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MAU PANG KY
T HUGNG DAN SUDUNG THUOC SUMA NN 25

Rx
SUMA NN 25

DE XA TAM TAY TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUGC NAY CHI DUNG THEO PON THUGC
Thanh phén céng thic thubc:
- Thanh phén dugc chat:
Sumatriptan (duéi dang sumatriptan succinat) 25 mg
- Thanh phan t4 dugc: Lactose, microcrystallin cellulose
101, natri croscarmellose, magnesi stearat, HPMC 6086,
HPMC 615, PEG 6000, talc, titan dioxyd, sunset yellow
lake, tartrazin yellow, ponceau viia dd 1 vién.
Dang bao ché:

Vién nén hinh trén, hai mat tron 16i, bao phim mau
cam, b&n trong mau trdng hodic gan nhu trang.
Chi dinh:

Diéu trj dau nlra dAu cap tinh c¢é hodc khbng cb
triéu ching bao trudc & ngudi IGn.
Gidi han sif dung:

- Suma NN 25 chi dugc sif dung khi ¢é chdn dodn
rd rang vé chiing dau nlra ddu. Néu bénh nhan khéng
déap ung vdi thudc & liu ddu tién, cAn phai xem xét

chén doan lai dau nlta ddu trudc khi diéu tri dot tiép
theo.

- Suma NN 25 khéng dugc chi dinh d& diéu tri dy
phéng dau nira dau.

- Tinh an toan va hiéu qua cla thudc cho dau ddu
cym chua dugc thiét lap.
Céch ding, liéu dung:
Céch dong:

Thubc dung dudng udng véi nudc.

- Liéu khuyén cdo: 25 mg. 50 mg hay 100 mg
sumatriptan. Liéu 50 mg va 100 mg co thé mang lai
hiéu qud hon liéu 25 mg, nhung lidu 100 mg c6 thé

khéng mang lai hi€u qua I6n hon liéu 50 mg. Liéu cao
c6 thé c6 nguy co phan (ing bat Igi cao hon.

- N&u dau nita ddu khong hét sau 2 gis uéng
sumatriptan, hofic d& d8 nhung lai tai lai, c6 thé dung
liéu thi hai. Khodng cdch giita 2 1an uéng it nhat 2 gid.

- Liéu t8i da trong 24 gié¢ la 200 mg.

- Bénh nhan suy gan: Liéu don t6i da khong dugc
vugt qué 50 mg & bénh nhan suy gan nhe dén trung
binh.

Chéng chi dinh:

- M&n ¢&m v6i sumatriptan hodc bat cu thanh phén
nao cla thudc.

- Khong ding dé dy phong dau nifa ddu hodc diéu
tri dau nira ddu liét nlia ngudi hodc nén so.

- Khéng nén ding sumatriptan cho bénh nhan bi
nh&i mdu co tim hodc bi bénh thi€u mau cd tim, co théat
mach vanh (dau thdt ngyc Prinzmetal), bénh mach
mau ngoai bién hodc cac triéu chiing hodc dau hiéu
bénh thi€u mau cd tim,

- Khéng nén ding sumatriptan cho bénh nhan cé
tién sif tai bi€n mach mdu ndo (CVA) hoic con thiu
mau ndo thodng qua (TIA).

- Chéng chi dinh cho bénh nhan tang huyét 4p vira
va n&ng, tang huyét 4p nhe khdng kiém sodt dugc.

- Dung d6ng thai véi cac thubc ¢é chifa ergotamin
ho&c din xudt cla ergotamin (bao gbm methysergid)
ho#c bAt ky chat chii van thy thé 5-HT1.

- Dung déng thdi véi cac thude tc ché monoamin
oxydase (khéng dugc sif dung sumatriptan trong vong
2 tudn sau khi ngiing diu tri bang thuSc uUc ché
monoamin oxydase).

- Suy gan nang.
Canh béo va thin trong khi ding thudc:

- Sumatriptan chi st dung khi da x4ac dinh cé bénh
dau nifa ddu.

