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COMPOSITION : Each tablet contains
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INDICATIONS - CONTRAINDICATIONS -
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SIDE EFFECTS : See enclosed leaflet
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TO HUONG DAN SU DUNG THUOC

Rx-Thuéc bdn theo don

Vién nén bao phim Migtana

THANH PHAN

Vién nén bao phim Migtana 25

= SURBERBIAN <o rm g swsscasiva v enm 25 mg
= PEAUNE VAN .ot rnsssmsasmmrnro rsnssen 1 vién

(Lactose monohydrat, celulose vi tinh thé 101,
povidon K30, natri croscarmelose, silic dioxyd keo,
magnesi stearat, hypromelose 606, polyethylen
glycol 6000, titan dioxyd, talc).

Vién nén bao phim Migtana 50

= SUMBTIPIAN o ansa s s 50 mg

I I L2081 (o o V12 X 1| Ry I vién
(Lactose monohydrat, celulose vi tinh thé 101,
povidon K30, natri croscarmelose, silic dioxyd keo,
magnesi stearat, hypromelose 606, polyethylen
glycol 6000, titan dioxyd, talc).

DANG BAO CHE: Vién nén bao phim:

DUQC LY & CO CHE TAC DUNG

Sumatriptan 1a chit ddng vin cia phin nhém thy thé
van mach serotonin (5-hydroxytriptamin), c6 thé la
mot chit thude nhém 5-HT,p, ¢6 ai luc yéu vai thu thé
5-HTa, 5-HTss va 5-HT; va khong ¢6 4i luc dang ké
hoyc tic dung dugc 1y dbi v6i phan nhém thu thé 5-
HT,, S-HT; hofic 5-HT, hofic a-1, -2 hoic thu thé f-
adrenergic, dopamin-1, dopamin-2, muscarinic hodc
benzodiazepin.

Phan nhém thu thé vin mach S-HT, ma sumatriptan
hoat héa cd miit trong cdc dgng mach nio ca & cho,
dong vit linh truong, ¢ dong mach diy so (basilar
artery) va trong hé mach mau (vasculature) cia mang
cimg (dura mater) & ngudi, la chit trung gian gy co
mach. Tac dung nay & ngudi lién quan vai tic dung
giam dau ntra ddu. Ngoai tic dung giy co mach, cac
dir lidu thir nghiém trén dong vit thi nghiém da chimg
minh rdng sumatriptan ciing hoat héa cic thy thé 5-
HT, & tan ciing ngoai bién cic ddy thin kinh sinh ba
(trigeminal nerve) gidi phéng lyc thin kinh cac dong
mach ndo (innervating cranial blood vessels). Tac
dung nay gop phin véo tic dung chéng dau nira ddu &
nguoi.

Co ché tac dong cta sumatriptan dén co ché bénh sinh
cta dau nira ddu va chimg dau dau timg con (cluster

headache) chua dugc biét rd va do d6 ciing chua biét
18 duge co ché chinh xac phuong thirc tic dung cua
sumatriptan trong diéu trj dau nira ddu. Tuy nhién, cic

dit liéu nghién ciru gan day cho thdy sumatriptan c6
thé cai thién dugc ching dau nira ddu va dau du timg
con théng qua viée co thit chon loc mdt s6 mach méu
16n ciia so ndo va/hogc e ché qué trinh viém ddy thin
kinh (nerogenic inflammatory processes) trong hé than
kinh trung uong. Trong mét sé dic diém ciia dau nira
dau, thé hién ro hiéu lyc cla sumatriptan trén mach
mau ndo, co ché vé thin kinh cho thdy c6 sy tham gia
clia qud trinh hoat héa hé théng mach méu thuge day
than kinh sinh ba (trigeminovascular system). Céc dit
lidu hién nay goi ¥ ca 2 co ché trén tham gia vao qué
trinh tic dung ctia sumatriptan.

