Rx: Thudc ndy chi diing theo don thudc

SUGAM-BF'S

Sugammadex 100 mg/ml
(dudi dang Sugammadex natri}
Déxa tdm tay tré em
Boc kf hudng dén sif dung diing
Thanh phén:
MBi mi chila:
Thanh phdn hoat chdt :
it (dudi dang sug. natri) ... 100mg
Thanh phdn t4 due:
Acid hydroclorid, natr hydroxid, nuiéc it phatiém,
Dangbao ché: Dung dich tiém
Mb t&: Dung dich trong sut, khing quan st thiy tiéu phin |ab5llgﬂ13t thubng.
pH:6,0-9,0
Chi dinh

Héa gidi phong bé thin kinh co tis nhe dén ning gdy ra bii rocuronium hodc vecuranium.
Bai véi nhom bénh nhiz chi nén diing sugammadex d€ ha gidi phong bé thin kinh o thang thubng gdy ra béi rocuronium & tré em
va thanh thigu nidn (2 88n 17 tudi).
Liéu ding vi cich diing
Lidu “‘lﬂ 1
Sugammadesx chi nén duge diing tiém tinh mach dudi sy theo d6i cia bac s chuyén khoa giy mé.
Wén sil dung kj thugt theo di than kinh oo thich hap dé theo di sy héi phyc cila phong bé thin kinh ca.
Liu khuyén cao clia sugammadex phy thudc vio mike 45 héa gidi phong bé thin kinh co.
Liu khuyén co niy khding phu thuje vio phudng phap gy mé.
(6 thé diing sugammadex 8¢ hda gidi cic mic d3 khc nhau clia phong bé thén kinh o gy ra bii rocuronium hodc vecuronium,
Thutic khiing dugc khuyén khich 4 héa gidi phong bé thin kinh co gdy ra b cdc thudic chen thin kinh ca steroid khéc. Thudc khiing
héa glil phang bé thin kinh wg{lyla béi Léct‘h!t phong bé thin kinh co khang steroid nbur succinylcholin hoac cic hop chét benzyli-
i (b

Ngurei fdn

" Hia gidi thng thutng:
Nén diing mt liéu sugammadex 4 mg/kg néu sif phuc hél dat duge it nhdt 1-2 phin iing sau o ciing (past-tetanic count-PTC) sau sif
dyng rocuronium hodc vecuronium gdy phong bé (khang khuyén céo si dung liéu cao han 4mg/kg). Thif gian trung binh 8€ hél phyc
1 18 T/Tr 880 0,9 1 khodng 3 phiit (vem Duie fu hoc).
Nén ding mit lidu sugammadex 2 mg/kg néu héi phuc ty phat xust hign cha d&n khi it nhit tai xudt hign T2 sau st dung rocuronium
hodt vecuronium gdy phong be. This gian trung binh d& héi phuc tf I Ta/T: d&n 0,9k khodng 2 phiit (xem Dugc hichoc).
Si dung nhing liéu khuyén cio nhu trén 8 héa gidi théng thutmg din d&n thi gian trung binh 4 hdi phuc ty 18 Ty dén 09 nhanh
o mét chit khi phong bé thén kinh co bing rocuranium so voi vecuronium (xem Duie e hoc).
Héa gidf ti thi suphong bé do rocuranium:
Néiu vé mist|m sing can hda gidi ngay tic thi sau khi ding nién diing mét liéu sugammadex 16 ma/ka. Khi d
16 my/kyg dutgc stk dung 3 phit sau mit liéu téi rocuronium bromid 1,2 mg/kg, this gian trung binh A€ dat duge héi phuc tj 16 To/Ts dén
0,9 khodng 1,5 phit (vem Dupe fuc hoc).
Chusa c6 i iéu dé huing din sif dung dex &€ hoa gidi tut thi ph
Tdi st dung sugammadex:
Trong trubmg hap ngoai Ié tai xudt hién phong bé thén kinh co sau phiu thudt (xem Cdnf bdo v than trang khi diing thudc) sau khi diing
liéu khdi d3u sugammadex 2 mg/kg hodic 4 mg/kg, nén diing lai mit liéu sugammadex 4 mg/kg. Sau liéu sugammaden thii hai, nén
theo ddi bénh nhin chit ché d€ dim bénduytn st hii phucdlkn!ng thén kinh cd.
Tai st dung ium hodt u ki i

i mm glan chis d€ til it dung locurwum hodic m.umnlum sau khi héa gidi bang sugammadex (xem phén Cdnh bdo va thin trong
thudt,

g bé thin kinh ¢ sau khi ding

:.:..,‘*",* hom bénh nhdn dgc bigt

i véi sty thin nhe va trung binh (30ml/phit < d thanh thai creatinin < 80 mi/phiit): liéu d€ nghj tueng tuf nhuf liéu ding cho
nguidi ln khong bj suy thin.

Khdng nén diing sugammadex cho nhiing bénh nhin suy thin ndng [k€ ¢ nhing bénh nhan ¢in thim phin mau (83 thanh thii
creatinin < 30 mi/phit)] (xem Cdnf bdo).

Cacnghién ciu & bénh nhin suy thin ndng khing cung cip thiing tin dy & vé tinh an toan 3€ b trg cho vide si dung sugammadex &
nhiing bénh nhan nay. Xem thém phan Due fic hoc.

