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Ax Thude nay chi ding theo don thude 

ROCLLZY’ 
Oé xa tim tay tré em 

THANH PHAN 
Méi vidn nén bao phim chia: 
Thanh phAn hoat chat: 
MOCLA 50: Sidenafil 50 mg (dudi dang sidenafl citrate). es 
nee: jolene chats): i i 

SPLO1010009 

ROCLA 50: lUdcrocrystaline eotuiose 101; anneal microcrystalline cellulose 
102, crospovidone (type B), colloidal silicon dioxide, magnesium stearate, Opatry 

ll whe, brilliant blue lake, indigo carmine lake, Opadry tx silver. : 

MOCL.A 100: Microcrystalline cellulose 101, mannitol, microcrystalline cellulase 
102, crospovidone (type B), collokdal silicon dioxide, magnesium stearato, Opadry 

eum |! white, brilliant bius lake, indigo carmine lake, Opadry fx silver. 
= The pide che Cpacy Ui whe: Polyvinyl alcohol-parted hydrolyzed, titanium dioxide, 

macrogol 4000, talc. 
panne ee 
4000, titanium dioxide, polysorbate 80. 

DANG BAO CHE 
PROCL.A 50: Vidin nén bao phim hinh thoi, mau xanh dung. hi 
mat tran, mot mat cd khike sd 50. 

CHI BINH 1: 
Siidenafil ding dé diéu tri cdc tinh trang r6i loan culdng dudng. ta tinh trang knéng) \ 
cd kha ning dat dat duoc ho8c dy tculong eng éb 46 thde mn hoet dong tah dye, 
Sildenafil chi cé tac dung khi cd kich thich tinh dyc kém theo. 

uéu DUNG, CACH DUNG : 
Ngudi én 
Hide bit ote bins rite cage Kuyt tc: ing Nie Be Raa on, uéing trudc khi 

te 8 nhOng bénh han dang dung sildenafl ding thal voi 
preaneil phenete thi khong nén vugt quaint 
fiéu dn 161. da 4 25 mg siidenafil trong vong 48 gid. 
Ning bénh nh&n dang diing cac thude 06 tic dung Ue ché CYPSA4 (vi 

ketoconazole, itr yd Ku nn dg 28 mgr 

Ky ¢ 
Tré em 
KhAna cline siidanafil cho th ae didi 1A toi 

rf 
nung ip Sask nen ering site eae io one Ses ON eer ee 
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cucomnino acum aniin bénh nhan nay vi 

te i rn cor ag tne cha Oe nn vy gM 
che loal thude 

cuales wale eon @& duoc bdo cao train mot sé kugng nhd cfc truting 
hop si! dung céc chat de Rios, Senses even Vote Shc ST NES Ss 
sding va-sau khi liu hah. Hau hét cdc bénh nhan nay cé cAs yu 15 nguy oo di voi 
“OC gn hey wt bie bck agit. Kadng lt bp Oace wed umn h4 nf 
gia Vie sit dung cae chat Uc ché PDES va viée gidm hay mit thinh huc d6t ngot 
es ee 

Ht
 

su 
Khong < a ed 
Nghién edu trén chudt va thd sau Spare Cn 
ST OE ete ee ee ba Dead 
dung bat iol cho sy phat trién cia phdi va thai nhi. 
Chua o4 eae nghién ctu dy dd vb thich hgp tintin phy ni oé thai va cho con bd. 

AnH HUONG CUA THUOC LEN KHA NANG LAI Xe, VAN HANH MAY MOC 
Crue co bing COE Eee ere ee Cee eae ene 

taba wong ahéng mibl vk they dA Ne ah Gikxs bho cli rong’ od0 the maeilien 
tin sang vdl siidenafil, do vay bénh nhfn c4n biét 6 ho phan Ung nhu thé nao véi 
sidenafil trudc khi thi xe hodic van hanh may méc, 

TUONG TAC, TUONG KY CUA THUOC 
Anh hung cia cfc thude khée 46i vél sildenafil 
Cac nohitin cuku in witro 
Stidenafil duge chuyén héa chi yéu bdi cytochrome P450 (CYP) phan nhém 3A4 
foes chee) wae Enema Vi véy, tt ca cac the nbn de ché cc isoenzym 

6 thé sndununc et Sl ole sleet vie Iie pel Ae che 
i) @ thanh thai cia sildenafil. 

