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SIFE - 50
(Vién nén SILDENAFIL CITRAT 50 mg)
HUGNG DAN SUDUNG

Dgc ki huéng déin sir dung trirde khi ding,
Néu cin thém thong tin, xin hdi y kién bée s§. Thube bén theo don.

Thinh phia: M3i viéa nén bao phim chiia sildenafil citrat tuong duong sildenafil 50 mg,

T4 duye: Microcrystalling cellulose (PH112), caleium hydrogen phosph: hydrous {A-Tab), llose sodium (SD-711),
magnesium stearate, Opadry 11 blue 31K 80956, Opadry clear 02K 19253,
Duye e hoe:

Nhém duge — diéu trj hoc: thubc ding trong i loan chiic ning cirong cimg — theo mi higu ATC 14: GO4B E03. San phim thudc niy
duge cdp phép rong “hoén cinh dgc bigt”, Bidu niy c6 nghfa 14, do bénh hifm gip, nén chua thé thu dwge dhy di théng tin vé thubc niy
khiphe duygt.

Sildenafil 1 chit tc ché i tuyp 5 (PDES) ciia guanosin monophosphat vbng (¢cGMP) mgnh v3 djc hiéu, enzym ndy
c6 nhigm vy lam thofi bign cGMP. Enzym niy tén tai, ngodi thé hang duong vit, can &rhé mach mén phéi. Nhur vy, sildenafil lim ting
cGMP bén trong € bao co tron & mach mAu phdi, gy thw dan. § nhimg bénh nhan ting huyét dp déng mach phoi, didundy cb thé din
¢ difn ach & cic mach méu 16p md nén & phbi, va o mirc 4 [thon, din mach & todn thin.

Céc nghién ciru in vitro cho théy sildenafil 14 &c hifu voi PDES. N6 ¢6 thc dung manh 86i véi PDES hon la ddi véi cée
phosphodiesterase 4 biét khac. Tinh djc hiu véi PDES cao gp 10 lin so véi PDES, la enzym tham gia trong qua tinh quang t4i nap
(phototransduction} & véng mac. Tinhdac higu véi PDES ciing cao gip 80 1in véi PDEI, gdp wrén 700 ¥an v6i PDE2, 3,4,7,8,9, 10vd
11. Djc biét tinh dic higu ciia sildenafil véi PDES cao ghp 4000 1in so viri PDE3, 1 dang ding ding ciia phosphodiesterase dic higu
viri cAMP, tham gia trong sy co bop cotim.
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Héptha: Sildenafil duge hap thu nhanh, Néng 46 15i da trong huyét twomg xuit hién trong véng 30 dén 120 phit {trung binh 12 60 phit)
sau khi ubng lc déi. Sinh kha dyng tuyét ddi khi dimg theo duimg udng 1 41% (vio khodng 25-63%). Sau khi ding theo ubng
3 ¥n mit ngiy, AUC va Crmax ting ty 1€ thuin theo I&u, khi lifu ding 12 trong khoang 20-40 mg_ San khi diing theo durimg ﬂwﬁ
ligu 80 mg, 3 lin mijtngay, thi sy ting nong 46 sildenafil trong huyét hromg 1 nhiku hom sy ting néu tinh theo mire &y 16 thudn, Boi vdi
nhimg bénh nhin ting huyét 4p ddng mach phéi, thi sinh khd dung cia sildenafil ding theo dubng ulng véi liéu 80 mg 3 Ui/ ngay
trung binh 13 43% (khoang tin ciy 90% Ji tir 27% dén 60%%), nbw vily sinh kha dyng i cao ham so véi nhitng tnrémg hop diing lid thip
hom,

Khi sildenafil duge dira vao oo thé kém véi thire din, thi tde 45 hip thy gidm - Tmax xusit hién muén hon 60 phit vi Cmax gidm trung
binh 29%, nhung sy hip thu 52 kéo d3i, nén luong thude hip thu khong bi dnh huimg mét ceh ding ké (AUC gidm 11%:)

Chuyén hda: Sildenafil dupe thanh thii chi yéu thing qua CYP 3A4 (dubng chinh) va CYP 2C9 (duimg phu) cda microsom gan. Chit
chuyén héa chid yéu trong méu 1 do qud trinh N-demethyl hoa sildenafil. Chét chuyén héa, vé mt tinh dc higu véi phosphodiesterase
ciing giéng nhrsildenafil va hogt lye véi PDES bing khoang 50% chdt thude ban déu & nhimg xétnghiém in vir. ChAt chuyén hoa M-
dermethy] héa lai tiép ruc bi chuyén héa, véi thoi ban bén hiy cubi cing 1 vio khodng 4 giv. D61 véi nhimg bénh nhin ting huyét ip
afing mach phd thi ndng 4§ trong huyét tuong cila chit chuyn hoa N-demethyl hia bing khodng 72% ndng d§ sildenafil rong tnrimg
hop ding véi liéu 20 mg, 3 1in motngay (nfu tinh theo higu qua dwoe 1§ cie ligu phép sildenail, thi phin déng gop cia chét chuyén héa
N-demethyl héa 1 36%). Hiéu qud cia nhirmg chit chuyén hoa tiép sau nita con chira rd.