Bénh nhdn coo tudi:

Sau khi dilng sugammiades tai thai diém tdi xudt hién T shong bé thén kinh oo b jum, thé gian trung binh € hii phuc
1 1 T/T: dén 0,9 & nguis Idn (18-64 tudil fa 2,2 philt, & ngui can tudi (65-74 tudi) b 2,6 phiit va & ngudi it cao tudi (=75 tufi) 13
3,6 phiit. M3c dis thisl gian héi phuc & nguii cao tudi o6 xu huting chim han, nén si¥ dyng liéu tuomg t nhy nguis kin {xem Cdah bdo).
@ nhiing bénh nhan béo phi (chi & khdi co thé BMI = 40 kg/m?, liéu 8 nghi sugammadex nén dya vio thé trong thyc cia bénh nhan.
Wén sif dung Hiu tuong tu b ngudi Idn.

Suy gan:

i vdi suy gan nhe dén trung binh: khong cin diéu chinh liéy g dex duge dao thai chil yéu qua thin.

Cic nghién ciu & bénh nhin suy gan chua dugc tién hanh. Cn than trong khi xem xét i dung sugammadex & binh nhdn suy gan ning
hodc khi suy gan di kém vii bénh rdi loan dng méu (xem phin Cnh bda).

Bénh nhi

D ligu tir nhbm biénh nhi cin han ché (chi cd 1 nghidn abu vé sy héa gidi phong bé do rocuronium khi t4i xudt hién Ts).

Tré em v thanh thiéi nign:

Nén ding sugammadex 2 mg/kg dé hda gidi thing thudng phong bé do rocuronium khi t3i xudt hién T2 & tré em va thanh thiéu
nién (2-17 tudi). Chua tién hanh nghién ciu cic truimg hap hda gidi thing thuimg khic, do dd khiing nén diing thudc cho dén khi
o thém dif liu,

Chua nghién cifu héa gidi ik thi & tré em va thanh thigu nién do 46 khdng nén diing thudc cho dén khi cd thém dil liéu,

6 thé pha lodng sugammadex 100 mg/mi thanh 10 mg/mi dé lam tang tinh chinh xic cisa liéu diing cho bénh nhi (xem Thin trang
diic biét khi loai b va cde i Iy khdc).

6 mdi sinh dl thang v tré mh:

Chi ¢ kinh nghiém gii han vé viéc sik dung sugammadex cho tré nhd (30 ngay dén 2 nam), chua nghién cdu & tré mdi sinh i thing
(duti 30 ngay). Do @6 khéng nén diing sugammadex cho tré méi sinh dii thing va tré nhd cho dn khi cd thém di liku.

Cich diing:

Chi nén sif dung sugammadex tiém tinh mach wdi mot liéu duy nhdt tiém truc tiép, Liéu truc tiép nén duoc tiém nhanh, trong ving
10 gidy vio mit dutng truyén tinh mach. Sugammadex chi duge sit dyng duti dang tiém tngc tiép mat lidu duy nhdt trong cac thir
nghiém lam sang.

Sugammadex c6 thé tiém truyén tinh mach ciing céc dung dich sau: natri dorid 9 mg/ml (0,9%), glucose 50 mg/ml (5%), natri dorid
4,5 mg/mi {0,45%) va glucose 25 mg/mi (2,5%), dung dich Ringers lactat, dung dich Ringers, glucose 50 mg/mi (5%) trong natri
dorid mg/m (0,9%).

‘Dung truyén nén dugc ria i thin (vi dy, bing natri dorid 0,9%) giifa cac 14n tiém cila sugammadex va cic thuti khac. Khong trgn
14n s3n phém véi cic dung dich khdc trir cic dung dich ké trén

Khi dimg cha bénh nhi ¢6 thé pha lodng sugammadex bing dung dich natri dorid 9 mg/ml (0,9%) € tao thanh ndng 43 10 mg/ml.
Nén loai bb phan thudc khiing s dung hodc chit thiai tuan theo qui djnh cla dja phisong. Cin kiém tra cm quan clia san phim vé bt
ki suf thay 88l ndo vé mau sdc, tiéu phin trutic khi sir dung

T sif dyng rocuronium hodc vecuronium szu khi héa gidi thing thutmg (sugammadex dén 4 mg/kg):

Thisi gian ché t3i thiéu Thuic phong bé thin kinh o (NMBA) va liéu diing
5 phit Rocuronium 1,2 mg/kg
4gier c 0,6 mg/kg hodic ium 0,1 mg/kg

Khi tiém rocuronium 1,2 mg/kg trong ving 30 phit sau khi héa gidi véi sugammadex, bit du xudt hién phong b thin kinh co cd thé
bitri hodn dén khodng 4 phit va thii gian phong bé thin kinh co o3 thé dugc nit ngdn dén xdp xi 15 phit.

