ADAGRIN®

Cong thife

MUi vign nén bao phim chita sildenafil citrat tusng dugng 50 mg sildenafil base (vién 50 mg)
hode 100 mg sildenafil base (vién 100 mg) va t& dugc vifa di (kdipress, kellidon CL, magnesi
stearat, td dugc bao phim Opadry).

Dang bdo chll
Vi#n nén bao phim.

Quil cdch dong gdl
Hfp 1 vix 3 vign nén bao phim (vign 50 mg).
Hip 1 w1 x 3 vign nén bao phim (vi2n 100 mg).

Chi dinh
Biffu trf rlfi loan cudng dumng.

Chiing chidinh
Quz min v bt ki thanh phiin ndo ciia thude. vt
Bj chitp dau thdt ngus hay cdc bénh v tim dang dugc difu trj bng nitrat hiks o, cic vin a8
vr%tlim mach gdy dnh hubing d&n hoat ddng sinh Iy, dau tim hay ddt quy trong viing sdu thing
trd lai.
Suy gan ning, huyBt p cao qud hay thip gud. Banh vé mat nhw nhim séc 1 ving mac.
Thin trgng
C&n than trong & nhing bénh nhan bj suy gan hay suy than nang, gim lidu sildenalil cd th 14
cdn thifit, Cham s6c cing 13 cdn thigt & nhing bénh nhin oo biéh dang gidi phiu cla duong
vt hode nfi loan huyEt hoe [am anh hubng d&n su cuong. Trong trubng hop sif cuong ciing kéo
dai (hon 4 gid), bénh nhan nén im kifm sy g gidp v 1, vi ton thudng mi dumng vit va mat
higu lyc vinh vin cf thé xdy ra. B&nh nhin cling nén ngung dung sildenafil v tim kigm sy
vin y 1 tong truting hop mdt thi gidc hode thinh gidc ddt ngdt. SHdenafil khing nén ding cho
nhing noudii bi mat thi hic & mat mdt do bénk thifu médu viing mac khing do mach miu
(NAION), bat k& cd li&n quan d&n chall dc ché phosphodiesterase type-5 truc dd hay khdng.
Nhitng bitnh nhdn bi ching mat hode rli loan thi gidc khiing nén 13 xe hay vin hinh mdy méc
nguy hidm. Sildenafil khong chic chdn an todn vili nhdng bénh nhin suy gan ndng, ri logn
chiy mau, viém loét da day tign trin, ha huyBt 4p, ting huyEt 4p, co tifn s nhdi mdu co tim,
dit guy gén ddy, hodc loan nhip de doa tinh mang, dau thit ngyc khdng &n dinh, suy tim, hodc
rfii loan wing mac nhy vibm ving mac shc 1 (chi mt sf ngudi trong 54 ho oo 1 loan di
truyéin men phosphodiesterase ving mac). Théng tin sdn phim duge cip gidy phép khiyén
cin ring sildenafil khéng nén duge sU dyng trong cic nham ndy.
Téc dyng phy
Tac dyng phi phi bign nhil 13 daw dfu, m3t 0b bimg va kho tigu, Chng thudng gdp rdl loan thi
i mhu nhin md, sg4nh sdng, lean sdc thi, chitng nhin xanh, kich thich mét, dau va db mdt.
Xust byt viing mac 3 xdy ra v thifu mau ving mac khiing do mach méu (NAION) gdy mat
thi lyc vinh viin d3 dugc bdo cdo nhung higm. Nhiing tc dyng phy phd bign khdc bao gdm
chadng ving, médt ngd, ko g, chdng mat, chiy mdu cam, nghet mii, s61 v ede rffi lan ity
héa nhu tigu chdy va di mia. Cuang duang co thé xdy ra. C4c triu chimg bat ipi khic bao gm
phit ban da, ban d8, rung téc, daw g hodc dau chi, dau oo, phi mdt, il nuse, di cdm, va
nhiim tring dubing tidu. Kivd thi, ho, vibm mii, viem xeang, vidm ph# qudn, vigm ma 1€ bo
i thé xiy ra. DOt nodt gidm hode mat thinh gidc dd duge bio cdo. Cdc tridu ching dd dupc
béio cdo khic bao gdm thifu méw, gidm bach cdu, v to & nam gidi, tidu nhigu hojc tifu khdng
1) chis, 1 ra mav v co gidt Xult huySt mach mau ndo va cAc thifl mdu cuc b xm 14n
thodng qua 43 xdy ra. Hidn ciing o6 bdo cao xay ra danh Iilng ngue, nodt «lu, ting huydt 4p,
R huyt dp va cic bin cf tim mach nghigm trong bao gim ci nhfi méu cotim, loan nhip
tim, nhip tim nhanh, dau thit ngyc khing 8n dinh vi ngung tim dbt nght.

