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Rxmuk BAN THEO BON

Erisk

DAVIPHARM

Eperison HCI

50 mg

POC KY HUSNG DAN SU DYNG TRUGC KHI DUNG

THANH PHAN: M3i vién nén bao phim chia:
Eperison HCI .....
T4 dugc vira it

CHIBINH / LIEU DUNG / CACH DUNG / CHONG CHI
DINH / THAN TRONG & CAC THONG TIN KHAC:
Xin doc 16 huéng dan s dung

BAO QUAN: Noi kho rdo, trénh 4nh séng, nhigt 4o
khéng qué 30°C

TIEU CHUAN CHAT LUGNG: Tiéu chudn nha sén xust

‘RX PRESCRIPTION DRUG
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DAVIPHARM
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Han ding :
SBK H

San xuft tgl:

CTY TNHH DUGC PHAM DAT VI PHU
L6 M7A, Budng D17, Khu CN My Phudc 1, Phudng
Thdi Hoa, Thi xa Bén Cét, Tinh Binh Duong, Viét Nam

Eperisone HCI

CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

CCOMPOSITION: Each film-coated tablet contains:
isone HCI 50 mg
EXCIIONIB Q.8 .t ittt 11.c. tablet

INDICATIONS / DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use instructions

STORAGE: In dry place, protected from light,
below 30°C

SPECIFICATION: In-house standard

Manufactured by:
DAVI PHARM CO., LTD

Lot M7A, D17 street, My Phuoc 1 Ind. park, Thoi Hoa
ward, Ben Cat town, Binh Duong province, Vietnam

Ty l& in trén gidy bang 98%
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Tén san phdm: Erisk

_Rx'muéc BAN THEO BON

DAVIPHARM

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

THANH PHAN: Mi vién nén bao phim chua
Eperison HCI 50 mg
Ta dugc vua du 1 vién

CHI BINH / LIEU DUNG / CACH DUNG / CHONG CHi
DINH / THAN TRONG & CAC THONG TIN KHAC:
Xin doc t6 hudng dan sti dung

BAO QUAN: Noi kho rdo. tranh anh sang, nhiét do
khéng qua 30°C

. TIEU CHUAN CHAT LUONG: Tiéu chufin nha san xuét

‘RX PRESCRIPTION DRUG

DAVIPHARM

—_— CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

COMPOSITION: Each film-coated tablet contains
Eperidone HCI 50 mg
Excipients q s 1fc tablet

INDICATIONS / DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use Instructions

STORAGE: In dry place. protected from light
below 30 C

Erisk

Erisk

Eperison HCI

50 mg

S616 SX
Ngay SX
Han dung :
SBK

DE XA TAM TAY TRE EM

San xuat tai: .

CTY TNHH DUGC PHAM PAT VI PHU

L6 M7A, Budng D17, Khu CN My Phudc 1. Phudng
Théi Hoa Thi xa B&n Cat, Tinh Binh Duong, Viét Nam

Eperisone HCI

50 mg

o SPECIFICATION: In-house standard e SN
KEEP OUT OF REACH OF CHILDREN

Manufactured by:

DAVI PHARM CO., LTD

Lot M7A. D17 street. My Phuoc 1 Ind park, Thoi Hoa B
ward. Ben Cat town. Binh Duong pro Vietnam

Ty & in trén gidy bang 95% kich thudc that

PHO GIAM DAC
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Eperison HCI 50 mg

7 DAVIPHARM CO., LTD.
Eperison HCI 50 mg
<7 DAVI PHARM CO,, LTD.

Erisk Erisk Erisk

Eperison HCI 50 mg
Eperison HCI 50 mg

7 DAVI PHARM CO., LTD.

& DAVI PHARM CO., LTD.

CTY TNHH DU'Q'C PHAM DAT VI PHU

Eperison HCI 50 mg
Eperison HCI 50 mg

7 DAVI PHARM CO., LTD.

£ DAVIPHARM CO., LTD.

7 DAVI PHARM CO., LTD.

| Eperison HCI 50 mg
& DAVI PHARM CO., LTD.
‘ Eperison HCI 50 mg

Ty lé in trén gidy bang 100% kich_ therc
0o
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Thoéng tin danh cho bénh nhéin

ERISK

| Pocky Hudng din sit dung trude khi ding. D& xa tim tay tré em.

g bdo ngay cho bdc s§ hodc duge sy nhitng tdc dung khong mong mudn gap
phdi khi st dung thudc. Thudc nay chi diing theo don ciia béc s¥.

