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Cadi thién céac triéu ching tdng truong lyc cd

Rx Thudc bén theo don

Myona

&’ 50 mg vién nén bao dusng

(Crié phdm Eperison hydroclorid)

MYONAL cb thc dyng gilin o vn v gilin mach, do the 8dng clia thube trdn hd thdn kinh
trung uong vh €d tran mach mau. MYONAL ai duge chdng minh trong vide chi thijn cdc
tridus chilng khic nhau bén quan dn sy tng tnidng Iye ca, nhd L ddng ciit At ving
xodnbgnh iy cda sy cothitcovan.

MYONAL tdc gdng chi yéu vao mac tiy s8ng, lim gidm cac phdn xg thy va tpo ra sy gin
©d viln do lim gilm sy nhay chm cla thol co théng qua hi thdng ly tAm gamma. Thém
viio 84, e dhng gllin mpch cla thude 1am gia thng tuln hodn. Do 46, MYONAL, bling
méit rifu quil da dang, et din ving xolin binh I clia sy co thill co van (md trong 66
sy co co diin d8n 181 logn dbng mau gy ra finh trang thifu mau cye bb, thim thng chit din
truydn thiln ldnh cha kich thich dau, tir 46 clng gia ting tinh trang thing trudng lye ca).
MYONAL di duge chiding minh & mi!t thulic cd higu qui vl mit lam sdng trong vide cli
thign cic trigu ching ting truong lye ca nhu cling khdp vai, dau ving o, nhdc ddu doco
g, chodng ving. dau lung vi co cdng ca cée ehl trong cde binh I nla iy, hdi ching 8,
vibm quanh khdp val hay dau thilt lung.

Thanh phéin

Viin nén MYONAL mi triing boc duding, mbivibn chia 50 mg Eperison hydroc lond,
Danh séch té duge

Carmeliose, hydroxypropylceliulose, caici stearat, cellulose vi tinh th, tinh Bt ngd,
pullulan, macrogol 6000, cald carbonat kit tia, take, titan cuid, povidon, silicon diaxid
hydrat, shellac trdng, ackd steanc, sdp camauba, Sucross.,

Chidgjnh

1. CAl thign cée tridu ching thng trucng e cd trong céc binh Iy sau:
HOI chiing 681 séng o8, vim quanh khdp vai va dau thitlung,

2. Lijt edng trong céc bjnh iy sau:
Banh i mach mau nlo, 141 cling do ty, thokl hda a8t s8ng of, di chiing sau philu
thult (bao gém cb u nllo Wy), di ching sau chiin thuong {chiin thuong Wy, chiln
thudng 50 nlo), xo cdng et ban 160 £, bai Ndo, hodl hda nio tiy, bYnh iy mach miu
iy ik cic bdnh Iy nllo ty khiic.

Chéng chidinh
B4nhnhan cd tién sd qua minvoi Eperison hydroclonid,

Lifulugng vh edch dliing

Lifu thdng thudng 8T vai nguii kon 1A 3 vidn/nghy (150 mg Eperison hydroclorid),
chia lam 3 tin uéng sau mbibla An. Lifu niin duge diu chinh tly theo tudi bdnh nhin v
mic 8 trim trong cda che triu ching,

Thintrong

1 Thikn trnnn rhimn

4, Sirdyng chophy nd b thal hay cho con bl

(1) B¢ antodn cla thuse trong sult qua trinh mang thal chuta uge bl o, Chi sl
mmseemmummmmmnwmmmmmnwwuﬁm
1dn hon so voi bt ki cde nguy co nbo cé thi xdy ra.
{2) MYONAL khong duge khuydn ding & nhlng phy nd dang cho con bd. Ndu cén
thidit phii ding thudc, bnh nhinnén ngung chocon bd,

5. SUdyngchotrlem
Bd an todn cda thulc a8i v&l ird em chua duge xde dinh (chua thye hibn céc thi
nghiym lm shng tdn trd em mé| cdch dlly dd).
MYONAL khdng duge khuyln ding cho tré am.