Théng bdo cho bdc sTahing tde dyng khdng mong mudn gdp phdi

khi sif dyng thudc.

Tudng tic thufc

Sildenafil vi cac chit ¢ ché phosphodiesterase type-5 khdc c6 thé Bm ting tic dyng ha
huyEt &p clia cdc nitrat hilu oo, va do dd ching chi dinh & nhiing bénh nhin ding thudc ndy.
Sildenafil ciing cd the 1Am tng tic dyng ha huydt dp cla nicorandil, do dé trinh ding chung 2
thudc nay. Tridu ching ha huydt 4p ciing cf thé xdy ra khi chdt do ché phosphodiesterase
type-5 dugc ding chung vii cic thude chen alpha. N6i chung bénh nhdn nén dugc difu trj dn
dinh bing thudc chen alpha trudic khi diing chat dc ché phosphodiesterase type-5 dugc bit
ddu wdi lidu thdp va difu chinh theo ddp dng cla bénh nhin. Cic thulc dc chi cylochrome
P450 CYP3A4, nhu cimetidine, delavirdine, srythromycin, itraconazole va ketoconazole co th
lam gidm 4§ thanh thii cla chat iic ch¥ phosphodiesterass type-5, do dd cdn phii gidm liu.
Néng 8% cia chit Gc ché phosphodiesterase type-5 dugc ting ln déng ké bdi cic chdt (i chi
HiV-protease dac bigt 13 ritonavir, Nhing phdl hap ndy khdng nén diing trif ki thit cin thift.
NEn trénh ding nude budi vii sildenafil hodc cde chil e ch8 phosphodiesterase type-5 vi nd
&6 thé lAm Eng ndng A8 ciia cic cht nay trong buy8t tudng. Chat gy cim dng CYPIAL, by
ritampicin, co kbd nd3ng Wm gidm nfng 48 trong huyEt twng cla chdt Oc ché
phosphodiesterase type-5. Bosentan ciing lam gidm phdn hiy sildenafil. Liéu lugng kbuy&n
céo ddc bidt 03 dugc dua ra cho vike diing sildenatil vl cdc thubie ndy, xem Lidy dong va cdch
ding.

Téc dyng clia thufic [8n khd ndng |4i xe hay vin hanh mdy mic

NEu ding thubic 1am thay ¢8i v thi lgc hay hoa mit thi knBng nén I8i xe hay vin hanh miy
méc trang this gian sit dung thud.

Herdng din st dyng

D thutie of ching hidu cdn phii co su kich thich giei tinh. LSng khodng 1 gib trude khi cb hogt
d@ng tinh dyc va khang ding gué 1180 mdi ngay.

Ngudtt id: lidu thuting ding duge A8 nghi 13 50 mg, Difa theo cing hidu va sif dung nap, liku cb
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TC: TCCS.

thé tang 1&n dén 100 mg hodic gidm con 25 mg. Lidutdi da 13 100 mg mdi ngdy.

