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Each 5 ml vial contains

500 mg sugammadex (as sodium salt)
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Tracer No : 8616

S-CCDS-MK8616-S0i-062015

THONG TIN SAN PHAM

ugammadex (du'oi dang sugammadex natri) 100 mg/mL
Doc ky hudng dan s dung tru'de khi dung.
Néu can thém théng tin xin lién hé voi bac si hoac du'oc si.
Théng bao cho béc si cdc tac dung khéng mong mudn gap phai khi st dung thuéc.
DE thudc xa tdm vdi ca tré em.
1. TEN THUGC:
Bridion 100 mg/mL, dung dich tiém.
2. THANH PHAN
1 mL chira 100 mg sugammadex (dudi dang sugammadex natri).
2 mL chira 200 mg sugammadex (du'di dang sugammadex natri).
5 mL chira 500 mg sugammadex (du'di dang sugammadex natri).
Danh muc ta dudc day dd, xem muc 6.1 Danh muc ta duodc
M&i mL chira 9,7 mg natri (xem phan 4.4. Canh bao va than trong Whi st dung).
3. MOTA
Dung dich tiém.
Dung dich trong su6t, khong mau dén mau vang nhat.
pH tir 7-8 va do tham th&u tr 300-500 mOsm/kg.
4. CAC BAC TINH LAM SANG:
4.1. Chi dinh diéu tri:

Héa giai phong bé than kinh co gay ra bdi rocuronium hoéc vecuronium.




B6i véi nhom bénh nhi: chi khuyén ding sugammadex dé hoéa giai phong bé than kinh co théng

thudng gay ra bdi rocuronium & tré em va thanh thiéu nién (2 dén 17 tudi).
4.2. Liéu lugng va céach dung

Sugammadex chi nén dudc diung bdi hoac dudi su giam sat cla bac si chuyén khoa gy mé.
Nén st dung ky thuat theo doi than kinh cad thich hop dé theo déi su hdi phuc ctia phong bé than

kinh ca.
Liéu dé nghi ctia sugammadex phu thudc vao miic do héa gidi phong bé than kinh co.
Liéu dé nghi nay khong phu thudc vao phuong phap gay mé.

Co thé dung sugammadex dé hda gidi cac mirc do khac nhau clia phong bé than kinh co gay ra

bdi rocuronium hoac vecuronium:
Nguoi Ion

Hoéa gidi théng thudng: Nén ding mot liéu sugammadex 4 mg/kg néu su hoéa gidi dat dudc it

nhat 1-2 phan (ng sau co cing (post-tetanic count-PTC) sau st dung rocuronium hodc
vecuronium gay phong bé. Thdi gian trung binh dé hdi phuc ty 1& T4/T; dén 0,9 la khoang 3 phat
(xem 5. 1. Du'oc luc hoc).

Nén dung moét ligu sugammadex 2 mg/kg néu hdi phuc tu phat xuét hién cho dén khi it nhat tai
xudt hién T2 sau st dung rocuronium hoac vecuronium gay phong bé&. Thai gian trung binh dé
hoi phuc ty & T4/T1dén 0,9 la khoang 2 phut (xem 5. 7. Duoe lue hoc).

SU dung nhitng lidu dé nghi nhu trén dé hoa giai théng thudng dan dén thdi gian trung binh dé
hoi phuc ty 1& T4/T; dén 0,9 nhanh hon mét chit khi phong bé than kinh cd bang rocuronium so
vdi vecuronium (xem 5. 1. Duoc lue hoc).

Hoa gidi tirc thi su’ phong b€ do rocuronium: Néu vé mat Iam sang can hoa giai ngay tic thi sau

khi diing rocuronium, nén diung mét liéu sugammadex 16 mg/kg. Khi sugammadex 16 mg/kg
dugc st dung 3 phit sau mét liéu tai rocuronium bromide 1,2 mg/kg, thoi gian trung binh dé dat
dudc hdi phuc ty I& T4/T1dén 0,9 1a khoang 1,5 phit (xem 5. 7. Duoc lue hoc).

