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Vien nén Sildenafil

Citrate 100 mg
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HUONG DAN SU DUNG
Thude nay chi ban theo don cua béac s§. Poc k¥ hudng dan st dung trude khi ding.
Mubn biét thém théng tin chi tiét, vui 1ong hoi bac s§ hodc duge s¥.

MAJEGRA -100
(Vién nén Sildenafil citrat 100 mg)

THANH PHAN: M3i vién nén bao phim chta:

Hoat chit: Sildenafil citrat tvong duong véi Sildenafil 100 mg

Ta dwege: Microcrystallin cellulose, Magnesi stearat, Crosscarmellose natri, Dibasic calci
phosphat, Opadry tring 58920, Macrogol 6000 (PEG 6000), Talc tinh khiét, Bt mau indigo
carmin, BOt mau xanh brilliant,

DANG BAO CHE CUA THUOC: Vién nén bao phim
TRINH BAY: Mbi hop 1 vi, mdt vi chita 4 vién va mot t& huéng dén sir dung thude.

DUOQC LUC HOQC:

Phén loai diéu tri: Thude ding diéu tri tinh trang suy chuc néng gy cuong.

Sildenafil 13 mét chdt e ché c6 chon loc di véi guanosin monophosphat vong (¢cGMP) — mét loai
phosphodiesterase déc biét type 5 (PDES). Khi ¢6 su kich thich tinh duc, chit oxid nitric dwgc giai
phong tai chd, su tc ché PDES cia sildenafil di lam tang néng do ciia cGMP trong thé hang din
dén lam gidin co tron va luu théng mau trong té chirc ciia duomg vét, do dé tao ra su cwong.
Sildenafil khéng ¢6 tadc dung khi khéng ¢6 su kich thich tinh dyc ho#ic khong bi suy chic ndng gay
cuong.

DUQC DPONG HQC:

Sildenafil citrat duoc hdp thu nhanh sau khi ubng, ndng dd t01 da trong huyét twong sau khi ubng
vién 100 mg dat khoang 375,96 = 1,40 ng/ml. Thoi gian dat ndng d6 tdi da Khoang 0,79 + 0,03 gio.
Sinh kha dung 100%, thoi gian ban thai trong huyét trong la 4,73 gio. Thude duge chuyén hod
manh b&i cac microsom isoenzym & gan thanh mét chit chuyén hod c6 hoat tinh, chat nay ¢6 hiéu
luc v6i PDES bing 50% thudc gbe. Sildenafil va chit chuyén hod chinh déu gin vdi protein huyét
tuong xap xi 96%.

Sildenafil ducc bai xudt dudi dang chét chuyen hoa phén 16n qua phéan (khoang 80% liéu dung) va

FARDIA

mét Juong it hon qua nudce tiéu (xdp xi 13% lidu ding). /c("//

CHI PINH:
Diéu tri tinh trang suy chirc ning gy cuong & nam gioi.

LIEU DUNG VA CACH SU DUNG: (Udng)

Lidu thuong dung che hau hét bénh nhan 12 50 mg, uong 1 gi¢r trude khi hoat ddng tinh duc,

mac di thude ¢6 tac dung tir 30 phut t61 4 gio sau khi udng.

Liéu dé nghi ti da 1a 100 mg.

Trong céc trudng hop nhu ¢6 nguy co ting ndng d6 sildenafil trong huyét trong nhu: nhitng ngudi
trén 65 tudi, nguoi bj suy gan, suy than nang, nhimg ngudi dang dung cdc thube trc ché cytochrom
P450 3A4 (nhu: erythromycm ketoconazol, itraconazol): lidu khoi ddu 1a 25 meg.

Khéng dwye dung qua 01 lan méi ngay

CHONG CHIi BINH:

MAJEGRA-100 bj chdéng chi dinh trong trudng hop:
Bénh nhén mac bénh tim ning, hodc da tung bi con tim, dot quy, huyét ap thép hodc huyét
ap cao khong kiém soéat duge.

Bénh nhén bénh gan néng, r6i loan véng mac thoai hda di truyén, phuy nit ¢é thai va cho con
bu.
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Nhitng ngudi min cam vai sildenafil hodc bét cir thanh phéan nao cua thude.

Khéng dung dong thai MAJEGRA v61 cdc nitrate vi sildenafil 1am téng tac dung ha huyét
ap clia cac nitrat nén ¢d thé gdy tut huyét p dang keé.

Khéng ding két hop MAJEGRA véi bét ki dang didu tr] suy chitc ning gdy cuong no
khac.

Khong dung cho ngudi dang bi suy tim mach.

Khéng ding cho phu nit va tré em dudi 18 tudi.

THAN TRONG VA CANH BAO: ,
Phai thén trong khi ding MAJEGRA cho nhimng d6i tuong sau:

Nhitng bénh nhin méc bénh thidu mau (cé bét thudng vé hong cu), ngudi bi u tuy cdc thé
(ung thu tuy xuong), bénh bach cdu (ung thu lién quan dén dong bach céu) hodc bt ky su
bién dang nao ¢ duong vét.

