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Storage Condition: Store below 30°C.
Dosage: As directed by physician,

Indication: See insert.

Keep all medicines out of reach of children.
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R.- Thubc bin theo don
OXETINE TABLETS 30 mg/ 60 mg

THANH PHAN

Mbi vién nén bao phim chira:

Hoat chét: Dapoxetin hydroclorid tuong dwong véi Dapoxetin 30 mg/60 mg

T4 duoc: Lactose monohydrat, cellulose vi tinh thé, Natri croscarmellose, Hydroxypropyl
methylcellulose, Magnesi stearat, Opadry Grey 03K575000, Nude cit.

DUQC LUC HQC

Nhém duge 1y: Thude nhom thube ding cho nidu khoa. Ma ATC: G04BX 14

Co ché tac dung cua dapoxetin trong xuét tinh sém dwoc cho 1 ¢6 lién quan dén sur tre ché tai hap thu
serotonin cuia no ron thin kinh va hau qua 1 anh huong dén hoat dong truyén tai no ron cta cic thy
thé trude va sau synap. Su xudt tinh & nam giéi chu yéu duoc diéu tiét boi hé than kinh giao cam. Sy
xudt tinh bit ngudn tlr trung tdm phan xa tuy séng, do t& bao ndo diéu tiét, khoi dau tir mot s6 nhan o
té bao nfo (bén trong ving dudi dbi va ving dudi doi). O chudt, dapoxetin i ché hién tuong xuét
tinh bang cach tac dong 1én trén tiy séng v6i sy ¢6 mit cia nhan té bao khdng 16 ¢ thity bén. La phan ndo
c6 cdu tric can thiét dé gay nén hién tuong xuit tinh. Dapoxetin diéu chinh cac phan xa xuét tinh & chuét, lam
tang kha nang tri hoan xuét tinh ngoai 4m dao va lam giam thoi gian xuét tinh ngoai 4m dao.

DUQC DONG HQC

Hip thu: dapoxetin duwgc hip thu nhanh véi ndng d6 téi da trong huyét twong (Cpay) dat duoc trong
vong tlr 1 — 2 gidr sau khi ubng thube. Sinh kha dung tuyét déi 1a 42% (khoang 15 — 76%). Sau khi
dung nhiéu liéu, gia tri AUC cho c4 dapoxetin va chat chuyén hoéa c6 hoat tinh desmethyldapoxetin
(DED) sé& tang khoang 50% khi so sanh véi gid tri AUC khi dung liéu duy nhét

An bita dn nhiéu chét béo s& lam giam nhe Cyax (10%) va lam tidng nhe dién tich duong cong dudi
nong d6 AUC ( khoang 12%) ctia dapoxetin, do d6 thoi gian dé dapoxetin dat ndng do dinh s& hoi
cham hon so vé&i binh thuong. Nhing thay déi nay khong dang ké trén 14m sang. Thube c6 thé ding
cung hay khong cung vai thire an

Phan bd: in vitro, ¢6 hon 99% cua dapoxetine lién két véi protein huyét tuong cia ngudi. Chat
chuyén héa c6 hoat tinh desmethyldapoxetin (DED) gén két 98,5% véi protein. Dapoxetin duge phan
b6 nhanh chéng véi thé tich hang dinh trung binh 1 162 lit. Sau khi tiém tinh mach cho ngudi, thoi
gian ban thai trung binh ban du, thoi gian ban thai trung gian va thai gian ban thai cudi cling tuong

ung la 0,10 gio, 2,19 gid va 19,3 gio.



Chuyén héa: cac nghién ctru in vitro cho thy ring dapoxetin dugc chuyén héa bai nhiéu hé enzym
trong gan va than, cha yéu la CYP2D6, CYP3A4, va tlavin monooxygenase (FMO1). Sau khi udng
thudc trong modt nghién ctru trén 1am sang dugc thiét ké dé tim hiéu vé sy chuyén hoa cua 14C-
dapoxetine. dapoxetin dugc chuyén hoa chu yéu thanh nhiéu loai chét chuyén hoa, chi yéu thong qua
nhitng con dudng bién dbi sinh hoc: N — oxy héa, N — demethyl héa, naphthyl hydroxyl hoa,
glucuronid hoa va sulfat hoa. Cling c6 bang ching cho thdy dau tién thude trai qua qua trinh chuyén
héa tién hé thng sau khi ubng. Dapoxetin khéng chuyén héa va dapoxetin N — oxide la 2 chét duge
lru hanh chii yéu trong huyét twong. Cac chat chuyén hoa phu bao gdm desmethyldapoxetin cé dap
g tuong duong véi dapoxetin va didesmethyldapoxetin chiém khoang 50% hiéu luc cua dapoxetin.
Cin luu y dén luong dapoxetin ¢6 hiéu luc va khong gin két voi protein huyét twong, chi c6
desmethyldapoxetin cé thé gép phin tao nén tac dung ctia dapoxetin trong in vivo. Thoi gian ban huy
cua desmethyldapoxetin twrong duong vai dapoxetin.

Thai trir: Céc chat chuyén hoéa cia dapoxetin duge thai trir chu yéu trong nuée tiéu dudi dang lién
hop. Hoat chit dang khong chuyén hoa khéng dwoc phét hién trong nude tiéu. Dapoxetin dugce thai
trir nhanh chong, dua véo bing chimg cho tlléy nf”mg do con lai rat thap sau 24 gio (dudi 5% so vai
nong d¢ dinh), c6 mot lwong nho dapoxetin dugc tich lily sau khi dung liéu hing ngay. Thoi gian ban
huy cudi ciing x4p xi vao khoang 19 gi¢r sau khi udng thudc.

DUQC PONG HQC TREN MOT SO NHOM NGUOI PAC BIET

Chung t6¢

Phién tich cac nghién ciru vé duge Iy 1am sang khi dung liéu don 60 mg dapoxetin cho thiy khong co
su khac biét c6 y nghia thong ké giita nguoi da trang, da den, ngudi dia trung hai va chau A. Trong
mot nghién ctru so sanh vé duge dong hoc cia Dapoxetin giira ngudi Nhat Ban va ngudi da tring cho
thdy ndng d¢ dién tich duong cong dudi ndng dd va ndng do dinh trong huyét tuong cua ngudi Nhat
Ban cao hon tuong tmg 1a 10% va 20% do c4n nang cua ngudi Nhat Ban thip hon. Su khac biét nho
nay khong c6 y nghia trén lam sang.

Neudi cao tudi trén 65 tudi

Phan tich 1 nghién ctru vé dugc ly lam sang khi sir dung 1 liéu don 60mg dapoxetin cho thdy khong
co su khac biét 5 rét vé cac thong s6 duoc déng hoc (néng dd dinh trong huyét tuong, dién tich
dudng cong dudi ndng do va thoi gian t6i da) gifta cac dbi tuong khoe manh cao tudi va nhitng nam
gi¢i khoe manh tré tudi hon.

