ADAGRIN®

Cdng thifc

M&i vién nén bao phim chifa sildenafil citrat tuang duong 50 mg sildenafil base
(vién 50 mg) hodc 100 mg sildenafil base (vien 100 mg) va ta dugc vira du
(ludipress, kollidon CL, magnesi stearat, ta dugc bao phim Opadry).

Dang bao ché’
Vién nén bao phim.

Qui cach dong goi
HOp 1 vi x 3 vién nén bao phim (vién 50 mg).
Hop 1 vi x 3 vién nén bao phim (vién 100 mg).

Chi dinh
Diéu trj r6i loan cuong dudng. Cai thién doi séng tinh duc. Nang cao chat lugng cudc
s6ng.

Chdng chi dinh

—Quéa man voi batky thanh phan nao ciia thudc. AT
Bi chitng dau thit ngyc hay cac bénh vé tim dang dugc diéu trj bing nitrat hiiu co,
cdc van dé vé tim mach gdy anh hudng dén hoat déng sinh ly, dau tim hay dot quy
trong vong sau thang trd lai.
Suy gan ndng, huy8t ap cao qua hay thdp qué. Bénh vé mit nhu nhidm séc t6 vong
mac.
Thudc chéng chi dinh cho tré sd sinh, tré em va phu ni.

Thén trong

Can can nhdc tinh trang tim mach clia bénh nhan trudc khi tién hanh viéc diéu tri.
Viéc sif dung sildenafil khdng bao vé bénh nhan khoi cac bénh Iay nhiém qua dudng
tinh duc.

Thén trong s dung & bénh nhan c6 b phan sinh dyc bj bién dang do gi&i phau (c6
géc canh, xd héa hay bénh Peyronie), bénh nhan bj méc cac bénh c6 thé din dén
tinh trang cuong dau (bé&nh t& bao héng cdu hinh liém, da u tlly xuong, bénh bach
cAu).

Vai truding hgp hi€m hoi, b&nh nhan dung thudc (ic ché& PDES5 (thuc diéu tri rdi loan
cudng duong dung udng, bao gém sildenafil) bj mat thj lyc dot ngdt & mot hodc ca
hai mét. DU chua thé két luan céc thudc diéu trj rdi loan cuong duong nhom tic ché
PDE5 Ia nguy&n nhan gy mét thi lyc hay 1a do cac tac nhan khac nhu cao huyét ap,
ti€u duting hozic sy k&t hop clia tat cA cc van dé trén, néu dot ngdt bj gidm hay mat
thi lyc, bénh nhan phéi ngung dung thudc va bao nﬂay cho bac si.

Téc dung phy
Thuding g@p nhat: dau ddu, dé bimng, dau da day, ca{: thay d6i vé thj gic nhe va tam
thoi (thay d6i nhan thifc vé mau sic, thay d6i nhan thiic vé anh sang, nhin khong
rd), kho tiéu, nghet miii, tiéu chay.
Théng bdo cho bdc sT nhing tac dung khéng mong muén gdp phai
khi st dyng thudc.

Twong tac thudc

Do sildenafil chuyén héa chil yéu qua CYP3A4 nén vigc dung chung véi cac chat tc
ché CYP3A4 nhu cimetidin, erythromycin, ketoconazol, itraconazol, ritonavir,
saquinavir sé lam giam dg thanh thai sildenafil, ddn d&n tang néng do cia thudc
trong huyét thanh. Ngugc lai, néng do sildenafil trong huy&t thanh gidm khi diing
chung vai cac tac nhén xtc tdc CYP3A4 nhu rifampicin, carbamazepine, phenytoin,
phenobarbital.

Ban than sildenafil 12 mgt thudc gidn mach nén khi bung k&t hgp v6i céc thudc gidn
mach khac s& gdy ha huyét 4p trdm trong. ‘

Téc dung ctia thudc 18n kha ning 14i xe hay van hinh may méc
N&u dung thudc 1am thay déi vé thj Iuc hay hoa mét thi khong nén I4i xe hay van
hanh may mac trong thai gian sir dung thuéc.