Nhiing bénh nhan méc bénh nang vé thén hoiic gan,

Tinh an toan cia sildenafil & nhitng bénh nhén bi rbi loan mau va nhiing bénh nhin bi loét
duong rudt chua duge xac dinh do dé phai than trong khi sit dung cho nhitng bénh nhédn
nay.

Nhimng ngudi bi nhdi mau co tim, dgt quy hoic loan nhip tim de doa téi tinh mang trong
vong 6 thang vita qua

Nhiing bénh nhan bi tut huyét ap (BP <90/ 50) hofic nguoi ting huyét ap (BP > 170/ 110).
Nhiing bénh nhén bi suy tim hofic c6 bénh vé& ddng mach vanh gay ra chimg dau thit nguc
khong 6n dinh

Nhitng bénh nhéan viém véng mac sic to.

Thude nay chi dinh riéng cho tirng ngudi, khng duwge dwa cho ngudi khic du r.:”mg triéu
chirng cua ho giong nhu ciia ban

Sir dung cho phu nir ¢6 thai va cho con bit: Chéng chi dinh

Anh huéng ciia thuﬁc khi ldi xe va vin hanh mdy maée:
Chong mat, dau dau, mo mat, rdi loan thi giac la céc tac dung phu da dugce ghi nhén trong cdc phép
thir 1dm sang & nhitng nguodi dan 6ng dung MAJEGRA, do d6 bénh nhan cin danh gia phan {(ng

ctia ban than trude khi 1ai xe hodc van hanh may moc.

TUONG TAC THUOC:

Sildenafil bi chuyén hoa tai gan chi yéu nha CYP3A4. Cac thube e ché ciia CYP3A4 nhu:
cimetidin, erythromycin, ketoconazol va itraconazol cé thé lam ting nong do cta sildenafil
khi duge dung déng thoi.

Dung két hop sildenafil véi amlodipin cho nhitng bénh nhan bj ting huyét ap ¢ thé lam
tang tac dung ha huyét 4p.

Dién tich dudi dudmg cong noéng dd-thdi gian cua chit chuyén hod c6 hoat tinh N-demethyl
sildenafil bi tang 102% bai chét chen beta khéng dic hidu va ting 62% bdi cac thudc loi
tiéu quai hodc thube loi tiéu aiir ka-li.

Liéu don cac thube khang acid (magnesi hydroxid, nhom hydroxid) khong anh hudong tdi
sinh kha dung cua sildenafil.

Dung ddng thai sildenafil ciing véi céc thube gdy cam tng men gan lam tang d6 thanh thai
sildenafil, giam néng d0 Chax va AUC ctia sildenafil (vi du: rifampicin).

a-blocker: Khi dung dong thoi cdc chédt (e ché PDE lyp 5 (nhu sildenafil, tadalafil,
vardenafil) véi cdc chit o-blocker cé thé bj tang tac dung ha huyét ap. Nhimg bénh nhin
dang diéu tri voi cac chat a-blocker (terazosin, dosazoxin, tamlulosin} khi két hop sildenalil
phai ding véi lidu t6i thiéu, nguge lai bénh nhan dang ding sildenafil khi ¢An phdi hop vai
céc chit w-blocker ciing phéi diing liéu téi thiéu ciia chét u-blocker.

Thubc ha huyct ap: Sildenafil c6 tac dung giin mach va cé thé 1am ting tac dung ha huyét
ap cha cic thube chéng ting huyét ap. Sildenafil khi ding ddng thoi cac chét nitrat hoic
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nitrit ¢ thé gy ha huyet ap. Ha huyét 4p nghiém trong de doa dén tinh mang hoic ton hai
dén huyét dong hoc ¢6 thé xay ra.

Nhirng nghién ciu truée day chua thay ting tac dung ha huyét cia sildenafi! khi ding cho
céc bénh nhin dang didu trj bang cac thude chdng tang huyét 4p, tuy nhién & mat s bénh
nhin (dac biét nhitng nguot dang bi b&nh tim mach, hodc dang hoat ddng tinh duc), tac
dung ha huyét ap do sidelnafil cin duoe quan tam.

O nhitng bénh nhin dang didu tri bing cac thudc chéng ting huyét &p (cdc chét wre ché -
adrenergic, thiazid, céc thube loi tidu quai hodc giir kali, cac chét e ché kénh calci, céc
chit trc ché men chuyén angiotensin <ACE>) khi diing dong thdi véi sildenafil khéng thdy
cd hién tugng tang tac dung ha huyét, tuy nhién cd xay ra & mot s bénh nhén dung
sildenafil voi mét s6 thude chéng tang huyét ap nhu cac thude loi tigu quai hodc giit kali,
cac chdt e ché p- adrenergic khong ddc hiéu, amlodipin, chat e ché a- adrenergic Téac
dung ha huyet ap co thé tang ¢ nhiing bénh nhén dung sildenfll voi nhiéu loai thude, trong
d6 ¢6 thude chdng tang huyét ap va tre ché hé enzym CYP3A4. Do G6 cén than trong khi
dung sildenafil cho nhitng nguoi dang bi suy tim xung huyet nhitng ngudi ¢6 thé tich tudn
hoan fhuyet ap thap dudi mirc 5101 han, nhimg nguoi tic ngh&n dong tam thét trai, nhitng
ngudi tdn hai ning hé tu dong didu hoa huyet ap.