8. Tuong téc thudc
Mbibdocdo oo a6 cip dbn tinh trang nl logn diu 66t mit by ra khi ding déng thai
mathocarbamol vdl lolperison hydroclond (mdt hop chift o clu nic wang
Eparison ).

7. Tuong ky
Vidn ndn MYONAL chua thilly xudt hign wong ky vainhing thugic khic,

8. Qud lidu
Cho d6n nay chua cb 40 Iu ndo v qua Iucs ehily.
Thudic gidl ddc dic hipu chua duge bidL

9. Than trong lkdn quan aén vidc ding thudc
GITthudc xa tm tay cda tré em.
Thudc niby chi diing theo don clda bic si.

Dugely hoe
Duge lychoo
1. Glncoviln
(1) Uechil sy cling cd dothye nghihm
Eperison hydroclorid cho thily hidu qud (e ché phy thudc viko iy 88ivdico
cing mit niio khi cii ngang iy nio {co cing y) vi co cing mill niie do thidu
mdu (0 cing a) chamdo vh chudt ™,
{2) Ucché phitn xa tiy
Eperson hydroclord Jcchd ddn th phiin xa don vi da synap Quge 1o fa do
kich thich r thin kinh hudng tim cda mbo. Hipu qui ndy phy thude viho By ",
(3) Gibm sy nhay chm cla thei co
Eporison hydiockord Jc chil sy hogt 60ng cla 5ol thiln kinh ly thm (80l la) W
ol oo cha ngudi 20 phit sau khi wng thufc. Eperison hydrociond Oc chi ln
= phéng dign ty § cla che neuron viin Ghng y, nhung khing the ding trye tép
100 thoi co trén 80ng vt nghidn cdu. Vi vy, Eporison hydroclorid lim gikm
3y nhgy chim cla thol cothong qua cc neuron vanadng y ™.
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2.Lidtcdng trong cdc bynh iy sau:
B4nh ty mach miu ndo, Kt clng do tWy, hokl hda 51 s8ng o, di ching sau philu
thut (bao gém ch u nko ty), di ching sau chifn thuang (chiin thudng Ky, chlin
thuang s0 nlko), X0 cdng ¢01 bdin teo oo, bai nlo, thodi héa nilo ty, binh iy mach miu
tly vi céc bdnh Iy nlo iy khic.

Chéng chidinh
Bénh nhiin ¢ téin s qui min voi Eperison  hydrociorid.

Lidulugng va cich ding

Lidu thing thudng 451 vdi nguidi idn 1A 3 vidningdy (150 mg Eperison hydrociond),
chia ldm 31dn vSng sau mdi bla An. Lidu nén duge didu chinh tly theo tudl binh nhin v
mic 8d trm rong cha clc ridu ching.

Thin trong

1. Thiin trong chung
MOt vili trudng hop oo thé o6 cdm gide mgt méi, nhdc ddu nhe hode ngd gi do ding
thuse. Nén gidm Bdu hodc ngung thudic kh hiy difu hdu ddu Bén cia cac tridu
chingdd.
Trong thdl glan ding thude, khing nén lhm cdc cdng vilc 851 hil sy thp trung cao
nhf1di xo hode viin hinh miy mbe o gdy tai ngn.

2. Thibn trong khi diing thudic
D& vai b nh nhdin r8l logn chie ndng gan.

3. Tde dyng khidng mong musn

1) Sbcvasbe v
Sbe. bao gdm ch sde philn vy, hibm xiy ra khi sir dyng thudc niry. Bénh nhin
ndn duge theo dii cdn thin trong qué trinh didu trf. Ngung ding thubc vi sir
dyng cic bl phiip Gibu b thich hop ndu xby ra bt ki mét bt thudmg ndo.

