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Sawr Mephenesin
STORAGE:

250
Keep in a dry place, do not
store above 30°C. Protect from light.

SPECIFICATION: Manufacturer's

Rx Thuéc bén theo don

Sawi Mephenesin
Mephenesin 250 mg 2 5 0
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BAD QuAN:
Nai khd, nhiét d6 khong qua 30°C.
Trénh 4nh séng.

TIEU CHUKN: Tidu chuin nha sén xuét
SBK / Reg. Me.:

80c KT HUOwG DAN sU DYNG TRUOC KHI DONG
BE xA 1AM TAY TRE EM.
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TO HUONG DAN SU DUNG THUOC
SAVI MEPHENESIN 250

& Thuée bdn theo don
Dé xa tdm tay tré em

Boc kj hiwdng din sie dung trude khi diing
Théng bdo ngay cho bdc si hodic dwyc si nhing tdc dung khéng mong muédn gdp phai khi sir dung thudc

A. HUONG DAN SU DUNG_THUOC CHO

NGUOI BENH

THANH PHAN, HAM LUQNG CUA THUOC
Mephenesm ..250 mg
Té dugce vira du viah .. 1 vién

(Silic dioxyd keo calc; carbonar narn starch
glycolat, cellulose vi tinh thé 102, magnesi stearat,
hydroxypropylmethylcellulose ~ 6cps,  polyethylen
glycol 6000, talc, titan dioxyd, mau do Ponceau, mau
vang Sunset dye).

MO TA SAN PHAM

Vién nén tron, bao phim mau cam, hai mit khum
tron, canh va thanh vién lanh lan,

QUY CACH PONG GOI:

Hoép 5 vi x 10 vién.

THUOC DUNG CHO BENH Gi

Diéu tri hé trg céc truomg hop co thit co gdy dau &
bénh nhan tir 15 tudi trd 1€n.

NEN DUNG THUOC NAY NHU THE NAO VA
LIEU LUQNG o )
Ngudi 16m va tré em trén 15 tudi: Udng tir 1,5 g dén 3
g mdi ngay, chia lam 3 la.n

Trong qua trinh didu trj, neu tri¢u chimg bénh van dai
diing trong mdt vai ngdy, cin hoi ¥ kién bac si, khéng
tu y ting lidu.

KHI NAO KHONG NEN DUNG THUOC NAY
Min cam v6i mephenesin hofic v&i bt cir thanh phén
nao cua thuoc.

Réi loan chuyén hoa porphyrin.

Phu nif ¢6 thai.

Phu nir dang cho con bi.

Néu cé thong tin chua rd, cin hoi béc si hoic duge si
dé dugc tu van.

TAC DUNG KHONG MONG MUON (ADR)
Glﬁng nhu céc thude khic, thuéc nay c6 thé gdy ramot
sO tac dung khong mong mudn, Tuy nhién khdng pha1
ai cling gp phai nhimg tdc dung khéng mong mudn
nay.

Triéu ching déc biét: Dj img ning kém theo tut huyét
ap.

Hiém gdp: Budn nén, ndn, buén ngi, phat ban do di
(mg.

Néu nhén thiy xudt hién bt ky tic ~dung phy khéng
dugc liét ké & trén, hodc néu mot sd tac dung khéng

mong mubn try nén nghiém trong, cén théng béo cho
béc si hoic durge sT dé duge tur vén.

NEN TRANH DUNG NHUNG THUOC HOAC
THUC PHAM GI KHI DANG SU DUNG THUOC
NAY

De tra.nh Xay ra tuong tic thuoc, cén bdo cho béc st
néu cin sir dyng thém cic thuée khac khi dang ding
thudc nay.

CAN LAM GI KHI MQT LAN QUEN KHONG
DUNG THUOC _ ,
Hoi y kién bac st ho#c dugc si dé duoc tu van.

CAN BAO QUAN THUOC NAY NHU THE NAO
Bao quan trong bao bi kin, noi khé, nhiét d6 dudi
30°C, tranh 4nh sang.

DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Giam truong lyc co, ha huyét ép, rdi loan thi gidce,
ngl ga, mét phdi hop dong téc, o gidc, liét ho hép va
hén mé.

CAN PHAI LAM Gi KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Néu vo tinh ding qué lidu khuyén cdo, cin ldp tirc
bdo ngay cho béc si.

NHUNG DIEU CAN THAN TRONG KHI DUNG
THUOC NAY )

Nhimg ngudi bénh c6 tién sir dj (mg, hen phé quan,
phan {mg di ing v&i thudc, dic bigt di img vdi
aspirin.

Ngudi co bénh ¢ dudng hd hép, yéu co, cé tién sur
nghién thudc, suy chirc ning gan, than.

Sir dung ddng thoi véi TUQu Vva céc thube (rc ché than
kinh trung uong ¢ thé lam ting thém céc phan img
c6 hai lién quan dén thuéc.