- Thubc e ché HIV protense: Trong didu tri két hop thdng thudng bao gdm madt hodc
nhidu thudc ¢ ché HIV protease, nhitng chit trc ché CYP3A4 hodc CYP2C9 c6 kha nang
anh hudng t61 d6 thanh thai sildenafil (giam thanh thai sildenafil) din dén lam ting nhitng
tac dung khéng mong mubn cua sildenafil nhu dau du, dé bimg mat, thay dbi thi giac,
cuong duong, ha huyét 4p va ngt ¢6 thé xay ra.

Cén thén trong khi dung sildenafil cho bénh nhan dang ding céc thude uc ché HIV protease
hodc delavirdin vi ¢ thé ting nguy co cic tac dung khong mong mudn cua sildenafil, va
phal bao ngay cho bac s§ khi ¢6 cac triéu ching bét thuomg xay ra. Khéng diing sildenafil
ddng thoi véi cac thude e ché HIV protease cho bénh nhén bj ting ap luc dong mach phéi.

- Bosentan: Bosentan 12 mot chit cam Gng vira phai véi CYP3A4, CYP2CY, (va ¢b kha ning
voi ¢ CYP2C19), ¢6 thé lam tang thanh thai sildenafil va giam ndng do sildenafil.

- Barbiturat, carbamazepin, phenytoin, efavirenz, nevirapin: La cac chét cam Ung manh
CYP3A4, khi dung ddng thoi vdi sildenafil ¢6 thé 1am thay déi ndng dé trong huyét tuong
cla sildenafil hodc cac chét cam ung CYP3A4, va can didu chinh lidu.

Sildenafil 1a chit trc ché yéu CYP3A4, CYP2C9, va CYP2C19, khi dung dong thoi nong dg
trong huyét tuong ciia cdc chit cam ting CYP3A4 bi thay ddi, cin diéu chinh lidu cua//)
sildenafil hodic clia cc chét cam trng CYP3A4. st 4

- Rifamycin: La chdt cam (mg manh CYP3A4, ¢6 thé lam giam ndng d¢ sildenafil trong/
huyét tuong.

- Warfarin: Trong nghién ctu 14m sang chua thdy cé su twong tdc khi ding dong thoi
sildenafil va warfarin.

- Heparin: Nghién citu trén tho khi diing dong thoi sildenafil va heparin da thdy anh huong
t&i thoi gian chady mau. Tuy nhién chua ¢6 tai li€u nghién cttu trén nguoi,

- Thube ie ché phosphediesterase: Mot sé it tai lidu nghién ciru ex-vivo vé tac dung cla
sildenafil trén mot s6 td chie (dong mach vanh, thé hang) cho thiy sildenafil lam tang
khong dang ké ndng d6 ¢cAMP. Do d6 nhiing téc dung ddc cho tim, ha huyét 4 ap, chay mau
khi dling ddng thoi sildenafil va céc thudc 1rc ché phosphodiesterase chira dirge biét 1.

TAC DUNG KHONG MONG MUON:

Céc tac dunp phu duge xéc dinh gdm dau dau, dd bing mit, tic thue quan va nghet mili. Ca biét
mdt sé bénh nhin c6 cac rdi loan vé thi giac nhu: mo miit, nhay cam voi dnh sang, mét phén biét
tam thoi gitta mau xanh la cdy va xanh da tréi.

Hiu hét nhitng tdc dung phu nay thuémg & mirc do nhe va tur khoi.

D3 ¢6 bao cdo, tuy hiém, & mét sb bénh nhan ¢4 hién trong cwong climg gy dau dén kéo dai trong
thod gian trén 6 gior sau khi ding MAJEGRA. Néu tinh trang cuong kéo dai trén 4 gidr phal béo
ngay cho bac s§y.
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Trutmg hop xay ra dau ngwe trong hodc sau khi hoat dong tinh duc, khéng duoc dung céc nitrat ma
phai cac bién phap hd trg khic,

QUA LIEU-CACH PIEU TRI:

Trong trudmg hop xdy ra qua lidu, cin tién hanh cdc bién phdp diu trj hd tro. Thém tach than
khong ¢6 tdc dung loai sildenafil ra khéi co thé vi thude gan két cao voi protein huyét tuong va
khéng dugc bai tiét qua nude tidu.

TIEU CHUAN: Nha san xuét.

HAN DUNG: 36 thang ké tir ngay san xuit.
Khéng ditng thudc qua han cho phép

BAO QUAN: Gifr noi khé, mét, nhiét d6 du6i 30°C. Tranh 4nh sang.
PE THUOC XA TAM TAY TRE EM

Tén va dia chi nha sin xuét
SYNMEDIC LABORATORIES

Pia chi: 106 — 107, HSIDC, Industrial Estate, Sec-31, Faridabad — 121 003 Haryana, An D&
S6 dién thoai: 91-129-4104047
S0 fax: 91-129-4104048
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