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Neostigmin methylsulfat 0,5 mg/ml
1B, TTM, TDD

Dung dlch tlém
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Mau nhan hép Vinstigmin 5 vi
Kich thuwdc: 154 mm X 70 mm X 78 mm
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Composition:
zgﬂ_oas methylsulfat

Indication, administration, contra /a
other information: Please see the pa®

. . C - ing
Neostigmin methylsulfa preosinuppiiedpmiopesmrtint, eostigmin methylsulfat 0,5 mg/ml on
below 30°C, protect from light. Bao a__w__ Noi khé rdo, nhiét do dudi 30°C,
IM, IV, SC Specification: BP 2016. TB, TTM, TDD trénh &nh sang
| Tiéu chudn: BP 2016.
M “Keep out of reach of children | 1 “Dé xa tim tay tré em
Read insert paper carefully before using” Boc kj hudng din sir dyng trudc khi ding”
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0,5 mg/mi

VINSTIGMIN

Neostigmin methylsulfat

Nhan trén hép Vinstigmin 2 vi
K|ch thuo’c (15.56 X3 X7, 5)cm

if ; ng,| chéng chi dinh va cac thong tin khac:
DU m bRg Hén sir dung thudc kem theo.
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V'M‘l ug ' ho o, nhigt do dudi 30°C, tranh &nh séng.
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¥ hwéng din sir dung trwéc khi dung”

“THUOC POC”
Thanh phén cong thire ciia thubc:

Cho 1 éng thubc tiém 1 ml:

Dang bao ché:
Dung dich tiém.

Ché phim la dung dich trong, dugc dong trong éng thuy tinh han kin, khong ran nit, khong den dau.
pH4,5-6,5

Chi dinh:
Liét rudt va bi dai sau phau thuat (sau khi loai trir téc do co hoc).
Bénh nhuoc co.

Giai doc khi dung qua liéu thudc gidn co kiéu cura (thudc gidn co khong khir cyc nhu tubocurarin,
metocurin, galamin ho#c pancuronium).

Liéu dung - cich dung:

Liéu diing:

Bénh nhuweoc co:

Chdn dodn: Ngimg tat ca cac thube khang cholinesterase trudc 8 gid.

Neostigmin methylsulfat tiém bép: 0,022 mg/kg.

Atropin 0,011 mg/kg tiém tinh mach ngay truéc (hogc tiém bép trude 30 phat) va neostigmin 0,022
mg/kg tiém bép. Néu c6 phan Ung cholinergic phai ngung test va dung 0,4 - 0,6 mg atropin tinh mach.
Néu két qua khong két luan duoc, 1am lai test 1 ngdy khic véi neostigmin 0,031 mg/kg tiém bép, tiém
bap trude atropin 0,016 mg/kg.

Tré em (dudi 12 tudi, ké ca tré so sinh): Neostigmin methylsulfat: 0,025 - 0,04 mg/kg tiém bép. Trudce
d6 30 phut, tiém dudi da hozic tiém bip atropin 0,011 mg/kg hodc ngay trude khi tiém neostigmin néu
tiém atropin tinh mach.

Diéu tri: (tridu chimg): Lidu thay ddi timg ngy, tiy theo bénh d hodc ning 1én. Liéu phai didu chinh
theo nhu cau, nhur liéu cao cho lic mét nhat (nhu 30 phut truée khi an). Tiém neostigmin methylsulfat:
0,5 - 2,5 mg tinh mach, tiém bép, duéi da. Néu dung lidu cao hon, phai cho thém atropin tinh mach 0,6
-1,2 mg. Phai giam lidu ho#c loai bd neostigmin methylsulfat néu c6 thé, néu nguoi bénh phai ding
may thd hodc dung bién phép corticosteroid.

Giai dgc (dao nguoc) tac dung cua thudc chen than kinh - co khong khur cuc kiéu cura sau phd~u thudt:
Liéu duy nhit dbi voi ngudi 16m va tré em (dudi 12 tudi, ké ca tré so sinh): 0,03 - 0,07 mg/kg tiém tinh
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tiém tinh mach thudc khang muscarin trudc neostigmin methylsulfat dé ting tan sé tim 1én khoang 80
lan/phut.