(2) Gan
Hiim khi ting GOT, GPT hay ALP. Binh nhiin ndin duge theo ddi cfin thiin. SU
gung ciic bilin phip diu irj thich hgp, bao gim o vide ngung diing thusc nu xky
ra bty mdt bilt thudng nio.

(3) Thin
Hifm khi xult hign proteln niu hode Wing BUN. Bonh nhdn ndn duge theo o8l
ciin thin trong qui trinh difu tr. S0 dyng cic bin phap ddu trj thich hop nfu cd
bt ki mot bt thudng nko, bao gém cd vide ngung ding thulc.

(4) HuyBthoe
Thidlu miu cd thé hi€m khi xily ra. Binh nhiin ndn duge theo odi clin thin. ST
dyng cac bign phdp dibu tri thich hap ndfu c6 bt ky mét bl thudng ndo, bao pém
<l vidc ngung ddng thulc.

(5) Qud miln
Hidim khi xity ra phitt ban da hodic ngda.

(8) Tam thin kinh
Hifim khi xily ra miflt ngid, nhide du, ngd g hodc 1 clng hay run cic chi.

{7} Twuhda
HiSm khi xdy ra budn ndn vit ndn, chin &n, khd chiu do diy, khd ming, 140 bn,
Bhuchdy, dau bung, dly bung hole vidm ming.

(8) Ttk
Hidim khi xdy ra vé nigu, tdu Gbm khong kidm ché, cdm gidc J dong nudc tiéu
hodic nhiing tridu chiing rol logn dudng nifu khic.

(9) Téngauat
Him khi xiy ra clim gide yéu s, nhic afu nhe, cAm gisc mt mdi lodn than,

Hi§m kchi xiy ra 8 bling mat, ra mé hdl holic phi.
Thisng bibo cho bikc sl nhiling the dung khing mong mubn gp phil khi sl dyng thulie.

Dugelychoc
1. Gllncavin
(1) Uechil sy ciing ca do thyc nghidm
Eporison hydroclorid cho thily hidu qub de chd phy thudc viko u 68l voil co
cung mit nio khi clt ngang tifu nilo (co cung ) vh co cing mil nio do thidu
mdu (o cung a) cda méo vl chudt ™.
(2) Uceni phinxg tily
Eperison hydroclorid Jcchd din thé phiin x3 don v da synap Augc 1po ra do
ik thich vl thidn kinh huding thm cda méo. Hidu qull ndy phy thude vio Bu ",
(3) Gidm s¢ nhoy cdm cla thol oo
Eporison hydroclord Oc chil sy hogt 80ng cha sgi thin kinh ty thm (s0l la) '
thol oo clia nguidi 20 phit sau khi ung thubc. Eperison hydroclond dc ché ln
#J phong in by § cha ciic newron viln 4ng v, Nuing khing 1hc ding tryc Bép
W thol co en dOng vl nghsdn cdu. V) vily, Epertson hydrociond lm gilkm
51 nhay chm clia thol oo thdng qua cée neuron vin 8ong 1 '™,
2. Ting iu lugng tuln hodn
(1) Tic6dng giin moch
Epegison hydroclond tic dyng giin mach nhd lam ting tic ddng hy giso
clm od vl A81 khing Ca™ trdn ca tron mach mau ™.
(2) Lam Wing hu lugng miu
Eporison hydroclofid Im ting té tich luu lugng méu 3 da, ca, Gdng mach
clinh ngodii, 8dng mach cdnh trong v ddng mach 8t sling ™.
3. The d0ng glim dau v dc ch phibn xp dau
O chudl, Eponison hydrociond o e dung Uc chd philn xa dau khi kep vio dudl
chudt v trung hda chit P, L mdt trong nhiing chift trung glan thin kinh lidn quan dén
sy truyén clim gidc dau trong ty s8ng ™.
4. Tpo od ding cho vin dng 1V §
Khi MY ONAL duigie diing didu trj 59t alng & nhing biinh nhdn kyt nbo, thudic lm ci thign
duiing cong tnudng iyc Cybex v didn ca &, MYONAL lm dd diing cie vikn bng i
it dudil vt glip cdc chi mib khdng ki gidm sdic ca ™,

