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Rx Thudic k& don £
Vién nén bao phim LOXMEN 100mg o
(Sildenafil citrate) 53

{THANH PHAN] MBi vign ¢6 chia:

Sildenafil citrate ...............140,45mg

{tugng duong Sildenafil 100mg) ) )

T4 duge : Cellulose vi tinh thé, Anhydrous dibasic calcium phosphate, Colloidal silicon dioxide, Croscarmellose sodium, Magnesium stearate, Opadry |l green B5F41079

(M0 TA) _ _
Vign nén bao phim mau xanh nhat, hinh tam gidc c6 cac géc bo tran, mot mat ¢é khdc chil “D.W" mat cén lai khdc vach phan liéu

[CHI BINH)
Laxmen duge chl dinh trong didu trj rfi loan cuong duong.
Loxmen chi ¢ tac dyng khi cd kich thich tinh dyc kém theo.

[LIEU DUNG VA CACH DUNG]

Thudc duge dang theo duding usng . ) ) .
Phan 16n bénh nhan, liu khuyén nghi 25-50mg, khoang 30 phit-1 gid truéic khi quan h# tinh dyc. Dya trén khi nang dung nap va tic dyng clia thudc, ligu c6 thé tang 1&n toi mic t6i
da 13 100mg hodc gidm t6i mdc 25mg. Lidu t6i da 100mg, s& |4n ding i da 1 1 |4n ding mdi ngay.

Vign Loxmen 100mg khdng thich hgp d& sit dung cho cdc bénh nhan sau:

- Nguisi gid trén 65 tudi (tang 40% AUC)

- Bénh nhan suy gan (nhu xg gan)

- Bénh nhan suy thdn (Thanh thi creatinin < 30 mi/phit)

- Bénh nhan dang ding thudc dc ché cytochrom P450 [{ketoconazale, itraconazole, erythromycin {182%), saquinavir (210%)]. NOng d9 cao clia thuSc trong huyét tuong cé thé 1am
tang hiéu qua va ty 18 tac dyng ngeai ¥.

- Bénh nhin dang ding ritecavir, li€u ding khdng qud mdt liu duy nhdt 25mg Sildenafil trong vong 48 git

ICHONG CHI DINH]

- Bénh nhan min cim vdi thulc hofic bat ky thanh phdn ndo cla thudc

- B#nh nhin dang ding nhing chét nitrat hiu co

- Bénh nhdn suy gan ndng

- Bénh nhan ha huy8t 4p {BP<90/50) hodc ha huySt 4p khang ki€m soat (BP>170/110)

- B&nh nhn ddt quy hodc nhdi médu co tim trong vang 6 thang trudc

- Banh nhan banh thodi héa ving mac di truyén nhy vidm ving mac sic t6

- Bénh nhan dang udéjnq c4c thudic didu tri r8i loan cudng duong khéc (vigc k&t hgp Sildenafil véi cac thufic chdng rfi logn cuong duong khac chua duge nghidn clu).
- Tré em dufi 18 tudi

[THAN TRONG]

Than trong chung

- Phai khai thagc tién sif va knam 14m sang tf mi dé chufn doan rdi loan cuong duong, dé xac dinh nhiing nguy&n nhin tiém 4n va xac dinh hudng diéu trj thich hgp.

- Vi co thé cb mat s nguy co v& tim mach lién quan véli hoat ddng tinh duc c6 thé xay ra, nén thdy thufic phai chi ¥ tdi tinh trang tim mach clia bénh nhan trudc khi tidn hanh difu
trj réi loan cuong ducng.

- Qua mft s thi nghiém 1Am sang thy Sildenafil ¢6 thudc tinh gidn mach todn th&n gdy ha huyét 4p thoang qua. Sildenafil lim ting téc dung ha huyét dp clia cic Nitrat hodc nitric
oxyd

- Trong m@t nghién citu tr&n stc vat cho thy sildenafil c6 &i lyc cao véi cdc md chita melanin nhy véing mac. do db, cAn than trgng (nhy kiém tra thi lyc thudng xuy&n) & nhang bénh
nhin ding ldu dai siidenafil

- Than trgng chi dinh Sildenafil cho bénh nhan dang ding thufic chen beta, do chi dinh déng thei co thé ddn dén nguy cd ha huy8t 4p & val bénh nhan nhay cim. Do dd, khong ding
Sildenafil trong trong véng 4 gids trudic hodic sau khi ding thuic chen beta & bénh nhan ding dfng thai thubc chen beta va sildenafil 25mg. B gidm thidu nguy co ha huyst ap the ding,
bénh nhan c4n dugc 8n dinh v& mat huydt d6ng vai didu tri thusc chen beta trude khi diéu tri Siidenatil, ding liu khdi ddu th&p. Hudng din bénh nhan hudng xi tri trong trudng hgp
xudt hién céc tridu ching ha huyét 4p thé ding.