Pan te age dg hoe qua cd Mut ngigm im sng cho hy. khi ding 
déng thdl siidenafil voi cdc tac nhAn de ché CYP3A4 (nhu ketoconazole, erythromycin, 
evachoe) es Wis be 05 thanks li Ge een. 
Cimetidine (800 mg), mét tac nhan Gc ché cytochrome P450 vA de ché khong d&c 
higu CYP3A4, ee ee oe eee 
siidenafll trong huyét tuong lén 56% trén nhdng ngudl tinh nguygn khée mgnh. 
Erythromycin (500 mg, ding 2 ldin/ngay trong 5 nghy) lA mOt tac nhan de ché trung 
binh CYP3A4, khi dong dng thai vdi fidu adn 100 mg sildenafil, 04 lam ting dién 
lich dudi dubng cong (AUC) cila sildenalil ln téi 182%. Ngoai ra, vide ding déng 
thoi mét lidu don 100 mg sildenall vdl tic nhAn do ché protease oda HIV saquinavir 
(eno dna: Son) day cing ld mt tac nhan gay dc ché CYP3A4, da tam 
ting Cmax cda sildenafil lin 16! 140% va ting AUC Ién 161 210%, Sildenafil khong 
eo cle ea gal pf hsp on DONG, CAH 
DUNG). Cac tic nhan Ue ché CYP3A4 manh han va itraconazole 
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eS ye L Dung dong thoi li6u Gan 100 mg sidenahl val chat de ché manh P450 nhu chat dic 
IT PE TW ché protease cla HIV ritonavir (500 mg, 2 iningy) lam ting Cmax cia sidenafil 
CHONG CHi BINH thém 300% (g@p 4 idn) va tang AUC trong huydét tuding thé 1.000% (gp 11 idin). 

ea at ar rien coe OmONG BR Wie eh Sag vel Bak iy ME n nae 50 véi 5 ng/ml khi ding mOl minh sildenafil, Bidu niy phi hgp vdl the ding r6 ret 
Sildenafil lam tang tae dung hg huyét 4p cla cdc nitrate cp va Wh Vi vy, . 

se cto naam i ee ty vig Cas rs $0 04 HE UEIE PRESE be tc san on 05 sng Gece CYPAAN. Geog ob soeatadl Wy #5 Oe tore 
6c). — TAC, TUCMREEY COR’. tivdt ng thei wath qed a0 all oh dlc dung See tat Nerbngibbe don onc note THUOC). 

pide ee nen ony a rang mOt nghién cu trén tinh nguyén vién nam gidl khée mann, vide dung déng 

CANH BAO VA THAN TRONG KHI DUNG THUGC i va 06 thé cd CYP2C19) 8 trang thai én dinh (125 mg, 2 ldiningay) voi sildenafil 
Phai khal théc tidn ad vat khitm lim sing tf mi dé chin dodin r6i loan cuang cuang, din din vigc ¢ 
a6 nae don hang ngyée han in wx eh ng. ncn ie 
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: i z i 4 4 t : 3 & Vicé thé co mOt 86 nguy co tim mach t 7 : 
phai chi y dn tinh trang tim mach cla bénh nhan trudge khi 86 Ranh diéu tr] r6i c 

