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SISMYODINE

“Thudc ndy chi ding theo don thuéc”
“pé xa tim tay tré em”
“Poc k§ hwéng din siv dyng trude khi ding”
1. Thanh phin céng thire cia thude:

Méi 1 vién chira:

Thanh phan dugc chdt: Epetison hydroclorid..........ocrimmmrncsnnn. 30 Mg,
Thanh phan ta dugc: Lactose monohydrat, tinh bot ngd, PVP - K30, talc, magnesi stearat, duong
tring, calci carbonat, titan dioxid, gelatin, aerosil vira AL crs e s ssimeaimmmmninenl. WIGIN

2. Dang bao ché:

Dang bao ché: Vién nén bao duong

Hinh thitc: Vién nén bao dudng, hinh try, mau trang, nhin béng, khong nurt canh, khong dinh tay.
3. Chi dinh:

- Cai thién céc triéu chimg ting truong luc co trong céc bénh ly sau:

Hoi chiing cb - vai - canh tay, viém quanh khép vai va dau thit lung.

- Liét cimg trong cac bénh ly sau:

Bénh ly mach méu néo, liét ctmg do tity, thoi hoa dét séng cd, di chimg sau phiu thuét (bao gdbm
¢i u niio tiy), di chimg sau chdn thuong (chdn thuong tity, chén thuong so ndo), xo clmg cot bén
teo co, bai nio, thoai hoa ndo iy, bénh Iy mach méu tiy va cac bénh 1y ndo tiy khac.

4. Liéu ding - cich ding:

Cich dung:

- Ubng sau bira an.

- Khdng c6 yéu cau dic biét vé xir Iy thudc sau khi str dung.

Liéu dimng:

- Lidu théng thudng dbi voi nguoi 16n 1a 3 vién/ngay (150 mg eperison hydroclorid), chia lam 3
lan udng sau mdi bira in.

- Liéu nén duoc diéu chinh theo tudi ctia bénh nhan va mirc d9 trdm trong ctia triéu chimg.

5. Chéng chi dinh:

Min cim v6i bat ky thanh phin ndo clia thude.

6. Canh bso va thin trong khi dung thudc:

Thiin trong chung
C6 thé c6 cam gidc mét moi, nhire dau, budn ngi hodc cac triéu ching khic ¢ thé xay ra trong qué
trinh diéu tri v6i eperison hydroclorid. Nén giam lidu hodc ngimg thube khi ¢6 cac tridu chimg do.
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Thin trong khi dimg eperison hydroclorid 6 nhitng bénh nhin sau:

(1) Bénh nhan c6 tidn sir qua min véi thube.

(2) Bénh nhén co rdi loan chite ndng gan [eperison hydroclorid ¢6 thé 1am giam chirc ning gan].
St dung thubc & ngwoi cao tudi

Do ngudi gia thudmg gidm chirc néng sinh ly, khuyén cdo nén gidm sét cén than va thyc hién céc
bién phap nhu giam lidu.

Sir dung thuoc 6 tré em

Tinh an toan ctia thubc & tré em chua duoc thiét 1ap (kinh nghiém lam sang con han ché).

Cinh bdo td dwgc:

Thubc c6 chira lactose monohydrat va dudng tring, than trong voi bénh nhan khong dung nap

galactose do di truyén, kém hép thu glucose - galactose hogc thiéu Lapp lactase.

7. Si dung thude cho phu nit ¢6 thai va cho con bi:

Sir dung thuéc cho phu ni¥ c6 thai:

D an toan cua thudc trong sudt qua trinh mang thai chua dugc biét rd. Chi sit dyng thudc cho phu
nft mang thai hodc nghi ngd co thai khi lgi ich cua viée dung thude 16n hon so véi bit ky cac nguy
co ndo c6 thé xay ra.

[Tinh an toan cta eperison hydroclorid & phu nit ¢6 thai chua duogc thiét 1ap].

Sir dung thuéde cho phu nit cho con bu:

Eperison hydroclorid khéng dugc khuyén dung & phu nit dang cho con bu. Néu cin thiét phai ding
thudc, bénh nhan nén ngung cho con bu.

[Eperison hydroclorid da duge bdo céo bai tiét qua sita trong mt nghién citu trén dong vat (¢ chudt
cong)].

8. Anh hwéng ciia thude 1én kha ning l4i xe, vin hanh mdy méc:

C6 thé c6 cam gidc mét moi, nhire dAu, budn ngi hodc céc tri¢u chimg khéc c6 thé xay ra trong qué
trinh didu tri v6i eperison hydroclorid. Bénh nhén khong nén thye hién céc cbng vige co nguy co
cao, ddi hoi su tinh tdo nhu van hanh may méc hodc lai xe.