Ngudi trdn 65 tudl, ngudi suy thin vita v& ning (thanh thdi creatinin gidm dudi 30 mi phat),
ngudi suy gar: lifu khii ddu 13 25 mg. Sau 48, dya theo chng hibu vi sy dung nap cb thé tng
Wen d#n 50 mg v 100 mg.

Nguai suy thin nhg (thank thaf creatinin 30 - 80 my phatk ding 1y nhu nguii 160 Binh
thudng.

Ngudi dang ding thude khdc: liu khdi ddu khdng qud 25 moingdy néu dang ding thulc ic
ché enzyme cylochrom P450 3A4 (ketoconazole, itraconazole, erythromycin, saquinavir);
khaing diing qud 25 mq sildanafil trang khodng 48 gils khi diing chung wii ritonavir; ligu

d4u 25 mg nén dugc cin nhic khi ding cing vii thulc chen alpha. Khing nén ding liéu cao
han trong wing 4 gid diing thudic chgn alpha do nguy ca ha huyEt ap thé ding.

Qudh 18w v xiif tri

Céc nghién ciu trén nhiing ngubi tinh nguyin khde manh & lifu ding I&n 161 800 mg, cic phin
{ing phy tudng 1y nhyvai By thap hon, nhung ty 18 mie phii cao hon.

Trang truling hop qud lidu, &p dyng mt cdch linh haat cic bign phap diéu tri b trg tidu chudn.
Knong the thfm phan mdu nhim ting &mnh thi do sildenafil gdn két manh voi protein
Tyt turng v khong thii trir qua duing tidu,

Duge Iye hpe

Cd chi sinh I clia sy cung ¢ lién quan dén sy phing thich nitrogen axyd (NO) & the hang khi
cb kich thich tinh dyc. NO sau d hoat hda enzym guanylat cyclase 12m gia ting ndng dif
guanosin monophosphat vong (GMP vang), din ofn sif gidn cd tron thé hang km cho miu
tritn vao thé hang.

Sildenafil khéing cb 3¢ ddng ddc 13p Kam gidn cotryc tigp trén thé hang & nguii, nhung kam gia
t3ng tic ddng cha nitrogen oxyd bing cich e ché men phosphodiesterase typ 5 (PDES), mit
enzym cf vai trd [am thodi bign GMP ving & thé hang. Khi sif kich thich finh dyc lim phong
thich NO tai chd, sy i chi clia sildenatil 12n PDES gay ra su gia ting nbng ¢ GMP vbng trong
théf hang, ddin dén sy gilin cortran mach maw vi méu trin vao thé hang gdy ra sy cuong duong.
G 1iéu dé nghi, sildenatil s& khing o6 tic dung néukhdng cd i kich thich tinh dyc.

Sildenafil tic ddng dc chi chyn Ipc va hidu qul trén PDES. Tic dbng cla sildenafil trén PDES
manh hon nniEurEn s0 viii cic phosphodiesterase d bigt khdc (trén 80 1n so vii PDE1, wén
1000 14 so véi PDE2, PDE3 va PDE4). Tic ddng chon loc clia sildenafil 12n PDES manh hon
khodng 4000 1n so vii tic dng Ién PDE3, didu ndy rit quan trong vi PDE3 cd lign quan dén
sy difu khin hoat ddng co bp cia tim.

Tac d9ng cla sildenafil |&n PDES chi manh hon 10 n so vdi tic ddng 1&n PDEG — mdt enzym
¢b trong vBng mac, tinh chat kém chon K¢ trén PDEG ndy dugc cho I3 ca 50 clia nhiing bat
thuting o6 lién quan d&n sy cdm nhin maw sic thi gidc ghi nhin duge khi thir nghigm vai lifu
can hiay Rhi nng 89 sildenafil trong huyt tuong &0 han. B = g

Duge dgng hye

HAp thi v phin phii

Sildenafil nhanh chéng duoc hdp thu ngay sau khi wing, db khd dung sinh hc tuyét dfi vao
khodng 40%. Ning d§ dinh trong huy#t thanh dat dupc trong khodng thii gian tir 30 - 120 phirt
{trung binh 12 60 phit), sau khi ving thudic kic byng déi.

