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1-MAUNHAN CHAJ MYONIC (Chai 50 vien nén pao phim)

ro Cong thic:
Eperison HCI ... 50 mg
Taduge ... vd . 1 vién
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MAU NHAN THUOC PANG KY

2 - MAU NHAN CHAI MYONIC (Chai 100 vién nén bao phim)

(o Cing thic:
Eperison HCI ................ 50 mg
Ta duge ......... L [— 1 vién

* Chi dinh, chdng chi dinh, céch
diing, th§n trong va cic thdng
tin khée: Xin doc trong t& hubng
dan s dung.

San xudt tqi:

CONG TY TNHH DUQC PHAM USA - NiC
\Lb 11D, Budng C. KCN Tén Tao, Q. Binh Tan, TP.HCM

- D€ xa tim tay tré em

trdnh dnh sdng.

-ﬂpckfmldnydﬁns&dvngmkhidang
- Bdo qudn nai khd mdt, nhigt dg dudi 30°C,
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5616 SX/Lot. No

Manufactired by:
USA-NIC Co., Ltd
Biock 11D, Road G, Tan Ta IP, Binh Tan Dist., HCMC

Chai 100 vién nén bao phim /\02

TIEU CHUAN AP DUNG: TCCS
Ma Vach | o visa: B
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MAU NHAN THUOC PANG KY

3-MAU NHAN CHAI MYONIC (Chai 200 vién nén bao phim)

("« Cong thife: TIEU CHUAN AP DUNG: Tocs )
Eperison HCI ................ 50 mg SDKNVISA: ..............
Té QUYC ..o VA ........ 1 ViD BT I e ——
+ Chi dinh, chding chi dinh, s |

cach ding, thgn trong va céc - Bdo quén ndi kho mat, nhigt |

théng tin khac: dj dudi 30°C, trdnh dnh sdng. |
Xin doc trong td hudng din sif dung. Thudc ding cho bénh vign
5616 SULot. No
Ma Vach Ngdy SX/Mfg. Date
Hmdlmolﬂn Dote -
Sdan xudt tqi:

CONG TY TNHH DUGC PHAM USA-NIC  Chai 200 vién nén bao phim
\_L6 11D, Buing C, KCN Tén Tao, Q. Binh Tan, TP HCM
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MAU NHAN THUOC PANG KY

4 - MAU NHAN Vi MYONIC (1 vi x 10 vién nén bao phim)
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MAU NHAN THUOC PANG KY

5- MKU HOP MYONIC (Hép 2 vi x 10 vién nén bao phim)
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k == Hop 2 vi x 10 vién nén bao phim /\<><>/@

CHi DINH, CACH DUNG, CHONG CHi BINH, THAN TRONG VA (y’/ ey

CAC THONG TIN KHAC: Xin doc frong & huding déin sl dung.
Sdn xudt tai: .

CONG TY TNHH DUQC PHAM USA - NIC

L3 11D, Budng C, KCN Tan Tao, Q. Binh Tan, TP.HCM

28
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%5 S
K258
Box of 2 blisters x 10 film coated tablets <> <> 822
CONG THUC: Tiéu chudn &p dyng: TCCS
EpBriSOn HCL ...civ. coiniciinisioiminsaisin 50 mg SDK/VISA: oo
T duge ... e D 1 vien *
Manufactured by: USA-NIC PHARMA Co., Ltd 3
Bmﬂn.mmé‘TanTaniP.BmTanmsL,am Ma VaCh
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Tp.HCM, Ngay /> thdng 05 niam 2017
KT.Tdng Gism Déc
ng Giam P&c Chat lugng
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MAU NHAN THUOC PANG KY

6 - MAU HOP MYONIC (Hgp 5 vi x 10 vién nén bao phim)

<><>§ 0 Hop 5 vi x 10 vién nén bao phim <> <
NN\

CONG THUC: - DE XA TAM TAY CUA TRE EM
Epertson HEL ... 50 ™J  _poc K¥ HUGNG DAN SU DUNG
Ta dugc ........... 7. [ TVIBN  1oidc e DUNG

Sdan xudt tqi: - BAO QUAN NOI KHO MAT,
CONG TY TNHH DUQJC PHAM USA - NIC ~ NHIET B0 DUGI 30'C, TRANH
L5 11D, Budng C, KCN Tan Tao, Q. Binh Tan, TPHCM ~ ANH SANG.

Box of 5 blisters x 10 film coated tablets /\O

CHI DINH, CACH DUNG, CHONG CHI DINH, Tnens: chudn Gp dyng: TCCS
THAN TRONG VA CAC THONG TIN KHAC: amvm
Xin doc trong 13 hudng dén sif dyng.

