Rx: Thudc nay chi dung theo don thudc

SUGAM-BF'S

Sugammadex 100 mg/ml
(dudi dang Sugammadex natri)
Déxatdm tay tréem
Doc kj huéng dén sit dung truéc khi ding
Thanh phan:
Méi ml chifa:
Thanh phdn hoat chdt :
Sugammadex (dudi dang sugammadex natri) ........... 100 mg
Thanh phdn td duoc:

Acid hydroclorid, natri hydroxid, nudc cit pha tiém.

Dang bao ché: Dung dich tiém

M ta: Dung dich trong suét, khdng quan sét théy tiéu phan la bing mat thudng.
pH:6,0-9,0

Chi
Hoda gidi phong bé than kinh co tir nhe dén nang gay ra bdi rocuronium hodc vecuronium.

Ddi véi nhém bénh nhi: chi nén dung sugammadex dé hoa gidi phong bé thén kinh co théng thudng gay ra béi rocuronium § tré em
va thanh thiéu nién (2 dén 17 tudi).

Liéu dung va cach ding

Liéu dung

Sugammadex chi nén dugc diing dui su theo doi ctia bac si chuyén khoa gay mé.

Neén sit dung ky thudt theo ddi than kinh co thich hop @€ theo dai sy héi phuc ctia phong bé than kinh ca.

Liéu khuyén cdo cdia sugammadex phu thudc vao mitc do héa gidi phong bé than kinh co.

Liéu khuyén céo nay khong phu thudc vao phuong php gay mé.

(6 thé dung sugammadex dé héa gidi cic mic d9 khac nhau cda phong bé than kinh co gdy ra béi rocuronium hoac vecuronium.
Nguti lon

Hda gidi théng thuong:

Nén dung mot liéu sugammadex 4 mg/kg néu su phuc hi dat dugc it nhat 1-2 phan ting sau co cting (post-tetanic count-PTC) sau sit
dung rocuronium hoéc vecuronium gay phong bé (khang khuyén céo stt dung liéu cao hon 4mg/kg). Thai gian trung binh dé héi phuc
1y 18 T+/Tr dén 0,9 1a khodng 3 phit (xem Dutc luc hoc).

Nén dung mot liéu sugammadex 2 mg/kg néu héi phuc tu phét xudt hién cho dén khi it nhdt téi xuat hién T2 sau st dung rocuronium
hodc vecuronium gay phong bé. Thai gian trung binh @& héi phuc ty 16 Ta/Tr dén 0,9 a khodng 2 phit (xem Dugc luc hoc).

Sit dung nhiing liéu khuyén cdo nhu trén dé héa gidi thong thudng dan dén thdi gian trung binh dé hdi phuc ty 1& T+/Tx dén 0,9 nhanh
han mdt chiit khi phong bé than kinh ca béng rocuronium so véi vecuronium (xem Duot luc hoc).

Hda gidi tifc thi su phong bé do rocuronium:

Néu vé mat lam sang can hoa gidi ngay tdc thi sau khi dung rocuronium, nén diing mot liéu dex 16 mg/kg. Khi d
16 mg/kg dugc sit dung 3 phit sau mot liéu ti rocuronium bromid 1,2 mg/kg, thdi gian trung binh dé dat dugc héi phuc ty 1& T+/T: dén
0,9 khodng 1,5 phdit (xem Duotc lurc hoc).

Chua c6 ditliéu dé huéng dan st dung sugammadex dé hoa gidi tiic thi phong bé than kinh co sau khi diing vecuronium.

Tdi st dung sugammadex:

Trong trudng hgp ngoai Ié tai xudt hién phong bé than kinh co'sau phau thudt (xem Cdnh bdo v thdn trong khi ding thudc) sau khi dung
liéu khéi dau sugammadex 2 mg/kg hodc 4 mg/kg, nén diing lai mot liéu sugammadex 4 mg/kg. Sau liéu sugammadex thif hai, nén
theo ddi bénh nhan chit ché dé dam bao duy tri sy héi phuc chiic nang thn kinh co.

Tdi st dung rocuronium hodc vecuronium sau khi diing sugammadex:

Vé thai gian chér dé tdi st dung rocuronium hodc vecuronium sau khi héa giai bang sugammadex (xem phén Cdnh bdo va thdn trong
khi diing thudc).

Déi tugng bénh nhan

Sugam-BFS dugc dung dé héa gidi phong bé than kinh-co gdy ra béi rocuronium hodc vecuronium, dac bigt trong céc trudng hgp:

- Trutng hop da tiém thudc gian co ma khong dat dugc ong ndi khi quan;

- Bénh nhan mac bénh phdi tic nghén man tinh (COPD), hen phé quan;

- Bénh nhan suy tim, loan nhip tim, bénh van tim, mach vanh;

- Bénh nhan béo phi (BMI > 30);

-Bénh nhan 6 bénh Iy than kinh - g (loan dugng cg, nhugt co);

- Bénh nhan ¢6 chdng chi dinh vdi neostigmin va atropin.

Théng tin bé sung cho nhém bénh nhdn ddc biét

Suy than:

Dai véi suy than nhe va trung binh (30ml/phit < do thanh thai creatinin < 80 mi/phdt): liéu dé nghi tuong tu nhu liéu ding cho
ngudi lén khong bi suy than.