Khtag thude culang dugng duoc khuyén BIR: care tes So leg aks vile Onli cs Wg le ah 
iuenemcanac TT a Ue ché CYP2C9 (nhu tolbutamide, wartarin), dc ché CYP2D6 (nhu cic thudc Ue 
Cie bitin c6 tim mach nghiam hi tdi hp thu chon ioc serotonin, thuée chéng trém céim 3 vdng), thudc igi tidu 
bénh tim, loan nhip that, thiazide, thuéc dc ché enzym chuyéin angiotensin (ACE) va cdc thuéc chen kénh 

wer mutha es So a os Ri oan Bane Sean cana aikstoeemnere 
Ly ding Sacloneah nt (ibaa oo ear oe ‘ Ind tastes ots ahaaseal Q'Ua one trate thee 

pein Bebe hop cm ip oe Sildenafil A mét the nhdn de ché yéu cytochrome P450 phan nhém 1A2, 209, 
hoat déng tinh dyc, bénh nay 2019, 2D6, 2E1 va 3A4 (IC50 > 150 pM). 
hay cdc yéu 6 khdc. Do sau khi diing Iidu khuyén cho thi néng 6} dinh trong huydt tuong cia sildenafil 
MOt s6 thd nghiém lim sang iohn than xfip xi uM, nn sildenafil 88 khéng lam thay dé: G6 thanh thai cdc co chit cha 
gy he huyét ap thoaing qua (xem ie oe ie Be CO ea oo eensye Dee 
trudc khi kb don, bac sy phi cha y d&n nhéing bénh nnn c6 tinh trang bénh lyma «Sides di duge chdng minh la cé kha mang lam tang tac ding he huyét dp cha 
See nenieteaecaceni ce rtateenrcamnas, (cme eitiasta ty Spates erbaren watcmne 
sl: bike pledider a ee deen lee rls essen. alpeaty ih eustng sertn hey sas elie Goan CnCanD Gd Eat 

Egress pear: Trong 3 nghiin cu dic hidu vé tung téc thud . thuée, thuée chen alpha doxazosin mach, (4 mg va 8 mg) vi siidenafil (25 mg, 50 mg hoSc 100 mg) duge chi dinh thoi 
preivetion taciroyh peerariettydr te waggle cho cae bénh nhan budu Minh tin Bet tuyén didu tr én Matai Goa 
Bénh than kinh th gidc thidu mau cyc bd khéng do dong mach (NAION), mot bénh twong edu nay, cae mic gidm b6 sung trung binh cla huyét ap do 4 ww thé 
hiém gép va l& nguyén nhiin gily gid thi luc hogc mat thi lye, duoc bao cao hiém pls a hs ae rap Pe ae co pont gee pr 

wei e Mime cake mop phi leat grt preyermp ve pre-acgrale ag nao 
Hau hét nhOng bénh nhan nay di c6 cdc you 16 od nih ty I chén thj doxazosin, é nihiing truang hop huyél ap tu 
Ship 60 v0l at Gib (Ca Hoo LR, Gee SD A SMF ites ale hone thé tri@u ching. Céic bao cao nay bao gém chéng mat va mot mdi nhung 
dp, bénh mach vanh, Spid mau cao vit hit thube. M@t nghién efi quan sét dénh panies: pried ya thoi siidenafil cho bénh nhdn dang ding thubc chen 
gid lidu ring vite sit dung cdc chit de ché PDES, nhu mét nhém thude, 66 lin alpha 6 thé diin dén ha huyét ap tridu dar the dies ence 
quan d6n vide khal phat cdip tinh NAION hay khéng. Két qua fiite ess pe ee ho Dee ano THAN TRONG KHI DUNG ; 

poy 10  tudi nim va (100 mg): Hogs fer dn duge dong hoc cba cac tie nhBn dc 
poy sen i bénh peed coor. ig IV niu ritonavir va saquinavir (cA hal thuée nay déu la co chit 

y . YPSA4), 

Ps i ting £4 Bee NAKON eS nighy Got pad WANG an nian Ny bie sj Sildenafil d trang thai 6n dinh (80 mg, 3 liningay) lam tding 49,8% AUC cia bosentan 

