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Dosage: As directed by the Physician. g
Store in a cool & dry place, below 30°C. MACLEODS PHARMACEUTICALS LTD.

Protect from light . Block N-1, Vill. Theda, P.O. Lodhimajra
Keep out of reach of children. Baddi, Distt. Solan (H.P), India.
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Composition: Each film coated tablet contains:

isone F i 50 mg
Dosage, Administration: As directed by the Physician.

i indication, p ion, side-effect

and other information: Please see the enclosed leaflet. -
Storage:Store in a cool & dry place, below 30°C. .ﬂﬁ%ﬁﬁ’mﬁ
Protect from light . Manufactured by:
Specification: In-House MACLEODS PHARMACEUTICALS LTD
Keep out of reach of children. Block N-1, Vill. Theda, P.O. Lodhimajra
Read carefully the enclosed leaflet before using. Baddi, Distt. Solan (H.P), India.
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VN Reg. No.(Sé DK) : VN-##t##-##

Batch No.(S6 Lo SX) : ##HHH#H#
Mfg. Date(Ngay SX) : dd/mmlyyyy
Exp. Date(Han Dung): dd/mm/yyyy

Mfg. Lic. No.: DD/375

Thanh phén: M&i vién nén bao phim c¢6 chira:

P 50mg
Liéu lwgng va cach dung: Theo chi dén cla thdy thudc.
Chi djnh, chéng chi djnh, khuyén céo, tac dung ngoai
y va céc théng tin khac: Xin xem huéng dan trong hop.

Bao quan: Bao quan noi kho mat, dwdi 30°C. maczobd

Tréanh anh séang . n X i

Tiéu chudn chit lwgng: Nha san xudt MACLEODS PHARMACEUTICALS LTD.
Dé thubc xa tdm voi cua tré em. Block N-1, Vill. Theda, P.O. Lodhimajra
Doc kf huong dén st dung trwbe khi dung. Baddi, Distt. Solan (H.P), An 94
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Rx — Thudéc bdn theo don
MACJET 50
(Vién nén bao phim Eperison hydroclorid 50 mg)

CANH BAO:

Thuéc bdn theo don

Doc kj hudmg dén sir dung trude khi dimg.

Néu cdn thém théng tin, xin héi ¥ kién bdc si.

Xm thér’zg ba’o‘cho bdc s biét cdc tdc dung khéng mong muén trong qud trinh sir dung.
Dé thuoc xa tam voi tré em.

Khéng ding thudc da qua han sir dung.