9. Twong tic, twong ky, thube:

Twong tiac thude:

Thén trong khi ding ddng thdi eperison hydroclorid voi methocarbamol: D3 c6 bdo céo d& cdp dén
finh trang r6i loan didu tiét mét xay ra khi ding ddng thoi methocarbamol véi tolperison hydroclorid
(mdt hop chit c6 céu tric trong tw eperison). Chua 16 co ché.

Twong ky thude:

Do khéng ¢é cac nghién ciru vé tinh tuong ky ciia thudc, khéng tron 14n thude nay voi cac thude

khac.

M4 maquette XXXX

/50l

NG

PH,
o P F
A PH

NIV



https://trungtamthuoc.com/

10. T4c dung khong mong muén ciia thue (ADR):

Céc phan ting bt loi dd dugc bao cdo & 416 trong sb 12.315 bénh nhan (3,38%) vao cudi thoi ky
tai kham.

Cic phdn trng bit loi cé ¥ nghia lam sang (tin sudt khong rd)

A v K > ~
Soc va soc phan vé

Do séc va sbc phan vé co thé xay ra, cin gidm sat bénh nhan chat ch&. Khi cé céc triéu chimg nhu
do, ngira, may day, phit mét va cac bd phén khac va kho thé..., phai ngumg thubc va diéu trj thich
hop.

Hogi ti¥ biéu bi nhiém dpc (TEN) va_héi chiing oculomuco- cutaneous (Hoi chitng Stevens-

Johnson

Do eperison hydroclorid ¢6 thé gay céc ri loan da nghiém trong nhu hoai tir biéu bi nhiém ddc
(TEN) va héi chimg oculomucocutane- ous..., can gi4m sét chit che nhiing bénh nhén ding thude
nay nhim phat hién cac tri¢u ching nhu sbt, hdng ban, bong rdp, ngira, sung huyét mit, va viém

miéng. Néu c6 bit ky triéu ching nao trong sb céc triéu ching nay, phai ngimg thudc va diéu tri

thich hop.

Cic phdn ting bit lgi khdc

0,1%<ADR<5%

ADR<0,1%

Tén suit khong ro

Gan' Ting AST (GOT),
ALT (GPT) vaAl-
P
Thén' Protein niéu va ting
BUN,...
Huyét hoc! Thiéu mau
Qua mén’ Phat ban Ngua Hong ban da dang tiét

dich

Thén kinh — tdm than

Buén ngu, mat ngu,

A \ n \ r
dau dau va té bi cac
chi

Co. cting hay run cdc
chi

Da day — rudt Budn nén/ndn, chan | Viém miéng va cam
dn, da day kho chiu, | giac day bung
dau bung, tiéu chay,
tao bon va khat
Tiét nidu Bi tiéu, tiéu khong
tw cht va cam gidc
dong nude tiéu
R&i loan chung Yéu mét, dau ddu va | Giam truong luc co va
mét moi toan than chéng mit
R&i loan khac Do bimg Ra nhiéu mo héi, phy, | Néc cut
va danh trong
nguc
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1: Do cdc triéu chitng nay cé thé xdy ra, can gidm sdt bénh nhdn chdt ché. Trong truong hop co
bt thiong, phdi ngimg thudc va diéu tri thich hop.
2: Khi ¢6 cdc tri¢u chitng nay, cdn phdi ngimg thudc.
“Thong bdo ngay cho bdc sy hodc dugc sy
nhiing phén ting cé hai gdp phai khi sir dung thubc”
11. Qui lidu va cach xik tri:
Cho dén nay chua c6 dit liéu ndo v& qua lidu c6 chi ¥.
Thube giai doc dic higu chua duge biét.
12. Pac tinh dwoe lwe hoc:
Nhém duge ly: Thude tac dong trung wong khéc
Ma ATC: M03BX09
Gian co vin:

Uc ché su citng co do thwc nghiém

Eperison hydroclorid cho thdy hiéu qua tic ché phu thudc vao lidu dbi véi co cirng mét ndo khi cét
ngang tiéu ndo (co cimg y) va co cung mét niio do thiéu mau (co cimg &) & chudt cbng.

Uc ché phan xa tiy

O meéo, eperison hydroclorid tic ché dién thé phan xa don va da synap duge tao ra do kich thich ré
lung cua day than kinh tuy sbng.