- Than trgng khi chi dinh thuic Gc ch& Phosphodiesterase Type 5 (PDES) véi thudc chen alpha, Vi ci thufic dc chd PDES va alpha-adrenergic déu cb tic dyng 1am gidn mach, din
dén ha huy8t 4p. Khi ding chung céc thuic gidn mach, higu dng hiép Iyc trén huyét ap co th€ dodn duge. O mét vai bénh nhan, ding phdl hop hai nhém thudc nay cé thé 1am ha
huyét 4p dang k€ din dén ha huyEt Ap todn than (nhy choang vang, dau ddu, ngat xiu)

- O ngudi, sildenafil khang c6 tac dyng trén thdi gian chiy méu khi udng mot minh hodc k&t hgp véi aspirin. Cac nghién clu in vitro véi tiu cAu ngudi cho thy sildenafil 1Am ting tdc
dyng chdng ddng mau ciia Natri nitroprusside (mdt chit sinh nitric oxyd). Sy k&t hgp heparin va sildenafil c6 tic ddng hi&p lyc trén théi gian chay mdu & thd bj gay t8, nhung tuong
tdc nay chua dugc nghién cdu & ngudi.

- Ngung ding Sildenatii va 4p dung cac phuang phdp didu trj thich hgp néu b&nh nhin mét hoic gidm kha ning nghe.

- Sildenafil khdng phai Ia thuc kich thich tinh duc hoic Iam tang khd nang tinh duc, chi s dyng Sildenafil trong diu tri réi loan cuong dudng.

- Khi hién tugng cuong ducng kéo dai trén 4 git, bénh nhan phai dugc ap dung ngay cac bidn phap y t&. Ching cuong duong kéo dai ndu khang diéu tri kip thai co thé din dén tén
thuong md duong vAt vi m&t kha ning cuong duong vinh vidn.

- Viée sif dung Sildenafil knong bdo vé bénh nhan tranh cac bénh |ay qua dudng tinh dyc. B&nh nhan cin duge huing diin cc bign phap bio vé cdn thigt d€ tranh cic bénh Idy qua
dudng tinh dyc. bao gdm HIV.

Than trgng khi ding thulc cho cdc bénh nhin sau:

- B&nh nhn d| dang gidi phiu hoc duang vat (nhu duong vét gép géc, xo héa thd hang hodic b&nh cong veo duong vat)

- Bénh nhan mdc cac tinh trang co th€ ddn dén cuong dau dudng vat (nhu bénh thigu mau hdng cdu hinh liém, bénh da u tly hodc bénh bach cdu)

- Bénh nhan rdi loan d8ng mau hoic loét da day 14 tring cdp

- Bénh nhan bénh tim mach khdng quan hé tinh duc trong nhidu nAm c4n duge danh gid thin trong tinh trang tim mach trude khi khdi ddu diu tri sildenafil

- Bénh nhan méc hdi chiing teo da hé théng (nhu ha huydt &p thé ding ty phét) (tac dung gidn mach clba siidenafil cé thé 1am nang hon tinh trang ha huy&t 4p do c4c bénh nay)

[PHY NI CO THAI, PHY NO CHO CON BU]

Khdng ding Loxmen cho phy nid va trd em

Nghién cdu trén chujt va thd sau khi dung Sildenafil duding uing, khdng thdy cac béing ching v& tinh sinh qudi thai, gidm khd ning sinh sn, hodc nhiing tac dyng bat gi cho sy phat
trién clia phdi va thai nhi.

Chua cé céc nghién clu ddy dil va thich hop trén phy nd ¢d thal va cho con bi.