Dua trén mé hinh dugc ddng hoc (PK), théigian chés dugc khuyén cdo & bénh nhan suy thin nhe hojic trung binh 4 ti sl dung rocu-
ronium 0,6 mg/kg hodc vecuronium 0,1 mgkg sau khi hda gl théing thuing bling sugammadex nén 13 24 gidt Néw cin thaf gian chis
ngin hom, i!l.llo(umlﬂumdlosuphnnqbélﬂnhnhmhéplfmnenlal 2 my/kg.

s dung rocuront sa ki hda gidi tic thi 16 mg/kg):

Khuyén cdo diing sau zlgnt
llﬁuanphmghéminhnhmnu&l:hlmmglin:hﬁltlmincau,nénsﬁdungmuﬁcmbémhkmwkhongﬂmm
gian khdii phiit tic dung clia thubic phong b thin kinh ca khil cuc ¢6 thé cham hon so whi dy kién bai vi mat phdn ding ké cic thy thé
nicotinic sau ch ndi vin ¢bn c6 thé bi chiém chd bdi cac thudc phong bé thin kinh co.

Suy thin: )

Khing khuyén cio sif dyng sugammadex &binh nhin suy thin ning, bao gém ci nhing nguii cin thim phin méu (xem phin Dupe
ot hoc).

Gy mé nhe:

Trong cac thir nghiém lim sang, khi phong bé thin kinh co duoc héa gidi trong qud trinh gdy mé, d6i khi ghi nhan cic diu hiéu clia giy
mé nhe (cll 8ng, ho, nhin nhé, ngam dng thing kh.

Néu héi phuc phong bé thin kinh co trong khi vin tiép tuc gdy mé, nén diing thém nhig liéu thudc gdy mé vi/odc opioid khi ¢
chi dinh lam sing.

Nhip tim chdm:

Trong mit 53 trutng hop hiém gap, nhip tim chim 43 dugc ghi nhén trong wbng vai phiit sau khi sif dyng sugammadex 86 héa gidi
phong bé thin kinh col C biét 6 truéng hap nhip tim cham din tdi ngimg tim 43 duge bio cio (xem muc Tie dung khing mang mudn).
Bénh nhén nén dugc theo dal chit ché nhiing thay déi vé huyét ddng hoc trong vé sau qud trinh héa gidi phong bé thin kinh ca. Bidu tri
e cic thudic khing cholinergic nhu atropin nén dugc ip dung néu xust hién nhip tim cham cd y nghia trén k3m sing.

Suy gan:

Sugammadex khéng duigc chuyén hoa hojc thii trif qua gan; do dd khing tién hinh nghién ciu trén bénh nhan suy gan. Nén hét sic
than trong khi diéu trj cho nhing bénh nhén suy gan ndng. Trong trung hap suy gan kim theo bénh rdi loan dong mdu, xem thing
tin phan dnh hubng ti sy cdm mau.

i dung trong dom v cham sdic tich cute (ICL): .

Chua cé nghién alu véviéc st dung dex & nhilng bénh nhn diing rocuronium hogc vecuronium trong don vi chim séc tich e
s&m&mmmmmumﬂm:ﬁmw—- hdi ium hode {
lthéngnénswmsugammamaéhéaql&pqubégaynmmm&phmg bé thén kinh co khéng steroid nhw cic hop chit

Khéng nén ding sugmaﬂe:ﬂé héa gidi phong bé thén kinh co gdy ra boi céc thudc phong bé thin kinh co steroid khac ngoai
fum hode ium do khis rﬁlleuvemhhleuqué\rimmmmmmwﬁaﬂﬁlwhﬂnﬁmﬂhnvﬁm

dung hda gidi phang bé d da @ khéng nén di dex trong trutmg b

Tdc dung hda gidi phong bé chim:

Nhang bénh kbm theo i tré tudn hoan nhu bénh tim mach, tudi cao (e Lidu g va Cdeh ding vé thif gian héa gidi & bénh nhin cao

tui), hodc tinh trang phi thiing (nhurbénhnhan suy gan nang), tic dyng héa gidi phong bé ca thé cham hon

Phén ding qud man:

Bic si nén chudn bj cho khd nng xudt hién cic phin ing qui mdn (bao gém pha

{wem Tdc dymg khing mang mudn),

Bénh nhdn kiéng natri cd kiém sodt:

Mai mi dung dich chia 9,7 mg natri. Mot lifu chifa 23 mg natr duge cho I "khong chida nai”. Néu cin diing nhiéu hon 2,4 mi dung

dich thi nén cin nhéc 83i viii nhiing bénh nhin 3n kiéng mudi b kiém sodt

Sit dung thudc cho phy ni c6 thai v cho con bi

Phy i ¢d thai:

Khong cd dif liéu kim sang vé viéc sif dung sugammadex trong thai ky.

Nhiing nghién ciiu trén djng vat khong che thdy tac dung gdy hai tryc tiép hodic gidn tiép lién quan dén mang thai, phit trién phii/

thai, qud trinh sinh d& hojc phat trién sau khi sinh.

Nén than trong khi diing dex cho shu nif mang thai

Phu nit cho con bu:

Chusa biét ligu sugammadex c6 duc tigt vae sta me hay khdng. Nhimg nghién ciu trén déing vat cho thly sugammadex dugt tiét vao

sila. Nhin chung hap thu ciia cac cydodextiin qua ding uding 13 thap va tién iéu khiing nh hudng dén tré bi me sau khi diing iéu

duy nhét ch ba me dang cho con bi.

Cin than trong khi sir dung sugammadex cho phy i dang cho con bi.