Thai rir: Sy thanh thai sildenafil tinh todn thé 12 41 L/gid, trong d6 thir han ban thai cia pha cufi cimg 1 3-5 givr. Sau khi ding
sildenafil theo duémg ufing hay dirémg tiém finh mgch, th duge dao thai duti dgng cac chét chuyén hoa chil yéu qua duimg phén
(khodng 80% liéu ding qua dwimg ubng), mét phin ithem qua murée tiéu (khodng 13% lién ding qua duong

Chi djnh: Sildenafil 4 thude chéng rii loan chire niing cuong,

Lidu diing: Vi phén lém bénh nhén, lidu khuyén nghi 1a 50 mg, dimg vio khodng mt gity trnude khi o6 quan hé tinh dye. Tuy nhién, cé
thé ding sildenafil trong khodng thr gian ti 4 gidrdén 0,5 gibwﬁckhicﬂugnum hé tinh dye. Dyra vio hiéu qui va tinh dung nap, 6 thé
ting Iiéu&éq lidu cao nhit duge khuyen nghj 12 100 mg, hodc gidm lifu xudng cdn 25 mg. Tn snétdllnsihuﬁcm nhiit dwge khayén
nghi 1A mjt lin trong métngay. Sildenafil dwoc sir dyng theo dudmg ubng.

Twomg tde thude:

O nhimg bénh nhén tang huyét &pdéng mach phbi (PAH), vige diing sildenafil cing véi cdc thude khing vitamin K lam ting t 1§ xudt
byt {chdy méu cam nguyén phit) so i placebo.

Khi ditng ciing v6i chét irc ché protease ritonavir (1A mt chét Gc ché C YP 3A4 manh), lim tng ddng ké ning 4§ sildenafil trong huyét
thanh, cho nén khéng khuyén nghj ding két hop sildenafil véi ritonavir,

Céic chit irc ché PDES, trong 86 ¢6 sildenafil, v& cic thubc chen alpha-adrenesgic déu 12 nhitng chit ¢6 tic dyng din mych, gy ha
“tayét ap. Viviy khi ding sildenafil cdBg Vi clic thide gay dan mach, oo thé dyrdodn s& coeiing lai cActAc dyng wén huy#t ap.

Theo nhiing nghién cinu in vitro: sildenafil duge chuyén héa chi yéu thing qua CYP 3A4 (dudng chinh) vd CYP 2C9 (duéng phy), 13
cic dgng dong hinh cia cytochrom PA50. Vi vily, cde chit irc ché cac isoenzym nay co tic dyung 1m gi#m sy thanh thai sildenafil, va cle
chit giy cim img céc isoenzym ndy lam ting df thanh thii sildenafil.

Trén cac nghién i in vive: Céc dit ligu tir quin thé duge thi nghi¢m trén lém sing cho thdy ¢ s gidm 4 thanh thai sildenafi]
vivhodic c6 sy ting sinh khi dung cha thubc theo dulng ubng khi ding ciing voi céc cochitclia CYP 3A4, vi véi hin hyp cic co chit
cita CYP 3A4 véi cie chit chen beta. D6 li nhimg yéu 16 ¢ tie dyng ¢ y nghis théng ké trén duge ding hoe ciasildenafil,

Tée dyng khing mong mudn:

Noi chung nhilng tic dung khéng mong mubn chi & mite thoAng qua, nhg hay trung binh, Trong cée nghién et lifu e dinh, 1 1§ cia
métvﬂibbéncmngmglheolig.\. Ban chit cdc tic dung khéng mungmuzllmngndc nghién cir liéu thay ddi twong ty trong céc
nghién ctr lidu cd dinh.

Cée the dyng khing mong muiin thuimg dirge thong béo nhét b dau dhu va 36 bimg mit, xin xem thém théng tin dudi diy.