Duge adng hoc

Eperison hydroclorid duge sd dyng bling dudng wiing & ahling ngudl idn khde menh
ol iy 150 mgingdy, trong 14 ngdy Min tyc. Vo ngdy thd 1, 8 vi 14, Ihol glan trung biah
dln 191 néng 60 15! da nbm trong kholing 1.6 8n 1,9 gid. Néng 60 ¥5i da trung binh 1h 7.5
68n 7,9 ng/mi; thai glan bdn hiy trung binh 1,6 66n 1,8 gid vi AUC trung biah (vlng nlm
dudi dudng cong ndng 00 trong huys! lwang) W 19,7 dn 21,1 ng.gld/mi. Bifu b bidn
mibn ndng 80 trong huyd! tuong cla Eperison hydroc lorid sau khi ding thude & ngdy
th Bvh 14 khdng ¢b sy thay a8i déing ké 50 vdi nghy dfiutién ™,

Ngly 1 Wgly B 14

Ning 00 Eparison hydrociond trong huylit tuong trong qud tinh sd bling duding
udng & Bfu 150 mpingly trong 14 nghy kbn e (Trung binh £ 83 Wch tribn & nguidi)

kummmw-o
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Nghlén edulam shng

1.

HOl ching 451 s8ng of, viém quanh khp val vk dsuthii lung

Trong nhing thi nghidm lim sdng md vi Kifm ching mi 381 d& dugc thye hign ad
xbe dinh hidu qub cls MYONAL d81 vai cdc trifu ehing ting trudng lye co lién
quandén cacbinhndy, ty 1 det higu qui chung 1A 52,1% (234/449) (Nbu tinh ludn
nhdng trudng hop Adp dng “¢d thé chifip nhin duge™ thi 1y 1§ higu quil ehung cao
BO,4%) """,

Ligtedng

Trong nhiing thil nghifen m sang gém cd thi nghidm mi &l cb kiém ching, hidu
qul m shng cda MYONAL i dugc xic dinh rd d8i voi it cdng o ldn quan dén
che bnh nhu vl logn mach mau nllo, i1 cdng do thy vil bgnh thodi hda 081 sdng cd.
TY W chi tNgn 081 voi tAng truong luc 1 42.3% (197/466) va co clng M 45,1%
1174/388) & b§nh nhiln lift cdng. DI wdl nhiing trifu ching kém theo khic, tf 1 ddp
Ung cda O tal Ik 54,5% (18/33) vi chodng ving 14 61,1% (22/36) "™,

Tic dyng khéng mong mudn vk nhlng bifn o8 trf &8 cn lim sdng

Tie dyung khdng mong mudn cla MYONAL dugc ghi nhiin & 418/12.315 binh nhiln
(3,38%). Chi ylu 1 bubn ndn 62 ca (0,50%), yéu od 53 ca (0,43%), chin lin 50 ca
(0.41%), khd chiu dg day 49 ca (0.40%), dau byng 37 ca (0,30%), nhuc diiu nhe 36
4 (0.20%), hu chilly 25 ca (0.2%), bubn ngd 24 ca (0,19%), 1o bén 21 ca (0,17%),
nén 20 ca (0,16%), tnh trang M1t mdi 19 ca (0,15%), phét ban da 18 ca (0,15%),
chm gide ndng bling 15ca (0,12%), mit ngd 14 ca (0,11%), nhdc dfu 13 ca (0,11%),
glbm cdm glile 12 ca (0,10%) vil khd migng 12 ca (0,10%).

Nhiing &nh hudng tr] 88 xét nghiém cdn lAm sang t ting GPT 7 ca (0,06%), ting
GOT 4 ca (0,03%) v thng Al-P 2 ¢a (0,02%).

