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Thanh phin

M0i vién nén bao phim cé chira :
Sildenafil Citrate twong duong vdi
Sildenafil  100mg

Lidu lrgng - céich ddng :

Theo sy chi din cila thiy thudc

Chi djnh, chéng chi djnh, khuyén céo,
Téc dung ngoai ¥ va céc thong tin khic
Xin xem huéng din trong hép

Bido quén :

Duti 30€.

DVNK :

Composition:

Each fim-coated tablet contains ;
Sildenafil Citrate equivalent to
Sildenafil  100mg

Dosage & Administration;

As directed by the Physician.
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Indication, Contraindication,
Precaution and Side effects:
Please see the enclosed leaflet.
Storage condition:

Store below 30C
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Rx “PRESCRIPTION DRUG"
“THUGC BAN THEO BON®

3 B_L_lsil_s_a_ STRIPS OF 10 TABLETS EACH

andrdz 100

San xult bévi :

TORRENT PHARMACEUTICALS LTD

Indrag-382 721, Dist. Mehsana, An £
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-

X e

andrdz 100

SILDENAFIL TABLETS
HQP-a_yI,.VI 10 VIEN

: VIN-#HHH-1H

Visa No. (86 PK)

Batch No. (54 16 8X) :

Mfg. Date (Ngay SX) : dd/mm/yy
Exp. Date (Han ding) : dd/mmivy

Dé xa tm tay tré em
Boc ky hudng dén truedc khi din
KHONG DUNG QUA LIEU CHI BINH

“DO NOT EXCESS INDICATED DOSE"

“KEEP OUT OF REACH OF CHILDREN"
"READ THE INSTRUCTIONS CAREFUL|
BEFORE USING"
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Ry - Thudc bdn theo don

ANDROZ- 100

(Vién nén bao phim Sildenafil 100 mg)
CANH BAO:
Chl diing theo sy ké don ciia bdc si.
NEU cin thém théng tin, xin héi ¥ kién béc si.
Khong ding qud liéu chi dinh.
Xin théng bdo cho bdc sT biét cdc tdc dung khéng mong muén xdy ra trong qué trinh si
dung.
DéE thube xa t3m tay tré em.
Poc ky hidng din sif dung trude khi si dung.
Khéng dong thubc di qud han sif dung.

THANH PHAN:

Hoat chit:

Sildenafil citrate tudng duong vdiSildenafil ..............100 mg it is

Ta duge: /[K (ﬁ' -
Cellulose, Microcrystalline, Croscarmellose sodium, Dibasic calcium phosphate anhydrous ’:_,/( '

{Calipharm A), Hypromellose (3 cps), Sodium stearyl fumarate, Hypromellose 2910 (6 cps), Titanium
dioxide E 171, Triacetin, Lake of indigo carmine E 132, Methanol, Methylene Chloride.

DUJC LUC HOC

Sildenafil 12 mudi citrate cia sildenafil, ding duéng udng dé digu tri réi loan cuong dudng.
Sildenafil ¢6 tdc dung e ch€ chon loc ¢cGMP (cyclic guanosine monophosphate ) —
phosphodiestierase dic hi¢u type 5 (PDES).

Co ché tic dung: Co ch€ sinh ly cudng dwong vat kéo theo sit gidi phéng nitric oxide (NO)
& thé hang trong sudt qué trinh kich thich tinh duc. Sau d6 NO hoat hod men guanylate
cyclase, men nay lam ting néng d6 cia ¢cGMP (cyclic guanosine monophosphate) tit dé
lAm gidn cd tron mach mdu cda thé hang va cho phép ddong mdu chdy vao. Sildenalil
khéng ¢6 tdc dung gian truc tiép trén thé hang phan lap cia ngudi, nhing né lam ting wc
dung clia NO bing cdch ifc ch€ PDES. Chit nay ¢6 tdc dung phin hiy ¢cGMP trong thé
hang. Khi kich thich tinh duc tao ra sy gidi phéng NO tai chd, thi sir e ch& PDES ciia
sildenafil s& lam tiang ltong ¢cGMP trong thé hang, k&t qui 1am gidn cd tron va tang dong
mau tdi thé hang. O lidu di khuyén cdo thi sildenafil chi ¢6 14c dung khi ¢6 kich thich tinh
duc kém theo.

