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Prescription drug

Muscle relaxant

MYOTAB Tab.

( Eperisone HCI 50.0mg )

AJU PHARM. CO.,LTD.

|
|
Manufactured by: l
23, Sandan-ro, 121 beon-gil, Pyeonglaek-si, Gyeonggi-do, Republic of Korea |

B Composition: Each tablet contains:
Eperisone HCI.............................50.0mg

B Indications, Dosage & Administration, Contraindications,
Precautions, Drug interactions, Adverse reactions:
Refer to the insert paper.

Storage: Store at temperature not exceeding 30°¢c

Reg. No
Batch No.:
Lot No. 5
KEEP OUT OF THE REACH OF CHILDREN. Mfg. Date
READ INSERT PAPER CAREFULLY BEFORE USING.  Exp. Date:
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MYOTAB Tab.

( Eperisone HCI 50 mg )

San xuét bdi:
AJU PHARM. CO.,LTD.
23, Sandan-ro, 121 beon-gil, Pyeongtaek-si, Gyeonggi-do, Han Quéc

(Hép 10 vix 10 vién)

( Eperisone HCI 50.0mg )
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TO' HWO'NG DAN SU DUNG CHO CAN BO Y TE

: ’ MYOTAB TAB

1'.;Tén,';'hu6’c: Myotab tab
~2-Thanh phan cdu tao ciia thudc Moi vién nén bao dwong chira:
Hoat chdt:
Eperisone hydroclorid 50,0 mg
Td dwoc:
Lactose hydrat, cellulose vi tinh thé, hydroxypropyl cellulose, carboxymethyl cellulose
calci, natri lauryl sulfat, silica keo, magnesi stearat, dudng kinh, calci carbonat két tia,
gelatin, titan oxid, hydroxypropyl cellulose, talc, sap carnauba.
3. Dang bao ché: Vién nén bao duong
4. Cac dac tinh dworc lwc hoc, dwoe dong hoc:
Dworc lwc hoc:
Eperisone hydroclorid tén héa hoc la 4’-ethyl-2-methyl-3-piperidino-propiophenone
hydrocloride (C17H2sNO.HCI = 295,9). Eperisone hydroclorid 1am ting ca sw gidn co vin
va tinh gian mach, do sw tdc dong ctia thudc 1én hé thin Kkinh trung wong va trén co tron
mach mau. Eperisone hydroclorid c6 hiéu qua diéu tri 6n dinh trong viéc cai thién cac
triéu chirng khac nhau lién hé véi su ting trwong lyc co, nher cét dikt cac vong xodn bénh
ly ctia sw co thit co van.
Eperisone hydroclorid tac dong chii yéu vao mikrc tuy séng lam gidm phan xa tuy va tao
ra sw gian co van nho lam gidm bét sy nhay cam cta thoi co théng qua hé théng ly tam
gamma.Thém vao d6, tdc dung gidn mach ciia thudc 1am ting sw tuin hoan. Do dé, bing
mét phwong phdp da dang, eperisone hydroclorid cit dit vong xoin bénh 1y ma trong
do su co co khéi phat sw réi loan ctia dong mau, sau d6 gdy dau va din téi trrvong luc co
gia tdng hon nira.
Eperisone hydroclorid d& dwoc chirng minh lIa mét thudc c6 hiéu qua vé mit 1am sang
trong viéc cai thién cac triéu chirng tang truong lyc co, nhw sy co cing ciia vai, dau dét
séng cd, viém quanh khép vai va thit lung.
Dwoc déng hoc:

Eperisone hydroclorid dung dwong uéng & ngwdi khée manh véi lidu 150 mg/nga;y

trong 14 ngay lién tiép. Vao ngay 1, 8 va 14, thoi gian trung binh dé dat nong doé dinh
gi¢i han tir 1,6 - 1,9 git; nong dé dinh trung binh 1a 7,5 -7,9 ng/ml; thoi gian ban hay 1a
1,6- 1,8 git. Nong dd eperisone HCl trong huyét twong do vao ngay thir 8 va ngay thi 14
khong thay d6i nhiéu so v&i ngdy dau tién.

5. Quy cach déng goéi: Hop 10 vi x 10 vién nén

6. Chi dinh, liéu dung, ciach dung, chdng chi dinh:

a. Chi dinh:

Lam gidn co xwong.
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Cai thién cdc triéu chirng ting triong lwc co trong cac bénh sau: héi chirng d6t sbng ¢,
viém quanh khép vai, dau lwng.

Liét co cing trong cac bénh: bénh mach méu nio, liét co cirng cot song, thodi héa d6t
s6ng c6, di chirng sau phiu thuit (bao gdom u nio tiy), di chitng do chin thuwong (chén
thwong cdt sbng, ton thwong dau), xo cirng cot bén teo co, liét nio, thoai héa tiy séng
ti€u ndo, bénh mach mau cét séng, va nhitng bénh co nio khac.

b. Liéu dung, cidch dung:

Thudc nay chi ding theo sw ké don cua thay thuéc. MG TY N
Ligu thong thwong cho ngwoi 16m 12 1 vién, ba lan méi ngay, uéng sau cac biva #n. . ki
Nén diéu chinh ligu theo tudi va tridu chitng bénh. .
Chwa c6 di nghién ctru vé viéc sir dung thudc cho tré em.
c. Chong chi dinh

Khoéng c6 chdng chi dinh tuyét dai.