- Sumatriptan khéng dugc chi dinh dé s dung
trong diéu tri dau nida déu liét nifa ngudi hodic dau nla
dau liét mét,

- Cling nhu céc phudng phéap diéu tri dau nia ddu
cép tinh khéc, truéc khi didu tri dau d&u & bénh nhan
trudc day khéng dugc chdn dodn 1 dau nia ddu va &
nhiing ngudi dau nlira ddu cé tridu ching khéng dién
hinh, cén than trong dé loai trir céc tinh trang thédn kinh
nghiém trong khéc.

- Khéng nén dung sumatriptan khi thdy ching dau
diu khac thudng vi ddy c6 thé 1A bifu hign chén
thuong ndo, dot quy do thiéu mau nao hoic xudt huyét
n&o. O cac bénh nhan dau niia d4u c6 nhidu nguy co
xudt hién nhirng bénh trén han.

- Sau khi dung sumatriptan c6 thé thdy cdm giac
dau va tic thodng qua hodc doi lGc dir ddi han & nguc,
cd hong. Céc triéu ching nay c6 thé lién quan téi bénh
mach vanh, vi vay can lam cdc xét nghiém thich hgp.

- Da c6 bao cdo hiém gap méd t3 bénh nhan mic
héi chiing serotonin sau khi sif dyng thuéc dc ché tdi
hdp thu serotonin chon loc (SSRI) va sumatriptan (bao
gdm thay d8i trang thai tAm thdn, co thé khdng yén va
gia tdng hoat ddng than kinh cd). Hai chiing serotonin
da duge bdo cdo sau khi si dung dbng thoi thubc
sumatriptan va thudc Gc chd tai hdp thu serotonin
noradrenalin (SNRI). NEu didu tri d8ng thdi sumatriptan
vdi SSRI/SNRI nén theo ddi bénh nhan thich hgp.

- Sumatriptan c6 thé gay tang huyé&t 4p nhit thdi va
tang trd khang van mach ngoai bién. Cén sl dyng
than trong cho ngudi bénh cao huyst 4p da chila khdi.

- C4n st dyng than trong sumatriptan d&i vd| ngudi
bi suy gan, than va tién s bi bénh ddng kinh.
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- Bénh nhan qua man cadm véi sulphonamid c6 thé
dj (ing v6i sumatriptan. C4c phan (ing c6 thé tir qué
mén da dén sfc phdn vé& Bing ching v8 min cam
chéo con han ché, tuy nhién, cén than trong trudc khi
st dung sumatriptan & nhiing bénh nhan nay.

T4c dung khdng mong muén c6 thé xdy ra thudng
xuyén hdn khi sif dyng déng thdi sumatriptan vdi cac
ché phdm thio dugc c6 chua StJohn's Won
(Hypericum perforatum). Viéc sif dung kéo dai bat ky
loai thudc gidm dau nao cho dau dau cé thé lam cho
bénh téi t& hon. Néu tinh trang nay da xdy ra hoac nghi
ngd, nén ngling di€u trj va thdng bao cho béc si. Chén
doan dau diu do lam dyng thuéc (MOH) nén luu y
nhiing bénh nhan bj dau déu thuéng xuyé&n hoac hang
ngay do ho sif dung thudc dau déu thuéng xuyén.

- Khéng nén ding sumatriptan qua liéu khuyén
cdo.

- Khéng nén diing sumatriptan trudc khi cé kiém tra
hé tim mach cho bé&nh nh&n ¢6 nguy cd méc bénh tim
thi€u méu cuc bd, bao gém nhitng bénh nhan nghién
thuBc 14 nang hodc sk dung liéu phép thay thé nicotin,
Dac biét can nhdc cho phu nit man kinh va nam gidi
trén 40 tudi c6 y8u t8 nguy co trén.

- Thudc c6 chua lactose, do dé khéng nén sif dyng
cho nhitng bénh nhan cé van dé di truyén vé khong
dung nap galactose, thi&u hyt Lapp lactase, r8i loan
hdp thu glucose-galactose.