Diing thufic khi cd thic 3n gidu chit béo thl mic d9 hip thu cla thule gidm di, vii sy trl hodn
trung binh & T, 13 60 phit v mic gidm trung binh & C... 14 29%. The tich phn phdi 8n dink
(V) clia sildenafil 13 105 Iit, phan phti vio cic md. G4 sildenafil v chit chuydn hda chi yéu
clia 6 14 N-desmethyl dfu gdn ket viii protein huy8t thanh xfp i 96%. SUf gdn ket voi protein
Kndng phy thubc vio ndng 04 tng clia thulic. Trén co st ubc lugng sildenafil trong tinh dich
tiia nhitng ngubi tinh nguy@n khie manh & théi didm khodng 90 phit sau khi uing thudc, dudi
0,001% liku ding co thE xudt hikn trong tinh dich cia bénh nhin.

Chuyén hda v thdi trir

Sildenafil phdn ln duge chuygn hoa thiing qua iscenzym vi thé & gan CYP3A4 (con duling chil
yiéu) v& CYP2CY (con duting thit y&u). Vibe dc chE cic isoenzym ndy cd thé 1am han ché mic
@ thanh thii sildanafil. C4c o ligu thu duge i bEnh nhdn trong ce thil nghigm [4m sang 48
cho thdy ring cb thé [Am gidm db thanh thii cha sildenafil khi diing kim thule wii cic tic
nh&n 0c chd CYP3A4 (nhy ketoconazol, erythromycin, cimetiding.

Gt thé hy vong ring vibc ding kim vii ¢dc tic nhin xiic tic CYP3A4 nhy rifampicin 58 lam
gidm ndng 80 sildenafil trong huy#t thanh, CAc dif lidu duge dhng hoc 1 cic nghign clu lAm
sang cho thdy cic chit dc ché CYP2CO khbng dnh hubng d&n duge dng hoc clia sildenafil
(! tolbutamid, wartarin).

Sau khi wling, sildenafil dugc thii trir phdn 16n dudi dang chdt trao ddi qua phan (gdn 8% lidu
diang dubing wing) va mit lugng it han dugc thai trir qua nudc tifu (chifm khodng 13% liu ding
dung uing). Cac s4 lidu wang W cling duge thy thip tir nhiing ngudi binh thubng tinh nguyén
tharm gia thi nghim ciing nhw tir nguisi bEnh bing phuong phap nghign ciu thim da.

Hgnding

36 thang ke tif ngay sin st

Bao quan

Gill noi ki mit {< 30°C).

DE xa tdm tay tré em.
Thulc ndy chi diing theo sy k& don cia thdy thubc.
Boc ky hiudng din sit dung trude khi ding.
NEu cdn thém théng lin xin hi § kifn bic si.

CONG TY CO PHAN CONG NGHE SINH HOC - DUQC PHAM ICA
L6 10, Duing s 5, Khu cdng nghigp Vigt Nam-Singapore,
Thugn An, Binh Dudng, Vigt Nam
Website: www icabiopharma,com
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ADAGRIN®

(Sildenafil citrat)

ADAGRIN® la gi?

ADAGRIN® la thudc ké toa chira hoat chét
sildenafil citrat ding diéu tri ching ri loan cudng
dudng, hay con goi la chiing bat Iyic § dan éng.

ADAGRIN®tac dung nhuthé& nao?

Gdan &ng binh thudng, khi cé hung phén tinh duc
mdu s& nhanh chéng dén vé dudng vatlam né trg
nén céng clng dé co thé ti€n hanh va hoan tat sy
giao hgp, do la sy cudng dudng. o) nhing ngudi bi
réi loan cuong dudng, sy cudng ducng khéng
thiic hién dugc va viéc nay xay ra thudng xuyén.

