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MAUDANG KY
TO HUGNG DAN SU DUNG THUOC MEYERAFIL

Rix Thudc bdn theo dan Tibi chudm TCCS

MEYERAFIL
Poc ki hudng din el dyng truéde khi ding
B4 xa 16m toy trd am

Thényg béo cho bac sl cde lic dyng khdng mong mudn
gdp phal khi s dyng thude

Thinh phdn, him lugng cda thude:

Tadatahl 20 mg

Td dugc Laciose, tinh B mi pobranyl pyroliden K30,
natri starch glycolal, mognesi stearat, HPMC 808 HPMC
515, PEG 6000, itan dipxyd, tale, vhng tarrazin vin 40 1
vidn,
M6 th-sdn phim: Vidn nén hinh giot nude, hal mét tron,
B0 phim mbu vang, ban trong mau rfng hodcs trilng nga
Qul céch déng gél: Hop 01 vl x 01 vitn nén bao phim

HUAGNG DAN SU DUYNG THUGC CHO NGUYI BENH

Thude ding che bénh gi:

Thutic duge ding ¢8 difu tri ri lgan chiie ning cuong
elng dugng vt, trang thai mil khi ndng dat dugc v duy
trl euging eing A0 04 giao hop B thubic o6 hdu qua, cin
phai od su kich thich tinh due

Mén disng thude nay nhu thé nhe va |1§u lugng:

Uding (hudie trede khi quan hd tinh dug B rhdit 30 phit
dadn 12 gid.

« Lifu ih8ng thudng 14 uSng 1 vitn 10 mgidningdy véi
nbifiu nude (trong hode ngodl bda &n). Lidu ding ob thi
tiing dén 20 mg hode gidm xulng 5 mgAdningdy by iheo
ddp dng eda ting ngudl.

« Knéng cfn gifiu ehinh lifu & ngutn gia

- Bénh nhin suy gan nhe dén vie: dng khong qud
10 mg mdi ngay.

- Bénh nhdn suy thin via (36 thanh thii crealimin &
31 - 50 mifphut), lifu khdi ofu 5 mg, kéu 16 4 10 mg
trong 48 gid. Banh nhin suy than ning (4% thanh 1hii
craatinin < 30 mifpndat), Iidu 18| da 5 my

Khl nbo khéng ndn ditng thude nby:

- Khing ding cho phu nil va trd em dudi 18 1w

- Quik min vii chc thiinh phin cda thude

~ Bénh nhin dang ding cic ddn xullt nitrat, Vi tadatatl
ob e dung hidp ddng véi tae dung ha huydt 4p cda cfe
diin xudt nitrat (nitroghyeerin, monomtral iscsorbid)

- B&nh nhén dang ding cde thude ha huydt dp alpha-
blocket (doazosin, tamsaulasing

- Nhimg truding hap suy gan nling, huydt dp thip.

- Bénh nhdn od tln 53 nhéi mdu co im (trong véng
80 ngdy), suy tim dd 2 hodic nang hon [ong wing &
{hang), a8t quy (trong véng B thdng)

= Vi ede bink nhin 4k duge khuylin cdo khdng nén
sinh hoal tinh due

Tdc dyng khéng mong mudn:
* Thudng gdp, 1100< ADR < 110
« Braw dfy, kb fiu, dau lung, dow o, ngal mi, dau d
ahl
* I glp, 11000 < ADR < 17100

« Hb tim mach: dau thdt nguc, dau ngire, ha huyst dp
nofic ting huydt dp, he huydt dp 1 thd, hi hdp. im dip
nhanh

- Tidu héa: tdu ehdy, knd mubng, khd nudl, widm thye
quiin, bl v do diy- thye quiin, Wém da day, budn ndn,
néin, dau byng dudi

- Goxuging; daukndp, day of.

- H# thn Kinh chdng mit, mit ngd., budn agl, ching
df ¢dm.

- Hé hiip: chily mdu cam, vidm hong.