Huéng dan sit dung

D& thudc c6 cong higu cdn phai co sif kich thich gidi tinh. USng khoang 1 gid trudc
khi c6 hoat dong tinh duc va khong dung qué 1 14n méi ngay.

Nguoi I6n: liéu thung dung duge dé nghi la 50 mg. Dya theo cong hiéu va sif dung
nap, lidu co thé tang Ién d&én 100 mg hoic gidm con 25 mg. Lidu t6i da 1a 100 mg
mdi ngay.

Nguoi trén 65 tudi, nguoi suy than viia va ning (thanh thai creatinin gidm dudi 30
ml/ phiit), ngudi suy gan: lidu khéi ddu 1a 25 mg. Sau d6, dya theo cong hiéu va sy
dung nap c6 thé tang Ién dén 50 mg va 100 mg.

Nguoi suy than nhe (thanh thdi creatinin 30 — 80 mi/ phat): dung li€u nhu ngudi 16n
binh thuding.

Nguoi dang dung thuéc khéc: liéu khdi ddu khéng qua 25 mg/ngay néu dang dung
thudc Gc ch& enzyme cytochrom P450 3A4 (ketoconazole, itraconazole,
erythromycin, saquinavir); khong dung qua 25 mg sildenafil trong khoang 48 git
khi duing chung véi ritonavir; liéu khéi ddu 25 mg nén dugc can nhic khi ding cling
v6i thudc chen alpha. Khéng nén dung liéu cao hon trong vong 4 gid dung thudc
chen alpha do nguy cd ha huyét ap thé& diing.

TC: TCCS.

Qua liéu va xir tri

Cac nghién ciu trén nhitng ngudi tinh nguyén khde manh & liéu dung 1én t6i 800 mg,
céc phan (ing phuy tuong ty nhu véi liéu thap hon, nhung ty 18 mic phai cao hon.
Trong truding hgp qué liéu, 4p dung mot cach linh hoat cac bién phap diéu trj hd trg
tiéu chu&n. Khéng thé th&m phan mé&u nhim tang do thanh thai do sildenafil gin két
manh vdi protein huyét tuong va khdng thai trir qua duding tiéu.

Dugec lyc hoc

Ca ché sinh ly clia sy cudng ¢ lién quan dén sy phdng thich nitrogen oxyd (NO) &
thé& hang khi cé kich thich tinh duc. NO sau d6 hoat héa enzym guanylat cyclase lam
gia ting ndng do guanosin monophosphat vong (GMP vong), d4n dén sy gian co
tron thé hang lam cho mau tran vao thé hang.

Sildenafil khdng c6 tac dong doc Iap lam gidn co tryc tiép trén thé hang & ngudi,
nhung 1am gia ting tdc dong clia nitrogen oxyd b3ng cach dc ch& men
phosphodiesterase typ 5 (PDE5), mdt enzym c6 vai trd lam thodi bi€n GMP vong &

~thé hang. Khi su kich thich tinh duc lam phéng thich NO tai chd, sy Gc ché cla

sildenafil 1én PDE5 géy ra sif gia ting ndng do GMP vong trong thé hang, din dén
sif gidn co tran mach mau va mau tran vao thé hang gy ra sy cuong duong.

G lidu dé nghi, sildenafil s& khong c6 tac dung néu khong c6 sy kich thich tinh duyc.
Sildenafil tac dong (ic ch& chon loc va higu qué trén PDES. Tac dong cla sildenafil
trén PDE5 manh hon nhiéu I4n so véi cac phosphodiesterase da biét khac (trén 80
14n so vGi PDE1, trén 1000 14n so v6i PDE2, PDE3 va PDE4). Tac dong chon loc clia
sildenafil 1&én PDE5 manh hon khodng 4000 I4n so véi tAc dong 18n PDE3, diéu nay
rit quan trong vi PDE3 ¢ lign quan dén sy diéu khién hoat dong co b6p clia tim.