Chua c6 dir liéu hudng dan str dung sugammadex dé& hoa giai tiic thi phong bé than kinh co sau
khi dung vecuronium.

Tai st dung sugammadex: Trong trudng hdp ngoai 1€ tai xuat.hjén pho g bé than kinh co sau
phdu thuat (xem 4.4. Canh bdo va than trong dac biét khi st du u khi dung liéu khdi dau

sugammadex 2 mg/kg hodc 4 mg/kg, nén dung lai mét liéu sugammadex 4 mg/kg. Sau ligu
sugammadex th( hai, nén theo ddi bénh nhan chat ché d& dam bao duy tri su' hdi phuc chic

nang than kinh co.
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Tai st dung rocuronium hoac vecuronium sau khi ding sugammadex: Vé thdi gian chd dé tai st

dung rocuronium hoac vecuronium sau khi hoa gidi bang sugammadex, xem phan 4.4. Canh

bao va than trong dac biét khi st dung.

Théng tin bé sung cho nhém bénh nhén dac biét

Suy than:

Da6i véi suy than nhe va trung binh (d6 thanh thai creatinine = 30 va < 80 mL/phit): liéu d& nghi
tuong tw nhu liéu dung cho ngudi I6n khéng bi suy than.

Khong nén dung sugammadex cho nhitng bénh nhan suy than nang [ké ca nhifng bénh nhan
can tham phan mau (dé thanh thai creatinine < 30 mL/phut)] (xem 4.4. Canh bao va than trong
dac biét khi st¥ dung).

Cac nghién clru & bénh nhan suy than nang khéng cung cép théng tin day da vé tinh an toan dé
hé trg cho viéc sl dung sugammadex & nhitng bénh nhan nay. Xem thém phan 5.1. Duoe luc

hoc.

Bé&nh nhan cao tudi:

Sau khi dung sugammadex tai thoi diém tai xudt hién T, sau phong bé than kinh co bang
rocuronium, thdi gian trung binh d&€ hdi phuc ty 1& T«/T: dén 0,9 & ngudi I6n (18-64 tudi) la 2,2
phut, & ngudi cao tudi (65-74 tudi) la 2,6 phut va & ngudi rat cao tudi (= 75 tudi) la 3,6 phut. Mac
du thdi gian hoéi phuc & ngudi cao tudi cé xu hudng cham hon, nén st dung ligu tuong tu nhu
ngudi I6n (xem 4.4. Canh bao va than trong dac biét khi s&’ dung).

Bénh nhéan beo phi:

O nhiing bénh nhan béo phi, lidu d& nghi sugammadex nén dua vao thé trong thuc clia bénh
nhan. Nén st dung liéu tuong tu nhu ngudi I6n.

Suy gan:

DaGi véi suy gan nhe dén trung binh: khong can diéu chinh liéu do sugammadex dudc dao thai

chu yéu qua than.

Cac nghién cttu @ bénh nhan suy gan chua dugc tién hanh. Can than treng khikem xét sir dung

sugammadex & bénh nhan suy gan nang hoac khi suy gan di kém véi roi loan déng mau

(xem phan 4.4. Canh bao va than trong dac biét khi s dung).
Bénh nhi:

D liéu t&r nhém bénh nhi con han ché (chi c6 1 nghién cifu vé su hoda giai phong bé do

rocuronium khi tai xuét hién T»).



Tré em va thanh thiéu nién:

Nén dung sugammadex 2 mg/kg dé hoa giai théng thudng phong bé do rocuronium khi tai xuat
hién T> & tré em va thanh thi€u nién (2-17 tudi). Chua tién hanh nghién clru cac trudng hop héa
gidi thong thudng khac, do dé khéng nén dung thudc cho dén khi cé thém dir liéu.

Chua nghién citu hoa gidi tic thi & tré em va thanh thi€u nién do dé khéng nén dung thuéc cho
dén khi cé thém dit liéu.

C6 thé pha loang Bridion 100 mg/mL thanh 10 mg/mL dé lam tang tinh chinh xac cla liéu dung

cho bénh nhi (xem 6.6. Than trong dac biét khi loai bo va cac xt ly khac).