- Da: ngaa, ndl ban, chdy md hal

« Mt nhin md, vidm méing k&, dau mdr, chiy nudc
méK, sung il mAL

- Nl vid ginh duc: thng madc 4b cuang,

Thing bda cha Bdc sf cde e dyng Khdng mong mudn gap
phuli ki 50 dung thude

Nén trdnh ding nhdng thube hode thye phdm gl khi
dang =if dyng thudc nay;

= Tadalafl| 1 thufe duge ehuydn héa 1l gan b3l CYP
3A4, vl vy ndu ding chung wii cde thudc dec chi CYP
344 khac  (Retoconazel,  ntenavir,  enythromyen,
ilraconazel ) 58 [&m ting him lugng Tadalalll trang huylt
fuong wi do @6 1am tang nguy cd ha huyst ép
| wéi cac thide cim Ung CYF
in) 1&m gidm Rdm ldong
wang, do &6 hidu lyc s gildm

nydresyd) lam gidm hip ihu Tadalati

- Tadalnfil ed tde dung ddn mach, dua d8n suy gidm
nhg cla huydt 4p va do 36 |dm 1ang the dung ha huydi 4p
wdi cie dlin xudl nitrat

- Diing ehung Tadalatll vdi nhdm thulc chen aigha 1im
tang tie dung ha huy&t dp,

©Cén bio quin thude nay nhu thé nao:
Bio quin thuie noi khd, nhidt 8 khing qud 30°C.
trdnh. dinh sdng

MnOng diu higu v Iriju ehidng khi ding thuSe qud
I

Lidu duy nhil tén ¢8n 500 mg d8 dugc ding cho cde
d6i higng kihde manh va ifu hing ngdy ding nhifu iin
bn dn 100 mg 44 dugc s dyng cho cde biinh nhan Tac
dung phy lugng tu nhu 3 nhang ldu tndp,

Cén 1am gl khi diing thudc qud lidu kKhuyén cdo:

Trong trudng hop xdy ra qud l6u, cfin b&n hiknh chc
bign phap nd tig, Thim tach thin khdng ¢4 the dung isal
Tadalafll ra kndj co ithd i thudic gin k&t cao vii praten
huyE! tuong vl khing duge bal UEt qua nude udu.

MNhilng dléu efin than trong khi ding thuse nby:

» Trude khi difu 1, phii bidl o vén &0 bénh vh kKnAm
ey thf bdnh nhin, nhidm xde dinh 0 chdng loan chile
niing cugng duong val vi cdc clin nguydn tém dn Tinh
trang tim mach.cla bénh nhan clng phdi xél ofn bdL Iy
do o nguy co tim mach kit hap wai hoat ddng finh dyc.
Tadalahil & 14c dyng din mach, dun diin suy gidm nhe
olim huydl §p vA do 84 ¢ the dung hiép dbng ha huyst Sp
wii cdc nitral

« Tadalalil |& thulie duge chuyén héa tai gan bdi CYP
A4, vl vily ndu ding chung wéi ede thude de chd CYP
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3A4 khic (keloconazol, ntomavir, erythroomdin,
itraconazol .} 58 lam Wng ham lugng Tadaiahi rang huydt
Ivgng va do dd |Am thing nguy ca ha huysl dp. Do wily,
ndu ding d8ng thai vél céie thubc Irdn thi Tadalafl khéng
duos ding qua 10mg / 1&n! 72 git

- Tinh an lon v hidu qud cia cde ph hup Tadalald
wéi ede diffu 16 181 loan cuong khie d& khing duge nghién
ey, vi vy sy kit hep ndy khéng ndn ding Tadalafil
khdng ad the dung [dn thdi gian chiy mau khi ding dem
ddc hodic ding chung V3 aspinn, Tadatall chum dugc
ding trén nhidng bdnh nhén bi 18i loan chiy mdu hodie
loét Bédu hda, vi vy phii cdn thdn ki chi Enh sau kh cin
nihie Igi hai ki cdng

- Khii niing gdy cuong duong kéo dal cd thé xdy
{nmidu han 4 gid). vi vy khi gip hidn tugng ndy, di o
dau hay khéng cing phai 141 trung 1bm v 18 d& didu in

- An toan ding thubic cho cdc nhdm bénh nhin sau
diy chua duge danh gid, do dd cling khing nén ding: auy
lim. dau thét noue, cao huyét 4p (>170/100 mmig ) hodc
huyt &p thdp {<20/50 mmHg)

< \ide st dung Tadalafil o thé din dn gidm thi lyc,
i thi luc L thii,

Khl nao cdn tham vin Bac sl, Duge sh:
Néfu ban cm thily bt thuding Trong khi ding thudc,
niin lidn lag vl bde 5T cla ban,

Néu e8n thim théng tin xin hél y klén Béc sl hoje
Duge sl

Han diing clia thudc: 35 thang k& 1 ngdy sdn xuli
HUGNG DAN SU DUYNG THUSC CHO CAN BG ¥ TE

Dufgre lue hoe:

Tadalalil 16 chfl dc ché chuyfn néa Guanosine
mensphosphate véng (cGMP) thong gua de ehé chon loc
phosphodisstarass typ 5 (PDES). Khi cd sy kich Hieh tinh
due, ehit exyd nilils (NO) duge phéng thich 1 cde 16 bdo
ndi mac mach mau, kich thich sy Wng hap Guanosine
monophosphate ving (cGMP) & 14 bao co tron Sy de chd
PDES cila Tadalalil ¢4 (hm tng ndng 48 cla cGMP trong
thé hang din d&n lam gidn co tron vl m Wng lugng mdu
i1 thé hang gy ra cuong clng duong viil Su gia ting
<GMP $& 1am &n dinh chirc nding cuang Tadalahl khng
b e dung khi khdng e4 sy kich thich linh duc hode
Khng bi suy chic ndng gay cuong

Duge dgng hge:

- Tadalali dugc ndp thu 181 sau khi uSng Su hiip thu
khéng bi dnh hudng bdi thue &n. Théi gian dat ndng 4 Wi
da trong mdu khofng 2 gid.

- Tadaiall phin bd rdng rii dén cdc mb. va kholng
94% gén Wi protéin huy@l twong Thon gian bdn thi)
khoding 17,5 git§

- Thubc duge chuydn hda & gan bdi cytochrome P450
isoenzyme CYP 3A4.

- Tagatafll dusre b3l xullt dudl dang ehfit chuyén hda,
phén 1dn qua phin (khodng 61% lidu ding) v md1 luong
it hon qua nude hfu (khodng 36% hlu dung).

chi dinh:

Thudc dugc ding o8 didu tri r8i loan chie ning cudng
cung duong var, irang thii mil khi ning dal dugc vé duy
fri cuong cing 40 dé gioo hop. B thubc o hidu qud, cdn
phdii o6 sy kich thich Tinh due.

Lifu lugng vb cdeh ding:
Liding thube trudc khi quan hd finh dus il nhét 30 phat
afn 12 gib.

- Lifhu Ihang thudng 1 ubng 1 vieh 10 matdnmgay vor
nhidu nusde (trong hode ngodl bda an) Lidw dung ob 1hé
thing dén 20 mg holc gidm xudng § maidningdy thy thea
ddp Ong cla 1dng ngudi.

- Khang cfin diiu chinh Lifu & ngudi gik

- Béinh nhiin suy gan nhe dén wia ding khong qua
10 mg mdi ngly.

« Bé&nh nhdn suy 1hdn visa (44 thanh thai creatinm i
31 - 50 miliphdt), idu khii dfu S mg, IWu 14 da 10 mg
trong 48 gid Bénh nhbn suy thdn ndng (98 thanh fhil
creatinin < 30 mifphatl). 8w 16 da 5 mg.

Chéng chi djnh;

- Khéng dung che phu nd va 1ok am dudl 18 i

+ Qud mdn v cac thiinh phiin eda thusc

- B&nh nhin dang ddng cde ddn xusl nitrat, v tadalaki
¢t tdc dung hidp &8ng voi tic dung ha huyst dp cla cde
din xullt nitrat (nitroglycenn, monanitral isosorbid)

- B&nh nhin dang ding cde thufic ha huyél dp alpha-
plocker (doxazosin, tamsulosin}

- Nhiing truding hop suy gan nding, huydl dp thip

+ Bénh nhin cd Wn s nhél mdu co fim (trong vbng
90 ngiy). suy lim 48 2 hodic ndng han (trong wing &
1hang). 481 quy (1rong vong 6 thdng)

- Vi cdc banh nhdn dd duoe knuyén cdo khiing nén
sinh hoat tinh duc

Thin trong:

- Trudc khi didu i, phdi bt rd 08n sd bénh va khdm
oy thé banh nhdn, nhlm xdo dinh of chidng loan chae
niing cudng duong vil vi ede cin nguyén tidm &n Tinh
trang fim mach cla bénh nhén clng phai xél S&n bdi 1§
de cd nguy cg tim mach k&l hop wii hoat ddng tinh duc
Tadalalll ¢d tdc dung din , dum déin suy gidm nhg
cin huydit 4p vi do 96 ob ng hidp déng hy huydt ap
wii cide nitrat

- Tadalaf|l 14 thudc duge chuydn hda lni gan bdi CYP
3A4, ¥l viy néu ding chung voi cde thubo dc ché CYP
aad  khde (keloconazol, ritonavir,  erythromyein
jtraconazol,. ) s& lam 18ng ndm lugng Tadalahi frong huyé
fuong v do @4 lim Ming nguy oo ha huyél dp: Do viy,
ndu ding d8ng thil i cdc thubie Irdn thi Tadalall khing
duce ding qud 10mg / Itins 72 gid

