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SISMYODINE
1o cua thude
?_/
preetdt. Eperison hydroclorid ... Gt s S - S0mg

Td dwgre: Lactose, tinh bt ngd, P\' K.w lalc magness stearal, duimg kmh. caki carbonat,
titan dioxid, vang tartrazin, gelatin, aerosil W ..o 1 VIER,
Dgng bio ché: Vién nén bao duimg

Quy cdch dong goi:

Hip 2 vix 10 vién.
Hop 10 vix 10 vién,
Durye lye hoe:
MEATC: MO3BX09
Eperison hydroclorid lim gifin co viin v gidn mgeh, do tae ddng cua thude 1én hi tidn kinh trung
| womg vik trén co trom mach madw. Thude ¢o hidu qua didu ui dn dinh trong viée ¢di thidn che tridu
chimg o6 lién quan véi chimg ting truomg Iy co, do cdt din céc vong xodn bénh 1§ ci sir co thit
O vin,
Eperison hydroclorid <6 tic ddng chi yéu trén tiy sbng 1am gidm cic phin xa Wy vi gay gidn co
viin do l&m giam siyr nhpy cam ¢ia thoi co thing qua bé thong ly tim gnnuna. Thém véo dd, e
' dyng giln mach cia thude lim ting tudn hodn mau, Do d6, eperison ciit din vong xodn bénh N
bao gom co co gy roi loan tudn bedn, sau do gly dau vi Fim ting thém truomg Ty co.
123 chimg minh eperison hydroclorid 13 mdt thube ¢o hidu qui lm sing wong vide cdi thifn cic |
| iriéu chimg cua tang truong lye co nhar co clmg cla vai, dou dt sdng od, nhire diiu, hoa mit, dau
‘ viing tht g vil co clmg céc dilu chi, c6 thé di kém voi bénh Iy ndo ty, hdi chimg ¢t sbag cd,
| viém quanh khép vai vii dau et song. thit lung.
Durgre dfng hoe:
Eperison hydroclorid 3 duoe sir dung biing dudng ubng & nhitng ngudi 16n khoe manh voi liéu
150mg/ngdy trong 14 ngdy lidn we. Vo ngly thix |, 8 vi 14, thii gian trung binh din dén ndog
& huyé womg 16i da ndm wong khodng tir 1,6 dén 1.9 gio. Nong ¢ 16 da trung binh 14 7.5 dén |
[ 7,9 nanogam/ml; thoi gian ban hiy 14 1.6 dén 1.8 gio, v AUC I3 19,7 dén 21.1 nanogam.gidiml, |
Thiag sb vé ndng 4o rong huyét wong cia eperison hydroclorid duve do vio iy thie 8 va 14 |
kixdng e su thay ddi ding ké so voi ngiy ddu tién.
Chi dinh: -
| Cai thidn cée ridu chimg tang tnrmg lye oo lién quan dén nhimg bénh sau: HOI chimg ot sony |
| ¢b. viém quanh khip vai v dau ¢{1 sdng tht lung. ‘
| Lit cimg lién quan &én nhimg bénh sau: Bénh mach miu ado, liét cimg do wy, thodi hoa dbt |
u‘mg ¢b. di chimg sau phdiu thuit (bao gm ci u ndo tly), di chimg sau chén thuong (chin thuong |

wy, ton thuwmg déu), xa cimg ¢dt bén teo co. bai ndo, thodi hia wy, béoh mach méu Wy vi che |
by 1 el Poiang Byl L
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Ii'dr. W bigr:
¢ griip<hice ndng gan: Can thiin trong khi sir dung trén bénh nhin suy giam chirc |
rm céin nhdc gigm lidu 1rén nhimg bénh nhin ¢6 suy gidm chire ndng gan ning, '
ce suy gidm chire niing thiin: Khing c0 thing tin khuyén cdo, tuy nhién van phai thin |

pharmalmmg khi sir dung thude trén d6i wmg nay.
. tudi: Su dung lidu nhu nguin 1dm. wy nhidén cin gidm ldu 1rén béah nhdn ¢6 cln ndng
lh&p hode dang gidm cdn.

| Tré em: Ce nghién cdru cho ¢ em chua dugc thidt 1p nén khdng khuyén ciio sir dung thuldc ndy h
cho tré em.