[TAC DYNG CUA THUBC TREN LAI XE VA VAN HANH MAY MOC]
R3i loan tdm nhin thoang qua va chodng vang da dugc ghi nhdn & mgt vai bénh nhan udng sildenafil, dic biét val lidu 100mg. Banh nhan cén thin trong trudc khi 14i xe hodc van
hanh may mac, cho dén khi bit chdc chdn thudc khdng dnh hudng

[TUONG TAC THUOC]

Anh hudng ciia céc thubc khdc ddi vai Sildenafil:

Ding déng thai sildenafil vdi cde thude dc ché cytochrome P450:

- Trén cac nghién citu in vitro, sildenafil chii y8u dugc chuyén hoa qua hé théng cytochrom P450 phan nhém dang 3A4 (dudng chinh) va 2C9 (duiing phy). Do d6, tit ca
cdc tac nhan (¢ ché isoenzym nay s& 1am gidm dg thanh thai sildenafil, do d6 nfng do dinh va dién tich dudi duing cong {C e V@ AUC) ciia sildenafil s€ tang l&n.

- Khi diing cimetidin (800 mg), chdt ic ché& CYP khdng d3c hiu, cling vai sildenafil (50 mg) lam ting 56% néng dd sildenafil trong huyét tuong & nhimg ngudi khde manh.




T

- Diing d6ng thai véi erythromycin 500 mg mdi 12 git trong 5 ngay, chit dc ché CYP3A4 dic hidu, voi sildenafil liéu dan (100 mg) dién tich dudi duing cong cila sif_c_te.nafn !
tang 182%. Ding déng thii vdi saquinavir 1200 mg mai 8 gty (chét dc ch¥ protsasa clia HIV), cing 14 mdt chét dc ché CYP3A4, cling véi sildenafil (Jiéu don 100mg) s& din witdng
néng dd dinh clia sildenafil tdi 140% va ting dién tich dudi duding cong cla sildenafil tdi 210%. Sildenafil khdng anh hudng di vii dugc dong hoc clia saquinavir. Cc chdt it ché
CYP3A4 manh hon nhu ketoconazol hoic itraconazol cd thé cd anh hudng lon han, =8,
- Ding déng thdi ritonavir 500 mg hai 4n/ngdy, chat dc ché protease cla HIV, chit dc ché CYP450, vdi siidenail {liu don 100 mg) lam t&ng C,,, cla Sildenafil 1&n téi 300% (t&ng
0%p 4 4n) va ting ALC trong huyet tugng I&n t6i 1000% (tang g&p 11 14n). Thei diém sau 24 gid diing thutic, néng d¢ sildenafil trong huy&t tuong x&p xi 200 ng/mL so véi § ng/mL
khi sildenafil ding mdt minh. Nhing con s§ ndy thé hién rd rang dnh hubng rB rét clia ritonavir ién P450. Sildenafil khdng dnh hung dén dudc dng hoc cha ritonavir,
- Mac di tuong t4c gila cic chdt Uc ché protease va sildenafil chua dugc ngnién cifu, nhung vidc sit dung déng thai ¢6 thé 1am ting néng a6 cla sildenafil,
Diing déng thai sildenafil vai cdc thube kich thich cytochrome P450:
- Ding déng thai sildenafil cing véi cac thule gy cm dng cytochrome P450 1am tang d0 thanh thii sildenafil, gidm ndng dd Cmax vi AUC cila sildenafil (vI dy Endothelin, Rifampicin).
- Trong m0t nghién ciu trén nguéi khoe manh, ding déing thi sildenafil 80 mg 3 I4n/ngay véi bosentan, mot chat a8l khang thy th trong mang 1€ bao (chdt gdy cam Ung trung binh
CYP3A4, CYP2CY, vA CYP219) vél lifu 125 mg hai 14n/ngay 1am gidm 63% dién tich dudi duding cong AUC ca sildenafll vé gidm 55% ndng d dinh cla sildenafil. Viéc dung déng thii
wii cAc chét gay cAm Ung CYP3A4, nhy rifampicin, c6 thé 1am gidm néng df cia sildenafil trong huy&t tuong.
- Lifu don cha cac thudic khang axit (magnesi hydroxyd, nhdm hydroxyd) khong dnh hubng d&n sinh knd dyng cila sildenafil
- DO liu dugc ddng hoc tif cAc bénh nhan trong nghién ciu 13m séng cho thdy cc thullc dc ch& CYP2CY (nhu tolbutamide, warfarin), céc thufic uc ch& CYP2D6 (cac thuc de ché tai
hép thu cé chon loc serctonin, thulc chdng trdm c3m 3 vong), thudc g tify thiazide, céc thulic dc ch& men chuyn va cac thulic chen kenh calci déu khing anh huding d&n duge ddng
hoc ciia sildenafil. Dign tich dudi dusing cong ciia chat chuyén hod c6 hoat tinh (N-desmetny! sildenafil) tang 62% bdi véng tranh thai, thulic Igi nigu gid K* va 102% bdi cdc thufc chen
beta khdng dac hidu.