DUQC PONG HQC

Hep thu

Sumatriptan dugc hip thu nhanh chéng & rudt non sau
khi sir dung bing dudng ubng. Sinh kha dung cua
sumatriptan khi ding qua dudng ubng chi dat khoang
15%, chi yéu do nguyén nhan c6 su chuyén héa trude
ctia thubc va mot phin do hdp thu khéng hodn todn.
Dién tich du6i dudong cong cia thubc trong huyét
tuong (AUC) ty I€ thudn véi liéu ding mot 1an tir 25
dén 200 mg; tuy nhién, ndng dé dinh huyét twong sau
khi udng mdt liéu 100 mg sumatriptan thip hon
khodng 25% so v&i ndng d dinh khi udng mot lidu 25
mg. Sy hip thu khdc nhau gitra cdc cd nhdn ngudi
diing thude 1a do hinh thanh nhiéu dinh ndng do huyét
thanh ¢6 thé 1a do khdc nhau vé toc do lam réng da
day, qud trinh chiyén thude trong rut non vihoic
budc chuyén hoa trude cua thude. Tuy nhicn, s& dat
dén 75-80% ndng do dinh huyét tuong trong vong 45
phat sau khi dung thude. Str dung sumatriptan véi licu
cao hon liéu khuyén cdo dudng ubng mot lin (vi du
200-400 mg) s& gy ra s gidm ty 1€ hdp thu, Thic dn
khong lam giam ding k& sinh kha dung ciia
sumatriptan nhung s& kéo dai thoi gian dat ndng do
dinh huyét wong. Su hip thu qua duong udng khong
bi anh huéne ding ké bai tinh trang ngung 1ré cla da
day, 13 hién tugng co thé xdy ra trong con kich phit
dau nira dau; tuy nhién thoi gian dat ndng d¢ dinh
huyél tuong kéo dai khodng 30 phut.

Su khoi dong tic dung cia sumatriptan & bénh nhin
dau nira ddu holic con dau ddu lién quan chat ché véi
ndng do dinh huyét tuong cta thudc. Néng do
sumatriptan huyét tuong ¢é tac dung & nhitng bénh
nhin dau nira ddu trong khoang 18-60 ng/ml khi uéng.
Phdn bé

Céc tic dung khong mong mudn nhur tinh trang ué oai
thodng qua, chéng mit, hoa mit va mét moi khi diéu
tri biing sumatriptan trén nguoi goi y dén kha ning
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thudc vao hé thin kinh trung uong. Sumatriptan &
néng 44 tir 10 - 1.000 ng/L ghn v6i protein ciia huyét
tong vdi ty 1€ 14-21%.

Chuyén héa

Chét chuyén héa chinh cia sumatriptan 13 mot chit
twong ty acid indol acetic khéng c6 hoat tinh, duge tao
thanh béi qué trinh oxy héa khir nito amin (oxidative
N-deamination) & vj trf N-dimethyl. D1 x4c dinh dugc
céc chét chuyén héa thir yéu khéc cia sumatriptan 12
mdt ester glucuronid ciia din chét acid indol acetic va
mot dén chét alcol indol ethylic.

D liéu thu dugc trén mét it bénh nhan suy gan cho
thdy dién tich duéi duong cong néng do thube trong
huyét tuong theo thdi gian va néng d¢ dinh cia
sumatriptan ting 70% va thoi gian dat dén ndng do
dinh trong huyét tuong sém hon 40 phiit so vai c4c gi4
trj thu dwge & nhitng ngudi khde manh udng mét lidu
50 mg sumatriptan.

Thdi trir

Sau mot liéu udng 50-100 mg sumatriptan & nhifng
ngudi khde manh, thai gian ban thai cia sumatriptan la
1,5 dén 2,6 giv.