THANH PHAN

MJi vién nén bao phim chita:

Eperison HCL oo 50 mg

Ta dugc: Povidon (Kollidon K30), crospovidon, tinh bdt ngé, lactose monohydrat,
cellulose vi tinh thé, talc, magnesi stearat, silicon dioxyd, HPMC E6, titan dioxyd, PEG
4000, polysorbat 80, ddu thau ddu, mau quinolin yellow.

A - 2 e e o , N B o e P
M6 ta san pham: Vién nén tron bao phim, mau vang, mét mat dap logo #7, mit kia
dip gach ngang.

Quy cdch déng géi: Hop 6 vi x 10 vién/ Hop 10 vi x 10 vién.

Thud'c dung cho bénh gi?

Sdn phidm Erisk chia thanh phan chinh c6 tic dung dugc ly 1a eperison, dudi dang
mudi hydroclorid. Eperison hydroclorid ¢6 tdc dung gidn cd van va giin mach. Thudc
duge dung d€ cdi thién cdc triéu ching ting trudng luc co lién quan dén nhitng bénh
sau: HOi chitng dot s6ng ¢6, viém quanh khdp vai va dau cot sdng thit lung.

Thudc cling duge dang dé diéu tri liét cing lién quan dén nhitng bénh sau: Bénh mach
mdu nio, liét cing do tiy, thodi héa dot sdng 8, di ching sau phiu thuat (bao gdm ca
u ndo tiy), di chiing sau chin thuong (chan thuong tiy, tén thuong diu), xo ciing cot
bén teo cd, bai ndo, thodi héa tly, bénh mach mdu tiy va cdc bénh ly ndo tiy khéc.

Nén dung thuéc nay nhu thé nao va liéu lugng?

Ludn dung thudc chinh xdc nhu huéng din cda bdc s§ hoic dugc s§. N&u ban chua rd,
hiy héi lai cho chic chin.

Liéu dung thong thudng doi véi ngudi 16n 1a mdi ngay 3 vién 50 mg, chia lam 3 1an
sau moi bita dn.

Béc s§ ¢6 thé s& diéu chinh liéu lugng cho ban tily theo tudi va mic do trdm trong ciia
tri€u ching.

Khi nao khong nén dung thuéc nay? oM/

Khong nén dung thudc nay trong cdc trudng hop sau:

- Ban bi mdn cdm véi eperison hydroclorid hoic ba't ky thanh phan nio khdc ciia ch&
pham.

- Tré em du6i 18 tudi.

N&u ban khong chic chin vé cdc van dé ké trén, tham van y ki€n béc s§.




T4c dung khéng mong mudn
Nhu cédc thudc khdc, eperison hydroclorid ¢6 thé gy tic dung khong mong mudn,
nhung khong phdi ai cling gap phai.

Ngung ding thudc va lién hé trung tdm y t& gdn nhdt néu ban gdp cdc phdn itng saut

- Di ting véi thudc. Do phdn tng di ung c6 thé xdy ra, ban cin thin trong khi ding
thudc. Triéu ching ¢ thé gip nhu ndi man dd, ngita, phit mit, khé thd v.v... Ngung
diing thudc ngay va lién hé trung tim y t& gan nha't.

- Hoai tf thugng bi nhiém ddc va hoi chiing Stevens-Johnson. Eperison hydroclorid c6
thé gay cdc r0i loan da nghiém trong, ban cin theo ddi cdn than cdc triéu ching nhu
s6t, ban dd, ndi béng nudc, ngita ngdy, sung huyét mit va dau da day. N&u céc triéu
chung nay xdy ra, ngung diung thudc ngay va lién hé trung tAm y t€ gan nhat.

Cdc tdc dung khong mong mudn khdc co thé gdp:

It gap

R&i loan chifc ning gan, thin, sd lugng hdng cau hay tri s6 hemoglobin bi't thudng.

Cdc tdc dung khong mong mudn khdc

Phdt ban, triéu ching tim thin kinh nhu mi't ngl, nhitc diu, cdm gidc budn ngil, cdm
gidc co cting hay té cing, run du chi. '

Céc tri€u ching ti€u héa nhu budn noén, ndn, chin in, khd miéng, tdo bon, tiéu chay,
dau bung hodc céc triéu ching rdi loan tiéu héa khdc; cdc triéu ching roi loan tiét niéu.

