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NHAN VI DAYGRA’50

Kich thudc:
Dai : 67 mm
. Cao : 58 mm
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| DAYG RA'50

Sildenafil 50 mg

(dwdi dang Sildenafil citrat) .
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‘ San xudt bdi / Manufactured by:

| | oY c8 PHAN DUGC PHAM GLOMED
‘ GLOMED PHARMACEUTICAL Co, Inc.
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NHAN HOP DAYGRA'50

Kich thudc:

Dai : 80 mm
Rong : 20 mm
Cao : 62 mm

THANH PHAN: M3i vign nén bao phim chia
Sildenafil 50 mg (dusl dang Siidenafil citrat).

T4 dugc wira di 1 vién,

cHl DINH, LIEU LUGNG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t9 hudng dan sU dyng.

DE XA TAM TAY CUA TRE EM.
BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: B# ndi khd rdo, tranh 4nh séng,

nhiét do khong qua 30°C. PrE
i o
TIEU CHUN: TCGS. ; €8 §
SBK / Reg. No.: % @ o
: it =3
Sén xudt bii: e
CONG TY € PHAN DUGC PHAM GLOMED e 5 a
35 Dai LG Ty Do, KCN Vigt Nam-Swmgapare, Thuln An, Binh Dudng, Gt o ]—/

COMPOSITION: Each film coated tablet contains
Sildenafil 50 mg (as Sildenafil citrate).

Excipients q.5 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package inserl.

100 BAN THED BON - PRESCRIPTION ONLY

DAYGRA'50

Sildenafil 50 mg
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Hop 1 vi x 4 vién nén bao phim
Box of 1 blister of 4 film coated tahlets

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more than 30°C
in a dry place, protect from light.

SPECIFICATION: Manulacturer's.
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HUGNG DAN SU DUNG THUOC

DAYGRA® 50
Sildenafil citrat
Vién nén bao phim

1- Thanh phin

M3i vién nén bao phim chira:

Hoat chat: Sildenafil 50 mg (dwdi dang Sildenafil citrat).

Té duge: Cellulose vi tinh thé 101, crospovidon, manitol, cellulose vi tinh thé 102, silic dioxyd thé keo, magnesi stearate, opadry
white, brilliant blue, indigo carmine lake, opadry silver.

2- Duge luc hoc va duge dfng hoc

Duege liee hpc

Sildenafil, mt thubc ding dudng ung trong diéu trj rdi loan cuong duong (ED), I thuéc tre ché chon loc guanosin monophosphat
vong (cGMP) - phosphodiesterase dic hiéu typ 5 (PDES).

Co ché sinh Iy cua si cuong duong vit kéo theo su giai phdng oxid nitric (NO) & thé hang trong subt qué trinh kich thich tinh duc.
Sau d6, NO hoat héa men guanylat cyclase, men ny 1am tang ndng 45 cGMP, tir d6 am gian co tron mach méu & thé hang va cho
phép ddng méu chay vio.

Sildenafil khdng c6 téc dung 1am gin tryc tiép trén thé hang phén ldp & ngudi nhung né 1am ting tic dung cia NO béng céch \rc ché
PDES, chét ndy c6 téc dyng phén huy cGMP trong thé hang, Khi kich thich tinh duc géy ra sy giai phéng NO tai chd, thi sy G ché
PDES b sildenafil lam ting ndng dd cGMP trong thé hang, tir d6 1dm gidn co tron va ting dong mau t6i thé hang.

0 lidu khuyén céo, sildenafil khong c6 tac dung néu khong c6 kich thich tinh dyc kém theo.

Durgc djng hgc

Sau khi ubng mét lidu sildenafil, thuc dugce hép thu nhanh véi kha dung sinh hoc khoang 40%. Néng dj dinh trong huyét tuong dat
dugc trong vong 30-120 phut. Mirc d¢ hép thu giam khi udng thude ciing véi thirc &n.

Sildenafil dugc phan bd rong khép cic md va khodng 96% gin két véi protein huyét twong.