Suy chirc nang théan



Trong mdt nghién ctru duge 1y 1am sang su dung lidu don 60mg dapoxetin, khong thay ¢6 su lién hé
gitra do thanh thai creatinin va ndng d6 dinh trong huyét twong va dién tich dudng cong dudi ndng do
ctia dapoxetin & nhitng trudng hop suy chirc nang thin ¢ mirc d6 nhe (d¢ thanh thai creatinin tir 30
dén <50ml/phiit) va nang (do thanh thai creatinin < 30ml/phat). Chua dénh gid duoc dac tinh duroce
dong hoc cua dapoxetin trén nhitng bénh nhan loc mau. Céc dir ligu vé dapoxetin trén bénh nhén phai
chay than nhén tao con réat khiém ton.

Suy chirc nang gan

Duoc dong hoc cua dapoxetin va desmethyldapoxetin khong thay déi & nhitng bénh nhén suy chire
nang gan ¢ mirc d6 nhe. DSi voi nhitng bénh nhin suy chire nang gan & mirc do trung binh, nong do
dinh trong huyét twong cua dapoxetin khong gan két voi protein ting 55% va dién tich dudng cong
dudi ndng do tang 120%. Nong do dinh trong huyét tvong cia dang ¢6 hoat tinh desmethyldapoxetin
khong gdn két 1a khong ddi trong khi dién tich duong cong dudi nong do tang 1én gap doi. Doi véi
nhitng bénh nhan suy chirc ning gan nang, ndng dé dinh trong huyét tuong cua dapoxetin khong gén
két 14 khong dbi, nhung dién tich dudng cong dudi ndng do tang 1én 3 lan. Dién tich duong cong
dudi ndng do cua phan ¢o hoat tinh tang 1én nhiéu lan.

Tinh trang chuvén hoa CYP2D6

Trong mot nghién ciru 1am sang dung lidu don 60 mg dapoxetin, ndng do cua dapoxetin dbi voi
nhitng bénh nhén it chuyén héa CYP2D6 cao hon so v6i nhitng ca thé chuyén hoéa nhiéu CYP2D6
(ndng dé dinh cao hon 31% va dién tich dudng cong dudi ndng do cao hon 36% dapoxetin va ndng
do dinh cao hon 98%, dién tich dudng cong dudi ndng do6 cao hon 161% dbi voi
desmethyldapoxetin). Do d6 nong do dinh cua cac chat chuyén hoa dapoxetin c6 thé tang xap x1 46%
va dién tich duong cong dudi nong do tang xap xi 90%. S ting 1én nay cé thé gay hau qua la lam
ting nguy co va mirc dé nang lén cua cac tac dung ngoai ¥ phu thudc liéu. Sur an toan cua dapoxetin
dbi voi bénh nhan kém chuyén héa CYP2D6 ¢6 lién quan dén viée sir dung ddng thai cac loai thude
khéc c6 thé gdy trc ché qua trinh chuyén hoa dapoxetin nhu chét trc ché CYP3A4 vira va manh.

Néng d¢ dinh cua dapoxetin va desmethyldapoxetin & nhitng bénh nhén chuyén hoa nhiéu CYP2D6
s& bi giam xudng.

CAC DU LIEU AN TOAN TIEN LAM SANG

Trong nhitng nghién ctru sir dung theo dudng udng, dapoxetin khong gay ung thu trén dong vat gam
nhim khi dung thudc theo duomg udng hang ngay trong khoang 2 nam vé&i lidu 1én téi 225
mg/kg/ngay, xap xi gip doi lidu khuyén dung téi da trén nguoi (Maximum Recommended Human

Dose (MRHD)) 60mg/ ngay. Dapoxetin cling khéng gay nén cac khéi u trén chudt Tg.rasH2 mice khi

n.:



dung lidu t8i da c6 thé 1&n toi 100mg/kg trong 6 thang va 200 mg/kg trong 4 thang. Nong do on dinh
cua dapoxetin trén chudt sau 6 thang dang thude lidu 100mg/kg thp hon so véi ding liéu don 60mg
trén |am sang, Khi sit dung hang ngdy tai chd trong 6 théng cho chudt c6 bién doi gen Tg.AC
transgenic mice & lidu 375, 750 hodc 1500 mg/kg/ngay da gdy nén cae khdi u (u nha tai chd ding
thude) & lidu 750 mg/kg/ngay hodc cao hon. Su phoi nhiém thudc todn than, duge x4c dinh bing dién
tich duong cong dudéi ndng d6 cua dapoxetin va cac chat chuyén héa cta né trong co thé ngudi cao
hon. Su phoi nhi®m thube toan than, duge xde dinh bing dién tich dudng cong dudi ndng do cua
dapoxetin va cac chét chuyén hoa ciia nd trong co thé ngudi cao hon tir 1-2 14n khi ding liéu khuyén
ding t6i da cho nam giéi 60 mg. Cdc phan (mg khi diing tai chd khéng ¢6 mbi lién hé véi vige dung
thude theo dirdng udng.

Dapoxetin va céc chét chuyén héa chinh trong co thé con nguoi khéng ¢6 kha nang gdy ra cac bién
dbi vé gen trong dinh lugng vi khudn Ames trén in vitro hodc trong nghién ctru bién doi gen & té bio
lympho ctia chudt. Dapoxetin khong gdy bién dbi chromosome & té bao budng trimg cua chudt
Hamster Trung Quéc trong dinh lwgng gen trén in vivo.

Dura vao cac dit ligu v& mot nghién ciru kha niing pdy ung thu kéo dai trong 2 nam ¢ dong vat gam

nham, 6 thang ddi véi Tg.rasH2 va doe tinh vé gen, cho thdy dapoxetin khéng cé nguy co gdy ung

thu.

Thude khéng cé tdc dung trén kha nang sinh san, co quan sinh duc va hinh théi hoc & chudt duc hay ‘
chudt cai va khong c6 diu higu vé tac dung c6 hai 18n bao thai va thai nhi trén ca chudt va tho

CHI DINH 2
Xuét tinh sém & nam giGi 46 tudi 18 — 64 tudi. ¢d cac tridu chung sau: i

» Xuét tinh dai dang va tai phat khi ¢6 kich thich tinh duc & mire d6 tdi thiéu, trude trong hode
ngay sau kht thim nhép, trudc khi bénh nhan ¢é chu dinh va
» Cam gide lo lang hodc kho chiu nhu 13 hdu qua cua xudt tinh som
» Kho kiém soat hién twong xut tinh
» Tién sir xuét tinh sém trong phan 16 cée 14n ¢ ging quan hé trong vong > 6 thang
Chi nén ding theo nhu cau diéu tri trude khi du dinh quan hé tinh duc. Khéng duge dung thude nay
dé tri ho&n xuét tinh & nam gidi von khong duge chin doan 1a xudt tinh sém.
LIEU LUQNG VA CACH DUNG
» Nam gidi (18 — 64 tudi): Liéu khdi ddu khuyén cdo cho tét ca cic bénh nhan 1 30 mg, udng
truée khi quan hé tinh duc tir 1 — 3 gi¢. Néu bénh nhan khong dap ung du vai liéu 30 mg hay

cdc tdc dung khéng mong mubn ¢6 thé chap nhin duoc, hay bénh nhén khong co triéu chimg
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bao trude 14 s& ngdt thi ¢o thé ding lidu khuyén cdo t6i da 13 60 mg, udng trude khi quan hé
tinh dyc tir 1 - 3 gi¢. Lidu i da khi sir dung thudng xuyén 14 1 1an trong 24 gio.