7. Than trong Khi dung thudc:

Than trong chung: suy yéu, chéng mét hodc budn ngl cé thé xay ra khi dang ding thudc
nay. Nén ngung thudc hodc gidm liéu khi thdy ddu hiéu diu tién ciia nhitng triéu ching
nay.

Bénh nhén rdi loan chirc ndng gan can duwoc theo déi cdn than khi siv dung thudc.

Bénh nhén khi dung thuéc nay khong nén 14i xe hodc van hanh may méc.

8. Twong tac thudc

R8i loan sy diéu tiét thi gidc xdy ra sau khi ding déng thi methocarbamol véi
tolperisone HCI (m6t chat c6 cau tric twong tw véi eperisone HC).

9. Tac dung khéng mong muén

Tam than kinh: Nhirng triéu chirng nhw mét ngd, nhirc diu, budn ngu, hoidc té va run cac
dau chi it khi x4y ra.

Gan: R6i loan chitc ndng gan it khi xay ra. Nén theo ddi chirc ndang gan. Ngung ding
thudc néu thdy nhitng d4u hiéu bt thwong.

Than: it khi xay ra réi loan chirc ndng than. Nén theo ddi chitrc ning thin. Ngung diing
thudc néu thdy nhitng d4u hiéu bat thudng.

Mau: Gid tri huyét cau t3 it khi tré nén bat thwdng. Nhirng xét nghiém vé méau nén dwoc
tién hanh.Ngung ding thugc néu thdy d4u hiéu bat thwong xay ra.

Da: Phat ban it khi xdy ra khi str dung thuéc nay.

Tiéu héa: Buén non va nén, chan dn, khé chiu da day, kho miéng, tio bon, tieu chay, dau
bung, cdm giac day bung, phan mém, hodc nhitng triéu ching réi loan tiéu héa khac it
khi xay ra.

Toan than: it khi bi suy nhwoc, chodng vang hodc cam thdy mét méi, hiém khi xay ra
gidm lwc cang co.

Niéu: V6 niéu, dai ddm, hodc nhirng triéu chirng réi loan dwing niéu khac it khi xay ra.
Thong bao cho béc s nhitng tic dung khong mong muén gép phai khi st dung thudc.



10. Qua liéu va cach xir tri

Chua c6 bao cdo qua lidu.

11. Cac dau hiéu can lwu y va Khuyén cao

- Str dung cho ngwoi lai xe va van hanh may méc:

Vi thuGc c6 thé gay ra cac phan ing tac dong 1én hé thin kinh trung wong nhw mét ngy,
nhirc dau, budn ngi... nén bénh nhan ding thudc can than trong khi l4i xe va van hanh
may moc.

- St dung cho phu nir mang thai va cho con bu:

Trwong hop mang thai: An toan khi dung thudc nay cho phu ni c6 thai chua duoe xac
minh. Chi nén s dung thuéc nay khi lei ich do dung thudc vuot troi so véi nguy co tiem
tang.

Phu nir cho con bu: Khéng st dung thudc nay cho phu ni¥ cho con bii. Néu phdi str dung
trong thoi gian nay, bénh nhan nén ngung cho con bu.

12. Piéu kién bao quan, han dung

biéu kién bdo quan: Bao quan & nhiét d6 khong qua 30°C,

Han dung: 36 thang ké tir ngay san xuit

13. Tén, dia chi ctia co’ sé san xuit

AJU PHARM. CO., LTD

Dia chi: 23, Sandan-ro 121beon-gil, Pyeongtaek-si, Gyeonggi-do, Han Quéc

14. Ngay xem xét siva d6i, cap nhat lai néi dung hwéng din sir dung thuéc.
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\ TO HUONG DAN SU DUNG CHO BENH NHAN
OHG 1Y Ten thuoc Myotab tab

: ;. j."!_i Khuy;en cdo:

1\ Poe k?{“yﬁc’mg dan sir dung truéce khi dung

e L Xa/ém tay tré em.

Thong béo cho bac si hodc duge st nhitng tic dung khong mong muén gap phai khi sir dung
thudc.

Thudc nay chi dung theo don cla béc si.

3. Thanh phan, ham lrgng ciia thude:

Mbi vién nén bao dudng chira:

Hoat chat:

Eperisone hydroclorid 50,0 mg

Ta diroc:

Lactose hydrat, cellulose vi tinh thé, hydroxypropyl cellulose, carboxymethy! cellulose calci,
natri lauryl sulfat, silica keo, magnesi stearat, dudng kinh, calci carbonat két tua, gelatin, titan
oxid, hydroxypropyl cellulose, talc, sap carnauba.

4. M6 ti san pham:

Dang bao ché: vién nén bao dudng

MG ta: Vién nén bao dudng hinh tron, mau tring, hai mit 15i.