Khéng nén ding sugammadex cho nhiing bénh nhan suy thén nang [(ké ca nhiing bénh nhan can tham phan mau (do thanh thai
creatinin < 30 ml/phut)] (xem Cdnh bdo).

Cacnghién ciu & bénh nhan suy than nang khang cung cép thong tin ddy dd vé tinh an toan dé hd trg cho viéc sit dung sugammadex &
nhiing bénh nhan nay. Xem thém phan Dugc luc hoc.

Bénh nhdn cao tudi:

Sau khi diing sugammadex tai thdi diém téi xudt hién Tz sau phong bé thén kinh cg bang rocuronium, thdi gian trung binh dé héi phuc
1§18 Ta/T1 dén 0,9 & ngudi I6n (18-64 tudi) 13 2,2 phut, & ngudi cao tudi (65-74 tudi) Ia 2,6 phit va & ngudi rét cao tudi (>75 tudi) la
3,6 phut. Mac du thoi gian héi phuc & ngudi cao tudi ¢d xu huéng cham hon, nén sit dung liéu tuang tu nhu ngudi 16n (xem Canh bdo).
Bénh nhdn béo phi:

( nhitng bénh nhan béo phi (chi s6 khdi co'thé BMI > 40 kg/m?), liéu dé nghj sugammadex nén dya vao thé trong thuc cia bénh nhan.
Neén st dung liéu tuong ty nhu ngudi lon.

Suy gan:

Dai véi suy gan nhe dén trung binh: khdng can diéu chinh liéu do sugammadex dugc dao thai chd yéu qua than.

Cacnghién cdu & bénh nhén suy gan chua dugc tién hanh. Can than trong khi xem xét st dung sugammadex & bénh nhan suy gan nang
hodc khi suy gan di kem vdi bénh rdi loan dong mau (xem phén Cdnh bdo).

Bénh nhi

Dit liéu tirnhdm bénh nhi con han ché (chi ¢6 1 nghién ctiu vé sy hoa gidi phong bé do rocuronium khi téi xudt hién T2).

Tré em va thanh thiéu nién:

Nén dung sugammadex 2 mg/kg dé héa giai thong thuong phong bé do rocuronium khi tdi xudt hién T2 & tré em va thanh thiéu
nién (2-17 tudi). Chua tién hanh nghién cu céc trudng hop héa gidi thong thudng khéc, do d6 khong nén ding thudc cho dén khi
o thém dir liéu.

Chua nghién cttu hoa gidi tic thi & tré em va thanh thiéu nién do do khong nén dng thudc cho dén khi o thém di liéu.

(6 thé pha loang sugammadex 100 mg/ml thanh 10 mg/ml @€ lam tang tinh chinh xéc cda liéu dung cho bénh nhi (xem Thdn trong
ddc biét khi logi bé va cdc xt Iy khdc).

Tré mdi sinh dti thdng va tré nhd:

Chi ¢6 kinh nghiém gidi han vé viéc st dung sugammadex cho tré nhd (30 ngay dén 2 ndm), chua nghién cttu ¢ tré méi sinh dd thang
(dudi 30 ngay). Do dé khdng nén diing sugammadex cho tré mdi sinh i thang va tré nhd cho dén khi c thém dir liéu.

Céch dung:

Chi nén str dung sugammadex tiém tinh mach véi mot liéu duy nhat tiém truc tiép. Liéu truc ti€p nén dugc tiém nhanh, trong vong
10 gidy vao mot duong truyén tinh mach. Sugammadex chi dugc st dung dudi dang tiém trc tiép mt liéu duy nhét trong céc thit
nghiém am sang.

Sugammadex cd thé tiém truyén tinh mach cing céc dung dich sau: natri clorid 9 mg/ml (0,9%), glucose 50 mg/ml (5%), natri clorid
4,5 mg/ml (0,45%) va glucose 25 mg/ml (2,5%), dung dich Ringers lactat, dung dich Ringers, glucose 50 mg/ml (5%) trong natri
clorid 9 mg/ml (0,9%).

Dudng truyén nén dugc riia ¢an than (vi du, bang natri clorid 0,9%) gitta cdc Ian tiém ctia sugammadex va cac thudc khac. Khong tron
13n san pham véi céc dung dich khéc trir cac dung dich ké trén

Khi dng cho bénh nhi cd thé pha loang sugammadex bang dung dich natri clorid 9 mg/ml (0,9%) d€ tao thanh ndng do 10 mg/ml.
Neén loai bé phan thudc khdng sit dung hodc chét thai tuén theo qui dinh cta dia phuong. Can kiém tra cdm quan cia san phdm vé bét
ky sy thay d6i nao vé mau s, tiéu phan trudc khi sit dung

Chéng chi dinh

Qud man véi hoat chat hodc véi bét ky té dugc nao cd trong thudc.

Canh béo va than trong khi ding thudc

Giong nhu thuc hanh sau gdy mé binh thudng sau phong téa than kinh cg, nén theo di bénh nhan trong giai doan hdu phau dé phong
céc tac dung khang mong mudn bao gom téi phat cda phong tda than kinh ca.

Theo ddi chuic ning hé hdp trong thoi gian hdi phuc:

Bt budc phai hd trg thong khi cho bénh nhan cho dén khi ho hdp tu nhién dugc phuc héi hoan toan sau khi hoa gidi phong bé than kinh
0. Tham chi khi héi phuc hoan toan khéi phong bé than kinh g, cac thudc khéc dugc st dung xung quanh va sau phéu thudt 6 thé dc
ché chic ndng hd hap va do d6 cd thé van can hé trg thong khi.