Sau mét liéu udng 300-400 mg hoic liéu nhd hon l3p
lai 100 mg, quan sét thy c6 mot pha thai trir thir hai
nhung khéng dc trung. Thoi gian ban thai kéo dai khi
udng nhiéu liéu hodc uéng mét liéu 16n sumatriptan
cho thdy thudc ¢6 chu ky gan-ruét hodc qua trinh hép
thu qua dudng ubng kéo dai nhung khéng anh hudéng
nhiéu dén tac dung cua thude.

Qua trinh thanh thai chu yéu cua sumatriptan 1a thong
qua chuyén héa & gan, va cd kha ning ca trong dudng
tiéu hda va sau d6 dugc thai trir qua nuée tidu va phén.
Céc nghién ctu in vitro goi y ring sumatriptan duge
chuyén héa boi men monoamin oxidase (MAQ), chu
yéu boi isoenzym A (MAO-A); céic chit (re ché enzym
ndy c6 thé lam tang ndng do sumatriptan trong co thé.
Sumatriptan duge bai xudt vao nude tiéu thong qua loc
cdu than va bai tiét qua dng than, tuy nhién thanh thai
huyét twong qua than chi chiém 22% cuta thanh thai hé
thong la 1.176 - 1.200 mL/phit. Do dudng thai trir chi
yéu 1A chuyén héa tai gan, viéc giam thai trir
sumatriptan qua than khong c6 vai tro quan trong vé
mdt 1am sang. Sau khi cho nhitng ngudi khée manh
ubng mot lidu sumatriptan danh déu phéng xa (200
mg), lugng thube dugc bai tiét dudi dang chit chuyén
héa qua phén 12 37% - 40% va qua nuéc tidu Ia 57% -
60%. Chi ¢6 tir 3% dén 9% lugng sumatriptan danh
déu phong xa dugc bai tiét nguyén ven qua nudc tiéu
va phan khi sir dung bang dudmg ubng.

CHI PINH PIEU TR]

Sumatriptan duoc sir dung dé diéu tr con kich phét
dau nira ddu cdp tinh c6 hoic khong kém theo tidn
trigu chimg (aura) & ngudi 16n. Khéng sir dung
sumatriptan dé diéu trj du phong dau nira diu hotic sir
dung dé diéu trj chimg dau nira du liét nira nguoi
(hemiphlebic migraine) va dau nira diu déy so (basilar
migraine). D§ an toan va hiéu lyc cia sumatriptan
chua dugc xdc dinh dbi véi chimg dau diu tirng con
thudng thdy & ngusi gia, dic biét & nam gidi.

LIEU LUQNG VA CACH DUNG
Thudc nay chi ding theo su ké don cia bdc st

Cdch ding: Ubng thudc véi nuéce
Liéu legng:
Liéu théng thuong

* Tré em va thanh nién <18 tudi: khong khuyén ding

e Ngudi lén:
Trong thir nghigm lam sang ¢4 kiém soat, liéu mot lin
vién sumatriptan 25 mg, 50 mg hoic 100 mg cé hiéu
qua ddi véi diéu tri chimg dau nira diu & ngudi 16n.
Liéu 50 mg, 100 mg c6 hiéu qua hon lidu 25 mg nhung
khéng c6 bing chimg liéu 100 mg hiéu qua hon liéu 50
mg. Bénh nhan c6 thé c6 dap tmg khic nhau dbi voi
lidu sumatriptan. Vi viy, lia chon liéu chi dinh phai
dya trén ting bénh nhén, dénh gid cin bing loi ich caa
lidu cao hon véi nguy co tiém tang vé tac dung khéong
mong mudn.
Néu con dau ddu quay tro lai hoic bénh nhan khéong
dép tmg day da véi liéu khai ddu, c6 thé cho sir dung
nhic lai mot lidu sau 2 git, nhung khong duge virgt
qua liéu 200 mg/ngay.
Liéu ding cho ngiuéi suy gan va suy thdn
Mic du chua danh gida dugc anh huong cia suy thdn
dbi voi duge dong hoc cia sumatriptan, ngudi ta cho
ring higu qua 1am sing thip 14 do phin 16n thuée bj
mét hoat tinh thdng qua qud trinh chuyén héa.
Gan gitt mot vai tro quan trong trong thanh thai trude