Thudc c6 thé giy ra cdc tdc dung khdng mong mudn khdc. Thong bdo cho bdc s§
nhitng tdc dung khong mong mudn gip phai khi st dung thudc.

Nén tranh diing nhitng thuéc hoic thuc pham gi khi dang st dung thudc nay?
Thong bdo cho bdc s§ hodc duge sy clia ban vé tit cd cdc loai thudc ma ban dang sit
dung, bao gdm c4 cdc thudc ké don hoic khong ké don, cdc vitamin hodc thudc tir
dudgc liéu.

Can lam gi khi mét 1An quén khéng dung thudc?

Néu ban quén khong dung 1 liéu, udng liéu ti€p theo nhu lich trinh cii. Khéng udng
gip doi liéu.

Can bdo quan thudc nay nhu thé nao?

Gitt thudc trong bao bi gdc clia nha sdn xuit, day kin.

Pé thudc noi kho rdo, trdnh dnh sdng, nhiét do khong qud 30°C, va ngoai tAm vdi clia
tré em.

Nhitng diu hiéu va triéu chitng khi ding thudc qu4 liéu

Chua c6 thong tin vé qud liéu. Dung thudc chinh xdc nhu hudng din clia bic s§.

Can phai lam gi khi dung thuéc qua liéu khuyén cdo?

Ngung ding thudc va lién lac ngay vé6i bdc s§ hodc trung tAm y t€ gan nhat.

Mang theo vién thudc cing vdi bao bi d€ bdc s§ biét ban dd udng thudc gi va c¢6 bién
phdp xt 1y kip thdi.

Nhitng diéu can thin trong khi dung thuéc nay "
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Y&u sttc, chong mat hay budn ngl ¢6 thé xdy ra khi diing thudc. Hay thong bdo cho
bdc s§ cla ban. Bdc s§ s& quyét dinh ngiing thudc hay gidm liéu, tiy vao mic do phén
Ung cua ban.

Né&u ban bi rdi loan chic nang gan, hiy thong bdo cho bac s§ clia ban trude khi ding
thudc, va can phdi cin thin khi diing thudc.

Céc bénh nhén cao tudi thudng bi gidm chic ning sinh 1y, do d6 bac s§ ¢ thé s& gidm
liéu va ban s& dugc theo ddi can than.

Sdn pham Erisk c6 chita lactose. N&u ban khong dung nap mot loai dudng nao dé, hay
thong bdo cho bac s¥.

Dung thudc cho tré em

Khong dung thudc nay cho tré em dudi 18 tudi.

Phu nit mang thai hodc cho con bu

N€u ban mang thai hodc nghi ring minh dang mang thai, hiy hdi y ki€n bdc s§ hoic
dudc s§ trude khi dung thudce. Lién hé véi bac s§ dé bdc s§ lwa chon phucng phap diéu
tri phu hgp cho ban.

Ban khdng nén cho con bi trong thdi gian dung thudc nay.

Ldi xe va vin hanh mdy méc

Yé&u stic, chéng mit, budn ngt hay céc triéu chiing khdc c6 thé xay ra khi dl‘mg thudc.
Do d6, ban khong nén thuc hién cdc cong viéc can tip trung cao dd nhu ldi xe hoic
vdn hanh mdy méc cho d€n khi chidc chdn khong gip phédi nhitng triéu ching trén.
Khi nio cAn tham van bic sy, dugc sy.
Can lién lac ngay v6i bdc s§ hodc trung tim y t& gan nhat khi dung thudc qud lidu chi
dinh.
Thong bdo ngay cho bdc s§ hoidc duge s§ nhitng tdc dung khong mong mudn gip phai
khl/ ¢ \dung thudc. , 4 \L\\
N€u can thém thong tin xin héi y ki€n bdc s§ hodc dugce s§. W\ \

4

Han ding cda thudc: 36 thdng ké tif ngay sin xuat.

San xuat tai:
CTY TNHH DUQC PHA\:M DAT VI PHU
(DAVI PHARM CO., LTD.)