Tré mdi sinh du thang va tré nho:

Chi co kinh nghiém gidi han vé viéc sir dung sugammadex cho tré nhé (30 ngay dén 2 nam),
chua nghién clru & tré mdi sinh du thang (dudi 30 ngay). Do dé khéng nén dung sugammadex

cho tré mdi sinh du thang va tré nhoé cho dén khi cé thém dir liéu.
Cach dung

Chi nén sir dung sugammadex qua dudng tinh mach véi mét liéu duy nhat tiém truc ti€p. Ligu
truc ti€p nén dugdc tiém nhanh, trong vong 10 gidy vao mét dudng truyén finh mach (xem 6.6.
Than trong dac biét khi loai bo va cac xu' ly khdc). Sugammadex chi dudc st dung dudi dang
tiém truc ti€p mot liéu duy nhét trong cac thr nghiém lam sang.

4.3. Chéng chi dinh
Quéa man vdi hoat chét hodc vdi bt ky ta dugdc ndo (xem 6.7. Danh muc t3 duoc)
4.4. Canh bdo va than trong dac biét khi st* dung

Theo dbi chic nang hé hap trong thoi gian héi phuc:

Bat budc phai hé tro théng khi cho bénh nhan cho dén khi ho hap tu nhién dugc phuc hoi hoan
toan sau khi héa giéi phong bé than kinh ca. Tham chi\khi hdi phuc hoan toan khéi phong bé
than kinh co, céc thudc khac dudc st dung xung quan'h phau thuat cé thé (ic ché chiic

nang hé hap va do do cé thé van can hé tro théng khi.
Cé thé tai xuat hién phong bé than kinh co sau khi rit éng ndi khi quan, nén cung cép théng khi
day dua.

Anh hudng dén su cam mau:

Trong mét nghién cltu & nhitng ngudi tinh nguyén, cac liéu sugammadex 4 mg/kg va 16 mg/kg
dan dén kéo dai aPTT trung binh t6i da la 17% vdi liéu 4 mg/kg va 22% vdi lidu 16 mg/kg va kéo
dai PT (ty s6 chudn hoa quéc t€, INR) trung binh t6i da la 11% vdi lidu 4 mg/kg va 22% vdi liéu
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16 mg/kg. Su kéo dai aPTT va PT (INR) trung binh gidi han nay cé thdi gian ngan (< 30 phat).
Dua trén co sé di liéu 1am sang (n=3519), khong coé anh hudng nao cé y nghia Iam sang cla
sugammadex dung don doc hoac phéi hgp véi cac thuéc chéng dong déi vai ty 1é gap bién

chitng chdy méau quanh phau thuat hoéc sau phau thuat.

Trong mét nghién clu chuyén biét trén 1184 bénh nhan phau thuat dudc diéu tri dong thdi voi
moét thuéc khang dong, da quan sat thdy co su' tang nhe va thoang qua aPTT va PT (INR) lién
quan dén sugammadex 4mg/kg, khéng lam tang nguy cd chay mau cé lién quan dén

sugammadex so vdi liéu diéu tri théng thudng.

Trong céc thi nghiém in vitro bd sung, su kéo dai cta aPTT va PT da dudc ghi nhan déi véi
sugammadex khi phéi hop véi cac thudc d6i khang vitamin K, heparin khéng phan doan,
heparinoid trong luwong phan tir thap, rivaroxaban va dabigatran. Xem xét ban chat thoang qua
cua su kéo dai aPTT va PT gidi han gay ra bdi sugammadex don ddc hodc cling véi nhitng
thudc chdng déng nay, khong chac sugammadex ¢ gay tang nguy co chay mau.

Bdi vi nguy cod chay mau chua dudc nghién clru mét cach hé théng & nhitng liéu sugammadex
cao hon 4mg/kg, can theo doi can than cac thdng s ddng mau theo thuc hanh 1am sang thudng
quy trén nhitng bénh nhéan da biét cé bénh rdi loan déng mau va trén nhitng bénh nhan dang st
dung khang déng dudc diéu tri vdi liéu sugammadex 16mg/kg.

