o~

e

7 DAVI

Lin dxu/ﬁ:g/4£{

PHARM CO.LTD

Box size: 128 x 37 x 53 (mm)
Blister size: 50 x 122 (mm)
6 Blisters x 10 f.c. tablsts

LAMBERTU

BOY TE
CUC QUAN LY DUQC

BA PH

s DUYET

37 14

126 ,

<+

HUGC BAH THEO BON

5ut 09 pwouq upubpsopihd

Pyridostigmin bromid 60 mg

Sdn xuft tgl:
CTY TNHH DP DAT VI PHU
’S { LO M7A, Dudng D17, Khu CN
m M@ Phudce 1, xa Thdi Hoa, huygn
Bén C4t, tinh Binh Duong, Vigt Nam

LAMBERTU

BviX 10 viennén bao phim

B0C KY HUGNG DAN S( DYNG TRUAC KHI DING

THARH rMu uao ¥l4n nén bao phim chia:
60 mg

Td duge vua dv .................................... 1vidn

CHI BINH 7 LIEU DUNG  CACH DIING / CHONG cHi
BINH / THAN TAQONG: Xin doc 15 huong din s dyng

BAO QUAN:
Hai khé rdo, tdnh énh sdng, nhidl ¢ khdng qué 30 °C

/ \ | NLY3IFNVT

*  TIEU CHUAN CHAT LUGNG:
Tidu chudn nha sdn xust

s6LOSX :

r48

NGAY SX
HAN DUNG ;
SDK

\

Biz|qpi ‘o' 01 Xisiatislia o

N1d39NVT

WeuBIA ‘eaumaid Buong uug o -
JUISIP [0 U3 'SUNWLIOO BOH 104 [
4 PUI | 90U AW 1S 210 V2 101 E
a1103 WHVHd IAYa =
:4q painjoejnuen

Bur g9 spnuolq sunubysoplfd

LAMBERTU

Pyridastigmine bromide 60 mg
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;\\ Boc k§f uedng din siv dung trude khi ding. : \
k Néu cdu thém théng tin xin héi § kidn thay thnde.
Chi ding thude nay theo sy ké don cita thly thude.
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LAMBERTU :
: (Vién nén bao phim Pyridostigmin bromid 60 mg)
THANH PHAN
M®i vién nén bao phim chira: :
Pyridostigmin bromid...........ccoecenniiriiriniinnns 60 m, i

Té duge: Lactose monohydrat, tinh bt ngé, starch 1500, silicon dioxyd, acid stearic, HPMC 615, PEG 6000, talc,
titan dioxid, mau sunset yellow... vica di 1 vién.

Dic tinh duge Iy hoe: ’
Pyridostigmin bromid 12 mot hgp chit amoni béc bén géy ire ché hoat tinh enzym cholinesterase ¢6 tac dung gidng
neostigmin, nhung tac dung xuét hign cham va kéo dai hor, vi thé thudc dugc ding chit yéu trong didu trj bgnh
i nhuge ca, Khodng cach giira céc lidu cuia pyridostigmin dai hon so voi neostigmin, tgo thujn lgi trong didu trj

i bénh nhuge co. Vi thé ¢o thé két hgp pyridostigmin vai neostigmin trong didu trj bénh nhuge co, thi dy ding
pyridostigmin trong ngay va tdi, neostigmin dung vio budi séng.

Thube gy dap img cholinergic toan than bao gdm ting truong lyc co xuong va co rudt, co ddng tir, co thit tir
cung, co thit phé quan, cham nhip tim, tang tiét & céc tuyén ngoai tiét. Pyridostigmin c6 téc dung gidng cholin trye
tiép trén co xuang,

BDic tinh duge dng hoe:

~  Hdp thu: Pyridostigmin duge hip thu it, véi ty 1 thay ddi, qua dutmg tiéu hoa; chi khoang 40% lidu udng
pyridostigmin dugc hép thu, mt lurgng 16n bj pha huy & da day rudt. Pyridostigmin duge hép thu nhidu nhét & ta
trang, Sau khi udng, thudc thung c6 tic dung sau 30 - 45 phit va kéo dai trong 3 - 6 gid.

—  Chuyén hda: Bj thity phdn boi cholinesterase va ciing bj chuyén hoa & gan.

—  Phdn bé: Pyridostigmin phan bd & dich ngoai bao. Thudc khéng vao duge h@ thin kinh trung uong. Thude

Seaboscsobhonnsmennnaces.

Pyridostigmin duge sir dung trong diéu trj bénh nhuge co.