Oxetine c6 thé ding cling véi thire an hodc khong.

Vi bac si khi ké don Oxetine cén lwong gia duge nhimg nguy co voi nhiing hiéu qua mang
lai cho ngudi bénh sau 4 tudn ddu tién st dung hodc sau 6 lidu Oxetine dé danh gid su can
bang gitra lod ich va nguy co dé xéc dinh xem co thé tiép tuc diéu iri Oxetine nira hay khong.
Ngudi 16m tudi (> 65 tudi): tinh an toan va hiéu qua khi ding thude ndy cho bénh nhan > 65
tudi hién van chua duoc thiét lap

Tré em va thiéu nién: Khong diung Oxetine cho ngusi dudi 18 tudi

Suy thian: Khéng can didu chinh liéu trén nhitng bénh nhén suy chirc ning than nhe va vira,
khéng dung Oxetine cho nhitng bénh nhin suy chirc ning thin ning.

Suy gan: Khong cén didu chinh lidu trén nhitng bénh nhdn suy chirc ning gan mic d6 nhe.
Chéng chi dinh & nhiing bénh nhan bi suy gan vira va ning.

Trén ngwdi kém chuyén héa CYP2D6 va trén ngudi bénh sir dung thudc e ché manh
CYP2D6:

CAn thén trong & bénh nhin chuyén hoa kém CYP2D6 va nhiing bénh nhén su dung thube e
ché manh hé CYP2D6 khi tang liéu 1én téi 60mg.

Trén nhitng bénh nhan dang dwgc didu tri v6i thude tre ché CYP3A4 ,2/'/

Khéng ding déng théi véi cde thube re ché CYP3A4

Cich diing: Duge ding theo dudng udng. Nén udng nguyén vién dé tranh vi ¢éng cing véi 1 ly nude
dﬁy. Nguréri bénh nén than trong dé trénh tinh trang chén thuong do ngfit hodc mét s& cac triéu chimg
bdo trude nhu hét hoi, dau ddu nhe, xem muc “Canh béo va Than trong” trude khi khoi dau didu tri
vé cac vén dé lién quan dén ha huyét ap thé dimg.

CHONG CHI PINH

Qua min voi dapoxetin hydrochloride hodc vdi bét ki thanh phin nao cua thubc

Céac bénh ly vé tim mach man tinh nhu: suy tim dd Il — IV NYHA (danh gia muc d6 theo hiép
hoi tim mach Hoa ki NYHA) , Réi loan dén truyén nhu block nhi thét ¢dp I — IV, hoi chimg
xoang) khoéng duge diéu tri hodic bénh nhan dit may tao nhip, bénh 1y thiéu mau co tim 15 rét,
bénh van tim man tinh.

Cé tién sir hung cam hay tram cam niang

Khéng ding dong thoi IMAO hodc trong vong 14 ngay ké tir khi ngimg diéu tri IMAO &
khéng dung IMAO trong vong 7 ngdy sau khi ngimg st dung Oxetine.
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Khong dung dong thoi thioridazin hodc trong vong 14 ngay sau khi nging st dung thioridazin
& khong dung thioridazin trong vong 7 ngay sau khi nglrg dung Oxetine.

Khéng ding dong thoi chit irc ché tai hép thu serotonin (chat trc ché tai hap thu serotonin
chon loc, chét trc ché tai hap thu serotonin — norepinephrin, chat chéng tram cam 3 vong, hay
thude/thao duoc ¢6 tac dung cuong giao cam nhu L—-tryptophan, triptan, tramadol, linezolid,
lithium, St. John's Wort (Hypericum perforatum) hodc trong vong 14 ngay sau khi ngimg diéu
tri cac thudce/thao duge trén & khong dung nhimng thude nay trong vong 7 ngay tir khi ngimg
str dung Oxetine,

Ding dbng thoi thube e ché manh CYP3A4 nhu ketoconazol, itraconazol, ritonavir,

saquinavir, telithromycin, nefazadon, nelfinavir, atazanavir...

Khuyén cdo chung: chi st dung Oxetine dé diéu tri xuat tinh sém & nam gioi ma dap ung tat
ca cac tiéu chi dd duge liét ké trong phan “Chi dinh”. Khéng dung cho nam gi¢i ma khong
duoc chan doan 1a xuat tinh sém. Tinh an toan chua dugc thanh lap va do do6 khong cé dir liu
vé tac dung tri hodn xuét tinh & nam gidi ma khoéng Xuat tinh sém

Cic dang rdi loan chirc ning tinh duc khac: truée khi diéu tri, nhimg bénh nhan bi cac
dang rbi loan chirc nang tinh duc khac trong dé ¢6 rdi loan chirc ning cuong dwong, can dugce
bac si danh gia can than. Khong nén dung thude ¢ nhimg nguoi bj rdi loan chitc nang cuong
duong ma dang su dung chét (rc ché PDES

Ha huyét dp thé dirng: béc si can kiém tra bénh nhan can than trude khi bt dau diéu tri bao
gdm tién sir trude ddy co cac tridu chung ha huyét ap thé dimg, phai thuc hién mét bai kiém
tra trude khi khoi dau diéu tri (huyét 4p va nhip tim, ndm ngira va ding). Trong truong hop
nghi ng&r hay trude ddy da timg c6 phan tng thé dimg, nén tranh ding Oxetine.

Ha huyét ap thé dimg da dugc bao cdo trong cac thir nghiém lam sang. Béac sy ké toa nén tu
van cho bénh nhén truée dé néu bénh nhan cé triéu chimg c6 thé bao trude nhu lang lang
ngay sau khi ding, nén nam xudng ngay lap tic, dé du thap hon so v6i phan con lai cua co
thé hodic ngdi xudng voi dau giira hai diu gbi cho dén khi hét tridu chimg. Béc s§ ké toa ciing
nén thong béo cho bénh nhan khong nén dimg ddy qua nhanh sau khi nim hay ngdi thoi gian
dai

Ngat: Tan s6 xuét hién cua ngét, biéu hién boi dAu hiéu mit y thirc cho thdy su khac biét
trong cic nghién cu 1am sang, tiy thudc vao sb ca tham gia nghién ciru, tir 0,06% (30mg)

dén 0,23% (60mg) ddi véi cac truong hop tham gia nghién ctru ¢6 gia duoce ¢6 kiém soat giai



doan 3 cho dén 0,64% (341 v6i 14t ca cac Héu) trong nghién ctru giai doan 1 trén nguol tinh
nguyén khoe manh. Céc triéu chimg tién triéu co thé c6 nhu budn ndn, hoa mat/ dau du nhe.
toat mé hdi, 1a nhimg tridu chimg thuéng gip duge bdo cdo trong nhitng bénh nhin su dung
Dapoxetin so v6i nhom gia duge. O nhom bénh nhan c6 ding lidu 30mg trong nghién ciiu
lam sang giai doan 3, ti 1& budn nén la 11%, hoa mét: 5,8%, tang tiét md héi: 1,5%. Dbi vai
nhém str dung lidu 60mg trong nghién ciu 14m sang giai doan 3 triéu chimg nén 1a 21,2%,
dau dau 11,7% va tiang tiét mo hoi 1a 1,5%. Bén canh d6, su xuét hién cia ngit va cdc dau
hiéu tién triéu phu thude vao lidu dung cho thr’:‘iy ti 1€ nay cao hon & nthoém bénh nhén su dung
lidu trén 60mg, cao hon so voi lidu khuyén cdo téi da mdi ngay.