(6 thé tdi xuat hién phong bé than kinh o sau khi it ng thang khi, nén cung cdp thong khi ddy dd.

Anh hutng dén sut cam mdu:

Khang c6 anh hudng nao ¢ y nghia lam sang ctia sugammadex duing don doc hodc phéi hop véi cac thudc chdng dong ddi vdi ty 1€ gap
bién chiing chdy mau trong phdu thuét hodc sau phau thudt.

Khi bénh nhan phau thuat dugc diéu tri ddng thai véi mot thudc khang déng, sugammadex & liéu diéu tri thong thutng khong lam
tang nguy co chdy mu.

Bdi vi nguy co chdy méu chua dugc nghién ctu mot cach hé thang & nhiing liéu sugammadex cao hon 4 mg/kg, cén theo déi can than
céc thong s6 dong mau theo thuc hanh 1am sang thudng quy trén nhitng bénh nhan da biét ¢ bénh rdi loan dong mau va trén nhiing
bénh nhan dang st dung khéng dong duoc diéu tri vdi liéu sugammadex 16 mg/kg.

Tdi xudt hién phong bé:

Viéc st dung thap hon so vdi liéu khuyén céo c6 thé dan dén tang nguy co tai phong bé than kinh co sau héa gidi ban déu va khong dugc
khuyén cao (xem muc Liéu luong va Cdch diing va Tdc dung khéng mong mudn).

Thoi gian cho dé tdi st dung cdc thudc phong bé thdn kinh ca sau khi héa gidi béng sugammadex:

Tai st dung rocuronium hoéc vecuronium sau khi hoa gidi thong thuong (sugammadex dén 4 mg/kg):

Thai gian ch tdi thiéu Thudc phong bé than kinh cd (NMBA) va liéu ding

5phit Rocuronium 1,2 mg/kg

4giv Rocuronium 0,6 mg/kg hodc vecuronium 0,1 mg/kg

Khi tiém rocuronium 1,2 mg/kg trong vong 30 phiit sau khi héa gidi véi sugammadex, bét déu xuét hién phong bé than kinh co c6 thé
bi tri hoan dén khoang 4 phit va thdi gian phong bé thén kinh co cd thé dugc rit ngan dén xdp xi 15 phut.

Dya trén md hinh dugc dong hoc (PK), thai gian chér dugc khuyén céo & bénh nhan suy than nhe hodc trung binh dé tai st dung rocu-
ronium 0,6 mg/kg hodc vecuronium 0,1 mg/kg sau khi héa gidi thong thuding bang sugammadex nén la 24 gia. Néu can thoi gian chd
ngan hon, liéu rocuronium cho su phong bé thén kinh o tiép theo nén 1a 1,2 mg/kg.

Tdi sti dung rocuronium hodc vecuronium sau khi hda gidi tic thi (sugammadex 16 mg/kg):

Khuyén céo dung sau 24 gio.

Néu cén phong bé than kinh co trudc khi hét thai gian cher khuyén céo, nén sit dung thudc phong bé than kinh co khang steroid. Thai
gian khai phét tac dung cta thudc phong bé thén kinh o khir cuc c6 thé cham hon so véi du kién bdi vi mgt phén déng ké céc thu thé
nicotinic sau chd ndi van con 6 thé bi chiém chd béi cc thudc phong bé thén kinh co.

Suy than:

Khang khuyén cdo sit dung sugammadex & bénh nhan suy than ndng, bao gém ¢ nhitng ngudi can tham phan mau (xem phan Dugc
luc hoc).

Gdy mé nhe:

Trong cac thit nghiém Iam sang, khi phong bé than kinh co dugc héa gidi trong qué trinh gy mé, doi khi ghi nhan céc ddu hiéu ctia gy
mé nhe (ctt ddng, ho, nhan nho, ngdm dng thong khi).

Néu hdi phuc phong bé thén kinh ca trong khi van tiép tuc gay mé, nén ding thém nhiing liéu thudc gay mé va/hodc opioid khi c6
chidinh lam sang.

Nhip tim chdm:

Trong mot s6 trudng hop hiém gap, nhip tim cham da dugc ghi nhan trong vong vai phit sau khi sit dung sugammadex dé héa gidi
phong bé than kinh co. Ca biét cd trutng hop nhip tim chdm dan tdi ngiing tim da duoc bao co (xem muc Tdc dung khdng mong mudn).
Bénh nhan nén dugc theo ddi chat ché nhiing thay ddi vé huyét dong hoc trong va sau qud trinh héa gidi phong bé than kinh co. Diéu tri
véi céc thuéc khang cholinergic nhu atropin nén dugc &p dung néu xuat hién nhip tim chdm ¢6 y nghfa trén lam sang.

Suy gan:

Sugammadex khang dugc chuyén héa hodc thdi trir qua gan; do d6 khong tién hanh nghién ciiu trén bénh nhan suy gan. Nén hét stic
than trong khi diéu tri cho nhiing bénh nhan suy gan nang. Trong trutng hgp suy gan kém theo bénh r6i loan dong mau, xem thong
tin phan &nh huéng téi sy cdm méu.

