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Hwéng dén siv dung thudéc

Rx Thubc nay chi diing theo don thude

SIAGRAN

Pé xa tam tay tré em
ky hieéng dan sir dung trucce khi ding

. 5 W
Dugec chit: HFHT ah succinate 70 mg tvong duong véi Sumatriptan 50 mg

Ta dwge: Lactose monohydrate (Agglomerated lactose 80), Microcrystalline cellulose,
Croscarmellose sodium, Magnesium stearate, Hypromellose 15 cp, Polyethylene glycol 6000,
Titanium dioxide, Iron oxide (Red), Purified water*

" Logi bé trong qua trinh sdn xuat

DANG BAO CHE: Vién nén bao phim

Vién nén bao phim hai mit 10i, thudn dai mau hfmg ¢6 khic logo “Siam” & mot mat va “S 50”
¢ mét con lai.

CHI DINH:

Sumatriptan duge chi dinh dé giam cép tinh cdc con dau nira dAu cé hoic khéng kém theo
tridu chimg bao trudc, bao gém diéu trj cdp tinh cdc con dau nira déu lién quan dén thoi ky
kinh nguy¢t & phu nit.

LIEU DUNG, CACH DUNG:

Thudc khong dugc sir dung dy phong. Khong dugc vugt qua liéu duge khuyen céo. Khuyén
cao nén dung sumatnptan cang sém cang tét sau khi bat diu dau nira ddu. Thude c6 hiéu qua
nhu nhau & bt ky giai doan nao cua bénh.

Céc treong hop dic biét

Ngudi trudng thanh:

Liéu khuyén céo cua sumatriptan dudng udng 14 mét vién 50 mg. M6t s6 bénh nhén c6 thé
dung 100 mg.

Néu bénh nhédn khéng dap tmg véi liéu dau tién clia sumatriptan, khong nén dung liéu thi hai
cho cing mét dgt. Sumatriptan cé thé duoc str dung cho cac con dau tlep theo.

Néu bénh nhén da dap img véi liéu dau tién, nhung céc triéu chimg tai phat thi ¢6 thé dung
lidu thir hai, véi diéu kién phai c6 khoang cach t6i thiéu gitra céc liu 14 hai gio va khong
duge uong qua 300 mg trong bat ky khoang thoi gian 24 gid nao.

Nuét vién thude véi nude.

Tré em va thanh thiéu nién (dudi 18 tudi):

Khong ¢6 nghién ctru & tré em va thanh thiéu nién dudi 18 tudi.
Ngudi cao tudi (trén 65 tubi):

Sir dung thudc & bénh nhén trén 65 tudi con han ché.

Bénh nhén suy giam chirc ning gan
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Hwéng dan st dung thudc

O nhimg bénh nhan suy gan nhe dén trung binh, nén can nhic dung liéu thip 25-50 mg
sumatriptan.

CHONG CHI PINH:

- Qua mén voi bat ky thanh phan nao cua thude.
- Khong nén ding Sumatriptan cho nhiing bénh nhén da bi nhoi mau co tim hodc bj bénh
thiéu méu co tim (IHD), dau that nguc/co thét mach vanh Prinzmetal, bénh mach méau ngoai
vi hodc nhitng bénh nhén ¢6 céc triéu chig hodc déu hiéu phu hop véi THD.
- Khéng nén ding Sumatriptan cho bénh nhén c6 tién sir tai bién mach m4u nfo (CVA) hoic
con thiéu mau nio thoang qua (TIA).
- Chéng chi dinh sir dung sumatriptan & bénh nhén ting huyét 4p khong kiém soat dugec.
- Sumatriptan khong dugce dung cho bénh nhén suy gan ning.
- Chéng chi dinh sir dung dbng thoi cling ergotamine ho#ic cac din xuét clia ergotamine (ké ca
methysergide) (xem phan Twong téc, twong ky thude).
- Chéng chi dinh dung ddng thai véi thude e ché monoamine oxidase (MAOIs). Khéng dugc
sir dung thude trong vong 2 tuin ké tir khi ngimg diéu trj véi MAOL

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Sumatriptan chi nén dugc sir dung khi ¢6 chén doan 16 rang vé chimg dau nira dau.
Sumatriptan khéng dugc chi dinh dé sur dung trong diéu tri chung dau nira diu 1iét nira ngudi,
dau nira dau day so va dau nira dau liét mat.