Céc truong hop ngét thuong dac trung boi sy mat ¥ thite ghi nhan duge trong cée nghién ciu
trén lam sang bidu hién tinh trang co thit phé quan va phan 1én xay ra trong ba gi&r ddu ding
thude, sau khi dung lidu ddu tién hodc ¢6 lién quan dén cac thu thuat trén 1am sang (nhur 1dy
mau, dimg day dét ngot, do huyét ap). Cac déu hiéu tién triéu nhu budn nén, chéng mat nhire
dau, trong ngre, mét moi 14n 16n va toat méd héi thuomg xay ra trong vong ba gior dau sau khi
udng thude va thuong din dén choang ngét. Bénh nhan can biét tinh trang choang ngit c6 thé
xay ra bit ky khi nao ¢6 hodic khéng ¢6 triéu ching bao trude trong thoi gian didu tri Oxetine.
Thay thuoc can giai thich cho bénh nhan biét v& tdm quan trong cia viée duy tri cdn bang
nude va cach nhan biét cdc ddu hidu tién triéu dé giam nguy co dan dén tinh trang chan
thirong trAm trong khi mat y thire. Khi xudt hién céc ddu hiéu tién triéu ngay 1ap tre nim ddu
thép hodc ngéi cti dau giita hai dau géi cho dén khi céc triéu chung mét di va nén than trong
dé tranh xay ra chan thuong nhir khi 1ai xe hodic vdn hanh may moc vi ¢6 thé xay ra choang
ngét hodic cAc phan (g trén hé thin kinh trung uong.

Udng rugu trong thoi gian sir dung Oxetine c6 thé lam tang phan ung bét loi trén hé than kinh
va tim mach nhu hién tugng choang ngit do d6 ¢6 thé 1am ting nguy co gdy tai nan; vi vy
bénh nhan khong nén udng rugu trong khi str dung Oxetine.

Céc dbi tuong ¢6 bénh ly vé tim mach da bj loai trir khéi nghién ciru gial doan 3 nguy co xay
ra cdc tic dung ngoai y trén hé tim mach tir hién tugng chodng ngit (ngit do nguyén nhén tim
mach hay do cdc nguyén nhdn khdc) ting 1én & nhiing bénh nhan ¢é bénh Iy tim mach tiém
tang (vi du bénh ly gy can tr¢ dong chay, bénh van tim bénh hep déng mach canh, bénh dong
mach vanh). Hién chua co dit lidu ddy du xac dinh xem liéu tinh trang tang nguy co gip

nhitng tic dung ngoai ¥ nay c6 thé xdy ra trong trudng hop c6 cdc bénh tiém tang hay khong.
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Bénh nhén ¢6 céc yéu t6 nguy co tim mach: bénh nhin bi bénh tim mach tiém 4n duoc loai
trir ra khéi giai doan 3 cua thu nghiém [Am sang. Nguy co bién chirng xdu tim mach tir viéc
ngat (ngét do tim va ngit do c4c nguyén nhan khic) ting 1én & nhitng bénh nhén bi cac bénlh
vé tim mach tiém 4n (vi du nhu tic nghén luu luong, bénh van tim, hep ddng mach canh va
bénh dong mach vanh). Khéng du dif liéu dé xac dinh xem liéu nguy co gia ting nay kéo dai
c¢6 din dén con ngat mach than kinh phé vi & nhimg bénh nhan c6 bénh tim mach tiém an hay
khong

Diing véi cic thude kich thich: bénh nhan khéng nén st dung Oxetine két hop voi cac loai
thube kich thich. Cac loai thude kich thich véi hoat tinh cudng giao cidm nhu ketamin,
methylen dioxymethamphetamin (MDMA) va acid lysergic diethylamid (LSD) ¢6 thé dan t&i
nhimg phan tng nghiém trong néu két hop véi Oxetine. Nhitng phan tmg nay bao ¢dm loan
nhip tim, than nhiét cao, va hdi chirng cudng giao cam. Sir dung Oxetine vo cac loai thube
kich thich ¢6 tac dung an thdn nhu chit gay ngi hay benzodiazepin ¢6 thé lam ting budn ngu
va chéng mat.

Rugu: bénh nhan duoc khuyén khdng nén dung Oxetine v6i ruou, vi ding chung ¢6 thé lam
gia tang tac dung thin kinh nhén thire lidn quan dén rugu va cb thé lam gia tang tic dung
khéng mong muén thin kinh tim nhu ngét, do d6 lam tang nguy co chin thuong do tai nan, vi
viy bénh nhan dugc khuyén nén tranh ubng riou trong khi dang diing Oxetine

Ding cac thudce c6 tinh chét giin mach: ding Oxetine thén trong & nhimg bénh nhéan dang
diing cac thude c6 tinh chit gidn mach (vi du nhu thude d6i khédng thu thé alpha adrenergic va
nitrat) do 1am giam kha nang dung nap tu thé ding

Cic chit e ché CYP3A4 ¢ mirc db trung binh: cin than trong va khéng dung lidu vuotl
qué 30mg khi sir dung ddng thdi véi cc thube tre ché vira phai CYP3A4 & mire dd trung binh
nhu Erythromycin, Clarithromycin, Fluconazole, Amprenavir, Fosamprenavir, Aprepitant,
Verapamil va Diltiazem.

Cic chit e ché manh CYP2D6: can thin trong khi tang liéu 1&n dén 60 mg & nhitng bénh
nhan diing céc chit rc ché manh CYP2D6 hay & nhimg bénh nhin dugc biét 1a khé chuyén
héa CYP2D6 vi s& lam tang d6 phoi nhiém dan t6i ty 1& va mirc 46 mic phai céc tic dung
khéng mong mubn phy thude vao lidu s& cao hon

Hung cam: khéng nén diing Oxetine & nhitg bénh nhan ¢6 tién st hung cam/ hung cam nhe
hodc rbi loan ludng cue va phai ngung ding thube & bat ky b&nh nhan nac phat trién triéu

chimg cia nhitng roi loan nay.