Strdung trong don vj chdm sdc tich cuc (ICU):

Chua c6 nghién c(u vé viéc sit dung sugammadex & nhiing bénh nhan dung rocuronium hodc vecuronium trong don vi cham sac tich cuc
St dung dé hda gidi cdc thudc phong bé thdn kinh o khdc khong phdi rocuronium hodic vecuronium:

Khang nén st dung sugammadex dé héa gidi phong bé gy ra béi céc thugc phong bé than kinh co khdng steroid nhu céc hgp chét
succinylcholin hodc benzylisoguinolinium.

Khong nén ding sugammadex dé hoa gidi phong bé than kinh co gay ra béi céc thuéc phong bé than kinh co steroid khac ngoai
rocuronium hodc vecuronium do khang co di liéu vé tinh hiéu qua va an toan ddi véi nhiing thudc do. D liéu hién ¢6 con gidi han vé téc
dung hda gidi phong bé do pancuronium, do d6 khang nén dung sugammadex trong trugng hop nay.

Tdc dung hda gidi phong bé cham:

Nhiing bénh kém theo (tré tudn hoan nhu bénh tim mach, tudi cao (xem Liéu luigng va Cdch diing vé thisi gian ha gidi & bénh nhén cao
tudi), hodc tinh trang phu thiing (nhu bénh nhan suy gan nang), tac dung hoa gii phong bé cd thé cham hon

Phdn ting qud mdn:

Béc sinén chudn bi cho khd ndng xudt hién cc phén ting qué man (bao gdm phan ting phan vé) va c6 bién php phong ngifa cén thiét
(xem Tdc dung khong mong mudh).

Bénh nhdn kiéng natri c6 kiém sodt:

Mai ml dung dich chifa 9,7 mg natri. Mt liéu chtta 23 mg natri dugc cho la "khéng chifa natri". Néu can dung nhiéu hon 2,4 ml dung
dich thi nén can nhac déi vdi nhiing bénh nhan an kiéng mudi co kiém soat

Sit dung thudc cho phu nit ¢6 thai va cho con bi

Phu nit 6 thai:

Khong c6 dit liéu lam sang vé viéc st dung sugammadex trong thai ky.

Nhiing nghién cdu trén dong vat khdng cho théy tac dung gay hai truc tiép hodc gian tiép lién quan dén mang thai, phat trién phoi/
thai, qua trinh sinh d& hodc phat trién sau khi sinh.

Nén than trong khi ding sugammadex cho phu nif mang thai.

Phu nit cho con ba:

Chua biét liéu sugammadex c dugc tiét vao siia me hay khong. Nhiing nghién ctiu trén dong vat cho thdy sugammadex dugc tiét vao
sita. Nhin chung hdp thu cla cac cyclodextrin qua duong udng la thép va tién liéu khong anh huéng dén tré bi me sau khi dung liéu
duy nhét cho ba me dang cho con ba.

Cén than trong khi st dung sugammadex cho phu nit dang cho con ba.

Anh hudng ciia thudc 1én kh nang léi xe va van hanh may méc

Thudc khong anh hudng dén kha nang 13i xe va van hanh may méc.

Tuong tac, tuang ky ctia thuéc

Khong nén tron 1an sugammadex véi cac thudc khac ngoai trir nhitng thudc dugc néu trong phan “Than trong dac biét khi loai bd va xit
Iy khac”. D& ghi nhén tinh tuong ky vat Iy ctia sugammadex véi verapamil, ondansetron va ranitidin.

Tuong tdc c6 khd ndng dnh hutng dén tdc dung cla sugammadex:

«Toremifen: Dai véi toremifen, chat cd 4i lyic gan két cao tuong d6i véi sugammadex va néng do cao trong huyét tuong c6 thé xudt hién,
mot vai sy thay thé cia vecuronium hogc rocuronium ti phiic hgp véi sugammadex c6 thé xdy ra. Do d6 co thé lam chdm qud trinh phuc
hoi ty 1& T+/T1 dén 0,9 & mgt s6 bénh nhan ding toremifen vao ciing ngay phau thuét.

«Tiém tinh mach acid fusidic: Viéc sit dung acid fusidic trong giai doan trudc phau thudt ¢6 thé lam cham mot chiit vé sy phuc héi ty 1€ Ta/
Tr@én 0,9. Tuy nhién, khang ¢ su téi phét phong bé thén kinh co ¢ giai doan sau phau thudt, vi téc dd truyén acid fusidic trong khoang
thai gian vai gid va ndng do trong méu tich Iy trong 2-3 ngay.

Tuong tdc cé khd ndng dnh hutng dén tdc dung cla cdc thudc khdc:

Do viéc stt dung sugammadex, mot s6 san pham thudc c6 thé trg nén kém hiéu qua hon do gidm ndng d9 trong huyét tuong. Néu xay
ra truding hgp nhu vy, bac s nén xem xét viéc tdi diéu tri san pham thudc, diéu tri mot san pham dugc liéu tuong duong (t5t nhat Ia tir
mot loai héa chat khac) va / hodc can thiép phi dugc Iy khi thich hgp.