Anh hubng ciia thudc lén kha ndng 14 re v vin hanh mdy moc

Thutic khiing dnh huding dén kha ndng 13i e va vin hanh mdy méc.

Tuang tic, titomg ky ciia thudc

l(hﬂrngnénlrbnIE||sugammadumdcﬁuﬁth‘lacngnaltmnhangmﬁmnéuwngphin'ﬂﬁnmgﬂ.’:hﬂlﬁﬂmbﬁﬁrﬁ

I khdc™ B ghi nhin tinh tuomg ky vit Iy cla sug i va ranitidin.

mmmwmmwaﬁmmmw

l'urrmrfenBﬁmtmmmdlal(ﬁllhlcqhh&mlmmgﬂﬁlvﬂisugmmadﬂnmgﬂnmumnghly&mdthﬁnﬂthlén.

mit vai suf thay thé clia jium hodc 6 thé wdy ra. Do 86.¢6 thé kam cham qué trinh phyc

hl!llii!ha’hﬁnUB&Mﬁb&hmnﬂngmv}anﬂﬂum

Tiém finh mach acid fusidic: Viée sit dung acd fusidic trong giai doan tric phu thust cb thétam cham mit chiitvé sy phuc hdi tj 1 T/

11ahﬂ.?,lurnm,khbngcéwtﬁﬂmmngbélhinIninhwﬁgiaidomsaum!unw,m&ﬂanuyénaddfusidicmngﬂwéng

thist gian vai gidr va néing @3 trong mau tich My trong 2-3 ngdy.

Tuomg tac e khd mdng dnh huting dén téc dung cil cdc thudc khdc:

Do viéc sif dyng sugammadex, mt s6 sin phim thudc i thé trd nén kém higu qué hon do gidm ndng dd trang huyét tuang. Néu xdy

ratruimg hop nbu vy, bac sT nén xem wét vibc tai didu trj sin phdm thudc, diu trj mdt s3n phdm duigc liéu tomg duomg (t6t nhit 13 tir

mit loai hoa chit khac) va / hodic can thidp phi duoc I khi thich hap.

« Thuic tranh thai chia harmon:

Tugng tic giia dex 4 mg/kg va mt progestogen dugc dy dodn g3y gidm ning 87 progestogen (34% i vl AUC) tuong ty

nhut sif suy gidm quan sat thay khi quén mét liéu hing ngay thudc trénh thal dutmg wiing e uing Lai sau ham 12 gil, o thé giy gidm

hiéu qui clia thudc. D5 vdi estragen, tic dung duc cho L gidm it. Do 86, st dung mat lidu sugammadex tiém tinh mach tryc tiép dupc

cho I tuomg duong véi quén mit fiéu hang ngdy cla steroid trinh thai duimg uéng (hodc két hop hodc chi cf progestogen). Néu sif

dung sugammadex vio ciing mdt ngay véi thubc trinh thai duimg udng thi tham khao hudng din khi quén thudc trong i thang tin

sin phédm clia thudc trinh thai dutng uing B4 véi thudc trdnh thai khang phii dulimg udng, bénh nhin phdi sidyng thém bién phip

trénh thai khng chiia hormon trong 7 ngay ké tiép va tham khdo thing tin sén phim.

Tutomg tdc v wét nghiém cin ldm siing:

Nhin chung sugammadex khang dnh hudng d&n cac xét nghiém can Lim sang, ngoai trir xét nghitm progesteran huyét thanh. B quan

st thily tuong téc vdi ét nghiém nay khi ning d& sugammadex trong huyét tuang 12 100 pg/mi.

Bénh nhi

Khéing tién hanh cic nghién ciu tuang tae hinh thic. Nén xem %ét nhimg tuang tc trén & nguii kin va than trong khi ding cho tré,

Tic dung khing meng muén clia thud

Sugammadex dugc ding ddng thii véi cac thudc e ché thin kinh o va thudc gdy mé & bénh nhin phiu thujt. Do 86, nguyén nhin cla

cic tic dyng khing mong mudn it kh dé danh gia.

Céc phan ting phy thuding g3p nhdt & bénhnhan phiu thudt | ho, bién chiing duimg hé hip, bién ching gay mé, ha huyét dp va bién

chiing phiu thudt (thuing gap (= 1/100 dén <1/10)).

Danh sich cic tic dyng khiing mong mudn

Sy an todn ciia sugammadex 43 dugc ddnh gid trén 3519 i thé chuyén biét trong Ca & di lidu an toan gip Pha IHI. Trong cic thir

i) va c6 bifn phap ph cén thitt

Chéing chi dinh

Qud mén i hoat chdt hojc vdi bt kj té duoc nao 6 trong thudc. Phin dng qud man da dang, bao gém phan ing kich tng da &én
cic phin dng todn thin nghidm trong (séc phin vé) va 43 ghi nhin cic phn ng néy & bénh nhin chua ding dex trudc 86
Cénh béo va thin trong khi diing thusc

Giting nhur thige hanh sau giy mé binh thutng sau phong tda thin kinh ca, nén theo dai bénh nhin trong gial doan hiu phiu 8 phing
cic tc diing khong mong mudn bao gém ti phat cia phong ta thén kinh ca.