Tuw sat/ ¢ y nghi tu sat: Cac thudc chdng trdim bao gém ca céc thudc chon loc tic ché tai hap
thu Serotonin (SSRI), s& lam tang nguy co khién bénh nhan c6 xu hudng tu tir va tu i trong
mot sb nghién ctru ngé’m han vé nhitng rdi loan trim cam co ban va rdi loan tam than & tré em
va thanh nién. Cac nghién ciru ngan han nay khéng cho thdy c6 sy tang lén nguy co tu sat do
cac thude chdng tram cam so voi gia duge & ngudi 16n trén 24 tudi. Trong nhimng nghién ctru
dbi véi dapoxetin trong diu tri tinh trang xuét tinh sém, chua c6 bang chimg rd rang vé moi
lién hé giita thudc vai tinh trang tyr sat.

Péng kinh: Do cac thude trc ché chon lgc tai hép thu Serotonin SSRI ¢6 kha ning lam giam
ngudng co giét, do vdy nén ngung dung Oxetine khi bénh nhén xudt hién triéu ching co giét
va khong chi dinh Oxetine cho nhiing bénh nhén c6 tién str dong kinh khong 6n dinh. Déi voi
nhitng bénh nhan djng kinh duoc kiém soat can theo doi chat ché.

Tré em va thiéu nién duéi 18 tudi: khong ding cho tré em < 18 tudi ="
TrAm cam va/ hay réi loan tim thin: nam gi¢i ¢ déu hiéu va triéu chimg cua bénh trdm
cam tiém 4n can dugc danh gia trudce khi diéu tri bing Oxetine dé loai trir cac rdi loan trdm
cam khong duoc chan doan. Chéng chi dinh dang dong thoi véi thube chdng trdm cam, bao
gbm SSRI va SNRI. Khong khuyén cdo ngimg viéc diéu tri bénh trdm cam/lo du dé bit diu
dung Oxetine véi muc dich tri xuét tinh sém. Khéng chi dinh ding Oxetine cho cac rdi loan
tam than va khoéng nén dung ¢ nam gidi dang c6 nhitng ri loan nay ching han nhu tam than
phan liét, hay nhing nguoi dang méc bénh kém khi mic trAm cam. Cac bac si nén khuyén
khich bénh nhan bao cdo bit ky suy nghi hay cam xuc dau budn vao bat ctr lic nao va néu
bénh nhan c6 phat trién bat ky c6 ddu hiéu va triéu chimg nao cua bénh trdm cam trong khi
diéu tri, nén ngung dung Oxetine.

Xuit huyét: da ¢ bao céo chay mau bét thuong khi dung SSRI. Can than trong ¢ bénh nhan
dung Oxetine, dic biét khi sir dung ddng thoi voi cac thube duoc biét dén anh huong dén
chirc nang tiéu cau (vi du, thudc chong loan than khéng dién hinh va cac phenothiazin, acid
acetylsalicylic, cac thudc chéng viém khong steroid NSAID, céc chét chng tiéu ciu) hoac
thudc chéng déng mau (vi du: warfarin), ciing nhu & nhimg bénh nhén ¢6 tién sir ri loan chay
mau hodac dong mau

Suy than: khong khuyén cdo dung cho bénh nhén suy thin nang va cén than trong ¢ bénh
nhan suy than nhe hoéc trung binh.

Phan irng khi ngung diéu tri dot ngdt : Di c6 béo co cho thdy khi dot ngdt ngung sur dung

cac SSRI von dugce si dung thoi gian dai trude day dé diéu tri rdi loan trdm cam man tinh thi
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gdy nén nhimg triéu chirg sau: cam giac khé chiju, dé kich dong, tréng nguc, hdi hop, chong
mat, rdi loan cam giac (vi du, di cam nhu cam gidc kién bo, dién giat), lo au, ban khoan, dau
dau, ngu lim, tdm trang khong on dinh, mét ngu va hung cam nhe.

> Roi loan miit: dung Oxetine ¢6 lién quan dén cac tac dung trén mét nhu gidn dong tur va dau
mat. Nén dung than trong ¢ nhitng bénh nhan c6 ting 4p luc ndi nhan hodc nguoi c6 nguy co
bi glaucom goc dong.

» Khong dung nap lactose: Bénh nhan c6 vén dé vé di truyén hiém gap khéng dung nap
galactose, thiéu lactose - lactase hay kém hép thu glucose — galactose thi khong nén ding
thube nay.

PHU NU' MANG THAI VA CHO CON BU e~
Oxetine khong chi dinh cho phu nir.

Sir dung trong thoi ky mang thai: Khong c6 nhitng bang chimg vé kha nang sinh quéi thai, hay gy
nhiém doc thai trén chudt va tho khi sir dung téi liu twong tng la 100mg/kg can nang (& chudt) va
75mg/kg (o tho).

Ciing khéng ¢6 nhiing bang chiing cho thdy sir dung dapoxetin ¢6 anh huéng 1én ddi tac dang trong
thoi ky thai nghén boi vi cac dir lidu tir cac nghién ciru trén [am sang con han ché. Khong c6 nhing
nghién ciru ¢6 kiém soat cua dapoxetin & phu nit ¢6 thai.

Sir dung trong thoi ky cho con bii: ngudi ta khéng biét liéu dapoxetin va chit chuyén hoa ctia né ¢6
duoc bai xudt vao sita me hay khong.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thude ¢6 anh huéng nhé hodc vira phai trén kha ning lai xe va van hanh may méc. Chong mat, rdi
loan su tap trung, chodng ngit, mit nhin mo, tinh trang ngt ga da duoc bio cdo ¢ nhing doi tuong
ding Oxetine trong cac thir nghiém l4m sang. Do d6, bénh nhan nén duogc canh bao dé tranh tinh
trang ¢6 thé dan téi chén thuong bao gdm lai xe hay van hanh cdc mdy moéc nguy hiém.

Str dung dong thoi alcohol véi Oxetine ¢6 thé lam tang nhimg tac dong vé nhan thirc lién quan tdi
ruou va cé thé lam trdm trong hon cac tac dung ngoai ¥ trén hé than kinh va tim mach nhu chodng
ngat, ddn dén tang nguy co chin thuong do tai nan, do vay, nén khuyén bénh nhan khéng su dung
alcohol trong thoi gian diéu tri Oxetine.