«Thudc tranh thai chifa hormon:

Tuong tdc giita sugammadex 4 mg/kg va mét progestogen dugc du doan gay gidm nong do progestogen (34% ddi véi AUC) tuong tu
nhu susuy giam quan sét thdy khi quén mot liéu hang ngay thudc tranh thai dudng uéng dugc udng lai sau hon 12 git, c6 thé gay giam
hiéu qud cta thudc. Dai vdi estrogen, tac dung duoc cho la gidm it. Do d6, sit dung mét liéu sugammadex tiém tinh mach truc tiép duoc
cho Ia tuong duong véi quén mot liéu hang ngay cla steroid tranh thai dutng udng (hodc két hgp hodc chi cd progestogen). Néu si
dung sugammadex vao ciing mdt ngay véi thudc tranh thai duang udng thi tham khéo hudng dan khi quén thudc trong to thdng tin
san pham cla thudc tranh thai dudng udng. DG véi thudc tranh thai khdng phai duting udng, bénh nhan phai st dung thém bién phap
tranh thai khong chia hormon trong 7 ngay k€ tiép va tham khdo thong tin san pham.

Tuong tdc vdi xét nghiém can ldm sang:

Nhin chung sugammadex khong &nh huéng dén cac xét nghiém can lam sang, ngoai trir xét nghiém progesteron huyét thanh. Da quan
st thdy tuong tc véi xét nghiém nay khi ndng d sugammadex trong huyét tuong la 100 pg/ml.

Bénh nhi

Khang tién hanh cdc nghién ciu tuong tac chinh thic. Nén xem xét nhitng tuong téc trén & ngudi I6n va than trong khi dung cho tré.
Tac dung khdng mong muédn ciia thudc

Sugammadex dugc dung déng thai véi céc thudc ttc ché than kinh co va thudc gay mé & bénh nhan phau thugt. Do d6, nguyén nhén cla
céc tac dung khang mong muén rét khé dé dénh gid.

Cac phén ting phy thudng gap nhét & bénh nhan phau thuét Ia ho, bién ching duting hé hap, bién chiing gay mé, ha huyét &p va bién
chiing phau thudt (thuong gap (> 1/100 dén <1/10)).

Danh sach cdc tac dung khéng mong muén:

Su an toan cta sugammadex da dugc danh gid trén 3519 cé thé chuyén biét trong (o s6 dif liéu an toan gdp Pha I-Ill. Trong cac thit
nghiém gdp dudi nhom c6 ddi chiing vdi gia duor, khi ddi tugng duoc gdy mé va/hodc thudc phong bé than kinh co (1078 phoi nhiém
vdi sugammadex so vdi 544 gid dugc), cac bién c6 bat loi sau day xay ra trong >2% ddi tuong diéu tri véi sugammadex va it nhat gap
hai lan so véi gid dugc:

Rét thuong gap (ADR > 1/10), thung gip (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gp (1/10000 < ADR <
1/1000) va rét hiém gap (ADR < 1/10000)

Tan sudt Tac dung khéng mong mudn

Rdi loan hé thang mién dich ftgap Phan (ing qua man véi thudc

Réi loan ho hap, nguc va trung that Thuong gap Ho

Chén thuong, ngd doc va bién ching | Thuong gap Bién chiing duong hd hap gay mé

phéu thugt Bién chiing gay mé
Ha huyét ap
Bién chiing phau thudt
Phdn ting qud mdn:

Phan (ing qué man, bao gdm c& sdc phan vé da xdy ra & mot s6 bénh nhan va ngudi tinh nguyén. Trong céc thirnghiém 1dm sang vé bénh
nhén phau thugt, nhiing phan ting nay da duoc béo céo it gap va ddi vdi cc béo cdo hdu mai thi tan suat chua rd. Nhiing phan ting nay
thay d6i tir cac phan ting da riéng Ié dén cac phan ting toan than nghiém trong (tdc la phan vé, sdc phan vé) va da xdy ra & nhiing bénh
nhan khong c6 tiép xiic trudc do véi sugammadex.

(4c trigu chiing lién quan véi nhiing phén ting nay c6 thé bao gom: @ biing mét, ndi mé day, ban d8, ha huyét ap (ndng), nhip tim
nhanh, sung phil [uGi, sung phit hong, co thét phé quan va bién ¢6 téc nghén phdi. Phan ting qua mén néng ¢6 thé gay ti vong.

Bién ching duong hé hdp cda gdy mé:

Bién chiing dutg hd hdp cia gay mé bao gdm phan ting chdng lai dng ndi khi quan, ho, giat minh nhe, phan ting kich thich trong phau
thuat, ho trong qué trinh gay mé hoac khi phau thudt, th doi khéng (su tu thd cda bénh nhan hodc lién quan dén tha thudt gay mé).
Bién ching gdy mé:

Trong qud trinh phuc héi chiic néng thén kinh ca, nhiing bién chiing gay mé bao gdm ctr dong chi hodc co thé hodc ho trong thi gian
gdy mé hodc thdi gian phau thudt, biéu hién nhan mat hodc mit vao ng ndi khi quan.

Bién ching phéu thugt:

Cacbién chiing phau thudt bao gom ho, nhip tim nhanh, nhip tim cham, ctt dong, va gia tang nhip tim.

Nhip tim cham:

Cactruang hop nhip tim cham va ngimg tim da dugc quan sat thay trong vong vai phit sau khi dung sugammadex.

Tdi xudt hién phong bé than kinh co:

Trong cdc nghién c(u 1dm sang trén céc doi tugng dugc diéu tri bang rocuronium hodc vecuronium, sugammadex dugc st dung vdi liéu
khuyén céo theo dd sau cia phong bé thén kinh co (N=2022), mdt ty & 0,20% tdi xudt hién phong bé than kinh co da dugc quan sat
dua trén viéc theo ddi than kinh ca hoac bang chiing Idm sang.