Thube duge chuyén héa & gan chu yéu béi enzym cytochrom P450 3A4. Chét chuyén héa chinh, N-desmethylsildenafil, cling c6 mot
vai tic dung. Nira déi thai tnir cudi ciing cia sildenafil va chét chuyén héa N-desmethyl 12 khoang 4 gid.

Sildenafil dugc thai trir du6i dang chét chuyén héa, chi yéu trong phan, va mot it trong nuéc tiéu. DY thanh thai c6 thé giam & ngudi
gia va ngudi suy gan hay suy thin n3ng.

3- Chi djnh

Diéu trj tinh trang réi loan cuong dwong, 12 tinh trang khdng c6 kha néing dat duge hozc duy tri sy cuong cimg & nam gidi.

4- Liéu diing v céch diing

Liéu ding

Ngwoi lon: Liéu thong thuong 12 50 mg/ngay. C6 thé diéu chinh liéu theo dép (mg clia ngudi bénh. Liéu tdi da khuyén dung 13 1
mg/ngay.

Ngudi trén 65 tusi: Liéu khai ddu 25 mg.

Ngudi suy gan: Lidu khoi ddu 25 mg.

Ngudi suy than: Liéu khoi ddu 25 mg & nhirng ngudi suy than néing (49 thanh théi creatinin dudi 30 ml/pht).

Ngudi dang ding céc thude khdc: Liéu khoi ddu khong qua 25 mg/ngdy néu dang dung sildenafil véi thubc rc ché enzym cytochrom
P450 3A4; Khong diing qué 25 mg mdi 48 gi¢ khi ding chung véi ritonavir; Liéu khéi du 25 mg nén dugc cén nhic & bénh nhén
dugc &n dinh voi thudc chen alpha. Khong nén diing liéu cao hon trong vong 4 giy ding thubc chen alpha do nguy co ha huyét 4p

triéu chimg. :
Ciich ding /ﬁV
Ubng thubc 1 gitr trude khi sinh hoat tinh duc. Khong dung qué 1 ldn mdi ngay.

5- Chéng chi djnh

Qué min véi bit ky thanh phén nao cia thuc.

Ngudi dang ding nhimg chét cung cép oxid nitric, c4c nitrat hitu co hay nitrit hitu co.

Ngudi bj suy gan ning, ha huyét 4p, méi bj dot quy hay nhdi méu co tim, dau théit ngyrc khong én dinh, suy tim, réi loan vdng mac
nhu viém vdng mac sic td.

6- Luru y va thén trong

Nén chén do4n rdi loan cuong duong va xéc djnh céc nguyén nhén tiém én truéc khi diéu trj véi sildenafil.

Tru6c khi tién hanh diéu trj ri loan cuong duong, béc si nén chd y dén tinh trang tim mach ciia bénh nhén, vl nguy co vé tim mach
lién quan vdi hoat dong tinh dyc c6 thé xay ra.

Cén thén trong & nhimg bénh nhén suy gan hay suy than ning, va c6 thé giam lidu sildenafil khi cAn thiét.

Cén than khi dung thudc cho bénh nhén c6 céc bién dang vé gidi phdu duong vat hay c6 réi loan huyét hoc gay ra chimg cuong cimg
duong vit.

Nén trénh ding sildenafil néu c6 cic vén d& vé tim du ning dé gy nguy hiém khi hoat dng tinh dyc.

Ding thubc thén trong néu ¢ timg bj ot quy, loan nhip tim nguy hiém dén tinh mang, ting huyét &p hay ha huyét 4p nang, suy tim,
dau thét ngyc khong 6n dinh (trong vong 6 thang truéc d6).

Tinh an toan va hiéu qua cta vi¢c phdi hop sildenafil véi céc thubc didu trj ri loan cuong duong khic chura duge nghién ciru, va
nhimg phbi hgp nay khéng dugc khuyén dung.




St dyng trén phy nir c6 thai va cho con bii: Khdng ding thuéc ndy cho phy nit ¢4 thai va dang cho con b.

Sir dung trén tré em: Khong dung thudc nay cho tré em.