Cdc nghién citu 7n vitro cho thiy sildenalil e ché chon loc PDES. Téc dung ciia sildenafil
chon loc trén PDES manh hon céc phosphodiesterase di dudc biét khdc( >10 Ian d6i véi
PDES6, > 80 lan d6i véi PDEI, > 700 Iin d6i véi PDE2, PDE3, PDE4 va PDE7- PDEL ).
Tdc dung chon loc trén PDES manh g4p 4.000 I4n so v8i PDE3, digu nay rit quan trong vi
PDE3 12 m&t men lién quan tdi sut co bép cia tim.

Sildenafil ¢6 tdc dung chon loc trén PDES gip 10 Ian so vdi PDE6, mot loai enzyme duge
tim thdy trong vOng mac tham gia vio con dudng dan truyén hinh dnh clia vong mac. Su
chon loc thip hon trén PDE6 dudgce cho 1a cd 8 eiia nhitng bt thudng lién quan dén kha




nang phan biét mau sic di dude bdo cdo khi diing sildenafil liéu cao han hoic khi néng do
thudc trong huyét twong cao hon mite khuyén céo.

Ngoai thé hang cd tron, PDES ciing dude tfim thdy véi ndng d6 thdp hon & cdc md khac bao
gbm c3 ti€u ciu, cd tron mach mdn vi ndi tang, v cd xwong. Viée e ché PDES trong
nhimg mé nay cla sildenafil ¢é thé 1a cd s8 cho viéc tang cudng 1dc dung chdng két tip
ti€u ciu cda oxit nitric trong cdc nghién citu 7 vitro, tdc dung ttc ché hinh thanh huyét
khdi tiéu ciu trong nghién citu /n vwvo va tdc dung gidn déng mach ngoai vi — tinh mach
trong nghién ciu 7 vivo.

Sildenafil lam gidm huyél ép nhe va thodng qua, trong da s8 trudng hop, khéng chuyén
thanh cdc ddp tng 14m sang & ¢d bénh nhin ¢é hodc khéng ¢é bénh d6ng mach vanh. Sv
gidm huy&t 4p nay phi hop vdi tdc dung giin mach cda sildenafil, nguyén nhén c¢é thé 1a
do ting néng d6 cGMP trong t€ bio ¢d tron mach mau.

Sildenafil khéng lam dnh hudng dé&n hinh théi va sir van ddng cia tinh triing.

Sir sai l&ch nhe va thodng qua trong viéc phin biét mau sdc (mau xanh / mau xanh 14 cay)
di dudc nhin thdy & mét s6 bénh nhin ding ligu 100mg sildenafil san 1 gidy, nhimg khong
rG rél sau 2 gif. Cd ch& cla s thay déi trong viéc phéan biét man sdc c6 lién quan dén sy
itc ché€ PDES, Sildcnafil khéng Anh hudng dén thi lwc va do nhay cdm twong phén.

DUGC BONG HOC

Hip thu: Sildenafil hap thu nhanh sau khi u8ng, sinh khd dung khodng 40%. Néng do 161
da trong huyét tugng dat duge sau 30 -120 phiit, thite in lam gidm hap thu cda sildenafil.
Phin bo: Sildenafil phan bé réng ridi vo cdc md va lién két 96% vdi protein huy€t twong
Chuyén hoa: Sildenafil chuyén hod qua gan chi y&u nhd enzym cytocrom P450,
isoenzyme CYP3A4 (con duding chl yé&u) va enzym CYP2CY. Chat chuyén héa chinh 12
N-desmethyisiidenafif {(UK-103320) ciing cd hoat tinh sinh hoc.