T4 duge mau d6 Ponceau, mau vang Sunset dye cé
thé gdy ra phan img dj (mg.

Trwong hop cd thai

Khéng khuyen céo dung thudc ndy cho phy nir cé
thai. Néu trong qué trinh dung thubc ma phat hién
minh mang thai, can ngimg thudc va hoi y kién bac
st

Truong hgp cho con bii

Khéng khuyén cdo dung thuéc nay cho phy nir dang
cho con b, Héi y kién bac si trude khi ding thude
nay.

Tdc dpng ciia thudc khi ldi xe va vin hanh mdy méc
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Thudc c6 thé gdy budn ngu. Ngudi bénh khong duge
léi xe va diéu khién may moc khi gip tic dung khéng
mong mudn nay.

KHINAO CAN THAM VAN BAC si, DUO’C SI
Ngudi ¢6 tién sir mdn cam véi bit ky thanh phdn nao
ciia thudc.
Ngudi sir dung thudc khac khi dang diéu trj bing thuéc
nay.
Ngudi nghién ruou.
Ngudi bj réi loan porphyrin.
Tré em.
Phu nir mang thai hodc dang cho con bu.
Ngudi gip phai tic dung khéng mong muén khi diing
thudc, k& ca céc tic dung chua dugc liét ké trong t&
hwéng dén sir dung.

Néu can thém théng tin

xin héi y kién bdc st hogc duge s

HAN DUNG CUA THUOC:
36 théng ké tir ngdy san xuét.
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TRACH Mt M TRON VEN
CONG TY CO PHAN DUQC PHAM SAVI
(SaVipharm ] 5.C)
L4 Z01-02-03a Khu Céng nghiép trong Khu Ché xuét
Tin Thuén, Phudng Tan Thuan Pong, Quén 7, Thanh
phé Ho Chi Minh.
Dién thoai: (84.28) 37700142-143-144
Fax: (84.28) 37700145

Sin xudt tai:

NGAY XEM XET SUA POI, CAP NHAT LAI
NOI DUNG HUGNG DAN SU DUNG THUOC:

B. HUONG DAN SU DUNG THUOC CHO CAN
BOYTE
DUQC LUC HOC
Nhém dwge ly: Thude gidn co va giam dau.
Ma ATC: M03BX06
Mephenesm 1a mt thube glén co cb tac dung trén hé
thin kinh trung wong. O liéu diéu tri, thuéc co téc
dung lam giam phan xa da synap (e che din truyén
thin kinh) tai tuy song. O lidu cao, thudc 1am giam
din l:ruyén phan xa don synap va gay tac déng & cAp
d9 ngoai tuy song (thén ndo, hach nén, d6i thi).
Mephenesin tac dung on dinh 1én mang té bao than
kinh van ddng va tham gia vao tic dfng cua cic té
bio ndy trén phan xa & tuy sbng. Ngoai ra,
mephenesm ciing c6 tac dung géy té tai chd tuong tu
nhu procain. Céc nghién ciru khdc chi ra ring
mephenesin cé tac dong lén cac khép than kinh co

(gibng nhu tac dong cua thudc gidn co nhém curar) &
liéu cao.

Thyc t€ quan sét trén in vitro va in vivo cho thdy c6
sir kéo dai giai doan tro cua co van khi dung
mephenesin, nhung khéng lam {rc ché dan truyén
than kinh co. Co ché nay cua mephenesin vin chua
dugc biét .

DU'QC DPONG HQC

Hip thu

Mephenesin dugc hap thu nhanh qua dudng tiéu hod.
Thoi gian dat dugce ndng do tdi da Tmax = 0,8 + 0,1
gi® va nong d¢ toi da Cmax = 1,33 + 0,18 pg/ml sau
khi ubng liéu 500 mg. Théi gian tic dung ngén (30
phut khi dung duong tiém tinh mach va 60-90 phat
khi dung dudmg udng).

Phén bo

Phén b & hdu hét & cac mé trong co thé. Ty 18 ndng
d6 trong ndo so vdi huyét tuong ludn 1én hon 1. Trén
ddng vat, gia trj trung binh cua ty |é nay bing 2.
Chuyén héa

Mephenesin nhanh chéng bi oxy hoéd & gan tao thanh
san pham khdong cé hoat tinh la acid p-(o-toloxy)
lactic va acid B-(2-methyl-4-hydroxyphenoxy) lactic
sau 30 phut ding thudc.

Thai trir

Thdi gian bin thai ngin (T)p= 05 — 1 gid).
Mephenesin dugc thai trir chii yéu qua thin dudi
dang chuyén ho4 acid p-(o-toloxy) lactic (33- 54%);
dudi dang lién hop véi glucuronic, dang ty do rét it
(<1%). Mephenesin dang chua chuyén hod rat it.

CHI PINH
Didu trj hd tro cac trudmg hop co thit co giy dau.