Sir dyng trén ngudi gia: Do d§ thanh thai cva sildenafil gidm & ngudi 16 tudi, nén ding lidu khéi du thép hon.

Anh hudng ciia thudc dén kha niing didu khién tau xe va vin hinh miy méc: Nhing ngudi da timg bj chéng méit hoic rdi loan thi
gi4c khong nén l4i xe hay van hanh nhimg méy méc nguy hi€m,

7- Tuong téc ciia thubc véi cde thube khéc va cic dang twong tdc khic

Sildenafil c6 thé 1am ting téc dyng ha huyét p cua céc nitrat hiru co hay nitrit hitu co, va chéng chi dinh dung sildenafil & nhimg
ngudi dang ding céc thu%c ndy.

Sildenafil ciing c6 thé Iam tang téc dung ha huyét 4p cua nicorandil v nén tranh diing chung 2 thudc nay.

Ha huyét &p triéu chimg c6 thé xdy ra khi ding chung sildenafil véi thuéc chen alpha.

Céc thuéc it ché enzym cytochrom P450 3A4 nhu cimetidin, delavirdin, erythromycin, itraconazol, ketoconazol, va thudc trc ché
HIV-protease c6 thé 1am giam d¢ thanh thai cua sildenafil.

Ndng d trong huyét tuong cua sildenafil ting ddng ké béi ritonavir.

Nuéc ép qua budi ¢6 thé 1am tang ndng d sildenafil trong huyét twong.

Thuéc cim tmg enzym cytochrom P450 3Ad, nhu rifampicin, c6 kha nang lam gidm ndng d trong huyét twong cta sildenafil.

8- Téc dung khéng mong muén

Céc téc dyung khéng mong mudn thudmg chi thodng qua va ¢ mirc nhe dén trung binh.

Céc tac dung khéng mong mudn thutmg duge béo c4o nhét I dau diu va do bimg mt.

C6 thé c6 ri loan thi gidc, chéng mit, va sung huyét maii. Chimg co cimg duong vét ciing c6 thé xay ra.

Céc thc dyng ngoai ¥ khéc bao gdm ndi man dayn6n, dau mit-va do mét, chiy mau cam, ngét, xuit huyét mach méu no, thiéu méu
thodng qua va giam hofic mat thinh lyc. 7}

Con dau tim, ot quy, loan nhjp tim, con ting/Huyet ap nguy cép, va dot tr dd dugc béo cdo sau khi dung sildenafil, thudmg xay ra &
nhimg ngudi dang c6 yéu td nguy co vé tim.
Ngung st dung va hoi y kién bdc st néu: Xuét hién céc trigu chimg vé tim (nhw chéng mat, budn ndn, va dau ngyc) trong qué trinh
sinh hoat tinh dyc, hay cdc tic dyng ngoai ¥ tré nén tram trong.
Théng bdo cho béc sT nhirng tic dung khing mong mudn gip phai khi sir dung thudc.
9- Qui liéu va xir tri
Trigu chimg: Trigu chimg qué liéu c6 thé gbm chéng mat, choang, hodic cuong cing kéo dai.
Xir tri: Trong trudng hop qué lidu, cin 4p dung nhing bién phap hd trg chuan. Vi sildenafil gén két cao véi protein huyét twong va
khong b thai trir trong nudc tiéu, thim phan than khong 1im tang 49 thanh thai cda thube.
10- Dang bao ché va déng gbi
Hgp 1 vi x 4 vién nén bao phim.
11- Bdo quin: Pé noi khd réo, tranh 4nh séng, nhiét 49 khong qué 30°C.
12- Tiéu chudn chét lwvgng: TCCS.
13- Han dung: 48 thang ké tir ngdy san Xudt.
THUOC BAN THEO PON /
PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xudt bgi: CONG TY CO PHAN DUQC PHAM GLOMED
Pja chi: Sb 35 Pai L§ Ty Do, KCN Viét Nam — Singapore, thj xd Thuin An, tinh Binh Duong. B]l!_\f‘,__
DT: 0650.3768824 Fax: 0650.3769095 pEo.
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