Manufactured by: USA-NIC PHARMA Co., Lid 5516 SX (Lot. No)

B TaolP, Ngdy SX (Mfg. Dote) :
ock 110, Read . Tan TaoIP, ioh Tan it HOME 00V & M. Date)

Tp.HCM, Ngay % théng 05 nam 2017
KT. Tifng Glam Péc

DS_ Trin Miah Anh
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MAU NHAN THUOC PANG KY

7 - MAU HOP MYONIC (Hép 10 vi x 10 vién nén bao phim)

Hop 10 vi x 10 vién nén bao phim

R

L8 11D, Budng C, KCN Tén Tgo, Q. Binh Tan, TP HCM

<><>
Box of 10 bisters x 10 fim coated tablts ¢ >
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CONG THUC: 7
Epefson HOL.....c..oocevoeoaern SO MG -BE XA TAM TAY CUA TRE EM
Té dude va 1vign -Bocwl::iuudwn_ls“:iust’lwm

- TRUGC KHI
uimtcﬂcuwus.cudusuiull. - BAD QUAN NOI KHO MAT,
TANTONG VA CAC THONG 1t BHAC: NHIET B0 DUGI 30'C, TRANH
Xin doc frong 13 hudng dén s0 dyng. i Ay
San xudt tai:
CONG TY TNHH DUJC PHAM USA - NIC

— | composmon:

Eperisone HCI ...........cccocemvienncn 50mg
Exciplents ..g.s.p...1 film coated tablet

INDICATIONS, DOSAGE, CONTRA
- INDICATIONS, WARNINGS AND
OTHER INFORMATION: Read the
package Insert carefully.

Manufachwed by: USA-MIC PHARMA Co., Lid
Biock 110, Road C, Tan Tao IP, B Tan Dt HOME

Tiéu chudin 6p dyng: TCCS

SPK/VISA: .............ccoc

S5 16 SX (Lot. No) :
Ngdy SX (Mfg. Date) :
Han diing (Exp. Date)

Tp.HCM, Ngay 15 thang 05 nam 2014
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TO HUONG DAN SU DUNG CHO CAN BO Y TE
Vién nén bao phim MYONIC
(Thudc ban theo don)

3
4.

Tén thuée: MYONIC

Thanh phén ciu tao ciia thude: (Cho 1 vién)
Eperison HCl................o.......... 50 mg

Ta duge........ ) B || GO 1 vién

(Tinh bdt ngo, lactose, PVP K30 (Polyvinylpyrrolidon), natri croscarmellose, magnesi stearat,
bét talc, aerosil, HPMC 615 (Hydroxypropyl methylcellulose), PEG 6000 (Polyethylen glycol), titan
dioxyd)

Dang bao ché: Vién nén bao phim

Cic dic tinh dwge lve hoe, dugc dong hoc: }/

Duwoe lwe hoe:

Eperison hydroclorid 1am ting ca su gidn co van va tinh gidn mach, do sy tac dong cua thude

M

Ién h¢ than kinh trung wong va trén co tron mach mau. Eperison hydroclorid c6 hiéu qua diéu
tri 6n dinh trong viéc cai thién céc triéu chirng khac nhau lién hé véi su tang truong luc co,
nho cit durt cac vong xoin bénh ly ctia su co thét co van.

Eperison hydroclorid tac dong chii yéu vao mire tuy song lam giam phan xa tuy va tao ra su
gidn co véan nho lam giam bét sy nhay cam cia thoj co thong qua hé thong ly tdm gamma.
Thém vao dé, téc dung gifin mach cta thude lam tdng su tudn hoan. Do do, bé’mg mdt phuong
phép da dang, eperison hydroclorid cit durt vong xodn bénh Iy ma trong dé su co co khai
phét su réi loan cta dong méu, sau d6 gay dau va dan t6i truong luc co gia ting hon nira.
Eperison hydroclorid d4 duge ching minh 13 mét thudc c6 hiéu quéa vé mit 1am sang trong
vige cai thién cac tridu ching ting truong luc co, nhu sy co cimg cua vai, dau dbt song ¢,
viém quanh khép vai va thét lung.

