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% | Rx Thudc ban theo don
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MYONAL o6 tdc dung gidn cd vAn va gidn mach, dotdc déng clathudic frén hé thin kinh
trung udng va cd trdn mach mau. MYONAL d3 dude ching minh trang vie cai thidn cde
tridu chiing khédc nhau lién quan dén sy 1ang trudng lyc ed, nhé tac déng cét dut véng
xodn bénh ly cliasy cothdtcd van.

MYONAL tac déng chli yéu vao mic tiy séng, lam gidm cac phdn xa tiy va tac ra sy gidn
cd van do lam gidm sy nhay cAm cla thoi cd théng qua hé théng ly tdm gamma. Thém
vao dé, tac ddng gidn mach clia thudc |am gia ting tuin hoan. Do d6, MYONAL, bing
mét hidu qua da dang, cat dit véng xodn bénh I} ciia sy co thdt co van (ma trong db
sy co cd dAn dén 181 loan dang mau gay ra tinh trang thidu mau cyc bd, lam tang ch&t din
truydn than kinh clia kich thich dau, til 46 cang gia tang finh trang tang trudng lyc ca).
MYONAL di dugc chiing minh |2 mét thuSc cé hiéu qua vé matlAm sang trang viéc cai
thign céc trigu chiing t4ng truang lye co nhu cung khdp vai, dau viing ¢d, nhirc d4u do co
ca, chodng vdng, dau lung va co ciing co cdc chi trong cdc bénh Iy nao tiy, hdi chiing ¢,
viégm quanh khdp vai hay dau thitlung

Thanhphin

Viénnén MYONAL mau trdng boc duéng, méi vidn chita 50 mg Eperison hydroclorid.
Danh sdch té duge

Carmellose, hydroxypropylcellulose, calci stearat, cellulose vitinh thé, tinh bdtngd,
pullulan, macrogel 6000, calci carbonat két ta, tale, titan oxid, pavidon, silicon digxid
hydrat, shellac tring, acid stearic, sip carnauba, sucrose.

Chidjnh

1.Caithién cdc triéu chidng tdng trudng lyc edtrong cdc bénh Iy sau:
Héi chiing d8t séing cd, viém quarh khdp vai va dau thitlung.

2.LIdtciing trong cAc bénh ty sau:
Bénh Iy mach mau nio, liét cling do tly, thodi héa a8t sdng cf, di ehiing sau phiu
thust (baa gédm cd u ndo tly), di ching sau chdn thugng {chdn thudng tiy, chin
thuang s¢ ndc), xa cung cdt bén teo ca, bai ndo, thodi hda ndo thy, bénh ly mach mau
tly va cdcb@nh ly ndo iy khac.

Chéng chidinh
Bénh nhan cd tidn sif qua min vdi Eperison hydraciorid.

Lidulugng va cdch ding

Lidu théng thudng ddi vdi ngudi idn |4 3 vidningay (150 mg Eperison hydroc lorid),
chialam 314n udng sau mdi bila &n. Lifu ndn duge didu chinh tiy theo tudi bédnh nhan va
mdcd trm trong clia cac tridu chiing.