5. Quy cach déng géi: Hop 10 vi x 10 vién nén

6. Thubc ding cho bénh gi:

Thube dugc chi dinh:

- Lam gian co xuong.

- Cai thién cdc triéu ching ting truong luc co trong céc bénh sau: hoi chiung dbt séng cé,
viém quanh khdp vai, dau lung.

- Liét co cling trong cac bénh: bénh mach méau ndo, liét co ciing cot séng, thodi hoa dét sdng
¢, di chimg sau phiu thuit (bao gdm u ndo tiy), di chimg do chén thuong (chin thuong cot
song, ton thuong dau), xo cung cdt bén teo co, liét ndo, thodi hoa tay song tiéu néo, bénh
mach mau cot song, va nhitng bénh co ndo khic.

7. Nén dung thude nay nhu thé nao va lidu lugng:

Thuéc nay chi ding theo sy ké don ciia thiy thuéc.

Liéu théng thudng cho ngudi 16n 13 1 vién, ba ldn méi ngay, udng sau cac bita in.

Nén diéu chinh lidu theo tudi va tri¢u ching bénh.

Chua c6 du nghién ciu vé viéc str dung thubc cho tré em.
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8. Khi nao khong nén dung thuoc nay:

Thude khdng c6 chéng chi dinh tuyét dbi.

9. Tac dung khéng mong muédn:

Tam thén kinh: Nhing triéu chirg nhu mét ngd, nhirc ddu, budn ngd, hogc té va run cic dau
chi it khi xay ra.

Gan: R&i loan chirc ning gan it khi xay ra. Nén theo dai chirc nang gan. Ngung ding thudc
néu thiy nhiing ddu hiéu bat thuong.

Than: it khi xay ra réi loan chiic nang than. Nén theo ddi chic nang thén. Ngung dung thube
néu thiy nhiing du hiéu bét thudng.

Mau: Gié tri huyét cau t6 it khi trd nén bat thuomg. Nhitng xét nghiém vé mau nén dugc tién
hanh.Ngung diing thudc néu thiy diu hiéu bat thuong xay ra.

Da: Phat ban it khi xay ra khi sir dung thudc nay.

Tiéu héa: Budn ndn va non, chan in, khoé chiu da day, khé miéng, tdo bon, tiéu chay, dau
bung, cam gidc ddy bung, phan mém, hodc nhiing tri¢u chimg réi loan tiéu héa khac it khi
xay ra.

Toan than: It khi bi suy nhuoc, chodng vang hodic cam thdy mét moi, hiém khi xay ra giam
luc céng co.

Niéu: Vo niéu, dai dim, hodc nhiing triéu chimg rbi loan dudng niéu khéc it khi xay ra.
Théng bao cho bac si nhiing téc dung khéng mong mudn gip phai khi sir dung thude.

10. Nén tranh ding nhirng thudc hoic thuc phim gi khi dang sir dung thudc nay:

R&i loan su didu tiét thi gidc xay ra sau khi ding ddng thoi methocarbamol véi tolperisone
HCI (mdt chét ¢6 cAu trac tuong tu véi eperisone HCI).

11. Cén lam gi khi mdt lin quén khong ding thude:

Dung ngay lidu bi quén ngay khi nhé ra. Trong trudng hop gan toi gio udng liéu ké tiép, bo
qua liéu d6 va tiép tuc lich trinh ding thubc theo chi dan. Khong ding liéu gip doi dé bu liéu
bi quén.

12. Cén bio quan thudc nay nhuw thé nao:

Bao quéan & nhiét dd khéng qua 30°C.

13. Nhitng d4u hiéu va triéu chirng khi ding thudc qua liéu:

Pén nay, chua c6 bao cdo qué liéu eperisone hydroclorid.

14. Cin phai lam gi khi ding thubc qua liéu khuyén cao:

Néu xay ra qua liéu, diéu trj triéu chimg va hd trg kip thoi.

15. Nhirng diéu cin than trong khi ding thude nay

-



Thén trong chung: suy yéu, chéng mit hogc budn ngu c6 the xay ra khi dang dung thuéc nay.
Nén ngung thude hodc giam lidu khi thiy dau hiéu diu tién cua nhitng triéu chirmg nay.
Bénh nhan réi loan chirc ning gan cin dugc theo ddi can than khi str dung thude.

Bénh nhan khi dung thude nay khong nén 1ai xe hosic van hanh may méc.

16. Khi nao cin tham vin bic si, dwgce si

Néu can thém thong tin xin hoi y kién bac st hoac duoc s,

Théng bao cho bac si céc tac dung khong mong mudn gip phai khi dung thubc.

17. Han diing ciia thube

36 thang ké tir ngay san xuét.

18. Tén, dja chi, biéu twgng (néu cé) ciia co s san xuit

AJU PHARM. CO., LTD

Dia chi: 23, Sandan-ro 121beon-gil, Pyeongtaek-si, Gyeonggi-do, Han Quéc

19. Ngay xem xét sira di, cip nhat lai ndi dung hwéng din sir dung thudc.
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