Theo dbi chiic ndng hé hdp trang thi gian hdi phc:

Bt budc phai hé trg thang khi cho bisnh nhan cho d&n khi hé hip ty nhién dupc phyc hoi hoan todn sau khi hoa gidi phang bé thn kinh
g, Tham chi khi hii phuc hoan todn khdi phong bé thn kinh cg, cac thudc khdc duge st dung xung quanh va sau phiu thugt o thé dc
ché chilc niing hd hdp v do 86 ¢6 thé vin cin hd trg thing khi.

C5 thé téi xudt hign phong bé thin kinh o sau khi rit &ng thang khi, nén cung cip thing khi ddy di

Anh huing dén syrcm mdu:

Khiing ct dnh huling ndo cb  nghta lim sang clia sugammadex diing don d3c hodic phdi hop v cac thudc chdng dbng 881 vi ty I gip
bién chuing chdy mau trong phau thudt hodic sau phau thugt.

Khi bénh nhan phiu thust dudc diéu tri ddng thisi vl mdt thudc khing dong, sugammadex & liéu diéu tri thong thuiing khing lam
tang nguy co chiy mau,

Bdi vi nguy oo chiy miéu chifa dugc nghién olu mit cich hé thing & nhiing liéu sugammadex cao han 4 mg/kg, cdn theo d6i cin thin
cic thing s8 ding méu thea thut hanh 14m sing thing quy trén nhiing bénh nhan 43 biét cd bénh rdi lean ding méu v trén nhing
bénh nhin dang sif dung khang ddng dugc difu tri vdi liéu sugammadex 16 mg/kg.

Tdi xudt hign phong b&:

Viée sl dung thip ham so vi liéu khuyén cio ¢ thé dlin 8&n ting nguy cotdi phong bé thin kinh o sau héa gidi ban diu vi khing duoc
khuyén céo (vem muc Lidu luong va (dch diing va Tdc dung khdng mang muén).

Thii gian chir 0¢ tdi sif dying cde thutic phong bE thdn kinh ce sau ki hda gid béing sugammadex:

ghiém gip dudi nhom cd a5l ching v gib dugc, khi 48 tugng dugc giy mé vi/hodic thudc phong bé thin kinh ca (1078 phoi nhiém
vif sugammadex so vii 544 gid duoc), cc bidn o bt boi sau diy xdy ra trong =2% 48 tuang didu trj vl sugammadex va it nhdt gip
hai 1dn s véi gid duoc
Rét thuiing g3p (ADR = 1/10), thubng gip (17100 < ADR < 1/10), It gdp (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <
1/1000) vi rét hiém gép (ADR < 1/10000)

Tén sudt Tac dung khang mong mudn

Réi loan h# thiing midn dich frodp Phin iing qud man vdi thubc
Rt loan h hdp, nayic va trung thit Thwsing g3p Ho
Chin thuomg, ngd ddc va bién ching | Thubng gip Bién chiing dubmg ho hip gy mé
phiu thujt Bién chiing gdy mé

Ha huyét dp

Bién chimg phau thudt

Phn ing qud min:

Phin ing qud mén, bao gém ci sbc phin vé da xdy ra & mist s8 bénh nhan va nguti tinh nguyén, Trong cic thil nghiém lam sing vé biénh
nhan phiu thudt, nhilng phan g néy 83 dugc bao co it gapva d6i vdi cic bdo cdo hidu mal thi tén sudt chwa rd. Nhing phin dng niy
thay di6i i cic phén (ing da riéng 1& 8én céc phin dng toan thin nghiém trong (tiic 13 phén v, sdc phin vE) va 84 xdy ra dnhilng bénh



nhan khang cd tiép xic trude 46 vl sugammadex.

Ciic triéu chiing lién quan wi nhiing phén ting ndy c6 the bao giim: 86 bilng mat, pdimé day; ban 4, ha buyét &p (nang), nhip tim
nhanh, sung phil I, sung phis hong, co thit phé quin va bién cb tic nghen phéi. Phin tng qua min ngng i thé gay il vong-

Bién ching dutng hd hdp cia gdy mé:

Bién chiing duting hé hp clia géy mé bao gém phin ing ching lai éng ni khi quan, ho, gigt minh nhe, phan tng kich thich trang phiu
thust, ho trong qud trinh gy mé hadc khi phiu thudt, thé ddi khang (su ty thir cda bénh nhan hojc lidn quan dén thi thuit gay me).
Bién ching gdy mé:

Trong qud trinh phuc héi chiit ndng thin kinh ¢, nhidng bién chiing gay mé bao gém ol 8ng chi hoje co thé hodc ho trong thi gian
qdy mé hodc thi gian phiu thust, bidu hién nhin mat hadc miit vio dng ngl khi quin.

Bién ching phdu thudt;

Cic bign chiing phiu thudt bao gém ho, nhip tim nhanh, nhip tim cham, o ding, va gia tang nhip tim.

Mhip tim chdm:

Céc trudng hap nhip tim chim va ngiing tim 43 dugc quan sét thiy trang ving val phit sau khi ding sugammadex.