Cide téie ching khong mong mudn rat thieemg gdp (21/10):

Réi loan b thin kinh: Dau déu

Réi loan mach mau: Gifin mach(dd bimg mat)

Céic tde dung khong mong mudn theimg géip (21/100va <1/10):

Réi loan hé thin kinh: Chéng mit.

Réi loan miit: thi hee biit thuémg (ahin 1 mé, ting nhay cém véi dnh sing); loan sic gidc (ahe vi thodng qua).

Réi loan tim: Tim d4p nhanh.

Réiloanht hip, Ibng ngye vé trung thét: Viém mii (xung huyét mii).

Réi logn tifu hoa: Khé tidu.

Vi !iéq cao hon liéu 43 khuyén cho thi cic tic dyng khéng mang muén ciing vin |4 ede the dyng 43 ligtké & trén, nhimg nbi chung &
gip nhiéu hom.

Ngoaira, cic tic dung khing mong mudn sau diy ¢3 dugc bio céo khi theo ddi sau bin hing:
Réi loan hi mién dich: phan img qué mén (bao g\‘:lm'bm ngoaida).

Réi lognh§ thin kinh: dgng kinh, t4i phit dgng kinh.

Réi logn tim: chimg tim ddp nhanh.

Rébi loan mach: ha huyé! ap, ngit,chﬂy mifu cam.

Réi logn tiéu héa: nén,

Réi loan mét: dau mét, mit déhodc mat ¢6 diém chay mau,

Réi loan hi sinh sén: cwong eing duong vit kéo dii bofic cuong dau duong vit.

Thbungbio cho bic sTdiéu trj che tic dyng khing mong mudn gap phii khi ding thuéc.
Chéng chidjnh:

Qué min cim véi hogt chithogic véi bt ki 14 duge ndo cia thube.
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Phil hop vér the dyng 43 dirge hiét cila thude nay trén con dirimg chuyén héa nitric axyd/GMP vimg, sildenafil chimg té cé lim ting
cuimg tinh chit ha huyét 4p cia cdc nitrat, nén ching chi dinh diing thude ndy d6i véri nhitng biah nhin ¢6 ding nitrat hiru co, bitkE (3
dimg Yién tye thirdmg xuyén hofic ding cdch quing,

Ching chi djnh diing sildenafil cing véi cic chit o6 tic dyng irc ché CYP 3A4 manh (nhu ketoconarol, i 1 ir).
Chéng chi dinh & nhimg bénh nhin gidm thi lire mot mit vi bénh thin kink thj gide do thiéu mau cye bj khang c6 nguyén nhin viém
dingmach trnrée (NAION), batké [a tinh trang niy c6 lién quan hey khong lién quan dén viéc ding mot chit ke ché PDES tnrdc d6.
Tinh an todn ¢tz sildenafil chua dwge nghién ol trén nhimg bénh nhén thude céc phin nhém sau diy, do do chéng chi dinh ding céc
nhém bénh nhin ndy: suy gan ngng, tién st méi bj A3t quy hay nhdi mau ca tim, ha huyét p niing (huyet &p < 90/50 mm Hg) khi bit ddu
diing thude. .

Phy nir c6 thai v che con bii: Khing ding sildenafil cho phy nit.

Thiin tryng:

Cic canh bio: BEi véi nhimg bénh nhan d o6 sin bénh tim mach, viéc quan hé tinh dye o6 thE tao nguy co véi tim. Viviy, viée didu trj
chimg rdi logn chirc ndng cuong dwong, trong 86 ed ligu phép dimg sildenafil, néi chung 14 khing duge tién hinh & nhimg ngwiri ma
vide quan hé finh dye cin trinh do cd bénh tim mach.

Sildenafil lim dan mach toin thin, nén gay gidm tam thisi huyét p do & tu thé nim trén nhimg gy finh nguyén khoe manh (d6 cyc
di trung binh 12 8,4/5,5 mmHg). Trong khi sw gidm nay binh thuimg chi c6 hiu qua khing ding ke 46i vér phin o bénh “hﬁf; nhmg
di 50 trudc khi ké don sildenail, thdy thubc phai cin nhic cin thin vii nhig bénh nhdn 6 béah vé tim mach xem ho cd the khong
chjudirge tic dung din mach nay, nhat b lai t hyp vin vige quan hg tinh dyc.

Nhimg bnh nhin eé nhimg trang thii bénh 1y sau G&ycéﬂvé diic b[étnhayt:’mvﬂipﬁcthlﬁc dinmach, trong 46 co sildenafil: céc bgnh
nhén ma duéng ting méu ra tir thit tréi bj nghén (nhw hep ddng mach chi, hep phin dudi djng mach chis do phi dai khing o nguyén
nhin) vanhimg bénh nhin ma hé nr ddng di hbah.uyétép b ar i ning.