Sif dung thuéc cho phy nii ¢é thai va cho con bu:

- Thai ky mang thai: Cac nghién cliu trén ddng vat
thyc nghiém khéng chi ra tdc dyng gy quéi thai tryc
ti€p hodc tac djng cé hai di vdi sy phét trién cla tré
sau sinh. Tuy nhién, khd nang sdng sét clia phoi thai
c6 thé bj &nh hudng & thd, do dé chi c6 thé sif dung
sumatriptan khi cdc bac sy cho ring Igi ich clia ngudi
me vugt trdi nguy co cd hai cho bao thai.

- Thai ky cho con bid: Sumatriptan ph&n b8 vao siia
me, vl vay tranh cho con bd trong vong 12 gid sau khi
ngudi me sii dyng sumatriptan,

Anh hudng cla thubc I&n kha ndng léi xe, vén hanh
may méc:

Trong théi gian s dyng sumatriptan cé thé cd
trang thai buén ngt, vi vay khéng chl dinh ding khi
diéu khién xe co gidi va van hanh may méc.

Tudng tdc, tudng ky cla thude:

- Khéng c6 bing chung tuong tac véi thuSc
propranolol, flunarizin, pizotifen hodc rugu.

- Dt lidu tuong tdc véi cac ché phdm cé chda
ergotamin hodc chat chl van thy th€ 5-HT1 con han
ché. V& Iy thuyét, nguy co gia tAng co thit mach vanh
c6 thé xdy ra, do d6 chéng chi dinh sit dung déng thai.
Nén dgi it nhit 24 gid sau khi sif dyng céc ché phdm
c6 chda ergotamin ho3c mét chit chll van thy thé
5-HT1 khéc trude khi ding sumatriptan. Ngugc lai, nén
dqi it nhat 6 gid sau khi sif dung sumatriptan truéc khi
ding mot sdn phdm c6 chita ergotamin va it nhat 24
gi¢ trudc khi ding mé6t chat chi van thy thd 5-HT1
khac.

- Tac dung khong mong muén c6 thé xay ra thudng
xuyén hon khi sif dung déng thdi sumatriptan vdi cac

ché phdm thdo dudc c6 chia StJohn's wort
(Hypericum perforatum).

- Chdng chi dinh sir dung déng thdi sumatriptan va
thudce (e ché monoamin oxidase (xem muc Chéng chi
dinh).

- Nguy c¢ méc héi ching serotonergic cé thé xdy
ra, néu sl dyng déng thdi sumatriptan vdi lithium.

- P4 c6 bdo cdo hi€m gap mo t& bénh nhan méc
hdi chitng serotonin sau khi sii dyng thufc e ché tai
hép thu serotonin (SSRI) va sumatriptan (bao gém thay
d8i trang thai tAm thdn, co thé khdng yén va gia ting
hoat dong than kinh cd), Hoi chifng serotonin ciing da
dugc bdo cdo sau khi sl dung déng théi thudc
sumatriptan va SNRI.

Tac dyng khéng mong muén cta thudc (ADR):

Sumatriptan thudng dung nap t6t khi ding vdi liéu
khuy&n cdo. Pa 56 cac ADR c¢é tinh chat tam thdi, nhe
ho&c trung binh, Mét s& tdc dyng khéng mong mudn
ghi nhan dugc nhu sau:

* Thudng gap, 1/100 < ADR < 1/10:

- Thén kinh: Chéng mat, budn ngl, r8i loan cdm
giac (di cdm, gidm cam giac).

- Mach mau: Huy&t ap tang nhat thdi, xay ra ngay
sau diéu tri. DS biing mat.

- H6 hdp: Kho thd.

- R&i loan tiéu héa: Budn ndn, nén (khéng xéc dinh
dugc do bénh hay do thudc).

- CO xuong va toan than: Cadm giac ndng né
(thudng nhat thdi, nhung cé thé nang va xdy ra & bét
clt bd phan ndo clia co thé, ké ca I6ng nguc va cb
hong).

- Toan than: Pau, cdm gidc néng hodc lanh, cdm
gidc dé nén. Cam giac y€u cod, mét mdi (cad hai ADR
nay thudng nhe va nhat thai).