Se aterm en er vray caveat ee asrsa somo] ors ug nan ga yon 80 
sha hint hes ae oe Sildenafil (50 mg) khdng lam ting thém tac dung he huyét dp coa rugu trin nhOng 
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TAC DUNG KHONG MONG MUON CUA THU6C 
Pin eng shiny Mie ding titeg nek mille <i Sete ee rie, nhe hay 
trung 
Trong céc nghién cdu lidu 06 dinh, tin sudt cha mOt vai bin chding thao lidy, 
Cao nghidn ody vel lidu 68 dinh phan anh sat thyc hon ché-do eu keh 

cae nghitin cu voi iby 26 din, ee 
Cfc the dyng khing mong mudin thuding duge bao céo nhét lk dau diu va dd 

[Thutng [ht g&p 
(2 14.000 
va 

< 1/100) : 

gap 
(2 100 
wa <1/10) 

e
 

Ai loan mat 

Adi loan mach mau 

R6i loan hé hdp, 
Agve va trung that 

Rd loan hd tidy hoa 

Réi loan he sinh duc Cuong euong istriy 
fee 

va tal nol abr 
(eh eda 
Kt qua xét nghiem 

Vil Habis a hkl Raye ke a ae the cg re pporerinoe thee 
sie tac dung da litt kd dren, nhung ni chung la sé gap nhidu hon. Si 
Qua phan tich cc thd nghiém kam sang mis déi 66 461 chung gid dude adm hen 700 

edu mé 41 ngfu nhién, 66 66i ching voi gid duye (vdi lidu sidenafil thay 
16) da 100 mg) trén S66 nam 9i6! bi PO loan cucng va ling huyét ap 

| béoh nhan ndy luén jude phai ding ft mhdt hal logi thuée chdng tang huyét 
ip. Két qué sildenafil cdi thin khd ning cucng 71% 8 nhOng ngudl ding sildenafil 
I caram Ore ro SOR des et eae ae cee ee 

62% 80 Véi 26% 4 nhilng nguol ding gid duge. Ty gap cac the 
mong mu6n 4 nhiing bénh nhdn nay eding tung ty nhu 6 nhdng nh 

nhiin khac, cling nhu khéng thay adi d nhdng ngudi ding 3 hay nhidu hon edc 
chiing ting huyét ap. 

bang cac cau héi danh gid chung, nhét ky cugng dong, bang chu hdi danh gia 
ing quéc té HEF (international Index of Erectile Function), va bang 

hu NOi dan Cho cic dé tac tinh duc cla cde bénh nhiin. 
Hitu qui céa sildenafil fa kha nang dat duoc va duy tri culung cing di dé tidn hAnh 

_ giao hop, Higa qua may di due chdng minh qua tét cl 21 mghién cu trén wa duge 
uy, tri : Aghién cu mod ring kec Gai (én 1 ném). Trong eée ngheén cuu “dine inh, 8} cai thign kha nding cugng ia £2% (Ot bu sional 25 m: 

74% (v0 ib i (vei iu siidenafl 100 mg) so sanh ver kel 
: ‘$Y cBi thién kh nilang cuung thi sider 

bn edi thién su kha ei, saan gc eo gen, 
Qua cac thi’ nghiém thay 4 
‘Trén cac bénh nhan 64i thao dutng, ty ld cai thién khé nding cuung cba sildenafil li 
§E% so vdi 16% 3 nhGng ngudbi ding gid duge. 
Trin cdc bénh nhén cat tuyén tide Ot tidt GE thi ty Ib nay [A 43% so vdi 15% 3 

De ae ha ee ne SER RET IER SING 
“Higubi diing gi duge. 

ng hoc cin sildenafil tong Ging vdi lidu trong khoding liu khuyén cao. 
‘Silde: et 0a t as SOI Pam et le en OR 24 A 
Gac chile gitng chat me (sikdenalil). 