Théntrong
.Théntrong chung
M¢t vai truding hgp cd thé 6 cam gidc mét mai, nhdc dau nhe hodc ngl ga do dung
thudic, N&n gidm lidu hodic ngung thudic khi thdy ddu hidu dbu tién cla cdc tridu
chiing da.
Trang thdi gian dung thudc, khang ndn lam cdc cdng vigc doi hdi sy tap trung cao
nhu 14i xe hodc van hanh may méc dé gaytainan,
2. Thin trong khl ditng thudic
Bdivdibénh nhan rdi loan chiic nang gan.
3. Téc dyng khdng mong mudn
(1) Séc va sbc phan vé
Sébc, bao gém cé sdc phan vé, hiém x3y ra khi sir dyng thufe nay. Bénh nhan
nén duge theo déi cin thin trong qua trinh didu tri. Nguwng ding thuféic va sc
dung cac bién phap didu tri thich hop nédu xdy ra bt ky mét bt thuéng nao.
(2) Gan
Hi&m khi ting GOT, GPT hay Al-P. Bdnh nhan nén dugc thec dai cdn than. Si
dung cdc bién phdp didu tri thich hop, bao gém ca viée ngung ding thusc ndu xay
rabatky mdtbatthudng naa.
(3) Than
Hi#m khi xu#t hién protein nidu hodic ting BUN. Bénh nhan nén duge theo dai
cdn than trong qua trinh didu tri. SU dung cdc bidn phép diéu tri thich hgp néu cé
bat ki mat bit thudng nao, bao gém ca vidc ngung ding thudc.
(4) Huyéthoc
Thi&u méu cd thé hidm khi xdy ra. B&nh nhan nén dugc thao ddi cdn than. SO
dung cdc bién phap didu trithich hdp néu cé bat ki mdtbat thudng naa, bao gdm
ca vidcngung dung thudc,
{5) Quamin
Hidim khi xay ra phdtban da hodc ngla.
{6) Tamthdnkinh
Hi&m khi x3y ra mat ngll, nhifc du, ngd ga hodc 18 ciing hay run cac chi
(7) Tiduhda
Hiém khi xay ra bufin ndn va ndn, chan &n, khé chiu da day, khd mi&ng, tdo bén,
tidu chay, dau byng, ddy byng hodc viém migng.
{8) Tiétnidu
Hidm khi xay ra va nigu, téu dém khang kidm ché, cam gidc O dong nude tiéu
hodc nhiing trigu ching réi loan duding nigu khac.
(9) Téng quat
Hi&m khi xay ra cAm gidc yéu suc, nhitc ddu nhe, cdm gidc mét mai toan than,
chodng vang hodc gidm truang luc ca
(10) Téc dyngkhdng mang mudin khdc
Hi&m khi xay ra dd bitng mat, ra mé hai hoac phi.
Théng bao cho bic si nhiing tac dyng khdng mong mudn gép phal khi sirdyng thude.
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Cai thién cac triéu chiing tdng truong luc co
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al 50 mg Vién nén bao dudng

(Ché phdm Eperison hydroclorid)

ung cha phy nii ¢é thal hay cha con bu

B4 an toan cla thudc trang sudt qud trinh mang thai chua dugc hidt 13 Chi sit
dyng thudic cho phy nil mang thai hode nghi ngd c4 thai khilgi ich cla vide ding
thuéc |dn hon so vdibAtky cac nguy cd nao cd thd xayra.

MYONAL khéng duge khuyén diing & nhilng phy nit dang cho con bu. Néu cdn
thigt phiiding thude, bénh nhdn nén ngung cha con bu.

5. Sldyngchotréem
Bé an toan cla thudc déi véi trd em chua dugc xéc dinh (chua thyc hién céc thi
nghi@m lam sang trén trd em métcdch ddy dd).
MYONAL khéng dugc khuyén ding che tré em.

6. Tudng téc thude
Mt bdo cdo cd dé cap dén tinh trang rdi loan didu tiét mit xdy ra khi dong déng thal
math bamal vdi tolpari hydroclorid (mét hop chat cé cdu tric tigng ty
Eperisan).

7. Tudng ky
Vign nén MYONAL chuta thdy xudt hidn tudng ky vdi nhiing thudc khdc.

8. Quélidu

Che dén nay chua cd di lidu naové qud liducd chl y.
Thude gidi ddc dic higu chua dudc biét,
9. Thantrong lidn quan dén videc dung thude

Giir|

huéic xatdm tayclatré em.

Thuée nay chidiing theo dan clla béc al.

Duge ly hge
Dudc luchoe

1. Gidn
(1}

@)

(3

2. Téng luu lugng tudn hoan

e

(2)

3. Tdc déng gldm dau va dec ché phan xa dau

cavan

Ucché sy ciing cd do thye nghidm
Eperisan hydroclorid cho thdy hidu qud dc ché phy thude vao lidu d3i vdico
cting mat nda khi cdt ngang tidu ndo (co ciing y) va co cing m&t ndo do thidy
mau (cocung a) cdaméava chudt ™.