Chébng chi djah:
Min cam vii bit ky thanh phdn ndo caa thude.
- Ciie trudmg hyp thiin trong khi ding thube:
| Yéu sire, chong mt hay budn nga ¢é thé xiy ra khi ding thudc. ngung dimg thudc hodc giam
' lidu khi €6 diu hi¢u diiu tién cia cic tridu chimg d6. Bénh nhin ¢6 rdi loan chite ning gan cdn
phai ciin thiin khi ding thude.
Thin trong s dung thube cho ngudri cao twdi vi chirc ndng sinh 1y & ngudi cao twdi bi suy gidm,
d3c bidt chn gidm lidu trén bénh nhdn cb cdn ndng thip hoge dang gidm cén.
| Thude ¢d nguy co gy sbe phan vE. hogi tir bidu bi nhiém ddc, hoi chimg Steven - Johnson (xem |
thém mye tic dung khdng mong mudn). !
Thude c6 chira lactose v dudng Kinh, thin trong v6i bénh nhin khong dung nap galactose do di
truyén, kém hilp thu glucose - galactose hojic thiéu Lapp laciase.
Thude ob chira ving tartrazin cd thé gy di img, gy che phin dng qud min cho ngudi bénh. Clin
thiin trong khi ding thude.
| Phy nit cd thai:
| Sir an todn cis eperison hydroclorid wrong sudt thai k¥ chua duge hidu rd. Chi nén sir dyng thube |
' nity cho bénh nhén mang thai bode phy nit nghi ngd ¢6 thai, ndu ké qui didu trj mong deri €6 gid |
|mhﬂnh&|cungu)mninoéthéxﬂyrad6n61ﬂm |
Phy nf che con bia:
| Khdng khuyén cdo str dung eperison hydroclorid cho phu nir dang cho con bi. Néu clin thié1 phai
ding thude, ngudi me phai ngimg cho con ba.
| Nguetri viin ik mdy méc, dang lii tin xe, nguedi liom vige frén cao va cdc triedng hyp khdc:
| Bénh phan ding eperison hydroclorid 6 thé giy bubn ngd, nhire dau, mét moi, chdng mjt, do &6
' khong nén 1di xe, vin hanh miy moc hode lm viée trén cao khi gip tie dyng khng mong mubn
i thudic.
Twong tie thube:
| MOt biio cdo ¢6 dé cip ¢én tinh rang rdi loan diéu tiét mit x3y ra ssu khi ding thude dbng thoi
| methocarbamol vai wlperison hydroclorid (mat hop chit o6 cdu i twong ty eperison .
| hydroglorid) I

wl
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giy ra cfl o nghiém trong vé da, clin phil theo ddi cle Irlr}u chunn o thé xiy ra khi si
dyng thude nhu sét, ban d6. mun nude, rit ngia, mdn 46 quanh mil, viém miéng...

Cde e dung khdng mong muon kisic

- Teén gan: AST (GOT), ALT (GPT), ALP ting.

- Trén thin: Protein ni¢u, BUN ting.

- HE tpo méau: Thidu méu,

- Miln cam: Ban do, phét ban, ngira.

- HE tdm thin kinh: Budn ngt, mit nga, nhirc diu, 1& tay chin, cam gide co cimg, chin tay run
iy,

| « Hi¢ théu hoa: Budn ndn vit ndn mu, chan dn, kbo chiu dy diy, dau bung, tidu chiy, 150 bon, khd
migéng, viém mi¢ng, diy bung. }
- 1§ it nidu: Bi tidu, 1iéu khdng ty chi, cée widu chimg rbi logn tiét nidu. |
- Triéu chimg todn thin: M& moi, ddu de quay cubng, gidm cang co, chéng mit. '
- Khshe: Kha chiu, con ndng bimg, dd md hoi, phis nd, dinh tréng ngye.
Huing din cich xir tri ADR
Khi ding eperison hydroclorid nén theo ddi cdc chire niing gan, thin vit lam xét nghiém I\u\'-}t '
hoe. Ngirg sir dung thube khi 6 ddu higu bit thudng xuilt hién nhu bun do, st ngia, mé l-'-H}. .
kho thé, viém miéng.... va dén co sér y 18 giin nhiit dé didu i cic lidu phap thich hop.
“Thang bio ngay che bic sT hoge dwge s nhitng tic dung
- khing mong mubn gip phai khi sie dung thude”
Quié lidu va cach xar tri;
- Chum €6 bio cho
' Ciic ddu higu ciin leu ¥ vi khuyén edo:
j “Thude ndy chi ding theo don ciia bic 877
“Pi xa tim tay tré em”
“Doe k§ hudmg din sir dyng trude Khi ding”
' Diéu Kign bio quan: Noi khd réo, nhi¢t & duoi 30'C. trdnh dnh séng.
Han diing: 36 thang ké tr ngdy sin xult
Tiu chudin dp dyng: 1CCS

