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MIGRANOL

Sumatriptan 50 mg

Thanh phﬁn: Mdi vién nén bao duiing MIGRANOL chita 50mg Sumatriptan & dang mudi succinate va cdc td ducc: Sucrose, Triethyl
citrate, Titanium dioxide, Sip Carnauba, Colloidal silicone Dioxide, Lactose monohydrate, Microcrystalline Cellulose PH 102, Sodium
starch plycolate, Tale, Magnesium stearate

Duge dong hoc:

Cidc thing 50 duge dong hoe cha thudc ditng duiing udng dude liét ké dudi bing sau. Sumatriptan succinate hip thu nhanh sau khi udng.
Sinh khd dung dudng wdng cda thudc thip trude hét do chuyén hod ciia thudc (qua gan va tién hé thdng) vi mdt phin do thudc hap thu
khang hodn todn, Hap thu qua dudng udng cia thudc khong bi dnh hudng bdi con dau nita ddu hay thitc dn. Sif sai khdc trong bdn thin
titng bénh nhin vi giita cdc bénh nhin dd dude ghi nhin trén cic diF liéu 1am sang 6 duge.

Bing 16ng hap ké1 qua cdc théng s6' dige ding hoc

Théng sé° K&t qua diing duding udng

Sinh khi dung 14% -

Néng 48 dinh trong méu (Cp,) (np/mL) Li&u 100 mg: 50 - 60 (ng/mL) 201 g
Liéu 25 mg: I8 ng/mL //{’( (é/

Thdi gian dat C.... Lidu 100mg: 0,5 = 5 gitl (%) =

Théti gian bdn thdi ) 2 giti (1,9 - 2.2 gitn) il

Ty |& gin két vdi protein 14-21 %

Thé tich phiin bd 170 L

Thanh thdi huy€t thanh toin phin 1160 mL/phiit

Thanh thdi thin 260 mL/phit

(*): Tie 70 - 80% néng do dink thu ducse trong vong 30 - 45phiit sau khi udng.

CAr nghin citu in vitro trén vi lap th€ ching minh riing sumatriptan succinate chuyén hod qua MAO, chd y&u 13 isoenzyme A. Khi tigh
hinh nghién ctfu trén mét 5§ it bénh nhin cho thiy, cic thudc e ché MAO lam gidm thii trif cla sumatriptan succinate din tdi ting nguy
cd ngfi dbc todn thin,

Thanh thidi ngoai thin cia sumatriptan succinate chidm khodng $09% tdng thanh thii ciu thudc. Chit chuyén hod chinh clia sumatriptan
succinate 13 indole acetic acid duge thai trif chid y&u qua nude tidu § dang acid t do (35%) va lién hop glucuronide (11%). Chit chuyén
hod nay khiing ¢6 hoat tinh. Cdc chit chuyén hod thit y&€u chifa dinh danh dude,

Cic thing s0 dude dong hoc cia thudc khdng khéc nhav piTa ngudi gia va ngudi tré khoé manh (dudi 65 i)

Puge luc hoe:

Sumatriptan succinate dudc chitng minh ¢ tdc dung gidm con dau nita ddu, Sumatriptan succinate 13 chat chd vdn clia thy the 5-HT,;, &
mach miu va ¢é 4i lc y&u vdi thy the 5-HT,, va gin nhukhong ¢6 tde dung trén cdc thu the 5-HT,, 5-HT;, 5-HT,, 5-HTs, hay 5-HT; va
al-, a2 va f-adrenergic, dopamine, dopamines, muscarinic hodic benzodiazepine.

Tidc dung didu tri cda thude néi chung 1 do tdc déng chid vin thy thé 5-HT3/5-HT . Hién tdn tai hai Iy thuy&t gidi thich co ch€ tic dung
oo thuéie chi vin § 1T, trong didu tri dau m¥s ddu. Mt cho ring cdc tude sy Loat hod thy W 5-11T) 3 udi mach idu, baw gdaca cbe
thy thé @ chd ndi tinh mach va déng mach, 1am cho mach mdu co lai v gidm cdn dau nifa dau. MOL gid thuy&t kLde thi dho sdug, vide
kich thich cic thu thé 5-HT, & cdc md quanh mach méu cla day thin kinh sinh ba din tdi e ché sur pidi phéng cdc peptide ndi sinh (nhy
endorphin hay enkephalin). Céc gid thuy&t nay hién viin tén tai song song,