Ueehd phan xa tly

Eperison hydroclorid dcché dién th& phin xa don va da synap dugc tgo rad
kich thich ré th&n kinh hudng tAm clia mée. Higu qua nay phy thude vao iidu .
Gidm sy nhay cam ciia thoi co

Eperison hydroclorid e ché sy hoat ddng cua sgithén kinh ly tam (sgi la)
thoi cd clia ngudi 20 phiit sau khi ung thuic. Eperison hydroclorid dc ché
su phiéng dién ty y cla cdc nauron van dong v, nhung khang tac dgng tnjc 1
Ién thoi ca trén ding vat nghidn ciu. V1 vay, Eperison hydroclorid lam giam
sy nhay cim cla thoi co théng qua cde neuron van ddngy ™.

Tée ddng gian mach

Eperison hydroclorid tdc dyng gi&n mach nhd !am ting tic adng hly giao
cim co va ddikhang Ca"trén cd tran mach mdu ™.

Lam tang luu lugng mau

Eperison hydroclorid lam ting thé tich luu lugng mau & da, cd, ddng mach [
cAnh ngoai, 4yng mach cAnh trong va déng mach ddt séng *".

& chudt, Eparison hydroclorid cé tac dung Ue ché phan xa dau khi kep vao dudi x

chudtva trung hda chit P 1 mdttrong nhilng chat trung gian thin kinh lidn quan dén -

siy truyén cam gidc dau trong thy sdng”. g
4. Tao dé dang chovin ddngtyy Fi 4

Khi MYONAL duge ding didu tr) ligt cing & nhiing bénh nhén lut ndo, thuéic 1am céi thidn

duiing cong tniong lye Cybex v dién ca dé. MYONAL lam dé dang cac van dong ty v -

nhu dudi va gap cac chi ma khéng lam gidm sicea® ;
Duge dgng hoc L

Eperison hydroclorid duge s dyng bang dudng udng & nhilng ngudi ldn khda manh

wdi fiéu 1
dintdin

50 mg/ngay, trong 14 ngay lién tyc. Vao ngay thi 1, 8 va 14, théi gian trung binh
éng A4 18i da nAm trong khoang 1,6 A&n 1,9 git. Néng d¢ t8i da trung binh 12 7.5

dén 7.9 ng/ml; théi gian ban hily trung binh 1,6 dén 1,8 gids va AUC trung binh (viing nim
dudi duding cang ndng a4 trang huyét tudng) 1a 18,7 dén 21,1 ng.gld/ml. Bidu dd bign
thién ndng dd trong huyét tuang ciia Eperison hydroclorid sau khiding thuic 8 ngay

thit 8 va

14 khang cé sy thay ddi dang ké sovdi ngay diutién ™

(ng/ml)

Néng dé trong huyét ludng

10

m

=]

‘Wi 2a456 0128486
Ngay thii 8 Ngay thi 14

Niéing d¢ Eperison hydroclorid trong huy8t tuong trong qua trinh sii dyng bing duéing
udng & liéu 150 mg/ngay trong 14 ngay lién tyc (Trung binh + 46 |&ch chudn trén 8 ngudi)




Nghlén cifu lam sang
1. H@iching d8ts&ng cé, viém quanh khdp vai va dau thit lung

Trang nhilng thii nghiém l&m sang md va kidm chifng mi dai da dugc thyyc hign dé
xdc dinh hidu qud clia MYONAL ddi vdi cac tridu chiing tang trudng lyc cd lién
quan dén cacbénh nay. ty 14 dat hidu qua chung 14 52,13 (234/448) (Néu tinh luén
nhilng trudng hop dép Lng "cé thd chap nhan dugc” thi ty 14 hidu qua chung cao
80,4%) ",