nh huding cta Sildenatil 88 vl cac thufic khdc:
- Sildenafil 14 ch&t dc ché y&u d6i véi cytochrome P450 phan nhdm 1A2. 2C9, 2C19, 206, 2E1, va 3A4 (IC50 > 150 mcM). Khi sif dung liu khuyén céo, ndng df dinh trong huyét tuong
ca sildenafil x4p xI khodng 1 meM. Didu ndy khéng ct y nghia 14 sildenafil s 1am thay ddi df thanh thai céc cd chit cia cdc isoenzym nay.
- Trén b&nh nh&n phi dai tuyén tién li8t dang dugc difu tr bing doxazasin (4 mg), khi dung sildenafil (25 mg) 1dm giam th&m huyét dp 7 mmHg d8i vi cd huyét &p tam thu va huyét
4p tAm truong (do & tu th& ndm), Khi ding lifu cao sildenafil vii doxazosin (4 mg) da 1dm ha huy8t 4p tu thé & mdt vai b&nn nhan trong vong 4 gt sau khi ding thulc. Vigc ding
siidenafil & nhing b&nh nhan dang phai didu tri bAng cAc thulc chen alpha giao cam c thé gy ha huy&l &p todn thAn & mot s4 b&nh nhin,
- Sildenafil ¢o khd ning lam ting tc ddng ha huylt 4p cla cdc nitrat, Vi vdy chéng chl dinh dung déng théi sildenafil vi cic chat sinh nitric oxyd di 13 thudng xuyén hay ngdt quing.
- Khi dung sildenafil (100 mg) cing véi amlodipin {5 mg va 10 mg) trén nhilng b&nh nhan tang huyét &p, huyEt &p tdm thu th& nghl gidm thém trung binh 3 8 mmHg, va huyét 4p
t4m truong thé ngh gidm thdm trung binh 13 7 mmHg.
- Khng cd tuong tac cé ¥ nghfa 1Am sang khi ding sildenafil vol tolbutamide (250 mg) hay wartarin (40 mg) mic di ca hai thuSc ndy déu duge chuyén hod bdi CYP2CY.
- Khi dung sildenafil & lifu 50 mg khaing 1am ting thisi gian chdy méau gay ra bdi acid acetyisalicylic (150 mg).
- Ding sildenatil & |iéu 50 mg khdng lAm tAng thém tic dung ha &p cla rugu trén nhdng ngudi tinh nguyén khoé manh véi néng d§ rugu trong méu tdi da trung binh 14 0,08%.
- Sildenafil (100 mg) khdng dnh huding d&n dugc ddng hoc & trang thai dn dinh clia cdc thudc e ché protease cla HIV (saguinavir, ritonavir) (14 nhiing co chét clia CYP3A4).
- Sildenafil ding lidéu 80 mdi & gy 1am tang 50% dién tich dui dubng cong va 42% néng dg dinh cla bosentan (125mg hai ln/ngdy).

7
[TAC DUNG NGOAI Y] / & =
/

Céc tac dung khdng mong mudn thuling chi thodng qua va & mic nhe dén trung binh.

Céc téc dung khdng mong mudn thuting dugc béo cdo nhdt 13 dau ddu va dé bing mit.

Cé thé c6 réi loan thi gidc, chéng mat, va sung huy8t mili, Ching co cing dudng vat ciing cd th xdy ra,

Cac tac dung ngoai y khac bao gém ndi mén da, ndn, dau mét va dd mét. chdy mau cam, ngdt, xut huy8t mach médu ndo. vA thifu mau thoang qua.