Tai xuat hién phong bé:

Trong cac nghién clfu lam sang trén cac déi tudng dudc diéu tri bang rocuronium hoéc
vecuronium, sugammadex dudc st dung vdi liéu khuyén cao theo d6 sau ctia phong bé than
kinh ca (N = 2022), mét ty 1é 0,20% tai xudt hién phong bé than kinh co da dudc quan sat dua
trén viéc theo ddi than kinh co hodc bang chimng lam sang. Viéc sl dung liéu thap hon so vdi
liéu khuyén céo cé thé dan dén tang nguy co tai phong bé than kinh co sau héa giai ban dau va
khong dudc khuyén cao (xem muc 4.2 Liéu luiong va cach dung va 4.8 Tac dung bét Io)).

Théi gian chd dé tai st dung cac thudc phong bé than kinf\(G§ sali khi héa gidi bang
TN
sugammadex: %

Tai str dung rocuronium hoac vecuronium sau khi héa giai théng thudng (sugammadex dén 4

ma/kg):
Thai gian chd t6i Thudc phong bé than kinh cd (NMBA) va ligu
thiéu dung
5 phuat rocuronium 1,2 mg/kg

4 gio rocuronium 0,6 mg/kg hoac vecuronium 0,1 mg/kg
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Khi rocuronium 1,2 mg / kg dudc tiém trong vong 30 phut sau khi héa giai véi sugammadex, su
khdi dau phong bé than kinh co cé thé bi tri hoan dén khoang 4 phut va thoi gian phong bé than
kinh co cé thé dudc rut ngan dén xap xi 15 phut.

Dua trén mé hinh dudc dong hoc (PK), thdi gian chd dudc khuyén cao & bénh nhan suy than
nhe ho&c trung binh dé tai st dung rocuronium 0,6 mg/kg hodc vecuronium 0,1 mg/kg sau khi
hoa giai thong thudng bang sugammadex nén 1a 24 gid. Néu can thdi gian chd ngan hon, liéu

rocuronium cho su' phong bé than kinh co mdi nén la 1,2 mg/kg.
Tai st dung rocuronium hoac vecuronium sau khi héa giai tirc thi (sugammadex 16 mg/kg):

Dai véi nhitng trudng hop rat hi€ém gap ma co thé can diéu nay, mét thoi gian chd 24 gid duoc
dé nghi.

Néu can phong bé than kinh co trudc khi thdi gian chd dudc khuyén cao qua di, nén st dung
thudc phong bé& than kinh co khéng steroid. Su’ khdi phéat clia thude phong bé than kinh co khdr
cuc c6 thé cham hon so vdi du ki€én bdi vi mét phan dang ké cac thu thé nicotinic sau ché néi

van con c6 thé bi chiém ché bdi thudc phong bé than kinh co.

Suy than:

Khéng khuyén cao st dung sugammadex & bénh nhan suy than nang, bao gém ca nhitng ngudi
can tham phan (xem phan 5. 1. Duoe lue hoc).

Tuong tac do tac dung kéo dai cta rocuronium hoac vecuronium:

Khi céac thudc cé kha nang phong bé than kinh ca duge st dung trong giai doan hau phau thi,,
nén luu y dac biét dén kha nang tai xuat hién phong bé. Xin tham khao danh sach cac thuée cu

thé c6 kha nang gay phong bé than kinh co trong t& thong tin ké toa clia rocuronium hoac

vecuronium. Trong trudng hop tai xuét hién phong bé, bénh nhén“@‘yn théng khi co hoc

va st dung lai sugammadex (xem 4.2 Liéu luong va cdch dung).

Kha nang tuadng tac:

e  Tuong tac do chiém giir:

Do s dung sugammadex, mot vai thuéc co thé tré nén kém hiéu qua do gidm ndng do cla
thudc doé trong huyét tuong (dang tu do) (xem 4.5. Tuong téc thube va cdc dang tuong tac khac,
tranh thai chira hormon).