Khi diing cing véi chit itc ché protease ritonavir (12 mét chfit ite che CYP 3A4 manh), lam ting ding k& néng 43 sildenafil trong huyét
thanh, cho nén khing khuyén nghj ding két hop sildenafil v ritonavir.

Sildenafil c6 tinh ehit gdy diin mach, nén gy ha huyétdp nhe v trong thai gian ngén.

Trudc khiké don ding sildenafil, thiy thube phii xem xét cén thin 14 bénh nhiin v6i trang théi bénh dang co, ¢6 thé bi dnh hudng manh
do the dyng din mach ndy khéng, thi dy ninr véri nhimg bénh nhin hg huyét ip khi nim (huyét dp 50/50), nhimg bgnh nhéin thiéu hyt thé
dich, nhimg bénh nhén nghtn mach dua mdu ra v thit trdi, hay rdi loan chire niing te ding.

Cic chit gy din mgch phdi o6 thé 13m ning 1én déng ké tinh trang bénh tim mach & nhimg bénh nhin nghén tinh mach phéi (PVOD).
Vi khéng co nhitmg dit 1igu 1im sing & viéc ding sildenafil cho nhimg bénh nhin nghén finh mach phéi nén khing khuyén nghj diing
sildenafil cho nhimg bénh nhén nay. Khi thiy xust hién nhimg ddu higu phi phéi khi dimg sildenafil, thi phai xem ngay xem cd lién
quan dén bénh PYOD khing,

Chura cénhimg dit ligu 48 duge kiém tra k§ vé tinh an toan hay v& higu qua cia sildenafil khi diing cho nhimg nhim bénh nhin ké dirdi
day, Néucan, phéi rét thén trong trong vife k& don chonhimg binh nhin nay:

. Nhixng bénh nhin trong vong 6 thing vira qua & bj nhéi mﬁuwﬁm.d@tqughayhannhipdéﬂmﬁcnguyhiémdén tinhmgng .

. Whilng bénh nhﬁnmbEnhﬁéngmnhvénh,gﬁymﬂaut}élngw khﬁngéndinll.

+  Nhilmgbénh nhin thng buyétap (huyét 4p> 170/110)

+  Nhimg bénh nhan viém vong mec sdc té (66 mdt ty 1§ nhd nhimg bénh nhin ndy cé bénh di truyén vé phosphodiesterase ving

mac),
. Nhimg bénh nhin dang ding li¢u phip bosentan
Nhimg diéu cin than trong :

Trudre khi ké don diing sildenafil, cin phai chit ¥ nhimg difu sau :

Phii thin trong néu o6 dimg ddng thdi nhitng chit fic ché phosphodiesterase uyp 5 (PDES) vii cic thude chen alpha. Vi cée chit irc

ché PDES, trong d6 c6 sildenafil, v cic thuoc chen alpha-adrenergic déu I nhitng chit c6 tic dang din mach, g&y ha huyét ap. Khi

diing sildenafil cing Vi cdc thube giy din mgeh, ¢ the dy dodn s o sy cpng huémg edc te dung trén huyét dp, O mdt s bénh nhén,

vide ding déng thi 2 thube thude hai bo niy ¢b thé lmnsiétnh?yé(épmétcéchdﬂngké,giyﬁéuchﬁnghahuy& 4p. Trong nhimg

cdng trinh nghién el trong tie thude gilta sildenafil véi cac thude chen alpha, 43 cé nhimg tnrimg hop ha huyEt ap ¢6 trifu chimg b

hoa mit, chong mat. Khéng cé tmsimg hop choding hay ngfit xdy ra trong nhimg céng trinh nghién ciru nay. Cén phai chd y 14 tinh an

todn ciia viée ding ddng thdi cdc chdt e ché PDES véi cic chit chen alpha chiu dnh hirdmg cia nhidu thong s6 khic, ninr van dé gidm

thé tich nfi mach, vi viéc dimg ddng thén cée thube ching ting huytt ép.