L6 M7A, budng D17, Khu CN My Phudc 1, Phudng Thdi Hoa, Thi xa Bén Cit, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét siia doi, cAp nhat lai noi u g hu’6‘1‘1gdar§u’ ung thudc:
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Thong tin danh cho cdn bd y t&

ERISK

51 vién nén bao phim chita:

Eperison HC e ssmsoissmmss sormsmssns 50 mg

Ta dudc: Povidon (Kollidon K30), crospovidon, tinh bt ngd, lactose monohydrat,
cellulose vi tinh thé, talc, magnesi stearat, silicon dioxyd, HPMC E6, titan dioxyd, PEG
4000, polysorbat 80, dau thdu dau, mau quinolin yellow.

Dang bao ché&: vién nén bao phim.

Mo ta san phdm: Vién nén tron bao phim, mau vang, mot mat dap logo &7, mit kia
dip gach ngang.

Quy cach dong géi: Hop 6 vi x 10 vién/ Hop 10 vi x 10 vién.
PAC TINH DUGC LUC HOC:

Tén chung qudc t&: Eperisone hydrochloride.

MaATC: M03BX09.

Loai thudc: Thudc gidn cd van.

Eperison hydroclorid lam gidn c¢d van va gidn mach, do tdc dong cda thudc 1én hé thin
kinh trung uong va trén cd tron mach mdu. Thudc c6 hiéu qui diéu tri 6n dinh trong
viéc cdi thién cdc triéu chitng ¢6 lién quan v6i chiing ting trudng luc co, do cit dit cdc
vong xodn bénh 1y cla sy co thit cd van. .

Eperison hydroclorid c6 tdc ddong chli y€u trén tdy sdng lam gidm cdc phdn xa tiy va
gdy gidn c¢d van do lam gidm su nhay cdm cida thoi cd thong qua hé théng ly tAm
gamma. Thém vao d6, tdc dung gidn mach clia thudc lam ting tuan hoan. Do do,
eperison cit dit vong xodn bénh 1y bao gdm co co gay rdi loan tudn hodn mdu, sau dé
giy dau va lam tdng thém trudng luc cd.

DPi chitng minh eperison hydroclorid 1a mdt thudc ¢6 hiéu qud 1Am sang trong viéc cdi
thién cdc triéu chitng cda ting truong luc co nhu co ciing cda vai, dau dot sdng ¢, nhiic
dau, hoa mit, dau vung thit lung va co ciing cdc dau chi, c¢6 thé di keém vdi bénh Iy ndo
tuy, hoi ching dot séng ¢d, viém quanh khép vai va dau cot sdng, thit lung.

PAC TINH DUGC PONG HOC:

Eperison hydroclorid di dugc st dung bing dudng udng & nhitng ngudi 16n khoé manh
véi liéu 150 mg/ngay trong 14 ngay lién tuc. Vao ngay thi 1, 8 va 14, thdi gian trung
binh din d&n ndng d6 huyét twong t6i da nim trong khodng tir 1,6 dén 1,9 gid. Nong do
t6i da trung binh 1a 7,5 dén 7,9 nanogam/ml; thdi gian ban hiy la 1,6 dén 1,8 gid, va
AUC la 19,7 dén 21,1 nanogam.gid/ml. Thong s6 vé ndng dd trong huyét tuong cla
eperison hydroclorid dugc do vao ngay thif 8 va 14 khong c6 sy thay d6i dang ké so vdi
ngay diu tién. o

CHI DINH:




Cdi thién cdc triéu ching ting truong lyc cd lién quan dén nhitng bénh sau: Hoi chu’ng
dot song ¢, viém quanh khdp vai va dau cot sOng thit lung.

Liét ciing lién quan dén nhitng bénh sau: Bénh mach mdu ndo, li€t ciing do tiy, thodi
héa dot song co, di ching sau phdu thudt (bao gém cé u ndo tdy), di ching sau chan
thuong (ch&n thuong tiy, tdn thuong diu), X0 ciing cot bén teo cd, bai ndo, thodi hoa
tiy, bénh mach mdu tdy va cdc bénh Iy ndo tiy khic.

LIEU DUNG - CACH DUNG:

Thong thudng doi v6i ngudi 16n, udng mdi ngay 3 vién 50 mg, chia 1am 3 1an sau mai
bita an. Liéu lugng dugc diéu chinh theo tudi ctia bénh nhin va mic do trim trong clia
tri€éu ching.