H6 hép hd tro phai ding. Ludn luén cht y dén suy hod hap. Hbi phuc hoan toan thudng xay ra trong
vong 3 - 5 phut, nhung ¢6 thé mudn hon néu c6 suy nhugc ning, giam kali huyét.

H6 hép phai phuc hdi t6t méi ngimg hd hap h3 tro.

Truéng bung va bi ddi sau phdu thudt:

Phong: Neostigmin methylsulfat: 0,25 mg tiém du6i da hoic tiém bip cho ngudi 16m, cach 6 gid/lan,
trong 2 - 3 ngay.

Diéu tri: 0,5 mg tiém dudi da hoic tiém bép khi loai trir tic co hoc. Néu trong vong 1 gior sau liéu dau
tién ma van khong tiéu tién duoc, phai cho thong dai.

Liéu 0,5 mg/lan c6 thé lap lai cach nhau 3 gid cho 5 liéu sau khi bang quang trong rong.

Ngudi suy than: Nén giam lidu theo Cler:

Cler tir 10 - 50 ml/phat: Dung 50% lidu thong thuong.

Cler < 10 ml/phit: Ding 25% liéu thong thuong.

Cich diing: Tiém bép, tiém tinh mach, tiém dudi da.

Chong chi dinh:

Téc rubt va tic duong tiét niu nguyén nhan co hoc hodc viém mang bung hodc phinh dai trang.

Mén cam véi neostigmin methylsulfat hogic bat ky thanh phan nao cta thuée.

Cinh b4o va thin trong khi dung thubc:

Nguoi hen, do nguy co gy co thit phé quan va hen. Khi ding neostigmin dé giai doc cura, didu tri
phai do béc si gdy mé c6 kinh nghiém dam nhiém.

Phai hét stc than trong khi dung neostigmin cho ngudi bénh méi phau thuat rudt hodic bang quang va
& nguoi co6 bénh tim mach bao gém loan nhip tim, nhip tim chim, mé&i bi nhdi mau co tim va giam
huyét 4p cling nhu & ngudi ting trwong luc thin kinh phé giao cam, bénh dong kinh, cudng giap,
Parkinson, hen phé quan hoic loét da day (vi gdy tang nguy co loan nhip tim).

Khong duge dung neostigmin cho ngudi bénh dang giy mé bang cyclopropan, halothan.

Cén thén trong & ngudi ding neostigmin toan than déi véi bénh nhuogc co, dong thoi ding céc thude
khang acetylcholinesterase tra mét nhu ecothiopat, vi ¢ thé tang thém ddc tinh.

Vi neostigmin dugc chuyén hoa & gan va thai trir qua thén, nén can than trong khi dung neostigmin &
ngudi bi bénh gan hodc bénh than. Ciing ding than trong & ngudi bénh sau phau thuat, vi neostigmin c6
thé gay trdm trong cac vin d ho hdp do dau sau phau thuat, dung thudc giam dau, giit lai cac chat tiét
hoc xep phdi. Can cén than & ngudi nhiém khuén dudng niéu, vi truong luc co bang quang tang c6 thé
lam tri€u chimg nédng thém.

Khi ding neostigmin dang tiém, phai ludn c6 sin atropin (dé chdng tic dung phu muscarinic qua mirc)
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3 mrc voi neostigmin thuong cé phan mg acetylcholin (cholinergic) nghiém
cling co cuc bd, thém tac dung muscarin) ¢ thé 1am giai thich nhdm nhu 1a 1
tigmin duoc ding dé chin doan bénh nhugc co.

¥ loan nhip tim nhét thoi. Nhu dong rudt gy ra do neostigmin c6 thé pha chd méi nbi
hdi tryc trang néu thude cho sau phiu thuat. Ding halothan dé gy mé lam giam nguy co ndy, tuy nha
san xuét cho riang khong dugc ding neostigmin khi c6 ndng do cao halothan hoc cyclopropan.