Phai diing sildenafil mt efich thiin trong 46i véri nhimg bénh nhin ma dweng vit 6 ciu tao dj dang (nhw gy goe, xo hoa thé hang hay
nh Peyronie), hay nhitng bénh nhin ¢t nhimg trang théi, nhitng hoda cdnh e thé géy dau duong vitkhi wmct’rng(nhuth;éuméu

1 bdo hinh luii ligm, da u tiy hay bénh bach clu). Trong truémg hyp o6 swod duong vit cuwong cimg 1 hom 4 gidy, bénh nhin cin duge

duratéi bgnh vién A€ gidi quyét. Néu hign trgng crong cimg giy dau (cuong cimg ghy dau 1u hon 6 gity) ma khang durge didu tri ngay,

_. thic6thétdn thwong m dwong vitva c6 thé mitvinh vién khi ning giao hop,

Thén trong khi 14 xe hodc diéu khién miy méc vi thubc o6 thé giy choéng vang, gidm thi lyc.

Théng tin cho bénh nhin:

Cac thiy thubc phai ban bac véi bénh nhin viée chéng chi dijnh ding sildenafil khi ding thuimg xuyén vi/hodc khi ding timg dot gidn

doan cdc nitrat i co.

Sildenafil cling durge dira ra thi trurimg dudi t8n thuong mai 1 Viagra®, chi dinh ding cho nhimg nam gidi bj rdi loan chirc ning cuomg

cimg.

Cic thily thudc ciing phai canh bao cho binh nhén phai thong béo ngay cho béc s§ khi ddt ngdt thiy mdt thi gisic & motholic ci 2 mét khi

diingedc chitire ché PDES noi chung, trong dé o6 sildenafil, B xdy ra nhimg hién tegng od thé 12 ddu higu cia blnh Ihlrllkinhlhi gidc

do thiéu méau e b khdng c6 nguyén nhin viém djng mach traéc (NAION), bah niy 13 nguyén nhin gay gidm thi Iyc, ké ¢4 mét vinh

vidn thj Iye, duge bo céo, tuy hifm gip, sau khi dwa céc chatirc ché PDES néi chung re thi tnrémg, trong khi diing chiing d& diéu trj rdi

logn chire ning cuomg cimg & nem gioi, Khong thé xde dinh nhimg sy 6.6 o6 lién quan truc tiép dén viée ding cée chit Ge ché PDES

hay li do nhimg ytu to khdc. Chc thay thudic ciing ¢An ban bac véi bnh nhén 14 ¢d tAng nguy co xay ra NAION & nhimg bénh nhin 43

nmg b NAION & m{t mat, di cé do diing ede thuoe din mach nhur céc chitie ché PDES hay khing,

Thiy thude cing chn cinhbéo cie béah nhin phii dén gip ngay bdc s§ khi thiy gidm 4t ngdthode mit thinh yc khi ding cac chét ic

ché PDES néi chung, trong dé co sildenafil, Nhimg sir G ny, o6 the kém vi hién hrgmg-irtaiva chodng ving, di trong thin

gian difu trf viri céc chit e ché PDES, ké cd sildenafil, Cling khéng thé xdc dinh nhimg sy cb ndy c6 lién quan trye tiép dén viée ding

ciic chétirc ché PDES hay 14 do nhiimg y#u 16 khic.

Thcdyng cita thufie 1én khi niing I4i e hay didu khién miy mée:

Thin trong khi lii xe hodc diéu khidn mdy méc vithube co thé giy chodng ving, gidm thi lyre.

Quilidu:

Trong nhimg cong trinh nghién el trén nguoi tinh nguyén véi Lidn don nhit ti 800 mg, thi cdc the dyng phy gidng nhu khi ding véi

liguthap hem, nhimg ¥ 1é xuit hign nhidu hon v mire di nghiém trong hom. Ding mét lidw don nhdt 200 mg, thi ff 1§ gip céc tde dung

phu(nhire ddu, bbe hoa, chong miy, kho tidu, xung huyét & misi, thi gide bi gidm) Eng 1én.

Trong trrdmg hop qui liéu, cic ligu phip diéu tr ning 4d tiéu chudn cin dupe thye hign néu cin. Vige chay thin nhén tao khing déy

nharh duee sirdie thai sildenafil, vi chitndy lign két véi cée protein cla huyét irong va khng dio thai qua nuede tiéu.

Baoquin: Bdoquind nhiftdd< 30°C, wrinh dm, Dé thude xa tim tay tré em,

Han sirdung: 36 thang ké ir ngdy san xudt. Khong dilng thude 43 hét han sir dung ghi trén bao bi.

Trinh bay: Hop lénx 5 hapnhox 1 vi x4 vién.

—Tituctiodn chie legag: téu chudn co srstn xudt.

Tén vA dja chi nhi san xudt: M/s. HETERO LABS LIMITED
Bijachi: Unit-V, Survey. No. 410,411, APIIC SEZ, Polepally Village,
Jadcherla Mandal, Mahaboob Nagar District 509301, An-BJ.
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