ie hip thu nhanh sau khi uéng, vei sinh khé dyng tuyét d5i trung binh 
ding Wy 25% - 63%). 
60 3.5 nM sidenatil Uc ché enzym FOES cia ngudi khoding 50%. 
eter ice 8 Gp Sa Fe ie Sen) 20 

; $a SRG A IR PO; FH RO 
mé cao lim gidim kha thu cba siidenatil, voi that 

th 60 phit, va Cmax thes ork vniga ar 
g Siig kb (AUC gidim 11%), 

‘inh cia sildenafil la 105 |, cho thy sy phan b6 chi yéu 

nda 4 vong tufin nodn tn cia né la N-desmethyl gin toi 
eee VO in vie rca lary Se ener 

ae 

nda cla nd 6 haat 

Train in vitro, 
UI

T 
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Thong Boe mere Unser Gabe vane arian sole Pg ngay duge si nhiing ding ¢6 hel gap phili 

erent f= es 
gp vi mic 46 thi ting len. ¥ 

trudng hop qua lidu, edin sd) dung cae bidn phap hd tro phi 

nd idm ting tie ca NO bing cich de ché PDES, chit nay co the 
hiy cGMP trong thé nang. ba ae 
Khi kich thich fink dye tao ra su giai NO tai ché, thi sy Ge ché PDES cia 

8 i a ray co hora Och ee gr 
Cac nghidn edu in vitro.cho thi slidenafil de ché chon igc PDES. 

Ti 

Khéng cé sy thay adi tn quan lim sang trén dign thm 44 (ECG) cia nhiing 
tain gid! Gah nguyen Bie tutng Ml dong che bu ch dent Sdn it 100" mg 

uting. 
‘Sau khi ding liéu 100 mg, huyét ap thm thy gidm t6i ds trung binh th 6.3 mmHg con 
pasate thy bese dance Apa bende Gee 

9 cing en toa qua (em CHONG CH BINH va TUONG TAG, 

; inh A rangten Any ene any aren mg Med 
pag ies achaamnptc tortor lapel gan tak rth ‘ #

 

3 j i é z § i 

pe rai datas CYP3A4 (duéng chinh) va CYP2C9 

ile AA Sas on 8 Ha tap ic Si has abl ngs n'a wa 
finn Ni: héa, va sau d¢ igi dude chuydn héa tiép. 
(Chat chuyén hd ndy ¢6 hoot tinh chon Ipc déi vai 

chuyén hoa ny xiip xi 40% 
(Chai chuyén hoa N-desmethy! lai dude tiép tuc chuydn hdéa. cd nite ddl thai tei 
Whoang 4 gm 
Thi 

thanh thai cda sildenafil la 41 W/gid vdi nda théi gian pha cudi th 3-5 
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n Wikio 06, cite gid tr] Cmax vA AUC cda chilt chuydn héa N-desmethy/ lang ¢ 
Via va 7 hn tt ee ung sy an ng vow ce 28 

Trén Te a A, Child-Pugh 8), dd thanh thai siidenafil 
bi gldm, kilt qua lam ting AUC (85%) va Cmax (47%) so voi nguét khdng 
6 cling ¢6 tut (nem LIEU DUNG, CACH DUNG). oo caiecan @ 

50 voi lid cing 16i da a 8 duce khuyén 

$24 1h Bing Hs dan 100m san thang mut rquybn Ke mh 
GOL Hop 1 vix 1 widn hode 4 vidn (vi AUPVE-PVDC). 

N: Gid tnute nol khd ro, nhigt 4} king qua 30°C. 

HAN DUNG: 26 thing kl i ngdy an nae .8 

Dia chi: L6 E9-3a, Dudng s6 1, KCN Hibp Phude, 

Email: info @tremed.com.vn -+ 10 nvenapeewerey 
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