Nghlén cduphildm sang

Hifip thu, phiin phéi, chuylin héa v thil tri

Khi “C-Eperison hydrociorid (Eperison hy duge dinh diu phong xa
tgi C*) duge sl dung cho chudt blng dudng ubng vai lifu 50 mokg, hilu hét lugng
thuc duge hilp thu qua dudng 1y hoa va ndng A Eperison hydroclond trong
huyétiuang & dang khong ddi ivip. Dibu nhy goi  rng hidu qui chuyén héa ln afu
(first-pass) tuang &5i cao. Sau 30 phit, ndng ¢4 phing xa trong nilo, ty s8ng, thiin
kinh i vk cie co ugng duong vdi néng 4 trong miu. Trong vang 5 nghy diu Bén
sau khi ding thufic, 98% néng & phidng xa di duge thill trd, 77% qua nudc tfu va
21% qua phiin; phiin Kin ligng thubc udng viko Sugc dilo thil rong vbng 24 git sau
khiding, Tal thai dufm 24 gid sau khi ding, 43% phdng xa dil duge bl tét qua mjt
Difu nly cho thily Eperison hydroclorid tham gia chu trinh gan-rubt O chudt,
chudt lang vi ché sin, Eperson hydrociond dugc chuyén hda théng qua sy
Pydrat héa thanh cc carboxylat, mOt chifl chuyfin hia khdng hoat ding '

2. DYotinh cfp Mu LD (tinh bling mg/kg cln ndng) ==

Chudtnnlt Chudtedng cno
Putng
rg | o cal pve cil Bue cai
Udng 1.024 840 1,300 1.300 >1.078 >750

3. Poctinhbanclp

Cho ché sin ulng Eperison hydroclorid vdi ldu 12,5 ; 25 ; 50 ; 100 hojc
200 mg/kg/ngdy Iin tyc trong 5 tulin, VI Biu 12,5 mo/kg/ngdy khdng gdy ra difu
hidu ngd ddc niko, trong khi v du 25 mo/kgingly hodic lbu cao hon s gdy nhing

M 86
Netia Mattrdn Mt dudi Mtban
QO | o
Budng kinh: 7.5 mm Trong lugng: 162 mg BS ddy:4,2mm
2.0§c tinh Iy héa cda hogt chit
Tén hogtchil : Epaerison hydroclorid
Tinhdahoc - 4-Ethyl-2-methy--3-piperidinoproplophencn hydrockord
Trong higng phin 1) 1 20585
Cong thie phitn i : C.H,LNO.HCI
Cangthie clutpo :
CH, CH,—Q—?—?H —CH,—N >.uc|
O CH,

Eperison hydrociorid Wn tal dudi dong bt kit tinh mbu tring, o6 mdi 8ie trung nhg
vi vi dling, tan hoin todn trong nude, methanal, clorolorm vl ackd acetic bing, hba tan
duge trong ethanol, tan nhe rong anhydrid acetic, tan i Wong acelon vi thyc chift
khéing tan trong ether. Eperison hydroclorkd khiing of tinh quay cyc quang hoc.
Didmnéng chlly : khoding 167°C [phitn hiy, sau khilim khd)

Quy céch déng gol
Hép 3wl x 10 vida nén bso dutmg

Hgnding
38 thiing ki 11 nghy sdn xulit

Béoquédn vh sl dyng

{Bioqudn)

Vidn nén MYONAL nbn duge gilr & nhidt 8 phong khing qua 30°C vi chn duge bdo
quin tranh &m sau khi mé bao bi,

[Ngdy héthan]