Cic k&t qud thi¥ nghiém trén ddng vit cho thily sumalriptan succinate hoat hod thy thé 5-HT| & cdc mit thdn kinh ngoai vi cdia day thin
kinh sinh ba, diy thin kinh d&n chuyén tin hi¢u thin kinh t3i cdc mach mau & so ndo. K&t qud 1am dc ché gidi phéng cdc peptide ndi sinh.
Ceic dnh hudng trén hé tim mach:

Cic nghién cltu in virro trén déng mach vanh duge ¢b ldp cho rling tic dung co mach chi y&€u ciia 5-HT 12 do thu thé 5-HT.. Tuy nhién,
thu thé 5-HT, & mét mifc d6 nio diy, ciing tham gia vao phin g co mach. Su ting nhe (1di 20 mmHg) vi xay ra nhanh (trong vai phiit)
huy&t 4p tdm thu vi tim trong d4 xdy ra sau khi tiém tinh mach tdi liéu 64 pgfkg (3.2 mg/énh nhidn 50 kg) cho ngudi khoé manh.
Nhifng thay d3i nay khong phu thude lidu ddng va trd lai gid tri théng thuting trong 10 tdi 15 phiit, Tuy nhién, khi uéng liéu 200mg hoic
diing dang thudc xjt miii 40 mg, huy€t dp tang it hon va thii gian xdy ra con ting huy€t dp kéo dai hon khi ding dudng tiém nh mach
hoidc dudi da.

Chi dinh: MIGRANOL duge ding d€ diéu tri cdn cip ca bénh dau nira ddu c6 hotic khong c6 ddu ]_11& buoﬁﬂ%gm%on%
ding trong di€u tri bénh dau nia ddu do bj bén thin bat toai, dau lién quan tdi mach nén (trigu t'hliug?oéo trirdc xu@@ﬁ@

-1 11 Royalmount £ ‘\‘-nm‘# “0
111 Re ‘a*‘l a
111 1ROya H ,1-?qu nada

Lui™H

Y

1 sk



https://trungtamthuoc.com/

hoic tif hai thuy cham), dau do lit ¢d mdt, Tinh an todn va hidu qud khi ditng sumatriptan cho bénh nhan bi dau diu khu tri - mét dang
dau ddu thudng gip & ngudi gid va chi y&u & nam vén chura dude xde lap.

Liéu lugng va cdch ding:

Ligu thip nhdl ¢6 tdc dung & nguisi [n 13 25 mg (142 vién nén MIGRANOL). Lidu 167 da khuy€n cdo 13 100 mg (2 vién). Lidu di wu 13
don lidu 50 mg (| vién/ldn). Tuy nhién, Wy thude vao nhu cdu vi ddp tng cda tirng bénh nhin thi lidu niy cé thé 18n 1di 100 my,

Néu dau nira ddu i phdt hodc bénh nhin chi ddp ing mat phin vei liéu khdi diu cha thudc thi ¢6 thé cho bénh nhin udng thém liéu nita
sau 2 gitd nhung khdng dinde divnp quid 200 mg (4 vign) trong vong 24 gid.

NEu bénh nhin Khidng dip Gy v ligu ban ddu bling vign nén MIGRANOL, khong nen uong néu k& uép o gidm dau cho ciing cdn dau
16 do ¢6 thé thudic khéng ddp tng trén 1am sang. Thude ¢6 thé duge ding diéu tri cdc con dau nita ddu tiép theo.

Khi uGng, khéng dudc nhai, nghién hodc bé vién thude mi phii ufng todn b vai mdt coe nude.

Dang thudc cho bénh nhan bi suy gidm chitc ndng gan: Vi bénh nhin bi suy gidm chitc ning gan mifc d6 nhe hodc trung binh, nbng dd
thuGc trong mdu ting gip ddi so vdi nguii binh thudng khod manh. Do viy, chi nén cho bénh nhin nay vdng lidu ddn | vién. Khong ding
thudic cho bénh nhin bi suy gidm chifc ning gan ning.
Chéng chi dinh:

MIGRANOL ching chi dinh & bénh nhéin c6 tién s, triéu ching hodc ddu higu cda hii chifng thi€u mdu cuc bd cd tim, mach nio hodc
mach ngoai vi: bénh van tim hoiic loan nhip (dic bigt I3 nhip nhanh). C4c bénh nhin bi cdc bénh tim mach khdc (nhy viTa xd déing mach,
bénh tim bim sinh) eling khong duge ding MIGRANOL. Cic hdi chitng thi€s mdu cue b cd tim bao gdim, nhung khéng gidi han, cde
dang dau thilt ngye (nhif dau thit nguc & trang thdi n dinh va ¢dc cn dav thit ngue do co mach nhy trong dau thit npue kidu Prinzmetal),
tit cd cic truting hop bi nhdi mdu o tim va thi€v méu cuc bé cd tim khing <6 bidu hién.

