

QUA LIEU

Qua liéu nhé mét:

Trong céc treéng hgp quéa liéu nhan dwoc, nhirng hién twong dwoc bao cao gibng nhuw
nhirng hién twong da dwoc liét ké & muc phan (rng phu.

Qua liéu do vé tinh nuét phai:

C6 rét it théng tin lién quan dén vé tinh nuét phai & ngudi I6n. Tac dung phy duoc bao cao
1a ha huyét ap.

Diéu trj qua liéu bao gom diéu tri triéu chirng va diéu tri hé trg. Can gitr théng duéng ho hap.

LIEU LUQNG VA CACH DUNG
Thuoc tra mat

Liéu dung khuyén céao 1a mét giot ALPHAGAN® P nhd vao mét bénh mdi ngay ba lan, cach
nhau khoéng 8 gio.

Dung dich nhé mét ALPHAGAN® P c6 thé dung déng thoi véi cac thube nhé mét dung tai
chd khac. Néu dung hon mét thudc nhé mat thi cac thude phai nhé cach nhau it nhat 5 phat.

QUY CACH PONG GOI
ALPHAGAN® P Ia dung dich vo khudn dwgc ding trong lo nhya duc bing LDPE cé dau

nhé giot, ndp béng polystyren mau tim (HIPS) cé do nén cao. Hop 1 1o 5 mL. o
Bao guén: & nhiét dé khéng qua 30°C. :F

Thudc nay chi dang theo don cda béc si. Poc ky hwémg dén str dung trwrée khi ding.
Néu cén thém théng tin, xin hoi y kién bac si.

Han dung: 24 thang ké tir ngay san xuét.
Khéng diing qua 4 tuan sau khi mé bao bi.
Khéng dung thubc qua han st dung.

Dé thubc xa tam tay cda tré em.

Nha san xuat: Allergan Sales, LLC
Waco, TX 76712, USA (M¥)

© 2014 Allergan, Inc
® la nhan hiéu cla Allergan, Inc.
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