T xuift hign phong bé thin kinh eo:

Trong cdc nghién ciu Iim sing trén edc A1 tugng dupc diéu tri ba ium hodc dex duige sif dyng v liéu

khuyén cdo theo 8 s3u clia phong bé thén kinh o (N=2022), m§ttf 12 0,20% ti xust hién phong bé thn kinh oo &3 dugc quan sit

duja trén vigc theo di thin kinh co hodc béng chiing 13m sang.

Thdng tin vé nguid tinh nguyén khde manh:

Mit nghién ciu ngdu nhién, mi @i dénh gid tj 12 phin (ng qud min cila thudc trén nhing ngudi tinh nguyén khde manh ding Ién

&n 3 liéu 13p lai cla placebo (N=76), g/kg (N=151) hosc dex 16 mafkg (N=148). Cac bido cio nghi ngis qua

‘mén due lam mi, Ty 12 phin ing qua mén dugc ghi nhin dn luot la 1,3%, 6,6% va 9,5% trong nhom placebo, sugammadex 4 mg/kg

va sugammadex 16 mg/kg tugng ing. Khng cé bido céo phin vé naa sau khi ding placebo hodc sugammadex 4 ma/kg. (6 mit truting

hagp phan vé dut quan sit sau lidu d3u tién sugammadex 16 mg/kg (tj 18 0,7%). Khing c6 bling chiing cia sy gia tang tén sudt hodc

@ ndng cila phan tng qua min val liéu |ap lai sug dex. Trong mét nghién citu thist ke dic 8, 43 ghi nhén 3 truing hop

s phan wé sau khi ding sugammadex 16 mg/kg (t) 12 2,0%).

Théing tin b sung tromg nhdm dic bist:

Bénh nhan bi bénh phdi: D liéw hau mi v trong nghién cdu 13m sing chuyén biét & nhimg bénh nhin ¢ tién sit bénh Iy phii, da

ghi nhn bign cf bt Igi co thit phé quin. Cing nhu t3t ¢ nhing bénh nhin cd tién st binh I phdi, bac s nén luu y dén khi ning

xudt hién co thit phé quan.

Benh nhi: Cosd dir liéu co bin cho thiy sif dyng sugammadex & liéu an toan (3én 4 mg/kg) & bénh nhi la tuong ty nhu & ngudi kin.

Qua liduva cachxditri -

Trong nhiing nghién au 13m sang, 3 ghi nhan 1 truting hap finh ¢ qué liéu diing 40 mg/kg ma khdng cd bdt ky tc dung bat lai nao.

Trong mit nghién cihu vé tinh dung nap & nguii 43 diing sugammadex dén 96 mg/kg, khing ghi nhan bign ¢d bat loi lién quan dén liéu

diing cing nhu bigh & bat gl nghlém trong.

Sugammadex i thé dugc loai bd bng céch sir dung thim phin méu wii b loc déng cao (high-flux), nhung khing dp dung dugc vdi

b boe ding thap (low-flux). Dya trén cic nghién ciu lim sang, ndng 4 sugammadex trong huyét tuang gidm khodng 70% vl b loc

dbng c20 sau mdt budi thim phin 3-6 gid.

Diic tinh dugc luc ho

Cor chié hoat dng:

Sugammadex I mdt gamma cyclodextrin bién ddi va 1a mat thudc gan két vdi thudc gian co chon Ig, tao thanh mot phiic hop véi

cac thudc phong bé thin kinh ¢ rocuranium hosc vecuranium trong huvét tuong, do 86 lam gidm 58 lugng thudc phong bé thin kinh

o c6 sin d lién ket vdi cac thu thé nicotinic tai chd néi thin kinh co. DI nay ddn dén hoa gidi sut phong bé thin kinh oo gy ra bif

rocuronium hodc vecuronium,

Téc dung dugc hic hoc:

Sugammadex 43 duge ding & cac liéu tir 0,5 mg/kg dén 16 mg/kg trang cic nghién oifu vé sy phong bé thin kinh o7 gdy ra bik

rocuranium dap dng véi liéu diing (rocuronium bromid 0,6;0,9; 1,0va 1,2 mgfkg, cd va khdng cd liéu duy tri) va suf phong bé gdy ra béi

vecuronium {vecuroniurm bromid 0,1 mg/kg, c6 hodc khang 6 liéu duy tr) tai céc thii diém/ shu cla sif phong bé khac nhau. Trong

céc nghién ciiu nay, d3 quan st thiy méi quan hé rd vé liéu ding-dép ing.

Higu qud va 8§ an todn trén lm sang:

(i thé diing sugammadex & mit st thii diém sau khi st dung rocurenium hogc vecuronium bromid:

Hda gidi thing thuimg - sut phong bé thiin kink e séu:

Trong mdt nghién ciiu quan trong, cic bénh nhin duge phan ngu nhién vae nhém rocuronium hodc nhom vecuronium. Sau lidu

rocuranium hodic vecuronium cudi ciing, vio hic c6 1-2 phin ing sau o cing, sugammadex 4 mg/kg hodc neostigmin 70 meg/kg duge

sif dung ngdu nhién. Thai gian tif lic bt d3u st dung sugammadeuhkms!lgmln dén khi phyc hai tj 14T T: 880 0,9 13

Bang: Then gian (phit) tir hic sif dung hodc lic phong bé thdn kink co sdu (T — 2 phdn ding saw co cing) saw ki
dimg rocuronium hodic vecuronium déin khi phuc hdi t 1 Ta/T: dén 0,9