CHONG CHi PINH:
Khong st dung thudc trong trudng hgp:
- Bénh nhan ¢6 tién sit min cdm vdi eperison hydroclorid hodc bt ¢t thanh phan
nao ctlia thudc.
- Bénh nhan ¢6 161 loan chic ning gan.
- Tré em du6i 18 tudi.

CAC TRUGNG HOP THAN TRONG KHI DUNG THUOC:

Y&u stic, chong mit hay budn ngili ¢6 thé xay ra khi diing thudc. Nging dfmg thudc hay
gidm liéu khi ¢6 dau hiéu dau tién clia cdc triéu chitng d6. Bénh nhan ¢6 r01 loan chtc
ning gan can phdi cin than khi dung thudec.

Cdc bénh nhén cao tudi thudng bi gidm chic ning sinh ly, do d6 nén gidm liéu va gidm
sdt cdn than d6i véi cdc bénh nhin nay.

Ch& phdm c6 chita lactose monohydrat. Bénh nhan bi bénh di truyén hi€m gip kém
dung nap galactose, thi€u hut Lapp lactase hodc r6i loan hap thu glucose-galactose
khong nén st dung.

Dé xa tim tay tré em.

St dung cho phu nit ¢é thai va cho con bi:

Thoi ky mang thai

Su an toan cta eperison hydroclorid trong sudt thai ky chua dugc hiéu rd. Chi nén st
dung thudc nay cho bénh nhian mang thai hoic phu nit nghi ngd c¢é thai neu két qua
diéu tri mong ddi c6 gid tri hon bt ci nguy c¢d nao c6 thé xdy ra doi vdi thai.

Thoi ky cho con bu

Khong khuyén cdo st dung eperison hydroclorid cho phu nt dang cho con bii. Néu cin
thi€t phdi dung thudc, ngudi me phai ngung cho con bi.

Anh huéng ciia thudc déi véi cong viée (ngudi van hanh mdy méc, dang ldi tu xe,
ngudilam vié€c trén cao va cdc trudng hgp khdc):

Yé&u siic, chéng mit, budn ngtt hay cdc triéu chitng khdc ¢6 thé x4y ra khi ding thudc.
Bénh nhidn ding thudc khong nén 14i xe hay diéu khién mdy méc cho d&n khi chic
chin khong gdp phdi nhitng triéu ching trén.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUGNG
TAC KHAC:
W
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Mot bdo cdo c6 dé cip dén tinh trang rdi loan diéu ti€t mat xdy ra sau khi diing thudc
dong thdi methocarbamol véi tolperison hydroclorid (mét hgp chdt ¢ ciu tric tuong tu
eperison hydroclorid).

TAC DUNG KHONG MONG MUON:

It gap, 1/1 000 < ADR < 1/100

R6i loan chic nidng gan, thin, s6 lugng hong cau hay tri s6 hemoglobin bt thudng.

Cdc tdc dung khéng mong mudn khdc

Phdt ban, triéu chiing tim than kinh nhu mAt ngtl, nhifc dau, cdm gidc budn ngil, cidm
gidc co ciing hay té ciing, run diu chi. .

Céc triéu ching tiéu héa nhu budn non, non, chdn in, khé miéng, tio bén, tiéu chay,
dau bung hoidc céc triéu ching r6i loan tiéu héa khdc; cdc triéu chitng r6i loan i€t niéu.
Huéng din cdch xif tri ADR

Khi dung eperison hydroclorid nén theo doi cdc chiic ning gan, thdn va lam cdc xét
nghiém huy€t hoc. Ngitng thudc khi ¢6 dau hiéu bat thudng.

Théng bdo cho thdy thudc cdc tdc dung khong mong mudn gdp phdi khi sit dung thudc.

QUA LIEU VA CACH XU TRI:
Chua ¢6 thdng tin vé qud liéu eperison hydroclorid. Theo déi bénh nhidn va dp dung
cdc bién phdp diéu tri hd trg khi can.

Diéu kién bdo qudn: Ndi kho rdo, tranh dnh sdng, nhiét dd khong qud 30°C.
Han dung ctia thuéc: 36 thang ké tir ngay san xuit.

S4n xuit tai:
CTY TNHH DUQC PHKM DAT VI PHU
(DAVI PHARM CO., LTD.) V

L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa Thi x4 Bén Cit, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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