Cic hdi chitng vé mach ndo bao gdm, nhung khong gidi han & tdl ed cdc dang dot quj cling nhu ¢dc cun thi€u mdu cuc b thodng qua
{TIAs).

Bénh vé mach ngoai vi bao gbm cdc truding hop sau nhung khisng han ché trong cde trudng hop dé: thigu mdu cue bd & rudt hode hdi
chifng Raynaud's.

Thudc ¢4 thé gay ting huyét 4p nén chdng chi dinh diing trong truting hdp bénh nhin bi ting huy€t dp khéng ki€m sodt dudc hodc ting
huy€t 4p ning.

Khéong diing ddng thiti sumatriptan vdi thudc tte ché MAO hode trong vong 2 tudn tir khi nging diéu tri biing thudc nay,

Cic thudc ¢6 chira alcaloid nim cifa ga pdy ra cdc phan ¥ng co mach kéo dai. Do sumatriptan ciing gdy ra hién tudng co mach vinh nén
nién divng ddng thifi cde thude nay ¢6 thé giy tang tic dung co mach. Vi viy, ching chi dinh diing MIGRANOL trong ving 24 gits trudc
va sau khi diing cdc thudc chd vin 5-HT| khdc hodc cde thude chifa ergotamine vi diin chil (nhy dihydroergotamine, methysergide).
Khdng ding MIGRANOL cho b&nh nhin bi suy chife ning gan ning.

MIGRANOL chi'ng chi dinh & bénh nhéin bi dau nifa ddu do bdn thin bt toai, dau lién guan tdi mach nén (tridu chifng bdo tnfdc xnat
phdt tif cudng ndo hodc tir hai thuy triim), hodc dau do liét cd mit.

Khdng ding thude cho bénh nhin min cim vdi thude va cdc thanh phin cia thude.

Téc dung phu: Cdc dnh hudng ndng tdi tim, mdt & ca i vong di xdy ra khi diéu trj biing thufic chd vin 5-HT,. Cdc tdc dung khong
mong mudn nay rat it khi xdy ra va hdu het cac tnfdng hap gap phdr déu cé yéu 16 nguy eo mic bénh CAD. Céc ca duge ghi nhin bao
gdm co thit mach vinh, thi€u mdu cuc b od tim nhe, nhdi mau od tim, nhip nhanh that va rung that,

Phdn ing phu diic triung do thudc chi vdn 5-HTgdy ra: Cing nhu i vdi cdc thudc chi van 5-HT, khde, sumatriptan sucaunate giy ra
cdm gide nang né, tic hay dau 6 thé pip & ngue, hong, of, ham va tlay va ching cé thé ting ning.

Hia cdo cdc phin dng phic cap trong nghién ciiu diéu 1rf dau nita diu bing sumatriptan ed d6i chiing placea vai 1 1§ mde > 19 Riéu hifin
(*) O ngue, Bigu hign & cb/ed hong/him, Bidu hién 0 tay, Nhip nhanh; Théan kinh: Bifu hién ¢ ddu/mit, Hoa mit, Pau ddu, Chéng mat,
Budn ngd, Run; Hé tidu hod: Budn ndn, Ting tiét nudc bot, Non, Cdm pidc khé chiu v dau bung, Tiéu chdy; Hé cd xuwong: Dau cd
xung, Pau cu, Teo va méi cd; Tai - Miii - Hong: Nhiém khudn, Ddu hiéu va tridu ching & mii, Dau hi¢u va triéu ching ¢ hong va
amygdal; Hé ho hap: Nhidm virus; Cdc truiing hep khde: Bidu hign & chi, Biéu hién & cde vi tri khong cu thé trén cd the, Khé chiv/mét
moi, Ra nhiéu md hai

{*Cum tiv "bidu hign" buo pdm cdc trigu chimg phu nlue daw, khd chii, stress, ngng né, s co thdt, cdm gide ndng, df e, 12 bi, va bidu hign lg khic)

Néi chung, sumatriptan succinate dung nap t8t. Hiu hét cdc phin tng phy thidng nhe va khdi trong vong 2 gits sau khi uiing thude. Dai
KOl g p e 1éf Tosn xda nghlém chite nang pan nhe. Mot 86 1t trtong hdp benh nhan rol loan thy e nhit by hoa mat v nhin dtr khi didu tn
bing sumatriptan succinate. Mot viii ca bi chitng gifit ciu mil, am diém, va gidm thi Iye. Rat it trudng hop bi mat thi lyc. Tuy nhién, cdc
réii Iogn thi life o6 thé pap khi hi eotn dan nita ddn