Thong tin vé nguai tinh nguyén khde manh:

Mot nghién ctiu ngau nhién, mi di danh gid ty 1é phan dng qué mén clia thudc trén nhiing ngudi tinh nguyén khée manh dng lén
dén 3 liéudp lai cta placebo (N=76), sugammadex 4 mg/kg (N=151) hodc sugammadex 16 mg/kg (N=148). Céc bdo céo nghi ng& qua
man dugc lam mu. Ty & phan ting qua man duoc ghi nhén Ian lugt 1a 1,3%, 6,6% va 9,5% trong nhom placebo, dex 4 mg/kg

Khodng 0,7-64 42-28,2

Ddi vdi hda gidi tic thi:
Thai gian d€ phuc héi tir s phong bé thén kinh co gy ra bdi succinylcholin (1 mg/kg) dugc so sanh véi thdi gian dé phuc hdi tirsu phong
bé than kinh co gy ra béi rocuronium (1,2 mg/kg) bang sugammadex (16 mg/kg, 3 phiit sau).

That gian (phit) tir lc st dung rocuronium va sugammadex hodc succinyl cholin dén khi phuc hoi Tr 10%

Thudc phong bé than kinh co Ché db diéu tri
R ium va | inylcholin (1 mg/kg)
(16 mg/kg)
N 55 55
Trung binh (phdt) 42 71
Khodng 35-77 3,7-105

Trong phan tich gop vé thai gian phuc hdi d6i vi sugammadex 16 mg/kg sau khi diing rocuronium bromid 1,2 mg/kg da dugc bdo céo:
Thoi gian (phit) tir lic stk dung sugammadex vao liic 3 phuit sau khi ding rocuronium dén khi phuc hdi ty 1€ Ta/Tr dén 0,9; 0,8 hodic 0,7

va sugammadex 16 mg/kg tuong ting. Khong cd bdo cdo phan vé nao sau khi dung placebo hodc sugammadex 4 mg/kg. (6 mot trutng

hap phan vé duoc quan sat sau liéu dau tién sugammadex 16 mg/kg (ty 1é 0,7%). Khong cd béng chiing clia st gia tang tén sudt hodc

d6 ndng ctia phan (ing qué man vdi liéu I3p lai sugammadex. Trong mt nghién ctiu thiét ké twong ty trudc d6, da ghi nhan 3 truong hop

s6c phan vé sau khi diing sugammadex 16 mg/kg (ty 1€ 2,0%).

Théng tin bd sung trong nhdm ddc bigt:

Bénh nhan bi bénh phdi: Dt liéu hdu mai va trong nghién cu 1am sang chuyén biét & nhitng bénh nhan ¢4 tién st bénh Iy phdi, da

ghi nhan bién 8 bat lgi co that phé quan. Ciing nhu tét cd nhiing bénh nhén ¢ tién stt bénh Iy phéi, béc si nén luu y dén kha nang

xudt hién co thit phé quan.

Bénh nhi: Co's6 di liéu co'ban cho thay st dung sugammadex & liéu an toan (dén 4 mg/kg) & bénh nhi la tuong tu nhu & ngudi lon.

Qua liéu va cach xir tri

Trong nhiing nghién cttu Iam sang, da ghi nhan 1 trudng hop tinh @ qud liéu dung 40 mg/kg ma khdng co bat ky téc dung bét lgi nao.

Trong mgt nghién cGu vé tinh dung nap & nguoi da ding sugammadex dén 96 mg/kg, khang ghi nhan bién ¢ bét loi lién quan dén liéu

dung ciing nhu bién ¢d bt lgi nghiém trong.

Sugammadex ¢6 thé dugc loai b béng céch st dung thdm phan mau véi b loc dong cao (high-flux), nhung khong &p dung dugc véi

bd loc dong thap (low-flux). Dua trén cdc nghién cdu lam sang, néng d6 sugammadex trong huyét tuong gidm khodng 70% véi bd loc

dong cao sau mot budi thdm phan 3-6 gio.

Dactinh dugcluchoc

(o ché hoat dong:

Sugammadex |a mdt gamma cyclodextrin bién déi va 1a mot thudc gan két véi thudc gian ca chon loc, tao thanh mot phic hgp véi

cdc thudc phong bé thén kinh co rocuronium hodc vecuronium trong huyét tuang, do do lam gidm s6 lugng thudc phong bé than kinh

€0 ¢6 san dé lién két vdi céc thu thé nicotinic tai chd néi than kinh co. Diéu nay dén dén héa giai s phong bé than kinh co gay ra béi

rocuronium hodc vecuronium.

Tacdung dugc luc hoc:

Sugammadex da duoc ding & cac liéu tir 0,5 mg/kg dén 16 mg/kg trong cac nghién ciiu vé sy phong bé than kinh co gay ra béi

rocuronium dap ting vdi liéu ding (rocuronium bromid 0,6; 0,9; 1,0 va 1,2 mg/kg, o va khang ¢6 liéu duy tri) va sy phong bé gay ra hdi

vecuronium (vecuronium bromid 0,1 mg/kg, ¢6 hodc khong cd liéu duy tri) tai céc thoi diém/dd su cta su phong bé khac nhau. Trong

cécnghién ctiu ndy, da quan sét thdy méi quan hé rd vé liéu dung-dap tng.