TUONG TAC THUOC

» Tuong tac duoc luc hoc

*  Kha ndng tiwong tdc voi cdc chat itc ché monoamine oxidase
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O nhirng bénh nhan dang diing mdt SSRI két hop v mot chét ve ¢hé monoamine oxidase (IMAO),
da cé bdo cdo nhitng phan tmg nghiém trong, d6i khi gay tir vong bao gbm tang than nhiét, céng
ngudi, giat rung co, cac ddu hiéu sinh tén dao ddng nhanh va khéng dn dinh, trang thai tim than thay
déi bao gdbm kich déng nang tién trién dén mé sang va hén mé.
Nhitng phan ing nay cling di duge bao cdo ¢ nhitng bénh nhan gén ddy da ngung ding mdt SSRI va
bat dau dung mét IMAO. Mét sd truong hop duge biéu hién véi dic tinh tuong tr nhu héi chimg
thin kinh dc tinh. Nhitng dir lidu trén dong vat khi ding két hop SSRI va IMAO di cho thay rang 2
thube nay cé tac dung hiép ddng dé néng cao huyét 4p, do dé dan t6i kich thich hanh vi. Do dd,
khong nén dung Oxetine chung vdi mgt IMAO hay trong vong 14 ngay sau khi ngimg dung IMAQO,
trong tu, khong nén dung IMAO trong vong 7 ngdy sau khi ngimg dung Oxetine

= Kha ndng tiwong tdc tiém tang voi thioridazin
Dung mét minh thioridazin s& gy kéo dai khoang QT — ¢¢ lién quan té&i chimg loan nhip thét nghiém
trong. Cdc thude de ché isoenzym CYP2D6 nhu Oxetine thi s& (rc ché qua trinh chuyén héa cua
thioridazin va két qua sé lam ting néng do cda thioridazin, do do s& gay kéo dai khoang QT. Khéng
nén diing Oxetine chung v&i thioridazin hay trong vong 14 ngay sau khi ngiig dung thioridazin,
tuong tu, khéng nén ding thioridazin trong vong 7 ngay sau khi ngirng dung Oxetine

= Cde thubc/thao diroc ¢6 tde dung creong giao cam %/
Nhu cdc SSRI khac, ding dong 1hoi véi cde thube/thao duge ¢6 tac dung serotonergic (bao gdin cdc
IMAOQ, L — tryptophan, triptan, tramadol, linezolid, SSRI, SNRI, lithium va cdc ché phdm St. John
Wort (Hypericum perforatum)) ¢ thé dan téi cac tac dung lién quan dén serotonin. Khdng nén dung
chung Oxetin véi cae SSRI khéac, IMAO, cdc thubce/thao duoe 6 tac dung serotonergic hay trong
vong 14 ngay sau khi ngung ding cac thudce/thao duge nay; twong ty, khong nén ding cac thude/thao
duge nay trong vong 7 ngay sau khi ngirng ding Oxetine.

= Cde thude tdc dong vio hé than kinh trung wong
Dung Oxetine chung véi cac thube tac déng vao hé than kinh trung wong (vi du: chbng déng kinh,
chéng trdm cam, chdng loan thin, chbng lo 4u va thude an than) da khong duge danh gia mot cich ¢6
hé théng & nhitng bénh nhin xul tinh sém. Do d6, cin than trong khi can thiét khi ding chung
Oxetine voi nhitng thude nay

# Tuong tac duoc déng hoc

»  Anh hirong cria cde thude dimg dong thoi 1én diroc déng hoc ciia Oxetine
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Céc nghién ctru in vitro & ngudi cho thay dapoxetin duoc chuyén héa chi yéu bai CYP2D6, CYP3A4
va flavin monooxygenase 1 (FMO1). Do d¢, cdc thude (e c¢hé cac enzym nay c6 thé lam giam do
thanh thai cua dapoxetin

= (Cdc chdt tec ché CYP3A44
Céc chit \rc ché manh CYP3A4: ding ketoconazol (200 mg ngdy 2 lan trong 7 ngay) lam ting Ca

va AUC ciia Oxetine (60 mg lidu duy nhét) 35% va 99%, theo thir tu twong {ng. Xem xét su déng
gop cua ca dapoxetin va desmethyldapoxetin, Cp,, ctia dang c¢d hoat tinh ting 1én khoang 25% va
AUC ctia dang ¢6 hoat tinh ting gip d6i néu ding chung véi cac thudc e ché manh CYP3A4. C
va AUC cua dang c6 hoat tinh ¢6 thé ting 1én 5 rét trong mdt bd phén din cu thidu chire ning coa
enzym CYP2D6, vi du chuyén héa kém CYP2D6 hay dung phdi hop véi cac chét e ché manh
CYP2D6. Do d6, chéng chi dinh ding ddng theri Oxetine va cdc chit e ché manh CYP3A4 nhu
ketoconazol, itraconazol, ritonavir, saquinavir, telithromyecin, nefazodon, nelfinavir va atazanavir

Céc chét (rc ché vira phai CYP3A4: ding dong thdi vdi cac chét we ché vira phai CYP3A4 (vi du:

erythromycin, clarithromycin, fluconazol, amprenavir, fosamprenavir, aprepitant, verapamil,
diltiazem) ciing ¢6 thé 1am tang déng ké d6 phoi nhiém cta dapoxetin va desmethyldapoxetin, dic
biét 12 & nhitng ngudi chuyén héa kém CYP2D6. Lidu ti da ctia Oxetine 13 30 mg néu dimg chung
véi bat ky thude ndo trong nhém nay
Bénh nhan dugc biét 1a chuyén héa rong rai CYP2D6, lidu t&i da Oxetine 13 30 mg khi dimg chung
v6i chit (rc ché manh CYP3A4 va than trong khi ding lidu 60 mg Oxetine chung véi chét e ché vira
phai CYP3A4

= Cdc chdt ire ché manh CYP2D6 (&
Crax va AUC cua Oxetine (60 mg lidu duy nhﬁt) tang 50% va 88%, theo thu ty twong g o khi ¢6 sy
hién dién cua {luoxetin (60 mg/ngay trong 7 ngay). Xem xét ndng dé ciia dapoxetin khéng gén két va
desmethyldapoxetin, ndng do tbi da Cy,y ciia dang ¢6 hoat tinh ting khoang 50% va dién tich dudng
cong dudi ndng d6 AUC cia dang ¢6 hoat tinh ting gdp d6i néu dung chung véi cde thude e ché
manh CYP2D6. Cpy, va AUC ctia dang 6 hoat tinh tang 1én twong tw nhu ¢ nhitng ngudi chuyén héa
kém CYP2D6, do d6 ty 1é mac phai va mirc d6 nghiém trong céc tac dung khong mong mudn s& cao
hon

= Chdt irc ché PDES
Khong nén dung Oxetine & nhimg bénh nhan dang dung chét (c ché PDES do kha ning lam giam
dung nap tu thé dimg. Duoc ddng hoc cua dapoxetin (60 mg) két hgp voi tadalafil (20 my) va

sildenafil (100 mg) dd duoc danh gia trong mot nghién ciru chéo, don liéu. Tadalafil khong anh



hwong dén duge dong hoc cia dapoxetin. Sildenafil gy ra thay ddi nhe trong dugce dong hoc cua
dapoxetin (AUC tang 22%, Cuax tang 4%) nhung khong c6 y nghia 14m sang. Str dung déng thoi
Oxetine véi cac thude e ché PDES ¢6 thé dan dén ha huyét ap thé dung. Tinh an toan va hi¢u qua
ciia Oxetine & bénh nhan mac déng thoi 2 bénh xuét tinh som va rbi loan chuc niang cuong duong
duoe didu tri véi Oxetine va chit trc ché PDE hién van chua durgc thiét lap

*  Tamsulosin
Sir dung dong thoi mét lidu don hay nhiéu lidu lién tiép 30 mg hay 60 mg Oxetine trén nhimg bénh
nhan sir dung Tamsulosin hang ngay khong lam thay déi dugc dong ctia Tamsulosin. Sy két hop clia
Oxetine v6i Tamsulosin khong 1am thay déi cac thong sé vé huyét dong khi dimg va khong c6 su
khac biét khi sir dung don doc Tamsulosin hay két hop véi dapoxetin véi lieu 30mg hodc 60mg; tuy
nhién nén than trong khi sir dung Oxetine cho nhitng bénh nhan sir dung chét ché thu thé alpha
adrenergic vi né c¢6 thé lam giam huyét ap khi dimg.