Thiin trong: Chi ding MIGRANOL diéu trj dau nida déiu khi cdc chdn dodn xde dinh chinh xde binh,

Chi nén chi dinh ding sumatriptan & cde cd sd y (€ ducse trang bi ddy dii vé mdy méc v vdi nhén vién ¢6 dd khd ndng cho cde bénh nhin
¢t cde yEU 8 nguy cd hudng chin dodn tdi bénh CAD khi d3 dugc ddnh gis mdt cdch ddy dd vé bénh tim mach. Do bénh thi€u méu cuc
b6 cd tim ¢6 the xdy ra khéng c6 cde ddu hidu lim sing nén cdn phdi thuing xuyeén ki€m tra dién tim dé cla bénh nhén ¢6 cde yéu 1o
nguy cd ngay sau khi ding thude 14n ddu tién. Tuy nhién, bénh nhin khdng bj cdc dnh hudng 1di tim mach khi ding thude khi bt ddu
diéu tri khong c6 nghia li s& khing bi mie tac dung phu nay trong cdc ldn ding thude Liép theo.

Cén lvu § vdi bénh nhin ring c6 thé bi budn ngd khi diéu tri bing sumatriptan. Can khuyén b&nh nhiin khéng nén thue hién cdc thao
tdc/hoat dong cin sy tinh tdo (nhu 141 xe hay van hinh mdy méc) khi udng thude.

Bénh nhin bi bénh gan/mét/av: Anh hudng cia suy gidm chifc ning gan (6i an toan va higu qui khi diing thudc chua duge dénh gid, ty
nhién, cdc dif Iiéu duge ddng hoc cia sumalriplan & cdc bénh nhin bi suy gidm chifc ning gan mic dd trung binh cho thay, sau khi ulin
an voi licu 25
my cho ngud bi Suy gidm chifc ning pan. Dau ddw & trid: Hién chura ¢6 thong tin tliu Gé ng vc tinh annﬁ,:ﬁ ]rm]i dimb
sumalriplan cho ngudti bénh bi dau ddu khu trd, bénh thubing gip & ngudfi gid va chl y&u B nam E}}.{ Do % chura %?élﬁ

don ddy di thod ddng cho cdc 81 Wigng nay. 0
g 11
. ouni Avenue #
GLLLR Y‘Lm‘. 14D 2T4 Canada

o i

L Lo

Vot C



https://trungtamthuoc.com/

Cin luu ¥ loai if cdc nguyén nhan tiém dn gy dau diy thin kinh ndng tsde khi dide tri dau ddu biing sumatriptan ma cdc bénh nhin
nay tntde dily chita ditge chin dodn bi dau nira ddu hodc bi dau ddu khong dic trung. DA c6 mat 5§ it bdo cdo dung thudc chii vin SHT,
diéu tri dau ddu nang md sau d6 duge xde dinh 13 dau ¢ lign quan t8i t8n thuung diy thin kinh. Déi vai cdc bénh nhin mdi chin dodn
dau nifa diu holic bénh nhin cé cdc cdn dau khéng dic trung, ¢in chin dodn lai trong truiing hap bénh khing gidm khi ddng sumatriplan
lin ddu.

Béing ku:.’r Cin thin trong khi diing sumatriptan cho bénh nhin bi tién sif co gidt hodc bi cde t6n thitdng ciu tric ndo din 18i d& bi co gidt.
Thiin: Anh hudng eiia chite niing thin tdi tinh un todn va hidu qud clia sumatriptan sneeinate vin chua duge dinh gid, do viiy khidng nin
|I|1nL rhllm rhn f‘ﬁr‘ br"nh nhnn bi sy giim chife ni ng Ihﬁn

nguy hiém i tinh mang hogc 5‘1)' 1 vong. Noi ::hum> ph.m ung qui min vdi thude d:. xdyra dcic b¢nh nhan vdi ticn sit b; nhay cim vt
nhiu di nguyén. Do c6 thé xdy ra phin tng di itng chéo nén khong nén diing sumatriptan cho cdc bénh nhdn o tidn st dj fng vdi cdc
thudic chii vin 5-HT, ¢6 cdu tric hod hoc wong e nhau, Ve 4
Thifi k¥ many thai vi cho con bi: & (L(
Phy nit ¢6 thai: Trong ede nghién ctu dnh hiking cia sumatriptan ditng dufing udng t6i sinh sdn clia thd cho thi'y gia ting cic tning hgp —
phii tha bi bién dung mach miu & ¢6 va ngwe. Cde rudng hup niy chi thiy khi cho thé uGng liéue cao nhit ma 0 mie lidu ndy thd me bi
sttt céin va huy@ldp th ting hon 50 ldn & npuin khi udng lidu didu tri. Anh hu@ng ciia thudc trong triding hefp niiy viin chua xéde dinh chic
chiin nhung khiing thé loai trit. Do vdy, khéng nén ding sumatriptan succinate cho phy n mang thai.