Duoe¢ dong hoc:

liéu 150 mg/ngay, trong 14 ngdy lién tuc. Vao ngay tha 1, 8 va 14, thoi gian trung"%;
t6i ndng d ti da nim trong khoang tir 1,6 dén 1.9 gid. Nong do tbi da trung binh 1y
7.9 ng/ml ; thoi gian ban huy trung binh 1a 1,6 dén 1,8 gio va AUC (dién tich du
cong ndng dd huyét tuong) la 19,7 dén 21,1 ng.gio/ml. Nhimng thong s6 néng do tr‘I huyét
tuong cua eperison hydrochlorid duogc do vao ngay thir 8 va 14 thi khong c6 sy thayAddi déng
ké s0 véi ngay dau tién.

Hép thu, phan phdi, chuyén héa va thai trir:

Khi 14C-eperison hydroclorid (eperison hydroclorid dugc danh dau phéng xa 14C) duge sir
dung bang dudng udng cho chudt véi lidu 50 mg/kg. hau hét luong thude duge hip thu qua
duong tiéu hoa va néng do eperison hydrochlorid & duéi dang khéng dbi trong huyét twong
thdp. Diéu nay goi ¥ ring hiéu qua hdp thu ddu tién (first-pass) twong déi cao. Sau khi ubng
30 phut, ndng dd phéng xa trong ndo, tity séng, than kinh dii va cic co & khoang b?mg véi
ndng do trong mdu. Trong vong 5 ngay dau tién sau khi dung thudc, 98% phong xa da udng
duoc thu hdi, 77% tir nude tiéu, 21% tir phan. Vao thoi didm 24 git sau khi ubng, 43% phéng
xa da dugc bai tiét theo mat. Phat hién nay cho thay eperison hydrochlorid tham gia vao chu
trinh ruét gan. Piéu do6 da duge thiy & chuét, chudt lang va ché sin. Eperison hydrochlorid
duoc chuyén héa thdng qua sy hydrat hoa cac carboxylat, mot chét chuyén héa khong hoat
dong.

Quy céich déng géi:

Hop 2 vi x 10 vién.

Hop 5 vix 10 vién.

Hop 10 vi x 10 vién.

Eperison hydrochlorid da duoc sir dung bang duodng udng & nhitng ngudi 16n khoe
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10.

11.

12.

13.

14.

Chai 50 vién.

Chai 100 vién.

Chai 200 vién.

Chi dinh:

Cai thién cdc tridu ching ting truong lyc co lién quan dén nhimg bénh sau: h¢i chimg dbt
song c0, viém quanh khép vai va thit lung.

Ligt cimg lién quan dén nl_}l”rng bénh sau: bénh mach méau no, liét cung do tly, thoai hoa dlét
song ¢d, di chimg sau phau thuét (bao gom ca u ndo tay), di chung sau chan thuong (chdn
thuong thy, ton thuong dau), xo cung cot bén teo co, bai nfo, thoi hoa tiy, bénh mach mau
tay va cdc bénh 1y néo tiy khéc.

Li¢u diing, cich dung:

Théng thudng déi‘ véi ngudi lén, udng 3 vién/ngay, chia lam 3 lan sau mdi bita an. Lidu
luong nén duoc diéu chinh theo tudi cua bénh nhan va mirc d6 trim trong cua triéu chimg.
Chéng chi dinh:

Man cam véi bat ki thanh phédn nao cua thubc. w

Thén trong khi ding thudc: \

Yéu sic, chong mat hay budn ngu c6 thé xay ra khi dung thudc. Ngung dung hay giam liéu
khi ¢6 dau hiéu dau tién cua céc tricu chimg dé. Bénh nhan ding thubc khong nén léi xe hay
dicu khién may moc.

Nhimg bénh nhén sau day yéu cdu cin than khi dang thubc: bénh nhan cé rdi loan chirc ning
gan.

Thubde c6 chira lactose. Khong nén ding tI:luéc cho bénh nhan ¢é cac Vz‘in‘dé vé bét dung nap
galactose, thiéu hut Lapp lactase va kém hép thu glucose-galactose di truyén.

Twong tic véi cdc thude khic va cde loai twong tic khic:

Réi loan su diéu tiét thi giac xay ra sau khi dung dong thoi methocarbamol véi tolperison HC]
(mét chat ¢o cau tric tuong tu voi eperison HCI)

T4c dung khéng mong muén:

Tac dung ngoai y it khi xay ra

Réi loan chirc ning gan, than, s luong hong cdu hay gia tri hemoglobin bét thuong. Nén theo
ddi cac chire nang trén hodc thyuc hién cic xét nghiém huyét hoc. Ngung thuéc khi c6 ddu
hi¢u bat thuong.