Trudce khi d‘iéu tri bing sumatriptan, nén cén than dé loai trir c4c tinh trang than kinh nghiém
trong c6 the xay ra. (vi du: CVA, TIA) néu bénh nhén cé céc tri€u ching khong dién hinh
hodc néu ho chua nhan dugc chan doan thich hop dé sir dung sumatriptan.

Sau khi sir dyng, sumatriptan c6 thé lién quan dén céc trigu chimg thoéng qua bao gém dau
ngue va tire ngue, 6 thé dir dai va lién quan dén ¢ hong. Khi cac triéu chimg nhur vy dugc
cho 14 d4u hiéu ctia THD nén thuc hién céc danh gia thich hop.

Sl‘.Lmatriplan khong n_én L}ilng cho bénh nhan chwa méic bénh tim ma khéng c¢6 danh gia trude
ve bénh tim mach tiém an. Benh nhén nay bao gbm phu nfr sau man kinh, nam giéi trén 40
tudi va bénh nhan c6 céc yéu t6 nguy co méc bénh mach vanh. Tuy nhién, nhung danh gla
nay co thé khong xdc dinh duge moi bénh nhin bi bénh tim va trong mot s6 truomg hop rat
hiém, céc bién cb tim nghiém trong d3 xay ra & nhimg bénh nhin khéng c6 nguy co bi bénh
tim mach.

Sumatnptan nén duge sir dung thén trong cho nhing bénh nhan bj ting huyét ap duge kiém
soat vi huyét dp va sirc can mach ngoai vi ting thoang qua dé dwgc quan sét thiy & mot ty 18
nho bénh nhan.

Khong khuyén céo sir dung ddng thoi bt ky chat chi van triptan/5-HT1 nao véi sumatriptan.
Str dung thén trong sumatriptan cho bénh nhén ¢ cac tinh trang ¢6 thé anh huéng déng ké
dén hap thu, chuyén hoa hoiic bai tiét cta thude, vi du: suy giam chic nang gan hogc than.
Thén trong st dung sumatriptan cho bénh nhén c6 tién s co gidt hodc cac yéu td nguy co
khéc lam giam nguﬁrng co giat.

Bénh nhan qua min véi sulphonamid co thé bidu hien phan {mg di img sau khi diung
sumatriptan. Céac phan g c6 thé tir qué min cam da dén phan img phan vé. Bang chimg vé
@ nhay chéo con han ché, tuy nhién, nén than trong trude khi sit dyng sumatriptan cho nhimng
bénh nhan nay.
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Hwéng dén st dung thuéc

Lam dung céc phuong phap diéu trj dau d4u cép tinh c6 llen quan dén lam trém trong thém
con dau dau (dau ddu lam dung thubc, MOH) & bénh nhin méin cam. Co thé can dimg diéu tri.

* Ta duoc:

Bénh nhan bj réi loan di truyén hiém gip nhu khong dung nap galactose, thiéu hut lactase
hoan toan hozic kém hép thu glucose- galactose khong nén ding thudc nay vi thubc co chira
lactose.

SU DUNG THUOC O PHU NU' CO THAI VA CHO CON BU:

St dung thudc & phu nit cé thai

Cén than trong bing cach can nhéc giita loi ich mong doi cho ngudi me so véi nguy co c6 thé
xay ra cho thai nhi.

Mic du khong ¢6 di thdng tin dé dua ra két luan chic chén, nhung két qua nghién ciru da
khéng phat hién ra sy tang tan sudt di tat bAm sinh ciing nhu khéng ¢6 md hinh dj tit bdm sinh
nhét quan & phu nit sit dyng sumatriptan so véi so véi ngudi binh thuong,

Sit dung thube & phu ni¥ cho con bii

Thuf)c da duoc chimg minh rﬂng sau khi tiém dudi da dugc bai tiét vao sira me. Co6 thé giam
thidu tiép xtic voi tré so sinh béng cach tranh cho tré ba trong 12 gidr sau khi didu tri.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Khéng c6 nghién ciru ndo vé& anh huéng dén kha nang 1i xe va sir dung may méc dé duge
thuc hién. Budn ngi ¢é thé xdy ra do chimg dau ntra dau hodc do diéu tri bing sumatriptan.
Diéu nay c6 thé anh huéng dén kha ning l4i xe va vin hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Khéng co bing chimng v& tirong téc véi propanolol, flunarizine, pizotifen hogc rugu.