»  Nhitng thuéc diege chuyén héa qua CYP2D6
Dung nhiéu liéu Oxetine (60 mg/ngay trong 6 ngay), sau d6 dung liéu duy nhit 50 mg desipramin sé
lam tdng Cpax trung binh va AUC cua desipramin khoang 11% va 19%, theo thir tu tuong tmg khi so
sanh voi ding 1 minh desipramin. Oxetine ¢6 thé lam gia tang tuong tu ndng do trong huyét tuong
cta céc thude khac duoc chuyén hoa bai CYP2D6 |

»  Nhitng thuoc diege chuyén héa béi CYP3A4 =
Dung nhiéu liéu Oxetine (60 mg/ngay trong 6 ngay) sé lam giam AUC cua midazolam (8 mg liéu duy
nhat) khoang 20%

*  Nhitng thubc dicge chuyén héa boi CYP2C19
Dung nhiéu liéu Oxetine (60 mg/ngay trong 6 ngay) khong irc ché sy chuyén héa ciia mot liéu duy
nhit 40 mg omeprazol. Oxetine khong anh hudng dén duge dong hoc cua cac co chat CYP2C19
khac

»  Nhitng thubc duoc chuyén héa boi CYP2CY
Dung nhiéu liéu Oxetine (60 mg/ngay trong 6 ngay) khdng anh hudng dén dugce dong hoc hay duge
luc hoc cua liéu duy nhat 5 mg glyburid. Oxetine khong anh huong dén duoc ddng hoc cua cac co
chat CYP2C9 khac

= Warfarin va cdc chdt duwoc biét la anh hieong dén sw dong mdu vavhay chite ning cua tiéu cau
Khong c6 dir liéu danh gia hiéu qua sir dung lau dai warfarin cing v6i Oxetine, do d6 can thén trong

khi dung Oxetine & bénh nhan ding dang dung warfarin 1du dai. Trong mot nghién clru duge ddng
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hoc, Oxetine vién (60 mg / ngay trong 6 ngay) khong anh huong dén duoc dong hoc hodc duge (PT
hodc INR) cua warfarin sau mot liéu duy nhat 25 mg.
Di c6 béo céo vé chay méau bit thuong véi SSRIs

=  Ethanol
Str dung ethanol don liu 0,5g/kg thé trong (twong dwong khoang 2 cbe) khi dang dung Oxetine (liéu
don 60mg) khong lam anh huong dén duogc dong hoc clia dapoxetine hay duge dong hoc cua ethanol;
tuy nhién st dung dong thoi Oxetine voi ethanol s& lam ting tri¢u chimg ngu ga va lam giam rd rét su
tinh tao. Danh gi dugc luc hoc cua tinh trang giam sut nhan thirc (danh gid mirc d§ canh giac va cac
d4u hiéu thay thé) khéng cho thdy su khac biét rd rét gitra nhimg nhom dung gia duge so véi nhom
dung don thudn Oxetine hay ethanol tuy nhién cho thay anh huong rd rét ¢6 y nghia thong ké gitta
nhom ding phéi hop Oxetine va ethanol va nhém dung ethanol don ddc. St dung dong thoi Oxetine
va ethanol 1am tang nguy co hodc lam niing thém cac tac dung ngoai y nhu: chong mét dau dau, phan
tng cham hozc thay déi 6¢ phan doan. Su két hop caa Oxetine véi rugu co thé 1am tang cac tac dung
ngoai ¥ trén hé than kinh va tim mach nhu choéng ngét, do d6 lam tang nguy co gy chan thuong do
tai nan, nén khuyén bénh nhdn khéng udng ruou trong thoi gian st dung Qxetine.
TAC DUNG KHONG MONG MUON | |
Tir cac dir liéu trén lam sang: =
D¢ an toan cia dapoxetin dd dugc danh gia trén 6081 truong hop xudt tinh som tham gia trong 3
nghién ctru mu d6i, nghién ctru gia duoc cb kiém soat. Trong tong sb céc truong hop danh gia co
4222 truomg hop s dung dapoxetin: 1615 sir dung dapoxetin 30 mg khi can va 2607 su dung
dapoxetin véi liéu 60mg khi can hodc s dung mdt 1dn mdi ngay.
Tinh trang choang ngit nhur mét y thirc d@ dugc bao céo trong cac thir nghiém trén 1am sang va duoc
coi nhu ¢6 lién quan dén thubc sir dung. Céc truong hop chu yéu xay ra trong vong 3 gid sau khi su
dung, sau khi dung liéu dau tién hodc ¢6 lién quan dén cac thu thuat khac trén 14m sang (nhu 1y méau
va céc hoat dong & tu thé ding va do huyét 4p). Cac triéu chimg tién triéu thuong xuét hién trude tinh
trang chodng ngat (xem phan canh bao dac biét va than trong khi sur dung).
Hién tugng giam huyét ap khi dung ciing da dugc béo cdo trong cac thir nghiém 1am sang (xem phan
canh bao déc biét va than trong khi st dung.)
Céc tac dung ngoai y thudng gip (> 5%) duge bao cdo trong cac thir nghiém 1am sang la dau déu,
chéng mat, budn nén, tiéu chay, kho ngl va mét moi. Phan 1on cac tac dung ngoai y din dén viée
ngung st dung thude thudng 13 budn nén (2,2% téng truong hop sir dung dapoxetin) va chong mit

(1,2% tong sb diéu tri dapoxetin).