Hiéu qud va d9 an toan trén lam sang:

(6 thé dung sugammadex 6 mot s§ thdi diém sau khi stt dung rocuronium hodc vecuronium bromid:

Héa gidi thong thuong - suphong bé than kinh co'sdu:

Trong mot nghién ciiu quan trong, cac bénh nhan dugc phan ngau nhién vao nhém rocuronium hodc nhém vecuronium. Sau liéu

rocuronium hodc vecuronium cudi ciing, vao liic c6 1-2 phén ting sau co cting, sugammadex 4 mg/kg hodc neostigmin 70 meg/kg duoc

st dung ngau nhién. Thi gian tir lic bt dau si dung sugammadex hodc neostigmin dén khi phuc hdi ty 16 Ta/Tr dén 0,9 la:

Bng: Thoi gian (pht) tirlic st dung sugammeadex hodic neostigmin liic phong bé than kinh co'sdu (1 — 2 phdn ting sau co ciing) sau khi
ding rocuronium hodc vecuronium dén khi phuc hdi ty € Ta/Tr dén 0,9

Ta/T1dén 0,9 Ta/T1dén 0,8 Ta/T1dén 0,7
N 65 65 65
Trung binh (phit) 15 13 11
Khodng 0,5-143 05-62 05-33

Suy thdn:

Hai nghién cdu nhdn md so sanh hiéu qud va do an toan clia sugammadex & nhiing bénh nhan phau thudt cd va khong cd suy than
nang. Trong mt nghién ctu, sugammadex dugc dung sau phong bé than kinh co gy ra bdi rocuronium vao liic ¢6 1-2 phan ting sau co
cling (4 mg/kg; N=68); trong mot nghién c(iu khac, sugammadex dugc st dung vao ltc téi xudt hién T2 (2 mg/kg; N=30). Su phuc hoi
tlr phong bé thén kinh co lau hon doi nh nhan suy than nang so véi bénh nhan khang suy than. Khong cé bao cdo vé su phong bé
thén kinh co ton du hodc ti phét ddi véi bénh nhan suy than ndng trong nhitng nghién ciu nay.

Dactinh dugc dong hoc

Cac thong s6 dugc dong hoc clia sugammadex dugc tinh tir tong toan phan ndng d lién két khang phiic hgp va phic hp ctia sugam-
madex. Cac yéu t6 dugc dong hoc nhu do thanh thai va thé tich phan bé dugc cho 13 tuong duong gitta sugammadex lién két khong
phic hgp va phiic hgp & nhiing ngudi dugc gay mé.

Phan bé:

Thé tich phan bd & trang thai 6n dinh quan sat duoc la khodng 11 dén 14 it § ngudi I6n ¢6 chit nang than binh thung (dua trén phan
tich dugc dong hoc khang ngan, quy udc). Ca sugammadex an phiic hop ctia sugammadex va rocuronium déu lién két vdi protein huyét
ac hong cdu, nhu da dugc chira trong 6ng nghiém st dung huyét tuong ngui va mau toan phan cia nam gidi. Sugammadex
dong hoc tuyén tinh trong khong liéu tir 1 dén 16 mg/kg khi dung liéu tiém tinh manh.

Chuyén héa:

Trong céc nghién ctu tién [am sang va lam sang khang phat hién thdy chét chuyén hoa ctia sugammadex va chi quan sat thdy san pham
khdng qua chuyén héa dugc bai tiét qua than.

Thai trir:

( nhiing bénh nhan trudng thanh co chiic nang than binh thugng, théi gian ban thai (1) cia sugammadex la khoang 2 gior va do
thanh thai huyét tuong udc tinh khoang 88 mi/phiit. Mot nghién ctu da chiing minh réng > 90% thudc dugc théi trir trong vong 24
giti. 96% thudc dugc thai trir qua nudc tiéu, trong d6 it nhét 95% & dang sugammadex khng bién d6i. Thai trir qua phan hodc ho hép
dudi 0,02%. Viéc stt dung sugammadex cho nhiing ngui tinh nguyén khde manh dan dén viéc tang thi trir rocuronium trong than
dudi dang phic tap.

Nhém bénh nhan déc biét

Ngudi cao tudi va suy than:

Trong mgt nghién cttu vé dugc ddng hoc so sanh bénh nhan suy than nang vdi bénh nhén ¢6 chic ndng than binh thuong, ndng do
sugammadex trong huyét tuong tuong ty trong thdi gian mot gio dau tién sau khi dung thudc va sau do nong d giam xudng nhanh
hon &nhém d6i chiing. Mdc phoi nhiém véi sugammadex kéo dai, dan dén mic phoi nhiém cao hon 17 13n & bénh nhén suy than néng.
Néng do thap sugammadex c6 thé dugc phét hién trong it nhat 48 gitr sau khi diing & bénh nhan suy than nang.