Liétciing

Trong nhiing thif nghiém Iam sang gdm ca thi nghidm ma dai ed kidm chiing, higu
qué 1am sang clia MYONAL 93 dugc xdc dinh rd d8i vdi ligt cung co lién quan dén
cdc bénh nhy rdi loan mach mdu ndo, liét cing da tdy va bénh thodi héa dét séng cd.
Ty 1& cai thién déi vai tang trudng Iuc 13 42,3% (197/466) va co cling 14 45.1%
(174/386) & bénh nhan liét cuing. B&i vdi nhitng tridu ching kém theo khde, ty 1& ddp
ungcha i taila 54,5% (18/33) va chodng vdng |a 61,1% (22/36) """,

. Técdyng khéng mang mudn va nhiing bién ddi trjsd cén lam sang

Tac dung khang mong mudn cla MYOMNAL duge ghi nhéin 4 416/12.315 banh nhan
(3.38%). Chil y&u | buéin ndn 62 ca (0,50%), y&u cd 53 ca (0,43%), chdn &n 50 ca
(0,419), khd chiu da day 49 ca (0,40%), dau bung 37 ca (0,30%), nhile ddu nhe 36
ca (0.29%), tidu chay 25 ca (0,2%), budn ngdl 24 ca (0,19%). 4o bdn 21 ca (0,17%),
nén 20 ca (0,16%), tinh trang mé&1 mdi 19 ca (0,15%), phét ban da 18 ca (0,15%),
cAm gidc ndng bitng 15 ¢a (0,12%), mAt ngd 14 ca(0,11%), nhic d4u 13ca (0,11%),
gidm cadm gide 12 ca (0,10%) va khé migng 12 ca (0,10%).

Nhiing anh hudng Irj 88 xét nghiém c&n |Am sang la 1Ang GPT 7 ca (0,06%), tAng
GOT 4.ca(0,03%) va ting Al-P 2 ca (0,02%).

Nghiédn cuu phlldam sang

1.

Hap thu, phan phéi, chuy&n hda va thai trit

Khi “C-Eperison hydroclorid (Eperison hydroclorid duge ddnh diu phdng xa
tal C') dugc st dyng cha chuét bing duding udng vdi liéu 50 mg/kg, hiu hét lugng
thudic duge hip thu qua dudng tiéu héa va ndng dd Eperlson hydroclorld treng
huyét tudng & dang khéng déi thap. Biéu nay gdi y ring hidu qua chuyén héa lan diu
(first-pass) tuong d4i cao. Sau 30 phit, ndng dd phdng xa trong ndo, ty séng, thdn
kinh dui va cic cd fudng dudng vdi ndng dé trong mau, Trong vong S ngdy déu tién
sau khi diing thuéc, 98% néng dé phang xa da duge thai trit, 77% qua nudc tidu va
21% qua phan; phdn ldn lugng thude udng vao duge dao thai frong vang 24 gid sau
khi diing. Tai thdi didm 24 gi¢y sau khi ding, 43% phdng xa da dudc bai tiét qua mat.
DIy nay cho thay Eperison hydroclorid tham gia chu trinh gan-rudt. & chudt,
chudt lang va ché sin, Eperison hydroclorid duge chuy&n héa thang qua sy
hydrat hda thanh cde carboxylat, mat chitchuydn hda khéng hoatddng ™
BoctinhcdpliéulD , (tinh bding mg/kg cén ndng) ™

Chuétnhit Chuéteéing Ché
Buang

sl dyng

Bye Cal Byc Cai Buc

Uéing 1.024 940 1.300 1.300 >1.078 >750

i

. Dugely chung

Bdctinh ban cdp

Cho chd sin usng Eperison hydroclorld val lléu 12,6 ; 25 ; 50 ; 100 hodc
200 ma/kg/ngay lidn tyc trong 5 tudn. Vdi lidu 12,5 mg/kg/ngay khdng gay ra diu
hidu ngd Adc nao, trong khi vdi lidu 25 mg/kg/ngay hodc lidu caa han sé gdy nhiing
phan dng nhy ndn mla va cé sy hidn dién elia hdng cAu thodng qua trang nudc tidu.
Kiém tra v& md bénh hgc thdy khang ca phan Ung nao khac ngoai cdc diém chat &
da day ho§c lodt dudng tiduhda ™™,