THANH PHAN:
Maéi vién nén bao phim c6 chira:
Hoat chat: Eperison hydroclorid ...............eevesressrrnron, 50 mg
Ta duwgc:Tinh bt ngd, cellulose vi tinh thé, hydroxypropyl cellulose, calci stearat, HPMC Scps,
propylen glycol, diethyl phthalat, talc tinh ché, titan dioxid.
DUQC LUCHOQC:
Eperison hydroclorid 1am ting c4 sy gidin co van va giin mach, do thudc tic dong trén hé thin
kinh trung wong va co tron mach méu. Eperison hydroclorid c6 hiéu quéa diéu tri én dinh trong
viéc cai thién cdc triéu chitng khac nhau c6 lién quan dén si tang truong lyc co nhd cét dut cac
vong xo4n bénh 1y ciia co thit co van. -
Eperison hydroclorid téc déng chii yéu trén tily séng lam giam céc phan xa tiy va tao ra sy gidn —
co vin nhd 1am gidm sy nhay cam ciia thoi co, thong qua hé théng ly tim gamma. Thém véo
d6, tac dung giin mach cia thudc 1am ting sy tuin hoan. Eperison hydroclorid cit dit vong
xo#n bénh 1y, ma trong d6 su co co khai phét r6i loan dong méu, sau d6 giy dau va din t6i gia
ting tnrong luc co hon nita.
Eperison hydroclorid d3 dugc chirng minh 13 mot thude c6 hiéu qua v& mit 14m sang trong viée
cai thién céc triéu ching ting trrong luc co, nhu sy co cimg ciia vai, dau dét séng cd, sy co co
giy dau ddu, hoa mit, dau thit lung va sw co cing céc diu chi, c6 thé di kém véi bénh 1y ndo
tity, hoi chimg @6t séng cb, viém khép vai va thit lung.
- DUQC DONG HQC:
Trong nghién ctru sir dung eperison hydroclorid bing dudng uéng & ngudi 16n khée manh véi
liéu 150mg/ngay, trong 14 ngiy lién tuc. Vio ngay thir 1, 8 va 14, thoi gian trung binh dat dugc
ndng d6 t6i da nim trong khoang tir 1,6-1,9 gid. Nong d6 téi da trung binh 14 7,5-7,9 ng/ml;
thdi gian ban huy trung binh 13 1,6-1,8 gid va AUC 1a 19,7-21,1 ng.gid/ml. Nhitng thong sé
ndng d trong huyét twong ciia eperison hydroclorid duogc do vio ngay thir 8 va 14 khong c6 sy
thay d6i déng ké so v&i ngay déu tién.
Trong nghién ctru eperison hydroclorid dwgc dédnh déu phéng xa C" sir dung dudng udng cho
chuét véi lidu 50mg/kg, hiu hét lwong thudc dugce hip thu qua dudng tidu héa va ndng dd
eperison hydroclorid & du6i dang khéng ddi trong huyét twong thép. Trong vong 5 ngay dau
tién sau khi ding thudc, 98% diu phéng xa da udng dugc thu hdi, 77% tir nudc ticu, 21% tir
phén. Vo thdi didm 24 giy sau khi ubng, 43% déu phéng xa duge bai tiét theo mét. Phat hién
nay cho thiy eperison hydroclorid tham gia vao chu trinh rut-gan.
Eperison hydroclorid dugc chuyén héa thong qua su hydrat héa céc carboxylat, thinh chit
chuyén héa phi hoat tinh.

R



https://trungtamthuoc.com/



‘https://trungtamthuoc.com/

CHi PINH:

Eperison hydroclorid dugc chi dinh diéu trj ching liét cimg trong cdc bénh sau: bénh mach nio,
ching ligt tay, liét aébt séng cb, céc di tit sau phau thudt (nhu u nio tuy), di tat chén thuong
(chén thuong cft séng, tén thuong d?lu), X0 cung cot bén teo co, li€t ndo, suy thoai tuy séng—
tiéu ndo, cc bénh ly & mach abt séng b va céc bénh nio tuy séng khac.

Cai thién céc triéu chimg ting truong luc co trong cdc bénh: chimg dau cd, viém quanh khép
vai, chirng dau lung.

LIEU LUQNG VA CACH DUNG

Thubc ding dudng udng. Ding theo s chi din ctia béc si.

Liéu thong thuong:

Ngueoi lon:

50 mg x 3 1an/ngay. Udng sau bita an.

Nguoi gia: C6 thé giam lidu thy thudc vio chi dinh cia bac si. Can theo di chit ché céc déu
hiéu bénh 1y trong qua trinh diéu tri.

Tré em:

Tinh an toan va hiéu qua ciia thudc & tré nho van chwa duoc thiét 1ap. Vi vdy, khong ding thude
cho tré nho duéi 15 tudi.

CHONG CHi PINH:

Qua mén vdi eperison hydroclorid hay bét cir thanh phéan nio cia thude.

Phu nit ¢ thai va cho con bu.

Tré dudi 15 tudi.

KHUYEN CAO VA THAN TRONG:

Than trong khi sir dung thudc & bénh nhan bj rdi loan chirc nang gan.

Dic biét than trong khi xdy ra tinh trang yéu, mé sang, budn ngi. Trong trudng hgp nay cin
giam liéu hoic ngimg diéu tri.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc c6 thé gay ra cing thing, budn nén, chéng mit, biéng #n, budn ngi, dau du. Vi vay,
khong nén dung thudc trong khi 1ai xe hodc van hanh may méc.

TUONG TAC THUOC:

Di c6 bdo cdo d& cap dén tinh trang 18i loan diéu tiét mét xay ra sau khi ding ddng thoi
methocarbamol véi tolperison hydroclorid (mét hop chit cé ciu tric tuwong tu eperison
hydroclorid).

