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Vién nén bao phim APIRISON 50
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Co s¢ diang ky va sian xuiit thude
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Hudng din si dune thude:

®*Vién nén bao phim APIRISON 50

“Boc kj hweng din sit dun g tride khi ding”

“Pé xa tim tay tré em”

“Thudc nay chi ding theo don thude”

THANH PHAN CONG THUC THUOC

Thanh phin trong 1 vién nén bao phim:
Thénh ph'fm dugc chét:
Eper sy A rae ORI s s o s R e e S e R e T 50 mg
Thanh phin td duge: Cellulose vi tinh thé 101, tinh bt ngd, natri croscarmellose, acid citric khan,

hydroxypropyl methyl cellulose 6cPs, cellulose vi tinh thé 102, magnesi stearat, opadry QX White.............u..vore.
...... E—11 -V W R

DANG BAO CHE

Vién nén tron bao phim, mau tring dén tring nga, hai mat tron.

CHI PINH
Cai thién cac triéu chimg ting trwong lye co lién quan dén nhimg bénh sau: Héi chimg dét séng co,
viém quanh khép vai va dau cot sdng that lung,

Liét cling lién quan dén nhimg bénh sau: Bénh mach méu ndo, liét cimg do tuy, thodi hod dét sbng co
di chimg sau phau thuat (bao gdm ca u ndo tuy), di ching sau chdn thuong (chén thuong tuy, tn

thirong déu), xo cimg ¢t bén teo ¢o, bai ndo, thodi hod tuy, bénh mach mau tuy va céc bénh ly ndo tuy
khéc.

CACH DUNG, LIEU DUNG -

Cdch dimg:
Udng sau khi an.
Liéu ding:

e Ngudilom:

- Ubng 1 vién APIRISON 50/ 1an (50 mg/ lan). Ngay udng 3 lan. -

- Diéu chinh lidu theo tudi va mire do trim trong cia cdc triéu ching.

¢ Tréem:

- D0 an toan va hiéu qua cva thude ding cho tré em chua duge xac dinh. Thude khéng duge khuyén
ding cho tré em.

Néu quén ubng mit licu lhuuc. ngudi bénh uong ngay khi nhé.Tuy nhién, néu gin thoi gian uéng
lidu tiép theo thi bo qua lidu d2 quén. Khéng udng gap déi lidu dé bu lidu d quén.

Khdng ¢d yéu cdu dde bigt vé xu Iy 1y thudc sau khi sie dung.
CHONG CHI DINH

Ngudi bénh bj di tmg vai eperison hydroclorid, bét ky thanh phan nao ciia thude hodc cac thude giin
co khac.
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CANH BAOC VA THAN TRONG KHI DUNG THUOC

Yéu stic, chong mit hay budn ngi ¢ thé xay ra khi ding thude. Ngimg diing thude hoac giam lidu khi
c6 ddu higu ddu tién cia tridu chimg 6.

Thén trong khi sir dung thudc cho bénh nhén cé ri loan chire nang gan.

D6 an toan cia thude ddi voi tré em chua duge xde dinh. APIRISON 50 khong duge khuyén dung cho
tré em.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nix mang thai: Sy an 10én cua APIRISON 50 trong suét thai ky chua duge hiéu rd. Chi nén sir
dung thude nay cho phu nir mang thai hofic phu nir nghi ngo ¢ thai, néu két qua diéu tri mong doi cé
gia trj hon bat clr nguy co nao cd thé xdy ra doi vai thai.