Tén, dia chi oo s& san xuilt: ‘

| CONG TY CO PHAN DUGC PHAM VINH PHUC
| $6 777 Dumg Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtc ]
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SISMYODINE
“Thude nay chi ding theo don chia bic si”
“DE xa tdm tay tré em”
“Dopc kj) haedng din si dung trade ki ding ™
“Thing bio ngay che bic si hogc dwye sTnkitng
tic dung khdng mong mudn gip phai khi sic dung thudc”

Thinh phin, bim leyng caa thube

Cho 1 vién:

Deee chdit: EPErison RYPOCIONA ............ccccvmsreessemsismsmasessmmsssaressepussssssmessmssisessnss S0 mg

T diopre: Lactose, tinh bdt ngd. PVP - K30, 1ale, magnesi stearat, dudmg kinh, calci casbonat, -

titan dioxid, vang tartrazin, gelatin, aerosil VA ........co.eiuenicimrsssmsmvimssissssssmsrsisssesesnesces | VICH

Ma ta sian phim |
I

Dang bio ché: Vién nén bao duimg
Hinh thirc: Vién nén bao dwimg, hinh try, miu tring, nhin bong, khéng nirt canh, khing dinh tay. |
Quy cich dong goi
| Hop 2 vix 10 vién,
Hp 10 vi x 10 vién
Thudc ding cho biah gi
Cii thién cdc tridu chimg ting treong lyre co lidn quan dén nhimg bénh sau: Hi chimg dit sdng |
¢, viém quanh khop vai va dau odt sdng thit g, :.
Liét cimg lién quan dén nhimg bénh sau: Bénh mych miu ndo, li¢t cimg do tiy, thodi hoa db1
sing cd. di chimg sau phiu thuiit (bao gdm i u ndo tiy), di chirmy sau chdn thuong (chin thurmg
tiy. 60 thwong diu), xo cimg cft bén teo ca, bai ndo, thodi hoe wiy, bénh mach mdu wy va chc
bénh 1y ndo tiy khic.
Nén ding thube nity nhw thé nao v litu legng
| Ciich ding: Udng sau biru fin.
Liéu ding:
Naweord Jim: Lidu thong thudmg udng | vién/lin x 3 lan/ngdy sau mdi bits an. I
Lidu lugng duwoe didu chinh theo tudi cia bénh nhin vé mize 49 1xdm trong cla tigu chimg,
Cde nhdm bénh nhin dic big:
Bénh nhin suy giam chirc ning gan: Clin thin trong khi st dung trén binh nhén suy gidm chie
ning gan. ¢in nhic gidm liéu trén nhimg bénh nhiin c6 suy gidm chirc ning gan ndng.
Bénh nhin suy gidm chire néng thin: Khong co thdng tin khuyén cdo, tuy nhidn viin phii thin |
| trong khi sir dung thube 1eén d8i teong nay,

i
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. ne- da duge bido cio khi sir dung eperison hydroclorid.

- Hii chimg hogi tr bidu bi nhi¢m ddc (TEN), hdi chimg Steven - Johnson: Cée hdi chimg nay
| gdy ra cée rdi logn nghiém wong vé da, cdn phii theo doi cac tigu chimg o6 thé xdy ra khi sir
| dung thude nhu sbt, ban &6, mun nude, rit ngir, min do quanh mit, viém miéng. .,

' Cde tde dung khdng mong mudn khde:

- Trén gan: AST (GOT). ALT {GPT). ALP tang.

- Trén thin: Protein midu, BUN ting.

- HE tao mau: Thidu méu.

- Miin cam: Ban da, phat ban, ngia.

« Hé tim thdn kinh: Budn ngi, mit ngd. nhirc diu. 1@ 1ay chdn, cam gific co cimg, chin 1ay run
iy,

- H tiéu hoa: Bubn ndn v ndn mim, chan 4n, kho chiu dp day, dau bung, tiéu chay, tio bon, khi

migng, viém miéng, diy bung.