* Khéng rd tin suat:

- Hé mién dich: Di ('ng & da cho t&i phdn (ng phén
vé.

- Thén kinh: Co giat, dong kinh c6 tién s hodc
khéng. Run, loan truong lue, rung giat nhan cdu, dm
diém,

- MAt: Réi loan thj lye, nhin dbi, gidm thij lyc, méat thi
giac (doi khi vinh vién). Nhung nhiéu khi 161 loan thi lyc
cling xay ra trong con dau niia ddu.

- Tim mach: Tim dap cham, dap nhanh, danh tréng
ngyc, loan nhip tim, thi€u mau cyc bd cd tim nhat thai
trén dién tdm dé, co thdt mach vanh, dau thit nguc,
nhdi mau ca tim.

- Mach mau: Héi chiing Raynaud, ha huyét 4p.

- Tidu héa: Viém dai trang thiéu mau cuc bd, tiéu
chéy.

- Cd xudng: Cung gay, dau khdp.

Théng bao ngay cho bac sT hodc duge si nhing phan
Ung ¢ hai gap phai khi s dung thudc
Hudng din cdch xU tri ADR
Céc ADR do thudc thuting xdy ra trong véng 1 gid
sau khi udng va thuédng hét trong vong 1 gid. Ty 16
ADR do thudc thudng khéng thay déi hodc gidm khi
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dung thuSc 1ap lai nhung n€u dung liéu cao hdn liéu
khuy&n céo, ty 1& ADR ting l&n. Can trdnh cac ADR
n&ng vé tim mach b&ng cach tranh dung thudc cho
ngudi cé tién si tim mach.

Qua4 liéu va cach xU tri:
- Qua liéu:

Liéu uéng vugt qua 400 mg khéng gy tdc dyng
phu nao khac vdi nhifng tac dyng phu da théng bao.
- X tri:

+ Néu qua lidu xdy ra, bénh nhan cadn dugc theo
ddi it nhat 10 gid va digu tri triéu ching, néu can.

+ Chua biét t4c dung cla thdm phén méu ho&c
thdm phan mang bung déi véi néng dé sumatriptan
trong huyét tuong.

Bac tinh dugc Iyc hoc:

Nhém dugc ly: Thudc tri dau niia diu.

M3 ATC: NO2CCO1

Sumatriptan 1a chd van thy thé 5-hydroxytriptamin
(5-HT) chon Igc. Thubc khéng migraine (b&nh dau nita
dédu) théng qua tdc dung co mach tai viing déng mach
¢d ma sy gian ndi nhilng mach nay dugc cho 12
nguyén nhan cda bénh dau nita déu.

Péc tinh dugc ddng hgc:
- Hap thu: Sumatriptan dugc hép thu nhanh chdng

nhung khéng hoan toan qua dudng udng va chiu sy
chuyén héa, két qua 1a sinh khd dung tuyét dGi thdp

Husnh Thicn Nghia

khodng 14%. Néng do dinh trong huyét tugng sau khi
uéng dat dugc trong khodng 2 gid.

- Phan bd: T1 1@ lien két véi protein huy&t tuong
thdp khodng 14 - 21%.

- Chuyén héa: Sumatriptan dugc chuyén hda réng
rai é gan chd yéu bdi monoamin oxidase A.

- Thai tri: Théi gian ban thdl cda sumatriptan
khodng 2 gid va duge bai i€t chi yéu qua nudc tifu
dudi dang chat chuyén héa cla axit indole acetic bat
hoat va dang ligén két vdi glucuronid. Sumatriptan va
cac chat chuydn héa clia né ciling xuat hién trong
phan. Mdt lugng nhdé sumatriptan dugc phan bd vao
slra me.

Qui cdch déng goi:

- Hop gidy chifa 03 vi bAm x 10 vién nén bao phim.
Diéu kién bdo quin cla thudc: Bio quan thudc noi
kho, nhidt dé khdng qua 30°C, trdnh &nh sang.

Han ding clia thudc: 36 thang ké tir ngay sén xuét.
Tiéu chufin chét lugng cla thuSc: TCCS
Tén, dja chi cla cd 8d sén xudl thudc:
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