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BASORI

Manufactured by

. Myunggmn Pharm, Co., Ltd.
26, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseang-si,
Gyeonggi-do, Republic of Korea

[Compositipn] Each tablet contains, [Quality specification] USP 38
Pyridostigmine bromide ——----—-—-— - 60mg [Storage]

at temperature below 30°C .
[Indication, Dosage and Administration,
Contra-indication, Other information |

Please see insert r.
v Lot No.

KEEP OUT OF REACH OF CHILDREN. Mig. Date :
READ INSERT PAPER CAREFULLY BEFORE USE. Exp. Date
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San wudt tai Han Quéc bon:

n Mynﬂm Pharm, Co., Ltd.
26, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si,
Gysonggi-do, Republic of Korea

[Thanh phén] MSi vien nen chira: [Tiéu chudn chét leong] USP 38
Pyridostigmine bromide - 60mg

s S [Bao quan]
[Dang bao ché] Vien nen Bdo quan trong bao bi kin, tranh &m, &

[Chi dinh, Liéu lgng, cach dung, nhigt do dudi 30°C.

Chdng chi dinh va c4c théng tin khac]
Xem t& huréng dén st dyng kém theo
SE168X:
BE XATAM TAY TRE EM NSX
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2. Intermediate label :

BASORI s

Pyndastigmine brom kda - 83mg

SEK
54 16 58X
HO

[ Hyungmoon Phasm. Karea

BASORI .

Pyridostigmine bomida - S0mg

SEK
s 188X
HD

[l Myungnzon Pharm. Kora

BASORI .

Pynidasiigmine bomids - 30mg

SEW
sd 3 sx:
HO

R Myurgmnan Fhamm. Karaa

BASORI 7

Pynidasiigming bromde - 8dmg

S
s 188X
HD .

[l Myurgmocn Pharm. Korea

BASORI

Pyridosiigmine bromida - 80mg

SE
S4 i Sx:
HO

[ Byunpmoon Pharm. Korea

BASORI 7

Pyridestigmina bromida - 80mg

SOK
8418 Sx:
HD

{8 Myungmoon Pharm. Kora

BASORI ra.

Pyndoztigmine bromide - SAmg

HEN
=4 18 5%
HO

B3 Myungroon Pham, dera

BASORITab.

Pyridastigmina bromida - 80myg

SOK
& 168X
HD

8 Myungmoan Pharm. Korea

BASORI e

Pyndastigming bramias - BImg

SDK

5418 8%

HD

I Nvungmoon Prarm. Korea

BASORI .

Pyndastigmea bramide - S0mg

S

sdipEx

HO

B iyungmean Prarm. Korss

BASORI s

Pyrdostigmine bromide - BAmg

SEWC
séeSX
HD

[ Myungmaan Pram. Kore

BAS ORI Tab.

Pyridostigmine brmomide - 80meg
58K

sh1a 5%

HD

[ Nyungmann Fham Karsa

BASORI .

Pyridastig ming bramide - 80mg

SEK
s4 18 8%
HD

BB Myungmoan Pharm. Korea

BASOR] Tah,

Pyridestigmine brmmide - S0mg

S
shiasx
HO

[ Myungmaon Pharm. Korey

BASORI s

Pryrideestinmine bromida - 84mg

50K
&4 14 5X:
HO

0 Myungmoan Pharm. Kore

BASORI .

Pryridostigmine brom e - 80mg

SBK
5410 8X:
HD

B iyungmoan Rharm. Korea

BASORI .

Pyridestigming bromida - 80mg

SBK
56 165X
HD

(B8 Myungmaon Pharm, Kores

BASORI .

Pyridostigmina bromida - 80mg

SEK
shlasx
HO

I Nyungmaan Pham. Karsa

BASORI 7.

Fyridestigmine bromida - Bimg

58K
54 15 5X:
HD

[l Myungmocn Pham. Korea

BASORI .