« Tinh an fodn vi hidu gqud cle cdc phii hop Tadaiah
vl cde ddu i 18l loan cuong khic di khdng duge nghitn
edu, vivAy su k| hop ndy khong ndn ding. Tadalafil
kndng cb Mo dung [&n hai gran chiy mdu khi diing don
&8¢ hode dang chung w81 espirin Tadalafl chua duge
ding trén nhimg bénh nhan bj rdi logn chdy miu hofe
lod! ey héa, vi vy phii efn thin khi chl dinh 2au khi clin
nhke loi hol k§ cang

- Khd ning gy cueng duang kéo ddi o thé xdy ra
{nhidiy han 4 gid), vl vy khi gip hidn tugng nly, di cb
dau hay khdng cing phai 161 trung 1am v 1§ a8 &by ir)

- An todn dong Thdc cho cdc nhdm Banh nhin sau
dy chua dugc danh g, do @b ciing khidng nin dung suy
tim, dau thét ngue, cao huylfit dp (>170/100 mmHg ) hodc
huy &t ap thip (<B0/50 mmHg)

- \hde s dung Tadalalil cb In€ adn ddn gidm thi lue,
it 1 Le tam thdi

Tuong tde thudc:

- Tadatafil 14 thulc duge chuyfin haa te gan bdi CYP
344, i vay ndu ding chung voi cde thulic dc ché CYP
aAe  khae  (keloconazol, nlonavir,  arythromyein,
jirasonazed,. ) 8& 1am fing hdm |uang Tadalalil trong huydi
tuong vk do &6 (am ting nguy &0 ha huydt dp.
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- Ding chung Tadalafil v&i cdc thudc cdm dng CYF
3A4 (Rilampicin, carbamazepin) ldm gidm ham ligng
Tadalafil trong huy&t tuong, do dé hidu lyc s& gidm.

- Céc thudc Antacid (magnesi hydroxyd, nhém
hydroxyd) tam gidm hdp thu Tadalafil

- Tadalafil c6 lde dyng din mach, dua dén suy gidm
nhe cla huyél 4p va do 46 1am ting 1dc dung ha huy&t dp
wai cdc dBn xult nitrat.

- Diing chung Tadalafil v6i nhém thudc chen aipha lam
thing tdc dung ha huydt ép.

Tdc dyng khéng mong muén:
* Thudng gdp, 11160 < ADR < 1/10;

- Bau dflu, kho tidu, dau lung, dau co, ngat mai, dau &
chi,

* It gap. 147000 < ADR < 1/100:

- Hé tim mach: dau thit ngye, dau ngyc, ha huyét dp
ho#ic tang huy#l 4p. ha huy8l dp W thE, hdi hap, tim dap
nhanh.

- Tidu hda: tidu chdy, khd miéng, khd nubt, viém thyc
quén, hdi luu da day- thue quén, viém dg day, bufn nén,
ndn, dau bung dudi

- Cd xuang: dau khip, dau cd.

- Hé& thdn kinh: chéng mat, mal ngd, budn ngd, ching
dj cdm,

- H& hdp: chay mau cam, viém hong.
- Da: ngira, ndi ban, chay mé hoi.
- MAL nhin mé, vidm mang két, dau mit, chdy nudc
mét, sung mi mil,
- Ni&y v sinh duc: 1ang mdc db cuong.
Théng bde cho Bic o7 cde tde dung khdng mong mudn gdp
phéi khi sd dung thude

Qud l1éu va cAch xif tri:

- Tridu chiing: Lidu duy nhét l&n dén 500 mg da& duge
ding cho cdc d8i Wwong khde manh vi li8u hang ngdy
ding nhidu I&n 1&n ddn 100 mg ¢4 dudc sy dung cho cde

bénh nhan. Tdc dung phy tueng v & ghiing liéu thip.
- Xif tri: Trong trudng hop xdy 4 lidu, cn tidn
héinh céc bi#n phédp hd irg. Thdm &n khéng cd tc

dung loai Tadalafil ra khdi cd thd vi thudc gdn kil cao véi
protein huyél fuong va khong duge bai tiét qua nude tidu,

Ngay xem xét siia ddi, cap nhat lai ndl dung hudng
din s dyng thudc:
MEYER-BPC
CONG TY LIEN DOANI MEYER-BPC
54 6A3 qulic 18 60, P, Phu Tan, TP, B&n Tre, tinh Bén Tre,
Vigt Nam

Huvuh Thien Nghia

TUQ.CUC TRUGNG
PTRUGNG PHONG