Trong nghién ctiu thit 2 so sanh cac doi tugng suy than trung binh hodc nang véi céc ddi tugng cd chiic nang than binh thueng, do
thanh thai sugammadex gidm dén va t2 kéo dai ddn doi vdi chitc nang than suy gidm. Su phoi nhiém cao gdp 2 va 5 Ian tuong ting

Ché db diéu tri trén cac d6i tugng véi suy than trung binh va ndng. Nong d sugammadex khdng con dugc phat hién ngoai 7 ngay sau khi st dung &
Thuéc phong bé théan kinh co . nhiing ngudi cd suy than nang.
Sugammadex (4 mg/kg) Neostigmin (70 meg/kg) Tom tat vé thong s6 dugc dong hoc ctia sugammadex theo tudi va chic nang than dugc trinh bay dudi day:
Rocuronium Décdiém bénh nhan duac chon Cécthang s6 duge dong hoc duoc dy dodn (CV%)
N 37 37 Nhan khau Chic nang than Dothanhthdi | Thétichphan | Thaigian ban
hoc D3 thanh thai creatinin (ml/phiit) (ml/phit) b3 & trang thai thai (gio)
Trung binh (phit) 27 49,0 andinh (L)
Khoang 1,2-16,1 133-1457 Ngudi 6n Binh thudng 100 88(22) 12 2(21)
- 40, 75kg
Vecuronium
Suy gidm Nhe 50 51(22) 13 4(22)
N 47 36 Trung binh 30 31(3) 14 6(23)
Trung binh (phit) 33 49,9 Nang 10 9(22) 14 19(24)
Khoang 14-684 46,0-312,7 Ngusi gia Binh thuing 80 75(3) 12 201)
75 i, 75 kg
Hda gidi thong thuong su phong bé than kinh co trung binh: Suy gidm Nhe 50 51(24) 13 3(22)
Trong mt nghién cu quan trong khdc, céc bénh nhén dugc phan ngu nhién vao nhém rocuronium hodc vecuronium. Sau liéu rocuro- -
nium hodc vecuronium cudi cing, vao lic téi xudt hién Tz, Jex 2 mg/kg hodc in 50 meg/kg duoc st dung theo thif tu Trung binh 30 31(3) 14 6(23)
ngau nhién. Thoi gian ti lic bat déu st dung sugammadex hodc neostigmin dén khi phuc héi ty 18 T+/T1 dén 0,9 fa: N
Bdng: thoi gian (phut) tir lic st dung sugammadex hodc neostigmin ltic tdi xudt hién T2 sau khi diing rocuronium hodc vecuronium dén Nang 10 9(22) 14 1923)
khiphuc hdity I¢ To/T dén 0.9 Thanhthiéu | Binh thuong % 703) 9 )
Thuéc phong bé than kinh co Ché db diéu tri nién
15u0i, 56kg | guy giam Nhe 43 4(23) 10 3(22)
Sugammadex (2 mg/kg) Neostigmin (50 mcg/kg)
Trung binh 29 27(22) 10 5(23)
Rocuronium
Néng 10 8(21) n 17(23)
N 8 8 Tréem Binh thudng 51 3702) 4 200)
Trung binh (phtit) 14 17,6 7 tudi, 23 kg
Suy giam Nhe 2% 19(22) 4 3(22)
Khoang 09-54 3,7-106,9
Trung binh 15 11(22) 4 5(22)
Vecuronium
Néng 5 3(22 5 20(25)
N 48 4 *CV: hi 56 bién thién
Trung binh (phit) 21 18,9 Gidi tinh:
Khéng thdy sy khdc biét vé dugc dong hoc lién quan dén gidi tinh.
Khoang 1,2-64,2 29-1762 Chiing toc:

Su héa gidi phong bé than kinh co gy ra bdi rocuronium béng sugammadex dugc so sanh vdi sy hoa gidi phong bé thén kinh co gay
ra bdi cis-atracurium bang neostigmin. Lic tdi xudt hién T2, liéu sugammadex 2 mg/kg hodc neostigmin 50 meg/kg dugc st dung.
Sugammadex dem lai sy hoa gidi phong bé thén kinh co gy ra bdi rocuronium nhanh hon so vdi suhéa gidi phong bé thén kinh co gy
ra bdi cis-atracurium bang neostigmin:

Thai gian (phit) tir ldc st dung sugammadex hodc neostigmin vao lic tai xudt hién T2 sau khi dung rocuronium hodc cis-atracurium
dén khi phuc hoi ty 18 Ta/Tr dén 0,9

Ché do diéu tri
Thudc phong bé than kinh co
Rocuronium va sugammadex Cis-atracurium va neostigmin
(2mg/kg) (50 mcg/kg)
N 34 39
Trung binh (phit) 19 72

Trong mgt nghién ciiu & ngudi Nhat Ban va ngudi da trang khde manh khang thdy su khdc biét vé cac thang sé dugc dong hoc lién
quan dén Iam sang. Nhitng dt liéu gidi han khong cho théy su khac biét vé thong s dugc dong hoc & nhiing ngudi da den hodc nguai
My gdc Phi.

Thé trong:

Nhiing phan tich dugc ddng hoc quan thé & bénh nhan ngudi 6n va cao tudi khang thdy méi lién quan vé mét lam sang gitta o thanh
thai va thé tich phan bé vdi thé trong.

Quy cach dong goi:

Ong 2ml. Hop 10 éng.

Béo quan: Trong bao bi kin, tranh &m, tranh anh séng, nhiét 6 dudi 30°C.

Han dung: 30 thang ké ti ngay san xuat.

Tiéu chuan cht lugng: Tiéu chudn co's§

Nha san xuat
Cdng ty & phan Dugc pham CPC1 Ha Noi
cPCIHN  Cum cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thuong Tin, thanh phé Ha Noi
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