(presystemic clearance) khi sumatriptan duge sir dung
béng dudmg ubng. Vi vy, sinh kha dung cua
sumatriptan sau khi udng c6 thé tang manh & nhitng
b¢nh nhan méc cc bénh vé gan. & mét sé it bénh nhan
suy gan, udng mét liéu duy nhét S0mg sumatriptan,
dién tich duéi dudng cong ndng 4o huyét twong — thoi
gian (AUC) va néng do dinh ting 70%, ndng db dinh
xuft hign sém hon 40 phiit so véi cc gid tri n6i trén &
ngudi khde manh. Néu cin chi dinh sumatriptan cho
bgnh nhén suy gan, nhin chung khuyén cdo nén ding
liéu mdt Ian téi da khéng dugc qué 50 mg.
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CHONG CHi PINH

- Bénh nhén c6 tién st, triéu ching va d4u hiéu thiéu
mau cyc bg co tim, hi chirng dong mach ndo hoic hoi
chimg mach ngoai bién.

- Bénh nhén ¢6 cac bénh tim mach co ban (underlying
cardiovascular diseases)

- Dau thit ngyc cdc loai, dau thit nguc thudng xuyén
do géing sirc (stable angine of effort), dau thit nguc do
co thit dong mach (vasospastic form of angine) nhu
dau thit nguc Prinzmetal, tit ca cdc dang nhdi mu co
tim, thiéu mau co tim thim lang (silent myocardial
ischemia).

- Céc hgi chimg ndo — tim, bao gdm nhung khong han
ché, cac ching dét quy va cdc con kich phat thiéu mau
cuc by co tim thodng qua.

- Céc bénh mach mdu ngoai bién bao gbm nhung
khéng han ché, bénh thiéu mau rudt cuc bé (ischemic
bowel disease).

- Do sumatriptan ¢6 thé lam tang huyét ap, khong dugc
chi dinh sumatriptan cho bénh nhan ma khéng gidm
sét, kiém tra huyét 4p.

- Chéng chi dinh sir dung ddng thoi sumatriptan va cdc
thude tic ché IMAO-A hoic sir dung sumatriptan trong
vong 2 tudn sau khi nglmg str dung cic thude e ché
[IMAO-A.

- Chéng chi dinh sumatriptan dé diéu tri chimg dau
nira diu 1igt nira ngudi (hemiphlebic migraine) va dau
nira diu day so (basilar migraine).

- Khong dugc sir dung sumatriptan cliing véi bit cir ché
phdm ndo c6 chira ergotamin, ché phim c6é chira' cua
I8a mach (ergot) (gidng dihydroergotamin hoic cdc
methysergid) trong vong 24 gio. Khong ding
sumatriptan véi bét cir chét chi vin 5-HT nao.

- Sumatriptan chdng chi dinh véi nhitng bénh nhén di
{mg véi sumatriptan va véi bt et thanh phan nao ¢6
troﬁg vién thude.

- Chéng chi dinh voi bénh nhan suy gan.

THAN TRONG

- Chi chi dinh st dung sumatriptan khi da chin dodn
chinh xdc bénh nhan mic ching dau nia du.

- Thude ¢6 nguy co gy thiéu mau cuc bo co tim
va/hodc nhdi mau co tim va cic st ¢d tim mach khac.

- Khong chi dinh str dyng sumatriptan cho nhiing bénh
nhédn c6 tién sir bénh thiéu méu cuc bd co tim hodic
bénh co thit ddng mach vanh.

TUONG TAC THUOC

Cic nhém thuéc sau diy cé thé twong tic vii
sumatriptan succinat : '

- Céc din chit nim cua ga (Cua |8a mach: Ergot).