Thai triv: Thai gian ban thai cda sildenafil va chat chuyén hod N-desmethyl la khodng 4
gidy. Sildenafil duge dao thdi dudi dang chuyén héa, chd yé&u gua phin, mét phan it hon
qua thin. D6 thanh thai ¢d thé gidm & ngudi gid, bénh nhin suy gan hodc suy thin ning.

cHi BINH

biéu tri 161 loan chifc ning cwdng dudng & nam gidi, ufc 12 khéng ¢6 kha ndng dat dugce
hodc duy tri cudng ciing dudng vat dd dé thire hién tinh duc hoan hdo & ngudi nam gidi
trudng thanh.

Pé Sildenafil citrate ¢6 hiéu qud, bit bude phai ¢ su kich thich tinh duc.

LIEU LUONG VA CACH DUNG

Litu lugng:

Cdc nhén t6 sau diy lam ting nong d6 sildenafil trong huy&l twong: tudi > 65 (lam tang
40% AUC), suy gan (vi du xd gan, lam ting 80% AUC), suy thin ning (dd thanh théi
creatinin < 30 mL/phut, lam tang 100% AUC), va st dung dong thifi vdi cdc thude e ché
cytocrom P450 3A4 [ketoconazole, itraconazole, erythromycin (tangl82% AUC),
saguivanir (taing 210% AUC)], Do ndng d9 sildenafil trong huy&t twong ting nén hiéu qud
v 1y 1& tde dung phu ting, vi thé nén can nhic dung litu khdi dau 1a 25 mg & cdc doi
trgng bénh nhén nay.
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Ding cho nam gidi trudng think:

Héu hét cdc bénh nhan duge khuyén cdo dung fi2u 50 mg, udéng triude khi quan hé tinh duc
khodng 1 gid.

Dua trén sir dung nap va hiéu qua clia thute, ¢6 thé ting [i&u 1én 1di mie 151 da 1a 100 mg
hojc gidm (61 mue 25 mg. Lidu 161 da 1a 100 mg, s6 Tan dimg 187 da 13 1 Ian mdi ngay.
Thidc dn 1am chim thdi gian khdéi phdt tdc dung cia thude.

Sit dung cho bénh nhin suy thin:

Cdc trudng hgp suy thin nhe hodc trung binh (dd thanh thai creatinine tir 30 - 80 mL/phut),
thi khéng can diéu chinh liéu.

Cdc trudng hdp suy thin ning ( d6 thanh thdi creatinine < 30 mL/phiit ), thi liéu nén diing
14 25 mg vi d$ thanh thai cda sildenafil bi giam & nhitng bénh nhéin nay.

C6 the tang lidu 1&n 50 mg va 100 mg dua trén hiéu qué va sir dung nap clia bénh nhin.
Bor vdi bénh nhén suy gan

Liéu nén ding 12 25 mg vi d6 thanh thai cilia sildenafil bi gidm & nhitng bénh nhén nay (vi
du bénh xd gan}.

Dol vdi bénh nhin dang phdf ding cdc thudc khdc

Nhitng bénh nhan dang phédi ding thudc ritonavir thi lidu khéng duge vurgt qud 25 mg,
dirg oAt rong ving 48 uid.

Nhitng bénh nhdn dang phai ding cdc thude c¢é téc dung dc ch€ CYP3A4 (vi du
erythromycin, saquinavir, ketoconazole, itraconazole) thi liéu khéi ddu nén ding l1a 25 mg.
St dung cho tré em va thanh thiéu nién:

Khong ding sildenafil cho bénh nhan dudi 18 wméi,

D6i vai ngudli gia

Khéng cin phii digu chinh ligu,

Céch ding:

Thuée diing dudng uéng. Diing theo sy chi din cla bac s§ nam khoa.

CAn c6 hoat ddng kich thich tinh duc thi Sildelafil mdi cé hidu qua.

CHONG CHI DINH :

Qu4 min vdi Sildenafil hay bl cif thanh phan nao cia thude.