Phy nit cho con bi: Khong khuyén cdo sir dung APIRISON 50 cho phu nir dang cho con bii. Néu cin
thiét phai ding thude nén ngung cho con b,

ANH HUGNG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC
Bénh nhéan st dung APIRISON 50 khéng nén 1ai xe hodc van hanh may méc.
TUONG TAC CUA THUOC VOI CAC THUOC KHAC
Mot bdo cdo c6 dé cdp dén tinh trang réi loan didu t:et mﬁt xay ra sau khi dung thudc déng thoi
methocarbameol véi tolperison hydroclond (mdt hop chét ¢6 cAu tric tuong tu eperison hydroclorid).
TAC DUNG KHONG MONG MUON CUA THUGC

- Cdc tde dung khéng mong muon xuat hién voi tan sudt hiém gap (1/ 10000 < ADR < 1/ 1000)
o Séc va sée phan vé: Sé-c, bao g&':m ca sdc phan vé,
o Qud min: Phét ban da hoac ngua.
o Gan: Tang GOT, GPT hay AL-P.
o Than: Xuit hién protein niéu hoic ting BUN.
o Huyét hoc: Thiéu mau.

o Trigu chimg tam thén kinh nhu: Mat ngi, nhie dau, cam gidc budn ngi, cam giac co cimg hay té
clmg, run dau chi.

o Tiéu hoa: Budn non va nén, chan an, khé chiu da day, khé miéng, téo bén, tiéu chay. dau bung, day
bung hodc viém miéng.

0 Tl:..[ ni¢u: Vo niéu, tiéu dém khong kiém ché, cam gidc or dong nudc tiéu hodic nhiing triéu chimg
rdi Joan tiét nigu khac.

o Téng quat: Yéu stic, nhic diu nhe, cam gidc mgt moi toan than, choang vang hoac giam truong luc
cao.

o Tac dung khong mong mudn khic: P4 bimg mat, ra md héi hodc phu.

Hudng din cach xir tri ADR: Khi ding eperison hydroclorid nén theo ddi cic chirc nang gan, than va
lam céc xét nghiém huyét hoc. Ngtmg thude khi ¢d déu hiéu bat thudng va st dung céc blen phap diéu
tri thich hop.

Bio cdo cac phan ang c6 hai: Hay béo cho bac 1, dugc st néu nguoi dung thude nhén thay bét ky tac
dung phu nao, ké ca cic téc dung chua duge liét ké, hodc bdo cdo cic phin tmg c6 hai cua thude vé
Trung tam Théng tin thude va Theo dai phan (mg c6 hai cia thude (bdo cio ADR online tai dia chi
http://baccacadr.vn).
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QUA LI VA CACH XU TRI

Khéng ca dir liéu yé sir dung thude qud Iiég, khong ding qua lidu chi dinh cta thude. Trong trudng
hop sur dung qua liéu cén tich cye theo ddi dé c6 bién phdp xur tri kip thoi.

DAC TINH DUQC LUC HQCT

Nhém duge I¥: Thude gidn co vdn.,
Mz ATC: M03BX09

Epenscn hydreclorid lam gidn co van va gin mach, do tic dfng cua thudc 1én hé than kinh trung
wong v trén co tron mach mau. Thude ¢é hidu qua diéu tri 6n dinh trong viéc cai thién cdc triéu ching
ch lién quan vai chimg ting truong luc co, do céat dat cac vong xodn bénh Iy clia sy co thit co van.

Epenson hydroclorid cd tac dong cha yéu trén tuy song lam giam cac phdn xa tuy va gdy gifin co van
do lam giam su nhay cam cia thoi co thong qua hé tlmng ly tdm gamma. Thém vao do, tac dung gian
mach cla lhuﬁc [am tang tuan hoan. Do do, eperlson hydroclorid cat dit vong xofin bénh Iy bao gbm
co ¢o gdy rbi loan tudn hoan mau, sau @6 gay dau va lam ting thém truong luc co.

Di chitmg minh eperison hydroclorid 12 mét thude 6 higu qua 1dm sang trong viéc cai thién céc triéu
chimg cua tdng truong lyc co nhu co cimg cua vai, dau @6t séng 6, nhirc dau, hoa mat, dau vung that
lung va co cimg cac dau chi, ¢6 thé di kém véi bénh Iy no tuy, hoi chimg ddt séng cd, viém quanh
khap vai va dau cgt sono that lung.