Khi ding neostigmin dé chén doan hozc didu tri bénh nhugc co, phai ludn ludn nhd 14 cac nhém co ¢b
thé d4p tmg khac nhau d6i véi cung lidu thudc khang cholinesterase. Phai diéu chinh liéu thudc khang
cholinesterase dé dam bao ho hip t6t. Phai sin ¢6 cac phuong tién hdi stc tim mach hd hip trong khi
1am test va diéu chinh lidu.

Sir dung thudc cho phu nir c6 thai va cho con bi:

Sir dung thuoc cho phu nit c6 thai:

Chua c6 tu lidu vé chét e ché cholinesterase gy ton hai cho thai nhi. Tuy nhién vai truong hop tré so
sinh bi yéu co tam thoi khi me ding neostigmin trong khi mang thai. Viéc diing neostigmin cn dugc
can nhic, loi ich diéu tri phai cao hon nguy co ¢6 thé xay ra. Thudc khang cholinesterase ¢6 thé gy
kich thich tir cung va gay dé non khi tiém tinh mach cho ngudi mang thai lic gan thdi ky sap sinh.

Sir dung thuéc cho phu ni¥ cho con bi:

Neostigmin khong vao sita me khi dung liéu diéu tri. Thudc c6 thé sir dung trong thoi ky cho con ba
nhung can kiém sot tré b me.

Anh hwéng ciia thude 1én kha niing ldi xe, vin hanh may méc:

Thubc c6 thé gdy co giat, chong mat, ngu ga, mét ¥ thic. Do d6, khong 14i xe, van hanh may méc khi
gép tac dung khong mong mudn cua thude.

Twong tic thude:

Thubc ¢6 hoat tinh chen than kinh co nhu khéng sinh aminoglycosid, clindamycin, colistin, cyclopropan
va céc thube gay mé dudng ho hép din chét halogen c6 thé dbi khang tac dung clia neostigmin.
Neostigmin tuong tac voi cac thudc gy mé duong ho hép hydrocarbon, nhu cloroform, cyclopropan,
enfluran, halothan, methoxylfluran, tricloroethylen. Tac dung trc ché hoat tinh cholinesterase trong huyét
tuong cua thude tri nhuge co 1am giam su chuyén hoa ctia nhitng thubc gy mé nay, dén dén tang nguy
co doc tinh.

Neostigmin, déc biét & lidu cao, c6 thé 1am giam hoat tinh chen than kinh - co ctia quinin.

Thudc chen thin kinh co: Neostigmin khong déi khang ma thyc t& kéo dai pha I chen than kinh - co cta
thude gidn co khir cyc nhu succinylcholin hodc decamethonium. Pha II chen than kinh co dugc thiét lap
dAy du c6 thé bi dao nguge bing neostigmin, nhung thoi gian chuyén tiép giita pha I va II thay doi tuy
theo ngudi bénh va khé xac dinh chinh xéc giai doan chen than kinh - co khir cuc & bét cr thoi diém nao
lam cho dung neostigmin khong hi¢u qua hodc nguy hiém trong nhitng hoan canh nhu vay.

Neostigmin tiém thudc dbi khang hiéu qua tic dung cua cac thubc gidn co khong khir cuc (nhu
tubocuraron, metocurin, galamin hoic pancuronium). Tuong tic nay dugc dung c6 loi trong didu tri dé
dao nguoc gidn co sau phau thudt.

B e ey /¢

v’

‘N



Do khdng c6 céc nghién ciru vé tinh tuong ky cta thude, khong tron 14n thude nay véi cac thude khac.
Tac dung khong mong mudn ciia thuc (ADR):