- Céc diin chat rc ché monoamin oxidase (IMAO).

- Céc din chét we ché tai hép thu noradrenalin.

- Céc din chét trc ché chon loc tai hép thu serotonin.
Sir dung déng thoi

Khéng sir dung dong thoi véi cac din chét Cya 16a
mach, céc téc nhan didu bién serotonin (serotonin
modulator)

Ting tic dung/djc tinh

Sumatriptan c6 thé tang tac dung ciia cic din chit Cva
13a mach (ergot derivatives); chit {rc ché MAO,
sibutramin

Gidam tic dung

Khéng c6 cic tuong tic quan trong lam giam hiéu lyc
clia sumatriptan,

Khong dugc sir dung sumatriptan néu da ding thudc
irc ché monoamin oxidase (MAOQ) nhu isocarboxazid,
phelnezin, selegilin hodc tranylcypromin trong vong 2
tudn 18 truge d6 hodc da diing céc thudc dau nira ddu
khdc nhu almotriptan, eletriptan, dihydroergotamin,
methysergid, frovatriptan, naratriptan, rizatriptan
hodc zolmitriptan trong vong 24 giér trude d6.

Ciic twong tdic khdic

Ruou, ¢dn c6 tuong téc véi mot sé thube. Nhung trong
truomg hop sumatriptan, chua biét phin tmg tuong téc
gitia ruou, con voi sumatriptan.

Chua xdc dinh dugc cic thuc phdm khdng dugc an
udng khi sir dung sumatriptan.

Sumatriptan ¢6 thé anh huéng dén kha nang ldi xe va
diéu khién may méc.

TRUONG HQP CO THAI VA CHO CON BU
Tricong hop mang thai
Yéu t6 nguy co mang thai muie C,
Khdng c6 cic nghién ciru phit hop duge kiém soat tdt
vé viée sir dung sumatriptan cho phu nit mang thai.
Chi sir dung sumatriptan cho phu nit mang thai sau khi
cin nhic loi ich va nguy co ddi vai bao thai,
Traoug hop cho con bi
- Sumatriptan ¢6 thé di vao siia. Nghién ciu in vitro
trén nhau thai ¢d lip duoc truyén sumatriptan cho thiy
chi ¢6 mot lugng nho sumatriptan qua duoe nhau thai
nhdr co ché chuyén van thy ddng. Sumatriptan phin bé
dugce vdo siia ngudi va dong vat; & dong vit, ndng do
sumatriptan trong sira cao gdp hon 8 lin so véi ndng
40 trong huyét tuong,.
Cin than trong khi chi dinh sumatriptan cho phu nir
nudi con bing sira me.
- Néu thy thubc chi dinh ding sumatriptan khi dang
nudi con bing sita me, ba me khéng nén cho con ba it
nhét 12 12 gior sau khi udng thude. Cin phai bo sita tiét
ra trong 12 gi sau khi uéng thude. Tru6c khi quyét
dinh c6 thai cin phai thao luian véi thﬁy thude. Tllﬁy
thude s& quyét dinh dya trén danh gia loi ich-rai ro lién
quan dén str dung sumatriptan,
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TAC PQNG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Thude c6 thé gdy mét moi hay budn ngii. Khong dugc
14i xe, vdn hanh mdy méc hay bét ky hoat dong nao
cén sy tinh tdo cho dén khi chic chin c6 thé thyc hién
nhiing hoat ddng ndy an toan. Han ché ding rugu.

TAC DUNG KHONG MONG MUON (ADR)

- T4c dung khéng mong mudn dugc bdo céo nhiéu
nhit clia cac chdt ddng van- serotonin (5-HT,) nhu
sumatriptan la chéng mit, néng bimg, ngi ga va mét
moi. C6 thé budn non hojic nén. Pa cé bio cdo tac
dung khong mong mudn khin tiéng va rdi loan cam
gidc ké ca dj cam va giam cam gic.