Céc tac dyng ngoai y khéc:

Phét ban, tri¢u chimg tdm than kinh nhu mét ngu, nhirc q5u, budn ngu, cam gidc co cing hay
té cimg, run dau chi. Céc tridu ching da day-rudt nhu budn nén, nén, chén n, kho miéng, tao
b('?n, tiéu chay, dau bung hoic céac tri¢u ching rdi loan tiéu hoa khdc, céc triéu ching rdi loan
tict niéu.

Thoéng béo cho béc sy nhiing tac dung khéng mong muén gap phai khi dung thube.

Qua lidu va cdch xir tri:

Liéu 12,5 mg/kg khong gy bat cit tac dong doc nao, trong khi lidu 25 mg/kg hodc cao hon sé
gay cac phan Umg nhu budn nén va xuét hién mau trong nudce tiéu trong mot thoi gian ngan.
Tuy nhién cic xét nghiém vé mé bénh hoc cho thiy khéng c6 phan tmg phu nao, cling nhu sy
an mon va loét dudng tiéu hoa.

Sir dung cho ngwoi 14i xe va van hanh may méc:

Vi thube c6 thé gdy ra chong mit hay budn ngu khi sir dung nén cin than trong khi 14i xe va
van hanh may méc

St dung cho phu nir mang thai va cho con bi:

Su an toan cta thudc trong sudt thai ky chua duoc biét 1. Thudc nay chi nén sir dung cho
nhiing bénh nhin mang thai hoic phu nir nghi ngd ¢6 thai, néu két qua diéu tri mong dgi ¢é
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15,

16.

17.

gia tri hon bat ky mot nguy co ndo c6 thé co.
Thude khong dugc khuyén cdo sir dung & nhimg phu nit dang cho con bu. Néu can thiét phai
dung thudc, bénh nhin nén ngung cho con bu.
Cic ddu hiéu cin luu ¥y va khuyén cdo:
THUOC NAY CHI DUNG THEO PON CUA BAC Si.
DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG
THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC
Piéu kién bio quin, han dung:
Diéu kién bao quan: Bao quan & nhi¢t d6 dudi 30°C, tranh 4nh sang va dd dm,
Han dung: 36 thang ké tir ngay san xudt W{
Tén, dia chi ciia co' s& sin xuit:
CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L3 11D duong C — KCN Tén Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

TN = |
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3.

10.

TO THONG TIN CHO BENH NHAN

Tén san phim: MYONIC

Khuyén céo:

Thubc nay chi dung theo don cua béc sf.

Dé xa tim tay cua tré em

Doc k§ huéng dan sir dung truée khi dung

néu cin thém thong tin xin hoi y kién cia thiy thubc

Khéng dung thudc qua han sir dung

Thong bao cho béc si nhitng téc dung khéng mong mudn gap phai khi st dung thudc

Thanh phin, him lwgng ciia thude

Hoat chét: Eperison HCl....................... 50 mg pid
Ta duoc........... vua da .......... 1 vién ’W

(Tinh bt ngd, lactose, PVP K30 (Polyvinylpyrrolidon), natri croscarmellose, magnesi stearat, bot
talc, aerosil, HPMC 615 (Hydroxypropyl methylcellulose), PEG 6000 (Polyethylen glycol), titan
dioxyd)

M3 ta san phiam: Vién nén tron, bao phim mau tring nga, mot mat vién nhin, mét mit c6 chir
N, canh va thanh vién lanh lan.

Quy cich déng géi: Hop 2 vi x 10 vién; Hop 5 vi x 10 vién; Hop 10 vi x 10 vién; Chai 50
vién; Chai 100 vién; Chai 200 vién.

Thuée ding cho bé¢nh gi?

Cai thién céc tri¢u ching ting truong luc co lién quan dén nhimg bénh sau: hdi ching dét
song ¢, viém quanh khap vai va thit lung.

Liét cung lién quan dén nhiing bénh sau: bénh mach mau nio, liét cing do tay, thodi héa d’(‘)t
song c¢o, di chimg sau phau thudt (bao gom ca u ndo tuy), di ching sau chén thuong (chan
thwong tuy, t6n thuong dau), xo cing cot bén teo co, bai ndo, thoai hoa tay, bénh mach mau
tuy va cac bénh ly ndo tay khac.

Nén ding thudc nay nhw thé nao va lidu lwgng?

Thong thuong doi véi ngudi 16n, udng 3 vién/ngay, chia lam 3 14n sau mdi bira an. Lidu luong
nén dugce dicu chinh theo tudi cia bénh nhan va mic do trdim trong cua triéu ching.

Khi nao khong nén ding thudc nay?

Man cam véi bét ki thanh phin nao cia thube.