- HE tiét nidu: Bi tidu, tiéu khong 1y chi, ciie tridu chimg rdi loan Giét nigu.

| - Triéu chimg todn thin: Mét mdi, diu 6¢ quay cudag, gidm cang co, ching mat

- Khic: Khd chiu, con ndng bimg. db md bdi, phil nd, dénh wdag ngye.

Hudng din cach ir tri ADR
- Khi ding eperison hydroclorid nén theo ddi cée chire nang gan, thiin v lm xét nghi¢gm huyét
| hoe. Ngimg sit dyung thude khi ¢o diiu hidu bit thuimg xut hién nhy ban do, sbt, ngim. mé day,
| ki the, viem midng..., vt dén co s v 1€ gin nhit 48 didu i cée licu phip thich bop.
| Nén trinh ding nhimg thude hodic thye phim gi khi dung sir dyng thube niy

Mit béo ciio o6 8é clip dén tinh trang rbi logn didu tiét mdt xdy ra sau khi ding thude dong thin

miethocarbamol vin tolperison hydroclorid (mdt hop chdt ¢6 cdu trix twomg tyr eperison
'i hyvdroclorid)
| Cén lim gi khi m{t lin quén khing ding thube _ i
- Khi quén ding thude. lidu tiép theo duge dimg nhu trong chi dinh. Khdng dung tang liéu khi quén |
- dang thube.

- Ciin bdo quin thude ndy nhw thé nio
| Nai khd rdo, nhi¢t do dudi 30°C, trinh dnh sing

Nhimg ddu higu va trifu chimg khi ding thube qui lidu
| Chura €6 bito cho vé ede tridu chimg quad lidu.

Ciin phai lim gi Khi dang thube qué lidu khuyén cio If

-
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én bénh nhin ¢ ciin ning thip hodie dang gidm clin,
p=tbc phin v¢, hogi wr bi¢u bi nhiém ddc, hdi chimg Steven - Johnson (xem
g mong muon).

‘i dudmgg kinh, thin trong v b¢nh nhiin Khdng dung nap galaciose do di
5 dptiu glucose - galaclose hode thidu Lapp lactase, -
. Thube ¢b chita viing tartrazin ¢6 thé gy dj img, giy cic phin dng qui min cho ngudi binh. Cin |
| thin trong khi ding thude.

Pley ni o6 thai:

Sy an todn cua eperison hydroclorid trong sudt thai ky chua duoe hiéu 0. Chi nén sir dyung thude |
| pay cho bénh nhin mang thai hoje phy ntr nghi ngir ¢6 thai, néu k&t qua diu tri mong dei ¢o gia
| tri hom béit cu nguy o0 nio ¢6 thé xiy ra dbi vl thai, |
i Py nit cho con bii:

Khang khuyén cio sir dung eperison hydroclorid cho phy nir dang cho con ba, Néu cin thiét phai
dimg thude, ngudi me phai ngitng cho con ba.
Ngieeri vin hank iy mic, dang Lii tiu xe, agadi lam vige feén cao va cde triedmg hop Khde:
| Bénh nhin ding eperison hydroclorid ¢6 thé gy budn ngi. nhire ddu, mét méi, ching mit, do 46 |
I khdng nén ldi xe, vin hinh mdy méc hode lam vige trén cao khi glp téc dung khong mong mubn ,
cua thudc,
Khi ndo ciin tham viin béc si, duye si
Khi gdp céc tic dyng khong mong mudn cia thube, cin tham vin béc s7, duee si. r
“Néu cin thém thing tin xin héi y Kién bac si hoje duge si* '
Hyn ding cua thudc |
| 36 thdng ke tir ngdy <an xult ;
 Tim, dia chi cia co s sidn xuit |
| CONG TY €O PHAN DUGC PHAM VINH PHUC
Sé 777 Duémg Mé Linh - P, Khai Quang - TP. Vinh Yén - Tinh Vinh Phic '
DT: 02113 861233 Fax: 02113 862774
Dia chi nhia may: Thin Mu Thing - P, Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
Npay vem xét sdm di, cip ahdt Iyl ndi dung hwimg din sir dung thube: Ngay/thang/nim
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