Sildenafil lam ting tdc dung ha huyét 4p clia cdc nitrate cdp vi man tinh. Vi viy chong chi
dinh ding sildenafil cho nhitng bénh nhin dang ding nhitng cht cung cap nitric oxide, céc
nitrate hitu co hay nhitng nitrite hitu cd.

Cdc thude chdng rdi loan cudng dudng (bao gém cj sildenafil) dude chéng chi dinh diing
cho nhifng bénh nhén ¢6 cdc bénh ma khéng thich hdp vdi hoat déng tinh duc (vi du bénh
nhin cé r6i loan tim mach tram trong nhit dau thit ngue khéng &n dinh, suy tim ning).
Chéng chi dinh ding sildenafil cho cdc bénh nhin mat thi luc moét bén do bénh thin kinh
thi gide do thi€u mdn cuc bd viing trude khéng do nguyén nhin doéng mach (NAION), bat
k€ tnrdc dé ho ¢6 diing thude ifc ch& PDES hay khéng.

Khong ¢6 nghién ciru vé tinh an todn ciia sildenafil trong nhitng nhém bénh nhén sau do
d6 chéng chi dinh sit dung cho cdc ddi tugng bénh nhdn nay: suy gan ning, ha huyét 4p
(huy&t 4p <90/50 mmHg), tién sit d6t quy hodc nhdi mdu ¢d tim va cdc réi loan thodi héa
vong mac di truyén nhy v8ng mac sdc t8 (mot 56 it nhitng bénh nhan nay r8i loan v& gen
phosphodiesterase § vong mac).



Khéng diing cho phu nit. Tré duéi 18 tudi.

CANH BAO VA THAN TRONG

Khuyén cdo: Chi diing thco su k& ddn cifia bdc s§ nam khoa.

Phii khai thdc tién sif vad khdm 1dm sang ti mi d€ chin dodn réi loan cudng dudng, d€ xdc
dinh nhifng nguyén nhin tiém An va xdc dinh hudng ditdu tri thich hap.

Vi ¢6 thé c6 mot s& nguy cd vé tim mach lién quan téi hoat déng tinh duc c6 thé xay ra,
nén thay thudc phai chid ¥ 11 tinh trang tim mach cia b&nh nhéin trude khi tién hanh ditu
tri r61 loan cudng dudng.

Mot $6 thit nghiém 1dm sang cho thay rdng sildenafil cé thudc tinh gidn mach todn than
giy ha huyét 4p thodng qua, Bai vdi hiau hét cdc bénh nhin, digu dé c¢6 dnh hudng rat it
hofic khong ¢é dnh hudng gi. Tuy nhién trude khi ké don, thiy thuSc phai chid ¥ t8i nhitng
bénh nhin ¢6 tinh trang bénh 1¥ ma ¢6 thé bi dnh hudng béi tdc dung nay va dac biét khi
c6 thém hoat ddng tinh duc, Nhitng bénh nhin ¢6 ting nhay cdm vdi cdc thude gidn mach
bao gbm nhitng ngudi tic nghén dong chay that trdi (vi du hep déng mach chi, bénh co
tim phi dai tdc nghén) hay mic hoi chiing teo da hé thdng biéu hién bing sir suy gidm tram
trong khd ning khéng ché huyét dp tr ddng 14 nhitng ngusi cin phai rdl cin nhic khi dién
Lris

Sildenafil 1am ting tic dung ha huy&t 4p ctia nitrat.