SU DUNG O PHU NU'MANG THAI VA CHO CON BU:

Dimng thuéc cho phu nit c6 thai:

St an toan cua eperison hydroclorid trong sudt thai ky chua duoc biét 13. Vi vdy, khong sir
dung thudc trong khi dang mang thai.

Diing thudc cho phu nit cho con bu:

Eperison hydroclorid khong dugc khuyén céo sir dung & nhitng phu nit dang cho con bu. Néu
cén thiét phai diing thudc, bénh nhin nén ngimg cho con b.

TAC DUNG KHONG MONG MUON:

Cic téc dung phu duge béo cdo trén 416 trong tdng s6 12 315 bénh nhan (3,38%) khi két thic
danh gia.

(1)Cdc phdn vrng nghiém trong trén lim sang (tan sudt gdp chwa dwoc xdc dinh):

Séc va phan iemg phan vé: Néu séc va phan g phin vé xdy ra, bénh nhén can duoc theo ddi
cén than. Trong céc trudng hop xuit hién triéu ching nhu mén dd, ngira, may day, phil né mit
hodc bd phén khac, khé thé, ngung diéu tri ngay va thyc hién céc bién phdp hd tro thich hop.
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Hpi chimg hoai tir da (Stevens-Johnson) va hoai tir thuong bl nhiém déc (Lyell): Cac bénh da
nghiém trong nay c6 thé xay ra, bénh nhan can phai dugc theo ddi, ngimg diéu tri va thuc hién
céc bién phap thich hgp khi ¢6 céc triéu chimg nhu sét, ban do, phdng rdp, ngira, tic nghén &
mit hogic viém miéng.

(2)Cdc tic dung khong mong muén khdc:

Tan suit gap

Hg co quan 5,0%> >0,1% <0,1% .
chua xdc dinh

Tang nong d6 céc

i enzym gan nhu AST
(GOT), ALT (GPT),
ALP,...
Thén Iirotem ni¢u va BUN
tang cao.
Hé thong huyét hoc Thiéu méu.
Hé théng min dich | Phét ban. Ngira. ZI_OEg ban.da-dsog 1S
ich.
~ Budn ngi, mét ngy .
Heé thén kinh 3 g1‘1, ., g}l, Cung va run chi.
dau dau va té cac chi.
Buon nén, nén, chén
H& tiéu héa an, da day l.<}10 ch}u, Yl'em miéng, cam
dau bung, tiéu chay, | gidc bung to.
tdo bdn va khat nudc.
Bi tiéu, tiéu khong tw
Tiét niéu chu, cam gidc nudc
tiéu con sét lai.
Toan thén Mét mdi, choang Giz:1rn trtfong Iuc co,
véang. chéng mat.
Toat mo héi va pht
Khéc Nong bing. né? ot mo A5 va pi
QUA LIEU VA XU TRI KHI QUA LIEU
Qua lidu c6 thé gdy dau dau, chéng mit, cing thing, nén.... Khong cé thudc dic hiéu dé dieu
~ tri qud lidu. Trong trudng hop qué lidu can diéu tri theo tridu chimg va ding cdc bign phép ho
trg thich hop. o
BAO QUAN: 4

Giit thudc noi khé mat, dudi 30°C. Trénh anh séng.
DANG BAO CHE VA QUI CACH PONG GOI:
Hop 05 vi x 10 vién nén bao phim.

TIEU CHUAN CHAT LUQNG:

Nha sén xuét

TUQ.CUC TRUONG

; P.TRUONG PHONG
HAN DUNG: R Al

24 théng ké tir ngay san xut. 7 %am %%‘ Vin ‘j(‘.l nh
S6 16 san xuét (Batch No.), ngly san xuét (Mfg. date), han dung (Exp. Date): Xin xem trén nhén

hop va vi.

San xudt béi:

MACLEODS PHARMACEUTICALS LTD.

Nha may: Block N-1, Vill. Theda, P. O. Lodhimajra, Baddi, Distt. Solan (H.P.), An Dg.
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