Gidn co van:

Uc ché sy co cimg ¢o tao ra do thuc nghiém: Eperison hydroclorid cho thdy mot hiéu qua e ché phu
thudc vao lidu trén sy co cimg mét nfo do cit ngang phan cti ndo (co clmg gamma) va su co clmg mat
néo do thidu mau cuc bd (co cimg alpha) & méo va chudt.

Lam giam phdn xa tiy: Eperison hydroclorid lam giam dién thé don va da synap, dugc tao ra do kich
thich ré than kinh ly tdm tiy séng & meo. Tac dung nay phu thude véo liéu.

Gidn s nhay cam cua thoi co: Eperison hydroclorid e ché hoat dong cta sgi than kinh huéng tam
(soi 1a) tir thoi co ciia ngudi sau khi udng thude 20 phit. Eperison hydroclorid e ché su phong thich
dién tu v cua céc noron vén déng gamma, nhung khéng téc dong truc tiép Ién thoi co ctia dong vat. Vi
vay, eperison hydroclorid lam giam sy nhay cam cua thoi co thong qua cdc noron vén dong gamma.

Lam ting luu lugng mau:

Tdc dong gidan mach: Eperison hydroclorid lam tang céc tac dung hay giao cam co va d6i khang Ca®
trén co tron mach mdu trong giin mach.

Lam téng heu lwong mdu: Eperison hydroclorid lam tang thé tich dong mau 6 da, co, dong mach canh
ngoai, dgng mach canh trong va ddng mach dot séng.
Tac dung giam dau va (rc ché phan xa dau:

O chudt, eperison hydroclorid cé tac dyng trc ché phén xa dau - khi kep vao dudi chudt - va trung hoa
chét P, ¢ & la mot trong nhimg chét trung gian than kinh lién quan dén sy truyén cam gidc dau trong
than tly séng.

Tao sy dé dang trong van ddng tr y:

Eperison hydroclorid duoc diing didu tri ligt cimg ¢ nhimg bénh nhan lut ndo, lam cai thign nhimg
dudmg cong lue quay Cybex va nhimg biéu 6 co. Eperison hydroclorid lam cac van ddng chi dong
dugc dé dang, nhw sy dudi va gip cdc chi, ma khong lam giam sic co.

{‘-i ”'F\hrlllﬂl." r:i NG HOCO

Eperison hydroclerid da duge sir dung banu dudng uong ¢ nhimg nguoi lén khoe manh vai ileu
150 mg/ ngay, trong 14 ngiy lién tue. Vao ngay tha 1, 8 va 14, thoi gian trung binh dan tdi nong do 16
da ndm trong khoang tir 1,6 dén 1,9 gi. Nng 9 t6i da trung binh Ia 7.5 dén 7.9 ng/ml; thoi gian ban
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hity trung binh 1 1.6 dén 1.8 gioy va AUC (dién tich dudi duong cong nong do huyét tuong) la 19,7
dén 21,1 ng.gio‘ml. Nhimg théng sé n{mcr do trong huyét trong cua eperison hydroclorid dugce do vao
ngay thu 8 va 14 thi khéng co su thay déi dang ké so vai ngay déu tien.

QuYy CACH PONG GH
Hop 3 vi nhém — PVC, vi 10 vién nén bao phim.
Hép 10 vi nhém — PVC, vi 10 vién nén bao phim.
BIEU KIEN BAO QUAN, HAN D NG, TIEU CHUAN CHAT LU ONG CUA THUOC

Diéu kién Bao quan: Bio quan noi khd rdo, tranh dnh sang, nhiét 4 dudi 30°C. Pé thude ra khoi tim
nhin va tam tay cua tré em.

Han ding: 36 thang ké tir ngay san xuit.
Tiéu chuén chit lwong: TCCS
CO SO SAN XUAT
Céng ty Cé phan Duge APIMED
- Bia chi tru so: 263/9 Ly Thuong Kigt, Phuong 15, Quan 11, thanh phd H6 Chi Minh.

- Dia chi nha miy: Duémg N1, cum cdng nghiép Ph Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Péng Nai.
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