D& ¢6 bdo cdo vé tdc dung phu nghiém trong trén tim mach khi sit dung sildenafil bao gébm
nh&i mau cd tim, dau thit ngue khéng én dinh, tim ngimg dap dét ngdt, réi loan nhip tim
th4t, xuat huy€t mach mdu nio, thi€u mdun cuc bd thodng qua, ting huyét 4p va ha huyél
dp . Hau hét, nhung khong phai tit ca nhitng bénh nhin nay di tn 1ai 1 trrde yéu t& nguy
¢d tim mach. Nhigu tdc dung phu duge bdo cdo xdy ra trong hofic ngay sau hoat déng tinh
due va mdt s6 di duge bdo cdo x4y ra ngay sau khi sit dung sildenafil ma khéng can hoat
déng tinh due,

Thén trong khi ké don cdc thube diéu tri 161 loan curdng dudng cho nhitng bénh nhan ¢6 cic
bi¢n dang vé& gidi phiu duong vat (nhi dudng vat gip géc, bénh xo hod thé hang, hay bénh
Peyronie), nhitng bénh nhan c6 bénh 1y d& giy cudng dau dudng vat (nhu bénh thi€u mdu
héng ciu hinh liém, bénh da u tuy, bénh bach cau).

Tinh an toan va hiéu qui cha viéc phdi hgp sildenafil vdi cdc thude digu tri 61 loan cudng
dwong khic khong dude nghién aifu, vi vy khong phdi hop diéu tri cdc thude nay.

Bi c6 bdo cdo vE& khuyét tat thi gidc va bénh thin kinh thi gide do thién mau cuc bd ving
triéc khong do nguyén nhin dong mach (NAION) khi dung két hogp sildenafil véi cdc
thude e ché PDES khdc, Bénh nhin cin duge cdnh bio trirde néu dot ngdt c6 khuyet tat
vé mit thi nén dirng ngay thudc va héi ¢ kié€n clia thiy thudc.

Khéng nén diing dong théi sildenafil vdi ritonavir.

Cin thin trong khi ding sildenafil v6i cdc thude chen alpha vi ¢6 thé gdy ha huyé&l dp the
diing & mét s8 bénh nhin nhay cdm sau 4 gis ding thude. BE gidm thidu tdc dung phu nay,
bénh nhin cin dudge &n dinh diu tri bing thude chen alpha trude khi dung sildenafil. Nén
khdi dau vdi litu 25 mg, ngodi ra thiy thudc nén huéng din bénh nhan cdch x\¥ tri khi bi
tut huyét dp thé ding.

Céc nghién ctfu in vitro trén tiu cAu ngudi cho thay sildenafil c6 dnh hudng tdi khé ning
chéng ngtmg két tiu cAu cia natri nitroprusside (chét cho nitric oxide). Hién nay chua ¢6



théng tin an toan vé viéc st dung sildenafil trén nhitng bénh nhin bi 161 loan déng mau
hodc loét tiéu hod cAp tinh, vi vdy cin thin irong & nhitng bénh nhén nay.
Khéng dung sildenafil cho phu nit,

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Sildenafil ¢6 thé gay t4c dung phu nhitc ddu, chéng mit, budn ngil, gidm xiic gidc, tai bi€n
mach mdu ndo, ngdt xiu, con thién méu thodng qua, con co gidt, con co gidl tdi phat, do dé
khéng nén ding sildenafil khi dang I4i xe hodc vin hanh may méc.

TUONG TAC THUOC

Sildenafil hodc cdc chit e ché phosphodiesterase - S khdc ¢6 thé 1am ting tdc dung ha
huy&t  4p cla nitrat hitu ¢d, vd do d6chéng  c¢hi  dinh  trong trudng  hgp  nay.
Sildenafil cling ¢ thé lam ting tdc dung ha huy&t 4p cda Nicorandil, do d6 trdnh sit dung
dong thdii 2 loai thudc nay. Triéu chitng ha huy&t 4p ciing c6 thé x4y ra khi diing dong thdi
cdc chit e ché phosphodiesterase - 5 v6i cde thude  chen alpha. N6ichung, bénh
nhin cin duge &n dinh digu tri bing thudc chen alpha trede khi bit dau digu tri bing cdc
chil trc ch€ PDES, nén bat diu vdi lidu thap va didu chinh theo ddp 1ing.