Dbi v6i neostigmin, chua c6 thong tin diy du dang tin cdy dé c6 thé ude lugng chinh xéc vé& mic do
nguy co d6i voi cac ADR khéc nhau. Tuy nhién, nhin chung ADR c6 lién quan tryc tiép véi tac dung
liét than kinh ddi giao cam cua thudc va cac triéu chimg nay da xay ra thuong xuyén.
Thiéu céc triéu chimg nhu co dong tir, ting tiét nudc bot va ting chay nudc mit coi nhu 1a déu hiéu
ctia lidu neostigmin qua thip, nhung ADR ning nhu co thit phé quan, hen va chdm nhip tim 14 nhitng
d4u hidu ctia qué lidu. Cac ADR khac nhu blc nhi thit va phan (g tai chd tiém 12 rat hiém.
Thuong gdp, ADR > 1/100
Toan than: Tang tiét nude bot, ra md hoi, budn ndn, non.
Tuan hoan: Cham nhip tim va ha huyét ap.
H6 hép trén: Co thit phé quan, kho thd, co thit thanh quéan.
Mit: Co ddng tir, chay nudc mét nhiéu.
TKTU" Co giat, chéng mit, ngi ga, dau du, kho phat 4m, mét tinh tdo.
It gap, 1/1000 < ADR < 1/100
Tiéu héa: fa chay, co thét bung, khé nudt, day hoi.
Co - xuong - khép: Co cung co (chudt rat), dau khép, yéu co.
Huwong din cdch xir tri ADR:
C6 thé han ché ADR cua neostigmin béng cach didu chinh liéu chinh xac. C6 thé 1am giam hoic loai
bd ADR triéu chimg muscarinic bang cach ding ddng thoi voi atropin, tuy nhién céc triéu chimg nay
c6 thé 1a dAu hiéu dAu tién cta qué liéu neostigmin va atropin che 14p ddu hiéu do, gay kho khan cho
viéc phat hién sém tinh trang qua liéu.
“Thong bdo ngay cho bdc sy hodc dugc sy

nhitng phan vng c6 hai gdp phdi khi sir dung thuéc”
Qui liéu va cach xir tri:
Triéu chitng cua quad liéu va doc tinh:
Tac dung qué liéu neostigmin biéu hién bing céc triéu chig muscarinic va nicotinic cing cac déu
hiéu lién quan t61 h¢ TKTW.
Téc dung trén hé TKTW: Lu 14n, thét didu, n6i liu nhiu, lo au, s¢ sét, mét phan xa, nhip th Cheyne -
Stockes, co giat toan than, hon mé va liét hd hép trung wong. Tac dung trén vén mach va céc trung tam
tim mach khac & hanh ndo dén dén ha huyét 4p.
Triéu chirmg muscarinic: Mo mét, chay nudc mit qua nhidu, md hdi qua nhiéu, ia chay ning, ting tiét
dich phé quan hoic tang tiét nuéc bot qua mitc, non nhiéu, hoi thd néng, réi loan ho hép, the kho khe,
cang nguc, nhip tim chdm hogc nhanh, chudt rit co hodc co giat co.
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Qui! fitu ¢6 " tavon do suy hd hép, do phéi hop cac tridu chy inic, nicotinic va
{ eu &6 the gy g y ho hép, do phoi hop cac triéu ching muscarinic, nicotinic va
TKTW.hogemging
T N2\, ,.3
Diéu tk\if"\‘ ilie

Atropin, tiém tinh mach 1 - 4 mg, ngoai ra c6 thé tiém bip 2 mg, ¢t 5 - 30 phit mot 14n, cho dén khi
mét cac triéu ching muscarin nhung trénh qué lidu atropin. Khac véi tridu chimg muscarinic, atropin
khong lam giam nhe duoc tridu chimg nicotin nhu yéu co, liét; c6 thé ding mot lidu nho chit chen
than kinh co canh tranh dé kiém so4t co giat co.

Dung thém céc bién phap diéu tri hd tro.

Dic tinh dwge lwe hoc:

Mia ATC: NO7AA01

Neostigmin 1a 1 thudc khang cholinesterase, ttc ché thuy phan acetylcholin bang cach canh tranh thuén
nghich véi acetylcholin d gin vao acetylcholinesterase. Phirc hgp neostigmin - enzym bi thily phan
v6i 1 toc d9 chdm hon nhidu so véi phtc hop acetylcholin - enzym. Do d6, acetylcholin tich lity &
sinap cholinergic nén tac dung ting va kéo dai. Neostigmin gy d4p uing cholinergic lan toa, bao gdm
co dong ti, tang truong luc co rudt va co xuong, co thit phé quan va niéu quan, tim dap cham, kich
thich tuyén nuéc bot va md hoi. Ngoai ra, neostigmin con ¢6 téc dung gidng acetylcholin tryc tiép trén
CO Xuong.