NéEu tinh trang nay xudt hién, ngudi thay thudc dugc khuyén nén can nhac viéc st dung lap lai
thuéc nay, sir dung thudc co tac dung diéu tri twong duong (t6t nhat 1a st dung nhém thudc
khac) va/hoac nhitng can thiép khéng cé tac dung duoc ly néu thich hop.
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e  Tuong tac do thay thé:

Do st dung mét vai thuéc sau khi dung sugammadex, trén ly thuyét 1a rocuronium hodc
vecuronium co thé bi thay thé ra khoi sugammadex. Cho dén nay tuong tac do thay thé c6 thé
xay ra véi mét vai thude (foremifene va acid fusidic, xem 4.5 Tufong téc thude va céc dang tuong
tdc khac). Két qua, co thé gay tai xuét hién phong bé va khi d6 bénh nhan phai duoc théng khi.
Nén ngiing st dung cac thuéc cé thé gay hién tugng thay thé trong trudng hop truyén finh
mach. Trong trudng hop tién liéu cé kha nang xuét hién tuong tac do thay thé, bénh nhan nén
dugc theo doi chat ché cac dau hién tai phong bé (khodng 15 phut) sau khi str dung dudng tiém
cac thubc khac trong vong 7,5 gid sau khi diing sugammadex.

Gay mé nhe:
Trong cac thd nghiém lam sang, khi phong bé than kinh co dugc héa gidi chti dong gitra chiing,

ddi khi ghi nhan cac dau hiéu cla gay mé nhe (ci dong, ho, nhan nhé, ngdm 8ng ndi khi quan).

Néu hoi phuc phong bé than kinh cad trong khi van tiép tuc gay mé, nén dung thém nhiing ligu
thu6c gay mé va/hoac opioid khi c6 chi dinh 1am sang.

Nhip tim cham dang ké:

Trong moét sé hiém trudng hop, nhip tim cham dang ké da dudgc ghi nhan trong vong vai phat
sau khi sir dung sugammadex dé€ héa giai phong bé than kinh cd. Ca biét c6 trudng hop nhip tim
cham vdi ngirng tim da dudc bao cdo (xem muc 4.8. Tac dung bat loi). Bénh nhan nén duoc
theo d&i chat ché nhiing thay déi vé huyét dong hoc trong va sau qua trinh hoéa giai phong bé
than kinh co. Biéu tri véi cac thudc khang cholinergic nhu' atropine nén dudc ap dung néu cé
nhip tim cham cé y nghia trén lam sang.

Suy gan:

Sugammadex khong dugc chuyén héa hodac thai trir qua gan; do dé khong tién hanh nghién ciu
trén bénh nhan suy gan. Nén hét stic than trong khi diéu tri cho nhitng bénh phan syy gan nang.
Trong trudng hdp suy gan kém theo bénh rdi loan déng mau, xem théng W hudng tdi
su' cam mau.

S& dung trong don vi cham soéc dac biét (ICU):

Chua nghién clru sugammadex & nhitng bénh nhan dung rocuronium hoac vecuronium trong

don vi cham soc dac biét.

St dung dé hda giai cac thuSc phong bé than kinh co khac khéng phai rocuronium hoidc

vecuronium:



Khéng nén st dung sugammadex dé héa giai phong bé gay ra bdi cac thudc phong bé than kinh

co khdng steroid nhu cac hgp chét succinylcholine hoac benzylisoquinolinium.

Khong nén dung sugammadex dé hoa giai phong bé than kinh co gay ra béi cac thuéc phong bé
than kinh co steroid khac ngoai rocuronium hoac vecuronium do khéng co dit liéu vé tinh hiéu
qua va an toan déi véi nhiing thudc dé. DI liéu hién c6 codn gidi han vé tac dung hoéa gidi phong

bé do pancuronium, do dé khéng nén diing sugammadex trong trudng hop nay.

Tac dung hoéa giai cham:

Nhitng bénh kém theo ( tré tuan hoan nhu bénh tim mach, tudi cao (xem 4.2 Liéu luong va
cdch dung vé thdi gian hoa gidi & bénh nhan cao tudi), hoac tinh trang phi thiing (nhu' bénh
nhan suy gan nang) cé thé lam cho thdi gian hoa gidi kéo dai hon.