Diing thudc cho phu nit cho con bid: Sumatriptan succinate bai L€l ducgc gua sifa me, do vdy cdn thin trong diing thude cho phy ni cho con
bi. Tranh cho con bii trong thifi gian 24 gid sau khi udng sumatriptan succinate d€ gidm 18i da anh hudng 14i g,

Tuong tdc thude: Cic nghién cifu duge ding hoc lidu ddn clia iwdng tic thude vin chua ¢ di bliing chitng ching lam sdng to tudng tic
cila sumatriptan vdi propranolol, flunarizine, pizotifen hay rgu. Nghign ciu twong tic thude da lidu viin chua dude tidn hinh.

Cde thude ehita alcaloid ndm cita gé: Cde thufe ndy duic ghi nhidn Ji kéo ddi théi gian cla phdn @ng co mach. Theo |9 thuyél, cic phin
Ing ndy 13 hiép ddng cong nén khing duge ditng thudc chita alcaloid ndm cifa gd hodc cde thudic nfdng nf (nh dihydroergotamine hay
methylsergide) trong vong 24 gidf trrde v sau khi dung sumatriptan, Thude de ché MAO: Trong cdc nghién cidu trén mat s& it bénh nhin,
cde thufic e ché MAO lim gidm thanh thdi cla sumatriptan succinate nén lam ting ddng k€ nguy cd giy ngd ddc win thin Do viy,
chdng chi dinh diing sumarriptan succinate cho bénh nhin dang dung thudce e ché MAO. Cde thudc serotonersic khde: Mot s@ it bio cio
hiu marketing ghi nhin trudng hip bénh nhan bi mét mdi, tang phin xu, vi mat phai hap khi ding ddng thisi thudc ve ché chon loc thu
hi serotonin (SSRI) vi thude chi van 5-HT),. Néu viéc dung déng thdli sumatriptan vdi thudc SSRI (nhu fluosetine, fluvoxamine,
paroxetine hay sertraline), thudc chang trim cdm 3 vdng hay mat thude serotogenic khic 13 cin thi€t trén 1im sing thi ¢in phii dinh gid
mpuy co mde phdn unyg co bz eap va trudng didn, Cde thude chi vdn 5-HT, khdac: Hién vin chua dinh gid viéc ding déng thisi
sumatriptan va thudc chiil van 5-HT, khic trong didu tri dau nita ddu. Vi nguy ed giy co mach viinh ting i didu ¢6 thé xdy ra trén lim
sang néu ding déng thifi cdc thudc ¢hl vin 5-HT, nén khang dude ding ddng thdi mét thuic trong nhém nay trong vong 24 pid trude vi
sau khi ddng mdt thude khidc ciing nham.

Quia lidu: Mot 6 truding hdp ghi nhian qud liéu sumatriptan succinate. Cdc tde dung phu clia thude ligt ké & trén khéng xudl hién néu
bénh nhin ding lidu tdi 400 mg duling udng, NEu béul whin Jing yud lidu sunalriptan sucelnate ¢dn kigm sodt v didu tr bi trd cho
bénh nhiin. Cdc phuong phip gidi ddc hién chua bidt dén.

Thim tich miu hodc phic mac ¢€ gidm ndng dd thudc trong mdu hién chua duge xdc dinh.

Trinh bay: Chai HDPE, 30 vién/chai, vi 6 vién. /

Bdo quan: Nhict dd 4YC - 30YC.

Han ding: 24 thdng k& 1l ngiy sdn xuit

Tiéu chuin dp dung: TCCS

Lwrug: - ThuBz ndy chiding theo don cla thiy thudc.
- D& xa tAm tay cha tré em
- Poc k¥ huéng din sif dung tride khi diing. N&u cin théng lin xin hdi § kién cda Bdc ST,
- Thang bio cho bic sTnhifng tdc dyng khdng mong mudn gap phai khi sif dung thube.

Noi sdn xudt: CONG TY PHARMASCIENCE

6111 Royalmount Ave., Suite 100
Montreal (Quebec) Canada H4P 2T »
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