Pyridasligmina tbeomids - B0mg

SBK
S 16 SX:
HO

I Ryungmoon Pharm, Korea

BASORI ra.

FPyridoztigmine bramide - B0mg

SEH
SA 15 5)X:
HO

Il Myungmoon Pharm. Korea

BASORI ra.

Pyridastigrmine brarmide - Bdemg

E0K
sb 18 sX:
HO

(9 Myungmeon Pharm. Koma

BASORI Tab.

Pyridastigrine bromide - 80mg

SO
=16 8%
HD

[ Myungmoon Pharm. Korea

BASORI .

Pyrdasligming bromida - 80mg

S
sS4 14 BX:
HD

B8 Myungmoon Pharm, Kerea
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Rx Thuéc bén theo don

BASORI TAB.

(Pyridostigmin bromid 60,0mg)
Doc ky hwong din sir dung truwoce khi diung
Néu cin thém théng tin xin héi y kién bdc sy, dwgc sy.

[Tén thudc] Basori Tab.
[Thanh phin] M3i vién chira:
Hoat chdt: Pyridostigmin bromid..........c.cocevveeresrnrererresessnsnnn 60,0 mg
Ta duoc: Tinh bdt ngd, acid silic khan nhe, L-HPC, PVP K30, magnesi stearat.
[Dang bao ché] Vién nén.
|Quy cach dong go6i] Hop 10 vi x 10 vién.
|Pac tinh duge luc hoc|
Pyridostigmin bromid 14 mét hop chit amoni bac bdn gdy (c ché hoat tinh enzym
cholinesterase ¢6 tac dung gidng neostigmin, nhung tac dung xuét hién cham va kéo dai
hon, vi thé thudc dugc dung chi yéu trong diéu tri bénh nhuge co. Khoang céach giita cac
lidu cia pyridostigmin dai hon so véi neostigmin, tao thuén lgi trong diéu trj bénh nhuoc co.
Vi thé c6 thé két hop pyridostigmin véi neostigmin trong diéu tri bénh nhugc co, thi du
dung pyridostigmin trong ngay va tdi, neostigmin ding vao budi sang.
Thudc gay dap tmg cholinergic toan thin bao gdm tang truong luc co xwong va co rudt, co
ddng tir, co thit tr cung, co thit phé quan, cham nhip tim, tang tiét & cac tuyén ngoai tiét.
Pyridostigmin ¢6 tac dung gidng cholin tryc tiép trén co xuong.
|[Pac tinh dwge djng hoc]
Pyridostigmin phén bd & dich ngoai bao. Thudc khéng vao dugc hé than kinh trung vong.
Thudc qua nhau thai va lam giam hoat tinh cholinesterase huyét tuong thai nhi sau khi uéng
thudc lidu cao.
Khi udng, thudc thudmg c6 tac dung sau 30 - 45 phit va kéo dai trong 3 - 6 gior. Khi tiém
tinh mach, lyc co téng 1én sau 2 - 5 phut va sy cai thién c6 thé tiép tuc trong 2 - 3 gi¢r & phin
16m ngudi bénh. Sau khi tiém bép, thudc bit déu c6 tac dung trong vong 15 phit.
Nira doi thai trir ciia thude 14 1,49 gioy ddi voi tiém bép va 1,5 - 4,25 gio, khi udng.

Thubc chi ding khi cé sw ké don ciia bdc si.
|Chi dinh]
Pyridostigmin dugc sir dung trong diéu tri bénh nhuge co, nhr mét thude déo nghich hogc
ddi khang véi céc thude gidn co khong khir cyc kidu cura.
[Liéu lwgng)
Nguoi lon: Trude hét dung lidu 30 dén 60mg, 4 gio mot lan. Sau do, liu duy trj
diing 600 mg/ngay.
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Tré em: C6 thé dung lidu diu tién 12 30 mg cho tré dudi 6 tudi hodc 60 mg cho tré 6 - 12
tudi. Lidu nay dugc ting thém dén 15 - 30 mg hang ngay, cho dén khi dat dugc hiéu qua
mong mudn, nhung tdng liéu khong vuot qua 360 mg/ngay.