Thai gian 8 phuc hdi tit su phong bé than kinh mghra bish suecinylcholin (1 mgykg) dugc so sinh i this gian A8 phuc hii tirsy phong

bé thdn kinh co gy ra bil (1,2 mg/kg) bing dex (16 mg/kg, 3 phit sau).
The gian {phit) tirfdc sif dung va fex hodc succinyl chofin dén khi phuc hdi T 10%
Thuéc phong bé thin kinh co Ché 86 didu tri
Va Sug ! Sucdnylcholin (1 mg/kg)
(16 mg/kg)

N 55 55

Trung bink {phit) 42 Al

Khodng 35-17 37-105
Trong phén tich dp vé thii glan phuc hdi d6i v 16 mg/k khi diing roc brormid 1,2 ma/kg 43 duoc béo cdo:

Thi gian (phit) tir kic sif dung dex vdo lic 3 phiit sau khi ding d¥én khi phuc hdi ty 6 To/T 8én 0,9; 0,8 hode 0,7
TuT:18En0,9 TuTi8én08 Ty d8én0,7
N 65 65 65
Trung binh (phit) 15 13 . 1.1
Khodng 0,5-143 05-62 05-33
Suy than:

Hai nghién cu nhan md so sanh hiéu qud va 8 an toan clla sugammadex & nhiing bénh nhin phdu thujt c6 vi khdng c6 suy thin
nang. Trong mit nghién aiu, sugammadex dugc diing sau phong b thin kinh o gdy ra béi racuronium vaa lic e 1-2 phin ing sau co
ciing {4 ma/kg; N=68); trong mét nghién cilu khic, sugammadex duc sit dyng vio bic tii xudt hign Tz (2 mg/kg; N=30). Sy phuc héi
tif phong bé thin kinh co lu hon d8i vdi bénh nhan suy than ndng so vi bénh nhan khing suy thin. Khong cd b cio vé syphang bé
thén kinh co tén dur hadc 1l phat d1 vel bénh Rhan suy thin nang trong nhing nghién alu néy.

Bictinh dvk ding hoc

Cic thing 58 dugc ding hec clia sugammadex duge tinh tif tng todn phdn ndng 5 lién k&t khing phic hop va phiic hop cla sugam-
madex. Céc yéu 1 duge ding hoc nhu 83 thanh thii va thi tich phén b duoc cho 3 tuong duong gilia sugammadex lién két khing
phiic hap va phiic hop @ nhing nguii duge gdy mé,

Phan bd:
Thé tich phan b & trang thi dn dinh quan sit dugc |2 khodng 11 d&n 14 lit & ngudi 1n cd chilk ning thn binh thuing (dua trén phin
tich dugc 8ng hoe khdng ngdn, quy udic). (3 sugammadex 13n phiic hop clia ex va rocuronium déu lién kit in huyét

twong hodc hing ciu, nhu 83 duge chi ra trong Bng nghim si dung huyét tuang ngubl va mau todn phdn cla nam giéi. Sugammadex
biu hién ddng hoc tuyén tinh trong khodng liéu tir 1 d&n 16 mgfkg khi ditng liéu tiém tinh manh.

Chuyén hoa:

Trang céc nghién i tién |m sang va l3m sing khdng phat hidn thiy cht chuyén héa ¢ 4 chi quan sdt thiy sn ph
khéng qua chuyén héa duige bai tiét qua thin.

{ nhimg bénh nhin trubng thanh ci chic ning thin binh thuimg, thii gian ban thai (1)) cla sugammadex 13 khodng 2 gid vi &9
thanh thii huyét tuong usc tinh khoang 88 mi/phat. Mat nghidn cdu da chiing minh rang > 90% thusc ugc thai tris trong wong 24
i, 96% thudk duge thai trit qua nude tiéu, trang d6 it nhat 95% & dang sugammadex khbng bin a8, Thai trir qua phin hodc hé hip
duidi 0,02%. Vide sif dung sugammadex cho nhiing nguisi tinh nguyén khde manh din dén viéc ting thai trir recuronium trong thin
i dang phic tap.

Nhom bénh nban d biét

MNauii cao tudiva suy thin:

Trang mdt nghién cu v& dugc ding hoc so sénh bénh nhin suy thin ndng vii bénh nhan b chiic ning than binh thubing, ndng 4%
sugammadex trong huyét tuang tugng tuf trong thési gian mét giés d3u tién sau khi diing thuic va sau 8 ndng 44 gidm xudng nhanh
o & nham déi ching, Misc phai nhigm vdi lex kéo di, dindén mic phai nhiém cao hon 17 ln & bénh nhan suy thin ning.
Néng d¢ thip sugammadex cb the Sue phét hidn trong it nhat 48 gt sau khi diimg & bénh nhén suy thén ning.