ADAGRIN® tac dong theo co ché dan mau dén
duong vat va lam co céc tinh mach dan mau di.
Khi Iugng mau dan dén nhiéu va lugng mau di
giam, duong vat sé truong né dan dén sy cuong
duong. Khi giao hgp hoan t&t, sy cuong duong sé
chadm dut nhu moi tién trinh giao hgp binh thudng.

ADAGRIN® chi ¢6 tac dung khi cé sy hung phan
tinh duc. ADAGRIN® khdng phai la kich thich to
sinh duc hay thudc cudng duong.

ADAGRIN® c6 thé diing chotit ca mei ngudi?

- Néu ban dang dung b&t c(f thubc nao cé
chia nitroglycerin hay cdc dan chat nitrat
khéc, tuyét déi khéng nén dung ADAGRIN®
vi huyét 4p cia ban c6 thé ha dot ngot dén
muc khéng an toan va cé thé de doa tinh
mang cla ban. Cac dn chat nitrat gém cé:

+ Nitroglycerin (dang vién udng, vién ngadm
dudi 1udi, thudc phun, thuéc md, thubc déan
ngoaida...)

+ Isosorbid mononitrat va isosorbid dinitrat
(dang vién udng, vién nhai, hodc vién
ngam).

+ Amyl nitrat hoac nitrit.

+ NE&u khdng biét rd hoat chat cla cac thubc
khéac dang sif dung, ban cdn bao cho bac si
diéu tri biét dé ké toa phi hgp. Néu cAm thay
dau nguyc khiding ADAGRIN®, ban phaibao
cho béc si biét ban da dung ADAGRIN®va
thdi gian dung thudc gan nhat.

- Ban qua man cam vdi bat ky thanh phan nao
clia thudc.

- Banc6 cac van dé vé tim mach gay &nh hudng
dén hoat déng tinh dyc, dau tim hay dét quy
trong vong sau thang trd lai.

- Tuyét d6i khéng dung ADAGRIN® cho tré so
sinh, tré em, va phu ni.

Liéu dung nao thich hgp cho ban?

- Ban phai ding ADAGRIN® theo chi dinh cla
bac si. Khdng nén ty y ding nhiéu hon liéu ké
donclabacsi.

- Liéu thong thudng 50 mg. Udng khoang 1 gid
trudc khicé hoat dong tinh duc.

- Liéuthdp nhitla 25 mgvatdidala 100 mg.
- Chinéndungthudc 1 1dn/ngay.

- Néu ban trén 65 tudi hodc cé van dé gan hoac
than néng, bac siclia ban c6 thé bat ddu cho
ban sl dung liu 25 mg. Néu ban dang ding
thuéc Uc ché protease (céc thudc diéu tri HIV
nhu indinavir, ritonavir...), bac siclia ban c6 thé
chi djnh liéu ADAGRIN® t8i da la 25 mg trong
48 gid.

- N&u ban dang s dung thudc chen alpha
(alpha-blockers) dé diéu tri huyét ap cao hay
cac van dé vé tuyén tién liét, can phaibéo cho
béc s biét. Trong trudng hgp nay, ban khéng
nén diung qua liéu 25 mg va khoéng cung vdi
mot liéu thudc chen alpha khéac trong khodng
cach thdigian la 4 gid.
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Dung ADAGRIN®nhu thé nao

Udng ADAGRIN® khodng 1 gid trudc khi cé hoat
déng tinh dyc. Cé thé dung thudc ltc no hay déi.
Trong khoang thdi gian tir 30 phut dén 4 gid sau
khi udng thudc, ADAGRIN® sé gilp ban dat dugc
sy cudng dudng néu ban cé sy hung ph&n tinh
duc. Néu ban uéng ADAGRIN® sau mét biia &n
giau chdtbéo thubc c6 thé tac dung cham hon.