Thudc nily chi duge 80 dung trude ngly hift han ghl trén nhiln hay hop thude.
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(first-pass) tuong 48l cao. Sau 30 phit, néng 84 phéng xp trong nilo, iy sng, thiin
kinh 01 vh céc 0 tuong duang vai ndng ) trong mdu. Trong wong 5 ngly dliu tén
sau ihi ddng thulic, 98% ndng 40 phong xa o8 dugc thil tnd, 77% qua nudc tfu v
21% qua phan; phifn idn lugng thudc ung vio duge ddo thil trong viing 24 gid sau
ki ding. Tigl thdi dfim 24 g sau khi d0ng, 43% phong xg A4 Sude bal 1t qua mjL
Difu ndy cho thify Eperison hydroclorid tham gia chu trinh gan-rudt. O chudt,
chidt lang va chd sin, Epsrison hydrociond duge chuyfn hda thdng qua sy
hydral hoa thanh chc carbonytat, MOt chlll chuydn hoa khdng host adng '™,
Bctinh efp Nfu LD  (tioh BAng mg/kg clin ngng) ™™

Chudtnhlt Chuitcng cré
Butng
W | oy cai ove céi [ cal
Ubng 1026 | 40 1300 | 1300 |>107 | >7s0
Db tinh bin cip

Cho chd sdn ulng Eperison hydroclord vl Blu 12,5 ; 25 ; 50 ; 100 hode
200 mg/Mg/ngdy lidn tuc trong 5 tulln. Vi hdu 12.5 mgkg/ngly khang ody ra diiu
hidu ngd 80c nlko, trong khi vél Iy 25 mp/kgngly hode Biu cao han 8 gly nhilng
phin dng Al Adn mds v o8 sy Rgn g cda hng edu thodng qua trong nude iy,
Kiém tra v mé bénh hoe thily khing c6 phin ing nbo khic ngodi cic difm char &
dg diy hoje lodt dudng Bhu héa ™™,
Bdc tinh mgn
Cho ché sin ulng Eperison hydrociorid wéi iéu 10 ; 25 hodc 62,5 mo/g/inghy
B tyc trong S3 tulln. VAl iy 10 mg/gingly khong tim thiy bifu hidn bt thudng
nito, trong khi vél ifu 25 mgMAgingdy hodc cao han thi gy nén, ting Bt nudc bot,
ng trong gan, sung nhe v hodi hda céc 18 bao gan, nhung phyc hi sau khi ngung
ding thulc™,
Nghldn cdu vl sinh sdn
Cho chult uing Eperison hydroclord vol llu trong khodng 1 25 dfn
200 mpug/ngdy trude khi thy thai hodc trong gial doan dlu cha thai ki-giai doan céc
€0 quan Bany SUGE 196 hinh, thai ki chu sifh vi glal Soan dang ehs coh bl. Vai ldu
200 mg/kg/nghy dll gy nhling difiu hifu vi tribu ching ngd ddc & ding vii me vi cb
sy hal chdm phdt triin trong thdi iy chu sinh vk gial doan bd me. nhung khdng o6 sy
&nh hudng ndo ghi nhin dudc trong sy phidl trifin phii nhu qual thal hay 15 logn khi
ndng thy thai; cling khdng c6 Anh huding ndo ghl nhiin dugc & ddng vit mai sinh vl sy
phét trién tinh chch vl chie ndng, khl ning 6P thu vk khi nang sinh sbn, cd &
bhothaithd hi F,.
Do tinh afc bijt
Eperison hydroclond khdng gly ra sy W thudc ol vl thé chill v tinh thiln & khl,
khing tao ra tinh khang nguydn & thd holic chudl lang, vil khdng ghi nhiin linh gy
A0 bin trong thay 661 v do ghen trén vi sinh vl
. Duge ly chung

(1} Epenson hydrociond khing Ue chil viln ddng chi ddng vt cling khding gly ra

mift cAm gide nhy pentobarbdal § chudt.
{2) Eperison hydroclorid lam tng tic dyng kiém chi chdng mit do Jc ché sy
kich thich bt thudng cda neuron nhiln tén dinh gida d méo ™.

Bio qudn vh sddung
[Bo quin]

mmmmmw&mwmmumn&mm

quin trisnh bm sau khi mé beo
[Ngay hdthan]
Thube ny chi Guge sif dyng trudc nghy hft han ghl trén nhin hay hip thudc.
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