Can dau tim. dot quy, loan nhip tim, con tang huy8t &p nguy cdp, va ddt tI da dugc bdo cdo sau kni ding sildenafil, thudng xay ra & nhing ngudi dang c y&u t6 nguy cd vé tim.
Mgunq sl dyng va hdi y kién bac sT néu xuit hign cdc trifu ching vé tim (nhy chéng mat, bulin ndn, vA dau ngyc) trong qué trinh sinh hoat tinh dyc, hay cAc tac dyng ngoai 7 trd nén
trdm trong.

* Théng bdo cho bdc sT bt ky tdc dung ngoai ¥ ndo xdy ra khi ding thudc ndy

[QUA LIEU]

Nghi2n cu tr&n nhiing ngudi tinh nguyén ding iy don 800mg Sildenafil cho thiy cic tic dyng khdng mong mudn & liu ndy tudng ty nhu & liéu thap, nhung t4n xudt v moc do trim
trgn? gguwtanga liéu 200mg khong lam t3ng hilu qud cha thudc, nhung tdn s cdc tac dung ngoal ¥ (nhic d4u, dé bung mat, chong mat, rdi loan tigu héa, sung huy8t mii, thay a8 thj
gldc ng.

Trong trubing hop qud li€u, yeu cdu phai cd cdc bign phap hd trg chudn,

Thdm phan than khdng lam ting df thanh thii v Sildenafil gAn vdi Protein huyt tuong va khang bi thai trir qua nubc tidu.

[DAC TINH DUGC LUC HOC]

Sildenatil 14 chat dc chi chon loc cia vong guanosine-monophesphate (cGMP)-phosphodiesterase type 5 (PDES)

Cubing dudng 12 do duong vat ¢ ddy miu. Sy & méau ndy xdy ra khi nhilng mach mau din mau dén duong vAt tang c&p méu vA nhing mach méau dua méu ra khoi duong vat gidm din
méu di. Trong didu ki¢n binh thuiing, kich thich tinh dyc dfn t6i san sinh va gidi phdng oxyd nita @ duong vAt. Oxyd nitd hoat héa enzym guanylat cyclase, sinh ra guanosin manaphosphat
vong (GMPc). GMPc ndy 13 tdc nhan chil y&u gdy cuong duong vit do téc d6ng d€n lugng méu vdo va ra khdi dudng vat.

Siidenafil Gc ché enzym phosphodiesterase-5 (PDES), 1 enzym phd hily GMPc. Do d6, sildenafil ngan cin sy phd hily GMPe, cho phép GMP tich oy va tén tai iu hon. GMPc tén tai
cang lau, sy & huyét & duong vat cang kéo dal,

[DAC TINH DUGC BONG HOC)
Hdp thu: Sau khi ulng mét liéy sildenafll, thuSc duge hdp thu nhanh véi kha dung sinh hoc khoang 40%. Ndng d dinh trang huy&t tuang dat dugc trong vong 30-120 phit Mic do
n&p thu gidm khi uwdng thulic clng vdi thic 4n.

Phdn bé: Sildenafil dugc phan b6 rdng khép cic mo va khodng 96% gAn kEt wdi protein huyét tuang,
Qhuye’r:' hda: Thudc duge chuyén hoa & gan chil yéu bdi enzym cytochrom P450 3A4. Chéit chuydn héa chinh, N-desmethylsildenafi, ciing o6 mot vai tc dyng. Nia doi thai
cing cia sildenafil va chEt‘crwén hoa N-desmethyl 12 khodng 4 gid.

Thai trd: Sildenafil dugc thl tnf dusi dang chdt chuyén héa, chil yéu trong phan, va mét it trong nutc ti€u. DY thanh thai co thé gidm & ngudi gid va ngudi suy gan hay suy than

[BONG GOI)
4 vign / vi/ hdp el

[BAO QUAN] B30 quin trong bao bi kin & nhigt dg duéi 30°C
[HAN DUNGI 36 thang k& tir ngay san xuft
{TIEU CHUAN] Tigu chudn nha san xust
“Trdnh xa tdm tay tré em

Boc ki hudng dén sit dyng trudc khi ding
NEU cdn thém théng tin xin hdi § kién bac s1°

Nha s3n xuft: TUQ. CUC 'TRUfiNG

DAEWOONG P.TRUONG PHONG

35114, Joakoonican 4 = I Hyamaramm, z/‘fquyé}z Huey Hiing

Hwaseong-si, Gyeonggi-do, Han Quic
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