Céc phan g co thit mach kéo dai da dugc bédo cdo voi ergotamine. Vi nhiing tac dung nay
¢ thé 1a phy, can dung thudc sau 24 gi¢ bat ky thude c6 chira ergotamine nao. Nguoc lai,
khong nén ding thude cé chita ergotamine trude 6 gid sau khi sir dung sumatriptan.

Tuong téc ¢6 thé xay ra gitta sumatriptan va MAOIs va chong chi dinh diing dong théi.

TAC DUNG KHONG MONG MUON:
Téac dung khéng mong mubn duoc liét ké dudi diy theo hé co quan va tan suét.
Tan suét dugc dinh nghia la: rat thuong gip (> 1/10), thucmg gip (> 1/100, <1/10), it gap =

1/1000, < 1/100), hiém gap (> 1/10.000, < 1/1.000), rat hiém (< 1/10.000) va khéng xéc dinh
(khdng thé wéc tinh tir dit liéu c6 sn).

Mot sb triéu chimg duge béo cdo 1a tac dung khong mong mudn c6 thé 14 céc triéu chimg lién
quan cua chimg dau nira dau.

H¢ co quan T#c dung khéng mong mudn
Réi loan hé mién dich
Khéng xac dinh Céc phan {mg qua man khéc nhau, tir phan Gng trén da

(nhur ndi may day) dén phan vé.

R&i loan hé thin kinh
Thudng gap Chéng mat, budn ng, ri loan cam giac bao gdm loan
cam va giam cam giac.
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Hwéng dén sir dung thuéc

Co giat, mic du mot sd dd xay ra & bénh nhén c6 tién sir
dong kinh hodc cac tinh trang dong thoi ¢6 khuynh

Khong xéac dinh
hudng dong kinh. Ciing cé nhimg bdo cdo & nhitng bénh
nhan khéng cé cac yéu t6 khuynh hudng rd rang; Run,
loan truong luc co, rung gidt nhan clu, u Xo cing.

R6i loan thi gic

Khéng xéc dinh Chép mét nhin déi, giam thi lyc. Mt thi lyc bao gdbm

béo céo vé cac khuyct tat vinh vién. Tuy nhién, rdi loan
thi gidc ciing c6 thé xay ra trong chinh con dau nira dau.

Réi loan tim
Khong xéc dinh

Nhip tim chdm, nhip tim nhanh, hdi hop, rdi loan nhip
tim, thay d6i ECG thiéu mau cue bd thoang qua, co that
mach vanh, dau that ngue, nhdi méu co tim.

R6i loan mach

Thuong gip Tang huyét ap thodng qua phat sinh ngay sau khi diéu
tri. P4 bimg.
Khong xéc dinh Ha huyét 4p, hién trong Raynaud.

Roi loan hé hip, 16ng ngwe
va trung that
Thuong gép

Kho the

R6i loan tiéu héa

Thuodng gip Budn ndn va ndn xdy ra & mdt s bénh nhan nhung
Kkhong rd liéu diéu nay cé lién quan dén sumatriptan hay
tinh trang co ban hay khong.

Khéng x4c dinh Tiéu chay, Viém rudt két do thiéu mau cuc bd.

Réi loan co xwong khép va
mo dwdi da

Thuong gap Cam gidc nang né (thudmg thodng qua va c6 thé dir doi
va cé‘thé anh huodng Qén bat ky bd phan nao cia co thé
bao gom ca ngue va cd hong), Pau co.

Khéng xac dinh Cing cd, dau khép.

Rdi loan toan thén va tai chd
Thuong gap

Pau, cam giac nong hodc lanh, dp luc hodc thit chat
(nhimg hi¢n tugng nay thuong thodng qua va c6 thé dir
doi va co the anh hudng den bét ky bd phén nao cua co
thé bao gdm ca nguc va cd hong); cam giac yeu mét
moi (ca hai tdc dyng khdng mong mudn hiu hét & muc
d6 nhe dn trung binh va thodng qua).

Cac xét nghiém
Rét hiém gap

Pbi khi quan sét thiy nhing bat thuémg nhé trong céc
x¢t nghiém chirc néng gan.

Réi loan tAim théin
Khong xéc dinh

Lo ling
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Hwéng dan st dung thuéc

Roi loan da va md dwéi da
Khong xac dinh Tang tiét md hoi
Thong bdo ngay cho bic sy hogc dwgc sy nhitng phan dng cé hgi gdp phai khi sir dung
thuoc

QUA LIEU VA CACH XU TRi:

Tri¢u chirng

Liéu 1én dén 100 mg udng khéng lién quan dén c4c tac dung phu ngoai nhiing tac dung di dé
cap.