Tac dong cla sildenafil I8n PDE5 chi manh hon 10 14n so vdi tic dong 1én PDE6 —
mot enzym c6 trong ving mac, tinh chat kém chon loc trén PDE6 nay dugc cho la co
s& clia nhiing bét thudng c6 lién quan dé&n sy cdm nhan mau sic thj gidc ghi nhan
dugc khi thif nghiém v6i liéu cao hay khi néng do sildenafil trong huyét tuong cao
hon.

Dugc dong hoc

Hap thu va phan b6

Sildenafil nhanh chéng dugc hap thu ngay sau khi uéng, do kha dung sinh hoc tuyét
d6i vao khoang 40%. Néng do dinh trong huy&t thanh dat dugc trong khoang thoi
gian tir 30 — 120 phit (trung binh 12 60 phdt), sau khi uéng thudc lic bung doi.

_Dung thudc khi cd thifc 4n giau chat béo thi mitc dg hap thu clia thudc gidm di, véi sy

tri hodn trung binh 8 T, 2 60 phit va miic gidm trung binh & C,,, 1a 29%. Thé tich
phén b6 8n dinh (V..) clia sildenafil 1a 105 Iit, phan b6 vao cdc md. CA sildenafil va
chét chuyén hoa chii yéu clia n6 la N-desmethyl déu gén két véi protein huyét thanh
xdp xi 96%. Su gén két v6i protein khong phy thudc vao néng do téng clia thudc.
Trén co sd udc lugng sildenafil trong tinh dich clia nhiing ngudi tinh nguyén khoe
manh & thdi diém khodng 90 phit sau khi udng thudc, dudi 0,001% liéu dung c6 thé
xudt hién trong tinh dich clia b&énh nhan.

Chuyén héa va thai trir

Sildenafil phdn I6n dugc chuy&n héa théng qua isoenzym vi thé & gan CYP3A4 (con
duding chii y&u) va CYP2C9 (con duding thi y&u). Viéc (ic ché cac isoenzym nay c6
thé 1am han ché& miic do thanh thai sildenafil. Cac di lidu thu dugc tif bénh nhan
trong cac thir nghiém 1am sang da cho thdy ring c6 thé lam gidm dg thanh thai clia
sildenafil khi diing kém thudc véi cdc tac nhan c ché CYP3A4 (nhu ketoconazol,
erythromycin, cimetidin).

C6 thé hy vong riing viéc diing kém véi c4c tac nhan xdc tdc CYP3A4 nhu rifampicin
s& 1am gidm néng do sildenafil trong huy&t thanh. Cac dif lieu dugc dong hoc tif cac
nghién clu 1am sang cho thdy cac chét fc ché CYP2C9 khdng anh hubng dén dugc
dong hoc cla sildenafil (nhu tolbutamid, warfarin).

Sau khi ung, sildenafil dugc thai trir phdn 16n dudi dang chét trao d6i qua phan (gén
80% liéu dung dudng uéng) va mot lugng it hon dugc thai trir qua nuéc tidu (chigm
khoang 13% liéu dung duing udng). Cac sd liéu tuong ty cling dugc thu thap tir
nhitng ngudi binh thudng tinh nguyén tham gia thir nghiém cting nhu tit ngudi bénh
béng phuong phap nghién citu tham do.

Han diing

36 thang ké tir ngay san xuat.

Bao quan
Gill noi khd mét (< 30°C).

D& xa tdm tay tré em.
Thudc nay chi diung theo sy ké don ciia thdy thudc.
Doc ky hudng dén sit dung trudc khi ding.
Néu cén thém théng tin xin hdi y kién bac si.

CONG TY C& PHAN CONG NGHE SINH HOC - DUGC PHAM ICA
L6 10, Budng sd 5, Khu cong nghiép Viét Nam-Singapore,
Thu@n An, Binh Dudng, Viét Nam
Website: www.icabiopharma.com