Do ¢6 céu triic amoni bac 4, neostigmin liéu trung binh khong qua dugc hang rdo méu - ndo dé c6 tac
dung d6i véi hé TKTW. Tuy véy, liéu cuc cao gay kich thich hé TKTW, tiép theo 1a tc ché hé TKTW,
ngoai chen than kinh - co khir cuc, con c¢6 thé din dén suy ho hép, liét va tir vong. Neostigmin lam
giam tac dung gidng cura trén co xwong va lam giam tac dung trc ché co hd hép ciia cura. Neostigmin
chi ¢6 tac dung dbi khang véi cac thude “gian co tac dung ngoai vi va khong khir cuc” kiéu cura. Véi
nhimg thudc gy khir cuc bén & tdm van dong, nhu suxamethonium thi neostigmin khong thé dbi
khang dugc. Néu dung cing v6i suxamethonium, neostigmin gdy ting gidn co va gdy ting nguy co
gay suy giam ho hip. Diéu nay can phai duoc chu y.

Tac dung khéng cholinesterase cia neostigmin ¢ tinh thuén nghich.

Neostigmin dugc st dung trong diéu tri bénh nhuoc co va cling duge dung nhu mdt thube thay thé
edrophonium trong chén do4n bénh nhugc co. Neostigmin khong c6 hiéu qua trong nhimg bénh nhén
khang véi cac thudc khéng cholinesterase khac. Neostigmin methylsulfat dugc dung dé diéu tri triéu
ching cua cac dot kich phat cép tinh cua bénh nhuoc co va bénh nhuge co ¢ tré so sinh va khi khong
ding bing dudng udng duge. Neostigmin con dwoc ding trong gy mé dé dao ngugc sy phong téa
than kinh - co gy ra boi cac thudc chen than kinh - co canh tranh; phong va diéu tri chuéng bung sau
phiu thuat va bi tidu (trir khi thc rudt va tic duong tiét niéu do nguyén nhéan co hoc), nhung thudng
dung bethanechol clorid hon hodc dung cach thong néu bi tiéu.

Neostigmin duoc béo co 1a giy nhidu tac dung phu muscarinic ning & liéu diéu tri hon pyridostigmin

ho#c ambenonium.
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ti ', 6 thoi gian tac dung khac nhau & mdi bénh nhan bi bénh nhuoe co. Tuy nhién,
thud 4c dyng nhanh hon pyridostigmin, thdi gian tac dung ngén hon pyridostigmin

kéo dai 2,5 - 4 gio.
Neostigmin khéng qua duge nhau thai va khong vao sita me khi dung lidu diéu tri. Khoang 15 - 25%
neostigmin lién két v&i protein huyét thanh.
O dang mudi methylsulfat dé tiém, neostigmin dwoc thai trir nhanh va bai xuét qua nudc tiéu & dang
khong d6i va dang chuyén hoéa. Neostigmin bi thiy phén boi acetylcholinesterase thanh 3 -
hydroxyphenyltrimethylamonium (3 - OH PTM), chét nay trong dong vét c6 hoat tinh tvong tw nhung
yéu hon neostigmin. Neostigmin ciing dugc chuyén héa & gan. Thoi gian ban thai cia thube & ngudi
¢6 chire nang than binh thudng tir 0,5 - 2 gid, lau hon & nguoi bi bénh than giai doan cudi.
Quy cach dong goi:
Hop 1 vix 10 éng x 1 ml.
Hop 2 vi x 10 éng x 1 ml.
Hop 5 vix 10 éng x 1 ml
Diéu kién biao quan: Noi kho rao, nhiét o dudi 30°C, tranh 4nh sang
Han ding: 36 thang ké tr ngay san xuét
Tiéu chuén chit lwgng: BP 2016
Tén, dia chi co s¢ san Xuéit:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774
Dia chi nha méay: Thén Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuac

TUQ CUC TRUONG
P.TRUONG PHONG
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