[Chong chi dinh]

Chéng chi dinh dung pyridostigmin & ngudi da biét c6 qué méan véi céc thude khang
cholinesterase, hodic & ngudi tic rudt va tic dudmg tiét niéu kiéu co hoc.

Bénh nhan bj suyén, viém phé quén, viém méng mét, cuong giap, rdi loan lyc co,

Bénh nhan hdi chung parkinson.

Bénh nhan dang dung thudc gian co khir cuc (suxamethonium).

[Théan trong]

Can dung than trong pyridostigmin & ngudi dong kinh, hen phé quan, nhip tim chdm, méi
tic mach vanh, cudomg d6i giao cam, cudng tuyén gidp, loan nhip tim hodc loét da day.
Tranh udng liéu lén & nhimg nguoi méc chimg rudt két to hodc giam nhu dong da day - rudt.
O mot s nguoi, pyridostigmin bromid kéo dai tic dung hon mubi ciia neostigmin, trong
nhimg trudng hop nhu vy thuong hay gay cac con tang tiét acetyl-cholin.

Khi sir dung pyridostigmin dé diéu tri bénh nhugc co, cdn nhé rang, voi cing mjt liéu thude
khéng cholinesterase, c¢6 thé c6 nhimg dap img khac nhau & nhimg nhém co riéng biét: gy
yéu & mdt nhém co nay trong khi d6 lai 1am tang luc co & nhém khéac. Nhirng co & ¢b va cac
co nhai va nudt thuong 12 nhém co dau tién bi yéu di khi ding thudc qua liéu. Phai do dung
tich sbng bét cir khi ndo tang lidu dé c6 thé diéu chinh lidu thudc khang cholinesterase nhim
dam bao t6t chirc nang ho hép. -
Pyridostigmin qua dugc nhau thai va bai tiét vao sita me, vi thé phai sir dung thar'trong dbi
voi ngudi mang thai va cho con bu.

Str dyng thudc c6 tac dung chdng tiét cholin hodc tic dung gidng nhu atropin phai hét sirc
cn than, khi ngudi bénh ciing duge diéu tri bing pyridostigmin vi cac triéu chimg qua liu
c6 thé bj che 14p boi pyridostigmin, hodc nguoc lai, cac triéu chimg dung pyridostigmin qua
lidu ciing c6 thé bj che 14p boi atropin va cac thube gidng atropin.

[Tac dyng phy]

Téc dung khéng mong mubn hay gap nhit 1 non. Tac dung khong mong muén thudng lién
quan téi qua liéu va thuong thude 2 kiéu: Cac triéu chimg gidng muscarin, va cac tridu
chimg gibng nicotin.

Triéu chimg chinh ctia qué liéu trong trudng hop bénh nhuoc co la lam tang yéu co.

Thuong gap, ADR > 1/100

Toan than: Tang tiét md hdi, chan an.

Tuan hoan: Nhip tim cham, nhung thinh thoang lai nhip tim nhanh.

Tiéu héa: Budn ndn, ndn, ia chay, ting nhu dong, dau bung, tiét nude bot.

Hb hap: Tang tiét dich, co thit phé quan, viém mii.

Thén kinh: Yéu co, liét nhe, co gidt, co cing co cuc bd.

Tiét niéu - sinh duc: Tiéu tién khong cha dong.

3 ml
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It gap, 1/1000 < ADR < 1/100
Toan than: Chéng mit.
Tuén hoan: Tang huyét 4p hodc ha huyét ap.
Thén kinh trung vong: Thao thirc, mit ngu.
Hiém gdp, ADR < 1/1000
Da: Ngoai ban, rung téc.