Trong nghién ciu thif 2 5o sanh cic @5 tugng suy thin trung binh hojc ning vai cic 5 tugng ¢ chic nang thin binh thudng, 8
thanh thii sugammadex gidm ddn va t12 kéo dai ddn d5i véi chiic ndng thin suy gidm. Suf phai nhiém cao gdp 2v& 5 l3n tiang ing
tréin cac d6i tugng wdi suy thin trung hinh va nang. Ndng 8 sugammadex khong con dupe phat hién ngodi 7 ngay sau khi sif dung &

Ché 85 didu trf I 6 6 sury thin ning.
Thudc phong bé thin kinh co
5 madex (4mg/kg) Neostigmin (70 meg/kg) Iﬁmt&lvé mﬁngsﬁm didng hoo alia sugammadex theo tudi va chilt ndng than dugc trinh by dudi d3y:
R fum Bic digm bénh nhin duge chon Cacthiing 58 duge ddng hoe duge dy dodn ((V9)
Nhan khdu Chift nang thin Dithanhthdi | Thétichphan | Thaigian ban
N 7 7 hoc B thanh thii creatinin (ml/phut) {ml/phiit) b d trang thii thii {gid)
Trung binh (phit) 27 480 il
16 Binh thadm 100 B (22 12 N
Khodng 12-161 13- 157 w":?,?hg e @ o
Vecuronium Suy gidm Nhe 50 51(22) 3 4(22)
" e % Trung biinh 30 nx) 4 6(23)
———— " P Ning 10 9(22) 14 19(24)
i Binh thutim 1 1
p—— o P HN:;"& ?;akq nh thutimg E 7523 2 20
e gid thing thuing s phong bé thin kinh cstrung bink: Suy gidm Nhe 50 51{24) 13 322
Trong mit nghién cifu quan trong khdc, cic bénh nhan dupe pha hién vao nhém rocuranium hadc vecuronium. Sau iéu rocuro- Trung binh 0 1 4 e
nium hodc vecuronium cudi cing, vao i tai xuit hign Tz, sugammadex 2 mg/kg hodc neostigmin 50 meg/kg duoic st dung theo thii ty ) @) @
ngdu nhién. Thei gian tir hic bt ddu sit dung sugammaden haodc neostigmin amh.mhamum‘ﬁnosla Ning 10 9(12) 14 19(23)
mmwm.m,mm hodc neastigmin i tdi xudt hién Tz sau khi diing hode ium dén
i phse heli 18 Tu'Ts 880 0,9 Thanh thiéu Binh thutmg 95 123) 9 222
nién
Thudc phong bé thin kinh co Ché 4§ diéu trj 15 tudi, 56 kg Suy gidm Nhe “(n3) 10 32
Sugammadex (2 mg/kg) Neostigmin (50 meg/kg) Trung binh 72 10 53)
Rocuronium Nang 10 8(21) 1 17(23)
N P 48 Tréem Binh thuimg 51 37(22) 4 2{20)
Ttudi, 23 kg
Trung binh (phit) 14 176 Suy gidm Nhe % 19(22) 4 3
Khodng 0.9-54 371069 Trung binh 15 n 4 502)
Vecuronium Nang 5 i) 5 0(25)
N % @ *CV: hé s bin thicn
- G161 T
Trung binh (phit) 21 189 Khang thay sirkhac biét vé dugc ding hoc lién quan dén gidi tinh.
Khadng 12-642 29-762 Chilng tc ) L !
Trong mit nghlén cdu & ngudi Nhit Ban va ngubi da trdng khoe manh khing thly sy khac biét vé cic thiing s6 duac dang hoc lidn

Sur hda gidi phong bé thin kinh co gy ra bdi rcuronium bling sugammadex dugc so sinh vii su héa gidi phong bé thin kinh ca giy
ra bk dis-atracurium béing neostigmin. Lic tai xudt hién T2, liéu sug dex 2 mg/kg hodc neastigmin 50 meg/kg duge st dung.
Sugammadex dem lai suf hda gidi phang bé thin kinh co gay ra béi rocuranium nhanh hon so vii syt héa gidi phong bé thin kinh o gdy
ra bii cis-atracurium béing neostigmin:

Thi gian {phit) tif Ic sif dyng sugammadex hoc neostigmin vao lic ti xudt hign T2 sau khi ding rocuronium hodc dis-atracurium
dn khi phyc hdi 1 1€ To/T: 8én 0,9

e s Bbutr
Thudc phong bé thén kinh ca [—————— - ———
@ma/kgl (50 meg/kg)
N 34 39
Trungbinh (phit} 19 22
Khodng 07-64 421-282

D1l vii hoa gid tie thiz

quan #&n 1m sing. Mhiing dif liéu giti han khing cho thiy su khac biét vé thing s6 dugc dting hoc & nhing nguii da den hodc ngudi
M gt Phi.

Thé trong:

Nhiing phin tich duc ddng hoc quin thé & bénh nhan ngusti 16n va caa tudi khng thiy mdi lién quan vé mt lim sing gida 84 thanh
thal va thé tich phan bd vdi thé trong.

Quy cich 8ong géi:

(ng 2 ml. Hap 10 Gng.

Bao quin: Trong baa bl ki, trénh dm, trénh dnh séng, nhiét dd dudi 30°C.

Han diing: 30 thang ké tir ngdy sin xudt.
Tibu chudn chit higng: Tidu chudn co sb
A
Céing ty cf phén Dugc phém CPCT Ha Ngi

Cum cong nghiép Ha Binh Phuang, x4 Vin Binh, huyén Thutng Tin, thanh phé Ha Noi
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