Téc dung khéng mong muén cua thube:

Tac dung ngoai y it khi xay ra.

Roi loan chirc nang gan, than, sb luong hdng cu hay gia tri hemoglobin bat thuéng. Nén theo
doi cac chirc nang trén hodc thyc hién cac xét nghiém huyét hoc. Ngung thube khi ¢6 ddu hiéu
bat thuong.

Céc tac dung ngoai y khéc:

Phat ban, triéq chung tdm thin kinh nhu mét ngu, nhirc Qr?lu, budn ngu, cam giac co cing hay
t€ cimg, run dau chi. Céc triéu chung da de‘ty—rth nhu budn ndn, nén, chan an, kho mié{lg, tao
bon, tiéu chay, dau bung hoic cic triéu chimg r6i loan tiéu héa khac, cac tridu chimmg roi loan
tiét niéu.

Thong béo cho béac s§ nhiing téc dung khong mong mudn gp phai khi duing thudc.

Nén tranh cdc loai thudc hodic thue phim gi khi dang sir dung thudc nay?

Ré&i loan sy diéu tiét thi gidc xay ra sau khi ding dong thdi methocarbamol véi tolperison HCI
(mét chat ¢6 cau tric tuong tu véi eperison HCI).
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11

12,

13.

14.

15.

16.

17.

18.

19.

Cin lam gi khi mt lin quén duang thudc?

Tiép tuc dung thudc theo huéng dan. Khéng ding lidu gap doi khi quén khong udng thuée.

Cin bio quéan thudc nay nhu thé nao?

Bao quan ¢ nhiét dd duéi 30°C, tranh 4nh sang va d¢ 4m.

Nhing diu hi¢u vi tri¢u chimg khi dung thuéc qua lidu?

Liéu 12,5 mg/kg khong géy bat ¢t tac dong ddc nao, trong khi liéu 25 mg/kg hoic cao hon s&

gay cac phan ing nhu buf)n‘ noén va xuat hién mau trong nudce tiéu trong mot thoi gian ngan.

Tuy nhién céc xét nghiém vé& mé bénh hoc cho thay khéng c¢é phéan ung phu nao, cling nhu sy

an mon va loét dudmg tiéu héa.

Cin phai 1am gi khi ding thuéc qué lidu khuyén cdo?

X tri: Diéu trj triéu ching, Wi

Nhirng diéu cin thin trong khi ding thuéc nay. M

Yéu siic, chong mit hay budn ngi c6 thé xdy ra khi dung thude. Ngung ding hay giam liéu

khi ¢6 dau hi¢u dau tién cua céc triéu ching d6. Bénh nhén dung thuéc khong nén lai x&hay

diéu khién may moc. 7-},

Nhiing bénh nhén sau day yéu cau cén than khi ding thudc: bénh nhéan c6 rdi loan chirc na
$

-~

gan.
Thudc c6 chira lactose. Khéng nén ding thudc cho bénh nhan ¢6 cic van d& v& bit dun

,

galactose, thiéu hyt Lapp lactase va kém hap thu glucose-galactose di truyén.
St dung cho ngudi 14i xe va vén hanh may méc: Vi thube c6 thé gdy ra chéng mit hay budn
ngt khi str dung nén can thin trong khi l4i xe va vén hanh may méc,

St dung cho phu nit mang thai va cho con bu:

<>

+ Su an toan cia thude trong subt thai ky chua duoc biét ro. Thuép nay chi nén sir dung cho
nhitng bénh nhdn mang thai hoic phu nir nghi ngo ¢6 thai, néu két qua diéu tri mong doi c6
gid tri hon bat ky mét nguy co nio ¢6 thé cé.

+ Thudc khong duoc khuyén cdo sir dung & nhing phu nit dang cho con bu. Néu can thiét
phai dung thudc, bénh nhan nén ngung cho con bu.

Khi nao cin tham vin bic si?

Néu can thém thong tin xin héi v kién béc st hoédc dugc si.

Han ding cia thube:

36 thang ké tur ngay san xuét.

Tén, dia chi cia co sé san xuit

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)

L6 11D duong C — KCN Tén Tao — Q.Binh Tén -~ TP.HCM

DT : (08) 37.541.999 — Fax: (08) 37.543.999

Ngay xem xét sira déi, cip nhit lai n§i dung hwéng din si dung thudc: 13/05/2017

TUQ CUC TRUONG
P.TRUONG PHONG

A ) f'?_,- fﬂ';‘-
.,-'P;/uyrfﬂ Ahi T Ly