Giam sw nhay cadm cua thoi co théng qua neuron vin dong y

Eperison hydroclorid rc ché sy hoat dong cta soi than kinh ly tdm (soi la) tir thoi co clia ngudi 20
phut sau khi ubng thude. Eperison hydroclorid trc ché 1én sy phong dién ty ¥ cliia cdc neuron van
dong v, nhung khong tac dong truc tiép 18n thoi co trén dong vét nghién ciru. Vi vdy, eperison
hydroclorid 1am giam sy nhay cam cta thoi co thong qua cac neuron van dong v.

Giin mach va ting luu lwgng tuin hoan

Tdc dbéng gidn mach

Eperison hydroclorid tdc dung gidn mach nh& hoat tinh dbi khang Ca'™ trén co tron mach méu (¢
chudt lang) va trén tic dung hity giao cam co (& nguoi).

Lam ting luu lugng mdu

Eperison hydroclorid lam tang thé tich luu luong mau & da, co, dong mach canh ngoai, dong mach
canh trong va ddng mach dét sdng & ngudi, khi va cho.

Tic dong giam dau va tic ché phin xg dau trong tiy song

Khi tiém eperison hydroclorid vao tiy séng ctia chudt céng, phan xa dau khi kep vao dudi chudt bi

ttc ché, nhung hdi phuc khi nglmg eperison hydroclorid. Piéu nay cho thdy ring eperison

hydroclorid cé tac dung giam dau & mic d§ tuy sbng.

Tao dé dang cho van djng tw y
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Khi duoc dung didu tri liét ctmg & nhitng bénh nhén lyut ndo, eperison hydroclorid lam cai thién
duong cong truong luc cybex va di¢n co dd, va gitp dé dang céc van dong tr y nhu dudi va gip
cac chi ma khong 1am giam suc co cia céc co bi liét cung.

13. Diic tinh dwge dong hoe:

Néng dp thuéc trong mdu

Eperison hydroclorid dugc st dung bang dudng ubng & 8 ngudi 16n khoe manh véi lidu don 150
mg/ngay*, trong 14 ngay lién tuc va ndng d6 trong huyét twong dugc xac dinh vao ngay 1, 8 va 14.
Thoi gian dat duoc nong do t6i da (tmax) nim trong khoang 1,6 dén 1,9 gid, ndng do dinh trong
huyét twong (Crmay) 12 7,5 dén 7,9 ng/ml; thoi gian bén thai (ti2) ti 1,6 dén 1,8 gio va dién tich dudi
duong cong ndng d6 theo thoi gian (AUC) 1a 19,7 dén 21,1 ng.gio/ml. Néng d6 trong huyét twong
ctia eperison hydroclorid dwge x4c dinh vao ngay 8 vangay 14 khong thay dbi déng ké so véi ngay
dau tién.
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Nbng db eperison hydroclorid trong huyét twong trong qua trinh st dyng bing duong udng & lidu
150 mg/ngay* trong 14 ngay lién tuc (Trung binh £d§ 1éch chuén, n=8).

*Liéu don 150 mg/ngdy chua dugc phé duyét.

Nghién cteu lam sang

Hpi chiimg cé-vai-cdnh tay, viém quanh khdp vai va dau that lung

Trong nhing thir nghiém 14m sang nhin mé va mot thir nghiém co déi chimg, mu déi dd dwgc thuc
hién dé x4c dinh hiéu qua cua eperison hydroclorid dbi v&i cée triéu ching tang truong lue co lién
quan dén cac bénh nay, ty 1& dat hiu qua chung la 52,1% (234/449). (Néu tinh luén nhitng trudong
hop dép ting “c6 thé chip nhan dugc” thi ty 1€ higu qua chung cao 80,4%).

Liét cung

Trong cac thir nghiém 14m sing nhan m& va mot thir nghiém mu d6i, hiéu qua 1am sang ctia epetison
hydroclorid d& dugc xéac dinh 16 dbi vai liét ctimg c6 lién quan dén céc bénh nhu rdi loan mach mau
ndio, liét clmg do tily va bénh thodi hoa dbt song cd. Ty 18 cai thién dbi véi tang truong luc va &
bénh nhan lidt cimg 1an luot 12 42,3% (197/466) va 45,1% (174/386).

14. Quy cach déng goi:
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Hop 2 vi x 10 vién.
Hop 10 vi x 10 vién.
Hop 3 vi x 10 vién.
15. Didu kién bio quin, han ding, tiéu chuin chit lugng:
Diéu kién bao quan: Noi kho réo, nhiét 6 dudi 30 °C, tranh 4nh séng.
Hen ding: 36 thang ké ti ngay san xuét.
Tiéu chuin chét lwong: TCCS.
16. Tén, dia chi co sé sidn xudt:
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sh 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phiic
PT: 02113 861233 Fax: 02113 862774

Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
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