~ : qua nhau thai va Iam giam hoat tinh cholinesterase huyét tueng thai nhi sau khi ubng thudc lidu cao.
i - Thditrir. 1,5 - 4,25 gits thii trir dutmg ubng, Pyridostigmin dugc thai trir chd yéu qua nude tidu (& ca dang
khong ddi va dang bj chuyén hoa). Mot phén rit nho duge thai qua sira. o
£ cnipN:

i CHONG CHI DINH: ' V{V
H Chéng chi dinh dung pyridostigmin & ngudi d& biét ¢6 qua mén véi cc thube khang cholinesterase, hofic & ngudi

thc rudt va tic dudng tiét nigu kiéu co hoc.

: LUU Y DAC BIET VA THAN TRONG KHI SU DUNG:.
: Cin ding than trong pyridostigmin & ngudi dong kinh, hen phé quan, nhip tim chim, méi tic mach vanh, cudmg
ddi giao cam, cuding tuyén giap, loan nhip tim hofic loét da day. Trénh ugng lidu 16n & nhimg ngudi mic chimg
rudt két to hojic gidm nhu dong da day - ruét. .
3 O mt s6 ngudi, pyridostigmin bromid kéo dai tic dyng hon mudi cia neostigmin, trong nhimg truéng hop nhir
: vay thuong hay gdy cdc con tang tiét acetylcholin.
: Khi st dung pyridostigmin dé diéu trj bénh nhuge co, cin nhé ring, vai cing mot lidu thude khang cholinesterase,
¢6 thé c6 nhimg dap tmg khéc nhau & nhitng nhém co riéng biét; gdy yéu & mdt nhom co ndy trong khi do lai lam :
tang lyc co & nhém khdc. Nhimg co & cd va céc co nhai va nudt thuong 13 nhém co ddu tién bj yéu di khi ding i
thude qua lidu. Phdi do dung tich séng bt ¢ khi nio ting liéu @& co hé didu chinh lidu thube khdRg,
cholinesterase nhim dam bao t6t chirc néng hd hip. ’:t%x
Pyridostigmin qua dugc nhau thai va bai (ié vao sira me, vi thé phai sir dyng than trong ddi véi ngudi mang thai %1{
va cho con b, t
i Sir dung thube ¢6 thc dyng chéng tiét cholin hofic tic dyng gidng nhur atropin phai hét sire cén thin, khi ngudj: , % %
bénh ciing duge didu trj bing pyridostigmin vi cAc trigu chimg qué lidu c6 thé bj che I4p bai pyridostigmin, hofie/ - ﬁ
ngugc lai, che tri¢u chimg diing pyridostigmin qué lidu ciing c6 thé bi che 1dp bdi alropin va céc thudc giéng iy d

Z B

: atropin. SR
H bé xa thm tay tré em. K 4%
§ ’%_a;w"
SU' DUNG CHO PHY NI’ CO TIIAI VA CIIO CON BU: i :
Thai ky mang thai:

Tinh an toan cia pyridostigmin & ngudi mang thai vin chua duge xéc dinh, nhung nhimg tlu‘léc khéng
cholinesterase cd lhg gdy kich thich tir cung va gély dé non khi tiém tinh mach cho ngudsi mang thai gan ky sinh.
Tuy nhiéln, pyridostigmin dd duge sir dyng trong thai ki ma khong gfly dj dng cho thai. Ba quan sét duge yéu co
tam thoi ‘¢ khodng 10 - 20% tré so sinh, do m¢ da ding thudc khéng cholinesterase dé diéu trj bénh nhuge co.Vi
vay, vi¢e sir dung pyridostigmin cho ngudi mang thai chn phai cin nhic gitva Igi fch va nguy hai cho me va con.
Thai ky cho con bii:

Pyridostigmin thai trir mot phn vao sita me, vi vily khong nén dung khi cho con b.

TAC DONG TREN KHA NANG LAIXE VA VAN HANH MAY MOC:
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Clwra co dfiy dii thang tin vé tac dung cua thudce trén kha niing l&i xe va viin hanh may moc.

TAC DUNG KHONG MONG MUON;
Téc dung khong mong muén hay gfip nhét 1a nén. Téc dyng khong mong mudn thudng lién quan téi qua lidu va
thuting thuge 2 kiu: Céc tri¢u chimg gidng muscarin, va cac trigu chimg gié:lg nicotin,
‘Trigu chirng chinh cia qua lidu trong trung hgp b¢nh nhurge co 1a 1am ting yéu co.
Thieong gdp, ADR > 1/100

Toén than: Tang tiét md hoi, chan in.

Tudn hoan: Nhip tim chdm, nhumg thinh thoang lai nhip tim nhanh,

Tiéu héa: Budn ndn, n6n, {a chdy, ting nhu dong, dau bung, tiét nudc bot.

Ho hép: Tang tiét dich, co thit phé quan, viém mii,

Thin kinh: Yéu ca, li¢t nhe, co git, co clmg co cyc bg.

Ti(}( nigu - sinh dyc: Ticu ti¢gn kh()r)g chi dong. ,

Mit: Co ddng tir, ting tiét nude mit, mor mét, viém két mac.

lrgap, 171000 < ADR < 1/100

i Toan than: Chéng mat.