Thudicte —ch€issenzyme cytoclome P450-€YPIAS, cldng T il cinreddine;
delavirdine, erythromycin, itraconazole, ketoconazole, ¢6 thé 1am gidam dé thanh
thdi cda cdc thube e ch€ PDES, do dé ¢An phai gidm lidu sildenafil. Nong dd ciia thude e
ch€ PDES duge ting 1én ddng k& bdicdcchdt tc ché HIV-protease, va dic bidt
14 ritonavir. Do d6 khéng nén ph6i hgp nhitng thuéc nay trit khi tuyét déi ¢an thiél,

Nude budi c6 thé lam ting ndng ddcda sildenafil v cdc thuSc 1tc ch& PDES
khéc trong huyét tudng vi nén trénh diing déng thai,

Céc thudc gy cam tng CYP3A4, nhu rifampicin, cé khd nang 1Am gidm nbdng 46 trong
huyét tuong cia thude 1tc ché PDES.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU :
Khéng cé chi dinh Sildenafil cho phu nii.

TAC DUNG KHONG MONG MUGN (ADR)

Céc tdc dung khéng mong mudn phd bién nhit trong cdc nghién citu 1am sing khi digu tr
bang sildenafil 1a: nhitc dau, d6 bitng mat, khé tidu, r8i loan thi gidc, nghet miii, chéng mit
va bién dang hinh dnh miu sic.

Cdc tdc dyng khéng mong mudn khac dude bdo cdo 1a:

RoO7 loan A¢ mién dich: phin itng qué man

R6T foan h¢ than kinh: nhite dau, chéng mat, bubn ngd, gidm xic gidc, tai bién mach m4u
ndo, ngdt xiu, con thi€n mau thodng qua, con co giat, con co giat tdi phat.

RO7 loan mdt 161 loan truc quan, bi€n dang mau sdc, r&i loan k€t mac, r8i loan chdy nudc
mit, r0i loan mit khdc, bénh than kinh thi gide do thi€u mau cuc bd ving trude khéng do
nguyén nhan déng mach (NAION), tic mach mau véng mac, mat thi truding cliia mit.

RO67T Ioan 1af va tai trong: Chéng mit, b tai, diée *

R&T loan mach: cao huyél dp, ha huyét 4p
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R&7 loan tin:: Pénh trong ngyc, nhip tim nhanh, nhdi m4du ¢d tim, rung nhi, r8i loan nhip
tdm that, dau thit nguc khéng &n dinh, tim ngirmg dap d6t ngdt.

RO7 loan hé hép, 10ng nguc va trung that tic nghén mii, chdy mdu cam, khé tiéu, tridu
chifng nén mia, budn nén, khd miéng.

R67 loan da, mé dudi da va mé m&m: phét ban, hoi ching Steven Johnson (SJS), hoai t
biéu bi déc (TEN).

R61 loan co xuvng va mé lién két: dau co

R61 loan hé théng sinh sdn va vii. ciong dudng, cuong cing kéo dai

R61 loan chung: Pau ngyuc, mét mdi

* ROT loan tai : di€c d6t ngdt. Dot ngdt gidm hoic mat thinh luc da dude bdo cdo & mot s&
nhd cdc trudng hgp sau khi st dung tat cd cdc chét e ch&€ PDES, bao gom sildenafil.

QUA LIEU VA PIEU TRI
Trong trudng hgp qué liéu, yéu ciu phéi ¢6 cdc bién phdp hd trg chuan.
Thim phan than khong lam ting dd thanh thdi vi sidenafil g&n véi protein huyét tuong va

khong bi thai trir qua nudc tiéu. /L[Q

TIEU.CHUAN-CHAT-LUQNG: Nha-an xudt - oo

HAN DUNG:
24 thang ké tir ngay san xuét.
86 16 san xudt (Batch No.), ngay san xudt (Mfg.), han dung (Exp.): xin xem trén nhan bao bi.

BAO QUAN:
Giir thube ¢ nhiét do dudi 30°C.

PONG GOI:
Hop 3 vi x vi 10 vién nén bao phim

San xuat boi:

(% X torrent TORRENT PHARMACEUTICALS LTD

Indrad: 382721, Dist. Mehsana, India
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