. Béetinh man

Cho chd s8n udng Eperison hydroclorid vdi lidu 10 ; 25 hodc 62,5 mg/kgingay
lién tye trong 53 tudn, Vi lidu 10 mg/kg/ngay khang fim thay bidu hién bAt thuding
nao, trong khi vdi lidu 25 mg/kg/ngay hoac cao hdn thl gay nén, tng tidt nudc bot,
t4ng trong gan, sung nhe va thodi hda cdc1é bao gan, nhung phuc hdi sau khi ngung
ding thudic™.

. Nghién ciiuvé sinh sdn

Cho chudt uding Epaerison hydroclorid véi lidu trong khodng tir 25 dén
200 mg/kg/ngay trudc khi thy thal ho#ic trong giai doan diu ciia thai ky-gial doan cdc
cd quan dang duge tao hinh, thai ky ehu sinh va giai doan dang cho con bu. Vdi lidu
200 mg/kg/ngay da gay nhilng d&u hidu va tridu chilng ngd ddc & dang vat me va cd
sy hai chdm phét tridn trong thdi ky chu sinh v giai doan bd me, nhung khang cd sy

&nh huding naa ghi nhan dugc trang sy phat trién phéi nhu quai thai hay r&i loan kha

nang thy thai: eling khéing cd dnh hudng nao ghi nhéin duge & ding vat mdi sinh vé gi
phat tridn tinh céch vA chilc n&ng, kha néng 1idp thu va khi ning sinh sin
baothaith& ha F,.

Béctinh d4c blét

Eperison hydrociorid kh&ing gdy ra sy 1& thudc ca vé thd chdl va tinh t
détbign trong thay ddi va ddo gian trén visinh val.

(1) Eparison hydrociorld khéng Uc ché van ddng chi déng va ciing khéng §ay’ra
mét cdm gldc nhu pentobarbital & chudt.

Eperison hydraclorid lam tang téc dyng kidm ché chéng mat de Uc ché s
kich thich bt thudng cla nauron nhan tién dinh gida & mao ™.

(2)

Ma ta duge hoe

1.

Mé td san phim
Vignnén MYONAL 50 mg mau trdng cd boc dudng.

Ma s Mttran Matdugi Matben
nhandang

€127 @ O
Buéng kinh: 7,5 mm Trong lugng: 162mg Bé day:4,2mm

Bjc tinh ly hda cla hoat chét

Ténhoat chat : Eperison hydroclorid

Tén héa hgo : 4'-Ethyl-2-methyl-3-piparidinoproplophanon hydrackord
Trong lugng phan tl - 29585

Cang thic phan ti : €, H.NO.HCI

Cang thue ciu taa

cu,cu,—( \—c—?H—CH,-N V.HCl
O CH, -

Eperlson hydroclorid 16n tal dudl dang bot két tinh mau trdng, c6 mii déc trung nhe
v vi ddng, tan hoan toan treng nude, mathanol, clorofarm va acid acetic bang, hba tan
duge trong ethanol, tan nhe trong anhydrid acetic, tan it trong aceton va thyc chat
khéng tan trang ether. Eperison hydroclorid khéng cd tinh quay cyc guang hge.

Biém ndng chdy : khodng 167°C (phan hily, sau khi lam kha)

Quy cdch déng gol
Hijp 3 vix 10 vién nén bao dudng

Handiing
36 thdng ké tf ngay s&n xuat.

Bdoquanva sidung

8

Ao quin)

Vién nén MYQNAL nén dugc gii & nhidt dé phang khdng qué 30°C va cin dugc bdo
quan trdnh m sau khi mé bao bl.

[N

Thudc nay chi duge sit dyng trude ngay hét han ghi trén nhidn hay
Tallldu tham khéo
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Boc ky hudng din sif dyng trudc khi diing.
Néucédn thém thang tin, xin hai y kién bédc sf.
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