Phan (ng di U'ng:

Bac si nén chudn bi cho kha nang xuét hién cac phan (ng di (tng (bao gdm phan (ing phan vé)

va co bién phap phong ngira can thiét (xem 4.8 Tac dung bét loi).

Bénh nhan kiéng natri cé ki€m soat:

M&i mL dung dich chita 9,7 mg natri. Mét lidu chita 23 mg natri dudc cho la "khéng chira natri"
(sodium free). Néu can dung nhiéu han 2,4 mL dung dich thi nén can nhac dsi véi nhitng bénh
nhan an kiéng mudi c6 kiém soat.

4.5. Tuodng tac thudc va céc dang tuong tac khac

Thong tin trong phan nay dua trén ai luc gan két gilra sugammadex va cac thudc khac, cac tht
nghiém tién 1am sang, cac nghién clu lam sang va su' moé phong st dung mé hinh, cé tinh dén
tac dung dudc Iuc hoc clia thuSc phong bé than kinh cd va tuong tac duoc déng hoc gilia thude
phong bé than kinh co va sugammadex. Dua trén nhitng dir liéu nay, khéng co tuong tac dudc
luc hoc nao vdi cac thude khac cé y nghia 1am sang dudc du kién, ngoai trir trudng hop sau:

Dai vai toremifene va acid fusidic, khéng thé loai trir tuong tac do thay t héAg co tuong tac
do chiém gilt nao cé y nghia lam sang dugc du' kién).

Khéng loai trir twong tac do chiém gilr doi vdi cac thudce tranh thai chira hormon (khéng cé tuong
tac do thay thé dugc du kién).

Tuong tac c6 kha nang anh huéng dén tac dung cla sugammadex (xem 4.4.Canh bao va than

trong dac biét khi st dung):

Toremifene:

\
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Dai vai toremifene, chat co ai luc gan két cao tuong d6i véi sugammadex va do d6 nong do
huyét tuong cao tuong déi coé thé xudt hién, mét vai su thay thé clia vecuronium hodc
rocuronium tr phirc hop véi sugammadex c6 thé xdy ra. Do d6 cé thé lam cham qué trinh phuc
hoi ty I& T4/T1 dén 0,9 8 mot s6 bénh nhan dung toremifene vao cling ngay phau thuat.

Tiém tinh mach acid fusidic:

Viéc st dung acid fusidic trong giai doan trudc phau thuét cé thé 1am cham mét chit vé su' phuc
hoi ty 1& Ta/T1 dén 0,9. Tuy nhién, khéng du kién tai phat phong bé than kinh cd & giai doan sau
phau thuat, vi téc do truyén acid fusidic trong khoang thdi gian vai gid va ndng dd trong mau tich

Iy trong 2-3 ngay.

Tuong tac cé kha nang anh hudng dén tac dung clia cac thudc khac (xem 4.4.Canh bdo va than
trong dac biét khi su’ dung):

Thudc tranh thai chira hormon:

Tuong tac gitra sugammadex 4 mg/kg va mot progestogen dudc tién doan gay giam néng dé
progestogen (34 % d6i véi AUC) tudng tu’ nhu su suy gidm quan sat thdy khi quén mét lidu hang
ngay thudc tranh thai dudng uéng dudc udng lai sau hon 12 gid, co thé gay giam hiéu qua cla
thuSc. Ddi vdi cac estrogen, tac dung dudc cho la giam it di. Do d6, st dung mét ligu
sugammadex tiém finh mach truc ti€p dugc cho 1a tuong duong voi quén mét lidu hang ngay
cua steroid tranh thai dudng udng (hoac két hop hodc chi cé progestogen). Néu s dung
sugammadex vao cung mét ngay vdi thude tranh thai dudng udng thi tham khdo hudng dan khi
quén thudc trong td théng tin san phdm cla thubc tranh thai dudng udng. Péi véi thudc tranh
thai khéng phai dudng udng, bénh nhan phai st dung thém bién phap tranh thai khéng chira

hormon trong 7 ngay ké tiép va tham khao théng tin san pham.