LIEU DUNG VA CACH DUNG

Cdch din )

Uong thudc clng véi mét coe nude,

Liéu ding

Ngm‘n 16m va tré em trén 15 tudi: Udng tir 1,5 g dén 3
g mdi ngay, chia lam 3 lan.

CHONG CHI DINH

Réi loan chuyén hoa porphyrin

Min cam véi mephenesin hodc véi bét cir thanh phén
ndo ctia thudc.

Thudc khong khuyén céo sir dung cho phy nir ¢6 thai
va phy nit dang cho con bu.

CAC TRUONG HQP THAN TRQONG KHI
DUNG THUOC

Nhtmg ngudi bénh co tién sir di img, hen phé quan,
phan (mg dj img vai thubc, dic biét dj tmg véi
aspirin.

Ngudi c6 bgnh & dudng hé hip, yéu co, cb tién str
nghién 1huoc, suy chirc ndng gan, thin,

Str dung dong thai véi rugu va céc thude irc ché thin
kinh trung wong c6 thé 1am ting cidc ADR (ADR:
Adverse drug reaction — phan umg c6 hai cua thuoc).




Do thudc c6 thé gdy budn ngii va 1am giam kha ning
phél hop cdc dong tic nén nguoi bcnh str dung
mephenesin khéng dugc lai xe va didu khién may
mbc.

Ta duge mau do Ponceau, mau vang Sunset dye co
thé gdy ra phan (mg dj {mg.

Truong hgp cd thai

Chua du dir ligu déng tin cdy dé danh gid vé kha ning
gdy di tdt cho thai nhi khi ding mephenesin trong
thdi ky mang thai. Vi vy khéng nén ding thudc nay
cho phu nir dang mang thai.

Truong hop cho con bu

Thiéu dir liéu vé viéc dung thube cho phu nir dang
cho con bi. Khoéng nén dung mephenesin cho dai
tugng bénh nhan nay.

TUONG TAC VOI CAC THUOC KHAC VA CAC
LOAI TUONG TAC KHAC

Cic téc dung trén hé than kinh trung wong cua
mephenesin c6 thé ting néu trong qua trinh diing thudc
c6 udng rugu hodc dung cac chat (rc ché hé than kinh
khac.

TAC DUNG KHONG MONG MUON (ADR)
Mephenesin dang udng co thé co nhimg tic dung
khong mong mudn nhu co gidt, run riy, co cimg bl,mg,
budn nén, todt md héi. Tridu chimg nay thirdng xay ra
& nhimg bénh nhén ding thudc kéo dai.

ADR thurmg gdp (1/100 < ADR)

Mét moi, budn ngu, ué oai, khé the, yeu co, mét didu
hoa vén dong.

ADR it gap (1/1000 < ADR < 1/100)

Dbau khé'p dau ngudi, budn ndn, byc tirc, tiéu chay, téo
bén, ndi min. Mot vai trudmg ho‘p dic biét khac bj mat
cam gidc ngon migng, ndn mira, do gidc, kich dong va
¢6 thé cd soc phan vé.

ADR hiém gap (ADR < 1/1000)

Phan tmg di img. Rat hiém khi xay ra séc phan vé.
Ngu ga, phét ban.

Hurdng din cich xir tr{f ADR

Téc dung khéng mong mudn ctia mephenesin thuong
Xay ra nhanh va it trdm trong, do d6 bién phép Xt tr:
ADR chi yéu la giam lidu thudc holdic ngimg thude,
didu tri triéu ching va hé tro tang cudng dé hdi phuc
sirc khoé. Rat hlém xay ra soc phan v¢, tuy nhién
phai ludn s&n sang cép ciru néu tinh trang ndy xay ra.

QUA LIEU VA CACH XU TRI

Triéu chig:

Giam truong lyc co, ha huyét ap, rdi loan thj giéc,
ngu ga, mét phdi hop dong tac, 4o giéc, liét ho hap va
hon mé.

Qua lidu gay co giat & tré em va c6 thé gdy xiic dong
manh hoic 14 lin & ngudi gia.

Xir tri:

Trong tat ca céc trudmg hgp qua liéu, ngudi bénh can
duge theo di cdn than vé hd hip, mach va huyét 4p.
Néu ngudi bénh con tinh tdo, cin xir ly ngay bing
cach gay non, rua da day va d1éu trj tri¢u ching hodgc
chuyen ngudi bénh dén co so diéu tri cé du diéu kién
vé hdi sirc cap ciru.

Tién hanh rira da day ngay cung véi nhimg chi dinh
didu tri hd trg chung, dam bao thdng khi, truyén dich.
Ciing c6 thé diéu trj tinh trang rc ché hé than kinh
trung wong bing céch lua chon cdc thuéc diéu tr
thich hop.

Trudng hqp ngudi bénh da mét ¥ thuc, lam hd hip
nhan tao va chuyén ngudi bénh dén co s& chuyén
khoa.
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