Céc trudmg hop ngoai v gip & > 1% s6 ngudi bénh sir dung trong cac nghién ctu 1am sang dugc md

ta trong bang 1 dudi day:

Bing 1: Céc tic dung ngoai v dwge bdo cdo > 1% s6 trudng hgp sit dung Dapoxetin trong §

nghién ciou mu ddi, gid duge cé ki€ém soat ciia Dapoxetin

Hé co quan/b{ phin GIA DUGC | DAPOXETIN DAPOXETIN DAPOXETIN
Téac dung ngoai ¥ { n=1857) 30mg 60mg 60mg
%o Khi cén Khi cén M&di tan mbi ngay”
(n=1616" (n=2106" (n=2106"
% % %
Khi nghién ciru
Tang huyét ap’ 0.2 0.4 1.1 22
Roi loan hé than kinh
Chong mit? 2.2 58 11.0 14.9
Pau déu 4.8 5.6 8.8 11.2
Ngi ga’ 0.6 3.1 4.8 4.0 Q/'
So hai, ring minh 0.2 0.5 0.9 1.6
Mt tap trung 0.5 0.4 0.8 2.6
Cam giac kién bo 0.3 0.4 0.8 13
Cic rbi loan vé mit
Giam thi lyc® 0.4 0.2 0.6 2.0
Réi loan & tai va thinh
giac
U tai 0.4 0.2 0.5 12
Réi loan & hé hé hép,
ling ngwe va trung
thét 0.3 0.7 1.0 1.6
Xung huyét céc xoang 0 0.4 0.9 1.2
Ngap
Réi loan tidu héa
Budn nén 2.2 11.0 223 171
Tiéu chay’ 17 3.5 6.9 9.4




Pau bung® 1.2 2.2 2.6 4.4
Khé miéng 0.7 12 2.6 34
Nén 0.4 1.0 23 1.8
Khé tidu 0.4 0.9 1.4 0.8
Diy hoi 0.1 0.4 0.9 1.4
T4o bén 0.3 0.3 0.4 1.8
Chuéng bung 0.3 0.1 0.6 1.0
Rbi loan ngoai da va to

chite ngoai da

Pé md hoi 0.2 0.8 1.2 3.0
Roi loan h¢ mach

(Gidn mach ngoai vi© 0.3 0.9 1.3 1.4
R6i loan toan thin va

tai chd ding thudc f% |
Mét méi 12 2.0 4.1 gy §*
Kich thich 0.8 0.1 1.1 3.6
Roi loan hé sinh san va

tiét sira

Réi loan cuong duong 1.6 2.3 2.6 1:2
Réi loan tam thin

Mét ngn'® 1.6 2.3 4.3 0.9
Lo ldng 0.5 1.1 2.0 2.2
Néng nay bbn chan'! 0.5 0.6 1.2 3.0
Giam tinh duc'? 0.4 0.6 0.9 1.4
Trdm cam" 0.6 0.4 0.9 1.2
Tho o, 1anh dam* 0.1 0.4 0.2 1.0
Gibe mo bAt thudng'’ 0.3 0.2 0.4 2.0

"Mt trudmg hop ngau nhién chua bao gié ding thude

* Théi gian didu tri kéo dai x4p xi 70 ngay

*Bao gbm tang huyét &p khi ndm va ting huyét ap khi ding

* Bao gbm ca hoa mét chéng mit khi thay ddi tu thé va khi glng st

*Bao gbm ca ngii it va kho ngu




%Bao gém ca rdi loan thi giac

" Bao gdm ca tiéu chay cép

¥ Bao gém ca dau bung trén, kho chiu am ach va khé tiéu

? Bao gbm ca hién tuong do bimg mat

' Bao gdm ca chung mat ngu giira gidc va mat ngu du giac
"'Bao gdm ca tinh trang lo lang, bdn chén

12 Ciing bao gdm ca mat khoai cam tinh duc

"> Bao gf‘)m ca tdm trang trdm cam

'Y Bao gbm ca thai do bang quang

'> Bao gdm ca 4c mong

Bang 2: Cac tiac dung ngoai ¥ duwge bdo cdo < 1% s0 trwong hop sit dung Dapoxetin trong 5

nghién ciru mu déi, gia duge ¢6 kiém soit ciia Dapoxetin

Hé co quan/ b phan

Tac dung ngoai y

Cic roi loan vé h¢ tim mach

Nhip tim nhanh'®

Cham nhip xoang /
Ngung tim nhip xoang

Cic roi loan & hé than kinh
Giam mirc do tinh tao'’
Giam vi giac

Ngti lim

Choéng ngit'®

Cam giac budn bure, khé chiu

K. &
Roi loan mat

Gian dong tir

Réi loan & tai va thinh gidc

Mét thang bang

Réi loan ngoai da va té chire duwéi da
Ngtra ngay

Toat md héi

s "4



Réi loan hé mach mau
Ha huyét ap
Ha huyét 4p tAm thu

Cic réi loan toan thin va tai chd dung thude
Suy nhuge

Cam gisc bat thudmg

Cam gidc néng

Cam giac d& bi kich thich

(Cam gidc say sua mé méan

. A ~ = < A -
Cic roi loan hé sinh sdan va tuyen va
(Giam xuat tinh

A . . i s 8
Ré61 loan co quan sinh san ¢ nam gidi

Kich mg b$ phdn sinh duc nam

Roi loan tAm than

Tam trang phon pho

Tam trang thay déi

Lan 1on 2-/ 2
' ' b

R6i loan giac ngn

Nghién ring khi nga

Réi loan dinh hudng

Tam trang dé cao canh giac

Suy nghf bat thuong

'® Bao gom ca tang nhip tim

'" Bao gém ca

'8 Bao gém ca con phé vi huyét quan gy ngét

" Bao gbm ca hién twong tri hofin xuét tinh do yéu 16 tam ly

T4c dung khéng mong mudn duge bao cdo & mdt nghién ctu ma dai han ciing tuong ting véi bao cdo
nhitng nghién ctru ma ddi1 va khdng 6 tac dung ngoai v nao khac dugce bao cao

Théng bdo cho bdc sj cdc tic dung khéng mong muén gip phai khi ding thudc.

QUA LIEU

Khéng cé bao cdo vé truomg hop qué liéu nao dwge ghi nhan trong thir nghiém 1am sang. Khong ¢6

trudmg hop tac dung ngoai ¥ khéng dir tinh trude nao duge bdo cdo trong cac nghién ciru vé duge 1y




1am sang cua Oxetine v&i lidu hing ngay 1én t6i 240 mg (mdi lan dung 120mg cach nhau 3 gio). Nhin
chung, céc triéu chimg qua liéu déi voi cac thude te ché chon loc tai hdp thu Serotonin bao gom cac
phan {mg do chét trung gian serotonin nhur ngu ga, rdi loan tiéu héa nhu budn ndn va ndn, nhip tim
nhanh, rung giat, tréng nguc va chong mat.

Trong truong hop dung qué liéu, nén tién hanh bién phap diéu tri hd trg. Do luong gan két véi protein
cao va luong dapoxetin hydrochlorid phan b rong khép co thé, su dung thube loi tiéu, chay than
nhén tao, truyén mau va thay dich duong nhu khéng c6 hiéu qua. Hién chua co thude giai doc cho
Oxetine

HAN DUNG: 24 thang ké tir ngay san xuét.

BAO QUAN: Bao quan & nhiét do khong qua 30°C

PONG GOI: Hop 1 vix 1 vién, HOop 1 vi x 4 vién

KHONG DUNG THUOC KHI PA HET HAN SU DUNG

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY.

GIU THUOC TRANH XA TAM TAY TRE EM.

San xut boi:
KUSUM HEALTHCARE PRIVATE LIMITED
SP-289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt-Alwar, Rajasthan, An Dé.

TUQ. CUC TRUONG
P.TRUONG PHONG
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