M&t s luuy khi sirdung ADAGRIN®

- Khdng nén sl dung cung lic ADAGRIN® vdi
cdc liéu phdp gay cuong khéac ké ca dung thudc
udng, bam thudc vao dudng vat, hdt chan
khéng...

- ADAGRIN® khéng bao vé dugc ban va ban tinh
cla ban khdi cdc bénh lay nhiém qua dudng
tinh dyc, ké ca nhiém HIV, virus gay bénh AIDS.

Tac dung phy cé thé xay ra

- Nhu moi thuc khdc, ADAGRIN® c6 thé gay ra
cho ban mét s6 tac dung phu, thudng nhe va
vla phéi va khong kéo dai hon vai gid. Mot s6
tac dung phy thudng xay ra khi dung liéu cao.
Céac tédc dung phy phé bién nh&t cla
ADAGRIN® 1a dau dau, dé bung mat, ri loan
tiéu hod, cac thay déi vé thj giac nhe va tam thdi
(nhu: thay d8i nhén thuc vé mau sic, thay ddi
syt nhan thic vé anh sang, nhin khéng rd...), kho
tiéu, nghet mui...

- Mot s6 trudng hgp lam dyng thudc cé thé gay
tinh trang cuong duong trong nhiéu gid. Tinh
trang nay kéo dai sé& gay hau qua khéng tét. Vi
viy, phaibdo lap tic cho bac sinéu sy cuong
duong ciia ban kéo dai hon 4 gid.

- Nguy co vé tim mach c6 thé xay ra nhu: nhéi
mau cd tim, ddét quy, loan nhip tim, va dai khicé
thé gay nguy hiém dén tinh mang. Da s& nhiing
trudng hgp nay la do sl dung khéng ding chi
dinh clia bac si va hau hét trudng hgp la céac
bénh nhan cé van dé vé tim trudc khi dung
thudc. Tuy nhién, khéng cé béng chiing xac
nhan cé sy lién quan tryc ti€p cha céc bién cd
nay vdiviéc diéu tri bang sildenafil.
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Lam thé naokhi st dyng qua liéu?

Trong truéng hgp st dung thudc qué liéu, ban
phéi bdo ngay cho béc si diéu trj biét dé xi ly
thich hgp.

Dang trinh bay cia ADAGRIN®

ADAGRIN® dugc bao ché& dudi dang vién nén
bao phim “mau xanh”: mau xanh bién dam (vién
50 mg) va mau xanh |4 nhat (vién 100 mg), trén
vién thudc co ch ICA.

ADAGRIN®ham lugng 50 mg hoéc 100 mg dugc
déng goéi dudidang vi (1 vix 3 vién nén bao phim
/hop).

Bao quan ADAGRIN®

Bé&o quan noi khd mat, tranh anh sang. Khi didu
lich mang theo thuéc, ban cé thé giir thudc &
nhiét dd cao han dén khoang 30°C.

Han diing ADAGRIN®

Trong diéu kién bao quan da quy dinh, han dung
chia ADAGRIN®Ia 36 thang ké tif ngay san xuét.

Pay la nhiing théng tin tém tit quan trong vé
ADAGRIN®. Théng tin nay khéng thay thé&
dugc nhiing huéng dan cia bac si. Hay doc
nhiing théng tin nay that cdn than trudc khi
bét ddu s dyng ADAGRIN®. Hay hdi bac si
hoéc dugc sicla ban néu cé bat ky théng tin
nao ban khéng hiéu hay chuard.

D& biét thém théng tin vé ADAGRIN®, ban cé
thé lién lac véi ching téi qua:

s6 dién thoai: (0650)-3757922

hodc e_mail: info@icapharma.com

CTY CP CONG NGHE SINH HQC - DUQGC PHAM ICA

L& 10, Budng s 5, Khu Cang nghiép Viét Nam-Singapore
Thuén An, Binh Dudng, Viét Nam
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