Dau, cam gidc mét moi (heaviness), néng hoic lanh,
cing thing 1a nhimg trigu chimg thudmng duge béo céo,
anh hudng dén bét cir by phin nao cia co thé, ké ca
hong va nguc va c6 thé ting ning. Cic triéu ching nay
¢6 thé 1a do sur co mach, trong mot s8 truong hop hiém
gip co thé gdy cédc bién chirmg tim mach ning ké ca
loan nhip tim, thiéu mau cuc b co tim. Ciing di ¢6
mot s6 it bdo cdo v& bién chimg mach ndo & nhiing
bénh nhan dung sumatriptan. DA quan sit thiy ting
huyét 4p thodng qua xdy ra sém sau khi s dung
sumatriptan. P ¢6 cic bdo cdo vé giam huyét ap, nhip
tim cham hodc nhip tim nhanh, ddnh tréng ngue, rdi
loan mach ngoai bién nhu hdi ching Raynaud’s va
viém rudt két co thit. Ciing c6 thé xay ra tdi loan thi
gidc.

- Pau ddu do lam dung sumatriptan ciing di duge bio
cdo va trong truong hop nay phﬂi ngimg  thude.
Sumatriptan ciing ¢ thé lién quan dén tdi loan chic
ndng gan. Coé mdt s6 it bao cio vé con dong kinh do
sumatriptan. Phan Gng qua min tir ban da dén, hiém
giip hon, phan mg qua man.

Théng bdo cho Bdc st nhitng tic dung khdng mong mudn
gdp phai kli st dung thuic
QUA LIEU
- Quan sat trén 670 bénh nhdn dwoce chi dinh sir dyung
liu sumatriptan tir 140 mg dén 300 mg, khang thiy c6
chc tac dung khdng mong mudn nghiém trong. Trén

TUQ.CUC TRUONG
p TRUGNG PHONG

Q& Mint .}f)ﬁfny

174 ngudi tinh nguyén udng mét lidu 140 mg dén 400
mg sumatriptan khong phét hién thdy tdc dung khéng
mong mudn nghiém trong.

- Qud liéu sumatriptan trén dong vat thi nghiém cé thé
gay chét v6i triéu chimg bao trudc 1a co gidt, run, liét,
khong hoat ddng, sup mi mit, ban d6 tir chi, hé hip bit
thudng, tim tai, thit diéu, gian ddng tir, chay nudc bot
va chay nuéc mit.

- Do théi gian béan thai ctia sumatriptan khoang 2,5
gid, vi vy phai tiép tuc giam sat bénh nhan qua liéu
sumatriptan it nhét I cho dén 12 gi hoic trong sudt
thoi gian cic triéu ching hodc déu hiéu qua liéu vin
con tdn tai.

- Chua biét dugc hiéu qua cta thdm phén méau holic
thdm phén phic mac d6i v&i ndng do huyét thanh cta
sumatriptan.

PONG GOI:

Ep vi Alu/Alu. Hp 1 vi x 10 vién. Hop 3 vi x 10 vién.
BAO QUAN:

Noi khd, nhiét dé khong qua 30 °C. Tranh dnh séng

TIEU CHUAN AP DUNG:
Tiéu chuén co sé.

HAN DUNG:
36 thang ké tir ngay san xudt.

TRACH N1BEM TRON VEN

Dé xa tim tay ctia tré em.
Doc ky huwdng din sie dung trwse khi ding.

Néu cin thém th dng tin, xin hiiy kién Bic si.
Sin xuit tai:
CTY CO PHAN DUGC PHAM SAVI !
(SaWipharm J 5§ () :
L& Z.01-02-03a KCN trong KCX Tédn Thudn, Q?
TP.HCM 3
Dién thoai: (84.8) 37700 142-143-144
Fax :(84.8) 37700145
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