Tudn hoan: Tang huyét &p hoic ha huyét ap.

Thin kinh trung wong; Thao thire, mét ngu.

Hiém gap, ADR < 1/1000

Da: Ngoai ban, rung téc.

Thong bdo cho thdy thude cdc tae dung khdng mong muon giip phai khi si dung thuoc.

LIEU DUNG - CACH DUNG:

Ding dutme ubng di¢u trj bgnh nhuge co: Lidu lugng c6 thé thay déi timg ngay, tuy theo bénh do hay niing lén,
stress vé cam xiic va thé Iye cda ngudi bgnh. Lidu phai didu chinh dé ngudi bénh ding lidu cao ltc phai ging sirc
nhigu nhét (thi dy 30 - 45 phut truéc khi an dé gitp ngudi benh khi kho nubdt). Pyridostigmin udng ciing véi sira
hoiic thire &n gdy It tic dung phy muscarinic:

~  Nguoi lon va thiéu nién: Truéce hét dung lidu 30 dén 60 mg, cich 3 dén 4 gitr mot 1An. Sau do, lidu duy tri tir
60 mg dén 1200 mg m3i ngay (thutng ding 600 mg).

~  Tréem: Tong li¢u hang ngdy thutng la 7 mg/kg thé trong (hofic 200 mg/m? dién tich co thég chia [am 5 hotic
6 lin. C6 thé ding lidu dau tién 12 30 mg cho tré dudi 6 tudi hozc 60 mg cho tré 6 - 12 tudi. Licu nay duge ting
thém ddn 15 - 30 mg hang ngay, cho dén khi dat dugc hidu qua mong mudn, nhung tdng lidu khong vugt qua 360

mg/ngay. .

TUONG TAC THUOC, CAC DANG TUONG TAC KIIAC:

Atropin ddi khang v6i tac dyng muscarinic cta pyridostigmin, va twong tic ndy duge st dung dé chdng céc tac
dung muscarinic khi ngg doc pyridostigmin.

Dexpanthenol c6 thé hi¢p ddng tac dung vdi pyridostigmin biing cach ting sén xudt acetylcholin,

Cic thudc khang cholinesterase déi khi cé higu lyc dé dao nghich sy chen thdn kinh - co do cac khang sinh
aminoglycosid gdy ra. Tuy nhién cdc khing sinh aminoglycosid, c4c thudc té va mot sé thube me, thude chéng
loan nhip, céc thudc gay can trg dan truyén thdn kinh co phai duge sit dung thiin trong & ngudi nhuge co niing, va
liéu cia pyridostigmin ¢é thé phai tzing 1én sao cho phit hgp.

QUA LIEU VA XU TRi:

D higu vé cdc trigu chimg ciia qud lidu (con téing 1iét acetyleholin)

Téc dung muscarinic: Dau quiin bung, ting nhu dong rugt, fa chay, budn non, non, tang tiét nudc bot va dich phé
quan, todt mé hdi, co ddng b,

Téc dung nicotinic: Yéu co, co cimg co cyc bd vé chudt rat.

Than kinh trung vong: Kich dgng, thao thirc, mdt phéan xq, néi lu nhfu,

Tudn hoan: Cham nhip tim, ha huyét 4p, ngirng tim.

Tiéu hoa: Cée trigu chimg tiéu hoa xdy ra sém nhét sau khi ubng thudc: chén an, budn nén, non, chudt rat bung, ia
chay.

Diéu trj: .

Ngimg thude ngay I3p tire. Nhimg the dung muscarinic 1 ning nhét va c6 thé kiém sodt chiing bang atropin (2 mg,
ligm tinh mach, sau 6 tiém bip, cir 2 - 4 g mjt 14n, thy theo cin thit, d& giam kho thes), nhung phii tranh qué
licu atropin, '

INhimg tdc dung trén co xuong sau qud lidu pyridostigmin khéng dju bét khi diéu trj bing atropin.

Ngudi bé¢nh ngd doc do ding thude khéng cholinesterase khéng duge ding aminophylin, morphin, phenothiazin,
thudc an thin kinh, reserpin, sucinylcholin, theophylin hogc khong dugc truyén mét lugng djch 16n.

DONG GOI: Hop 6 vix 10 vién,

‘2&0 QUAN: Noi khd réo, tranh dnh sdng, nhi¢t do khéng qua 30°C.
1EU CHUAN CHAT LUQNG: Tiéu chufn nha san xuét.

HAN DUNG: 36 théng ké tir ngay sén xudt.

San xudt toi:

CONG TY TNHH DP DAT VI PHU

DAVI PHARM CO., LTD)

.6 M7A, Pudmg D17, Khu CN M§ Phuéc 1, x4 Thoi Hoa, huyén Bén Cét, Tinh Binh Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688
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