Thong bdo ngay cho bdce sy klti gidp phai cdc tic dung khong mong mudn ciia thude.
[Twong tic véi thude khic, cde dang twong tic khic]
Céc aminoglycosid (gentamicin, kanamycin, neomycin, streptomycin): Ding dudng tiém
lidu cao c6 thé gay kéo dai hodc lam tang nguy co nghén thén kinh co.
Nhom chen beta: Pyridostigmin va cdc thube chen beta ¢6 thé gdy cham nhip tim, thip
huyét 4p, ¢6 thé gay tac dong hiép déng .
Edrophonium: Tang ddc tinh khi str dung phdi hop.
Céc khang sinh quinolon (ciprofloxacin, norfloxacin): Mt sb trudng hop cho thdy, nhimg
thude ndy c¢é thé thé hién tic dong we ché than kinh co, dic biét & bénh nhén bi nhuoe co.
[St dung thubc cho phy ni¥ ¢6 thai va cho con bi]
Thoi ky mang thai
Tinh an toan cua pyridostigmin & ngudi mang thai van chua duge x4c dinh, nhung nhimg
thude khang cholinesterase c6 thé gay kich thich tir cung va gy dé non khi tiém tinh mach
cho ngudi mang thai gin ky sinh. Tuy nhién, pyridostigmin da duge sir dung trong thai ky
ma khong géy di dang cho thai.
Di quan sat duge yéu co tam thdi & khoang 10 - 20% tré so sinh, do me da dung thude
khéng cholinesterase dé diéu tri bénh nhuoce co.
Vi viy, viée sir dung pyridostigmin cho ngudi mang thai cdn phai cin nhic gitra loi ich va
nguy hai cho me va con.
Thai ky cho con bu
Pyridostigmin bai tiét mot phan vao sira me, vi vy khéng nén dung khi cho con ba.
[Anh hwéng ciia thude 1én kha ning lai xe va vin hanh may méc]
Thude c¢6 thé gdy tic dung phu nhur chéng mat, co déng tir, m& mét...1am anh hudng dén kha
néng lai xe va van hanh may mée. Vi vdy, bénh nhan khéng nén lam nhitng cong viée nay
khi dang dung thubc.
[Qua litu va céch xir tri] ‘ ,
Dau hiéu va cdc triéu chimg cua qud liéu (con 1ang tiét acetylcholin)
Tdc dung muscarinic: Pau quin bung, tang nhu déng rudt, ia chay, budn nén, ndn, ting tiét
nude bot va dich phé quan, todt md héi, co dong tir.
Téc dung nicotinic: Yéu co, co cimg co cuc bd va chudt rut.
Than kinh trung wong: Kich déng, thao thire, mét phén xa, néi liu nhiu,
Tuin hoan: Chdm nhip tim, ha huyét ap, ngimg tim.
Tiéu héa: Céc triéu chimg tiéu hoa xay ra sém nhét sau khi uéng thude: chan an, budn nén,
ndn, chudt rat bung, ia chay=-

Nl 20



Piéu tri:
Ngimg thudc ngay l4p tirc. Nhimg tac dung muscarinic 13 ning nhat va c6 thé kiém sodt
chung bang atropin (2 mg, tiém tinh mach, sau d6 tiém bép, ctr 2 - 4 gid mot lan, ty theo
can thiét, dé giam kho thd), nhung phai tranh qua lidu atropin.
Nhimng tac dung trén co xuong sau qua lidu pyridostigmin khéng diu bét khi diéu tri bing
atropin.
Nguoi bénh ngd doc do dung thudc khang cholinesterase khong dugce ding aminophylin,
morphin, phenothiazin, thudc an than kinh, reserpin, sucinylcholin, theophylin hodc khong
dugc truyén mot luong dich 16m.
[Bao quén] Bao quan trong bao bi kin, tranh 4m, & nhiét do dudi 30°C.
[Han dung] 36 thang ké tir ngay san xuét.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét: q?/
MYUNGMOON PHARM. CO.,LTD l
26, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qu
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