Cdch xir tri

Néu Xxay ra qud lidu, bénh nhan phai duoc theo dbi it nhit 10 gio va ap dung diéu trj hd trg
tiéu chuén theo yéu cau.

Chua biét 15 thim tach méau hodc thdm phan phic mac c6 4anh huéng gi dén nbng do
sumatriptan trong huyét tuong.

DAC TINH DUQC LUC HQC:

Nhém dwge ly: Thube giam dau, Céc thube chéng dau nira ddu, Thubc chi véan chon loc thy
thé 5-HT1

Ma ATC: N02CCO01

Co ché tac dung

Sumatriptan da dugc chirng minh 13 mdt chét chit vn chon loc thu thé 5- hyclroxytryptamme-
1- (5-HTip) & mach mau ma khéng c¢é tic dyng trén cac phéan nhom thu thé 5-HT (5-HT2-7)

khéc. Thu thé 5-HTp trong mach méu duge tim thdy chu yéu trong cac mach mau sg va lam
trung gian co mach.

Tac dung duoe lv

Thu thé SHTp trong mach mau duge tim thay chu yéu trong cac mach mdu sQ va cd tac dung
co mach. Trén cdc thi nghiém & dong vét, ngudi ta da chimg minh ring sumatriptan gy ra sy
co mach cua céc tiéu dong mach va cac 18 ndi dong mach cua giudng mach canh. Lop mach
ndy cung cép mau cho cac md ngoai so va ndi so, chéng han nhu mang ndo. Ngudi ta cho
ring sy giin n& clia cdc mach méu nay va sy hinh thanh phit né & day 1a nguyén nhén co ban
gdy ra con dau nua dau & ngudi. Ciing ¢6 bang chimg tir céc thi nghiém trén dong vét cho
thdy sumatriptan irc ché hoat dong cua day than kinh sinh ba Ca hai tac dung (co mach so va
{tc ché hoat dong cua déy than kinh sinh ba) ¢6 thé g6p phin vao tac dung chdng dau nira dau
cua sumatriptan & nguoi.

Sumatriptan ¢ hiéu qua trong diéu tri cap tinh cac con dau nira dau xdy ra trong théi ky kinh
nguyét & phu nif, tire 12 trong khoang thoi gian tir 3 ngay trude dén 5 ngay sau khi bat dau
hanh kinh.

PAC TINH DUQC DONG HQC:
Hép thu

Sau liéu 100 mg, ndng d6 t6i da trung binh trong huyét turong 1a 54 nanogam/mL. Sinh kha
dung tuyét d6i dudmg uong trung binh 1a 14% mét phin do chuyén héa trude khi dén co quan
dich va m¢t phén do hép thu khong hoan toan.

Phin bd
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Hwéng déan siv dung thudc

Lién két v6i protein huyét twong thip (14 dén 21%); tong thé tich phén bd trung binh la 170
lit.

Chuyén héa

Chét chuyéq hoéa chinh, chit twong t acid acetic indole cua sumatriptan chu yéu dugc bai tiét
qua nudce tieu dudi dang acid tu do va chat lién hop glucuronide. Thuoe khong ¢ hoat dong
5-HT; hodc 5-HT:2 duge biét dén. Chat chuyén hoa it chua dugce xac dinh.

Thai trir

Thoi gian ban thai khoang hai gir. D§ thanh thai toan phin trong huyét twong trung binh la
khoang 1160 mL/phut va do thanh thai trung binh trong huyét tuong & thén 1a khoang 260
mL/phut.

D6 thanh thai ngoai thén chiém khoang 80% tong d6 thanh thai. Sumatriptan duoc loai bo chu
yéu béi qua trinh chuyén hdéa oxy hoa qua trung gian ciia monoamine oxidase A.
QUY CACH PONG GOI: Hop 1 vi x 4 vién

PIEU KIEN BAO QUAN: Bao quan & nhiét do dugi 30°C

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét
Khong ding thudc qud han ding ciia thude

TIEU CHUAN CHAT LUQNG CUA THUOC: USP

TEN VA BIA CHI CO SO SAN XUAT:
SIAM BHEASACH CO., LTD.

123 Soi Chokechairuammitr, Vibhavadi-Rangsit Road, Chomphon, Chatuchak, Bangkok
10900 and 9 Soi Chokechairvammitr 3, Vibhavadi-Rangsit Road, Dindang, Dindang,
Bangkok 10400, Thailand/Thai Lan.
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