Tuong tac vdi xét nghiém can lam sang:

Nhin chung sugammadex khéng anh hudng dén cac xét nghiém can lam sang, ngoai trir xét
nghiém progesterone huyét thanh. D3 quan sat thay tuong tac vdi xét ngWhi ndng do
sugammadex trong huyét tuong la 100 pg/ml.

Bénh nhi

Khong tién hanh cac nghién ctiu tudng tac chinh thirc. Nén xem xét nhirng tuong tac néu trén &
ngudi I6n va canh bao trong muc 4.4.Canh bao va than trong dac biét khi st dung khi diing cho

tré.
4.6. Thai ky va cho con bu

Thai ky:

ot iy
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Khong c6 san dir liéu Iam sang vé viéc sir dung sugammadex trong thai ky.
Nhi*tng nghién cltu trén ddng vat khong cho thay tac dung gay hai truc ti€p hoac gian tiép lién
quan dén mang thai, phat trién phoi/thai, qua trinh sinh dé hoac phét trién sau khi sinh.
Nén than trong khi ding sugammadex cho phu nit mang thai.
Cho con bu:
Chua biét liéu sugammadex cé dudc tiét vao sita me hay khéng. Nhitng nghién cliiu trén déng
vat cho thdy sugammadex dudc tiét vao sita. Nhin chung hdp thu cla céac cyclodextrin qua
dudng udng la thap va tién liéu khéng anh hudng dén tré bi me sau khi dung lidu duy nhat cho
ba me dang cho con ba.
Canh bao nén dudc ap dung khi st dung sugammadex cho phu nit dang cho con bu.

4.7. Téc ddng clia thudc khi l&i xe va van hanh may méc
Bridion khéng anh hudng dén kha nang lai xe va van hanh may mac.

4.8. Tac dung bét lgi
Su an toan clia sugammadex da dudc danh gia trén 3519 ca thé chuyén biét trong Co sd dir
liéu an toan gop Pha I-lll.
Trong cac thi nghiém gdp dudi nhém cé ddi chirng véi gia dugc, khi déi tuong nhan gay mé
va/hoac tac nhan phong bé than kinh co (1078 phoi nhiém véi sugammadex so vdi 544 gid
dugc), cac bién cb bat loi sau day xay ra trong 22% d6i tuong diéu tri voi sugammadex va it
nhét gép hai lan so vdi gia dudc:
Phan tram cé thé phoi nhiém nhan gay mé va/ hodc tac nhan phong bé than kinh co trong cac
nghién clru gép pha I-1ll ¢6 d6i chitng gid dudc vdi ty 1& tac dung phu 22% va it nhat g8p hai lan

so vdi gia dugc: y
Sugamma&e M 9:4 dudc
Phan itng bét loi (thuatngir | (N=1078) | (N=544)

Phan loai theo hé co quan dé xuét) % %

Tén thuong, ngd déc va bién ching Bién chitng dudng thd cla 4 7 0

phau thuat gayme o
I . Bién chirng géyimé 3 <1
- e Ha huyét ap trong phau 3 2 |
= thuat
- | Bign chiing phau thuat 2 1
Céc réi loan ho hap, I6ng nguc va Ho 5 i 2
trung that -

Trong cac nghién ctru ldm sang, cac nha nghién clru bao cao cac thuat ngir cho cac bién chirng
do gay mé hoadc phéu thuat dwoc nhém lai trong cac loai bién cb bt loi sau, bao gém:

10




Bién chitng dudng thd clia gay mé:

Bién chirng duding thé clia gdy mé bao gém phan (ing chdng lai 6ng ndi khi quan, ho, giat minh
nhe, phén (ing kich thich trong phau thuat, ho trong qua trinh gay mé hoéc khi phau thuat, thd
d6i khang (su tu thd clia bénh nhan hoac lién quan dén thu thuat gay mé)

Bién chiing gay mé:

Nhiing bién chiing gay mé, biéu hién clia su phuc hdi chifc nang than kinh co, bao gom ctt
déng chi hoac co thé hoac ho trong thdi gian gay mé hoac thdi gian phau thuat, biu hién nhan
mat hoac mut vao 6ng ndi khi quan. (Xem 4.4.Canh bao va than trong dac biét khi st dung

trong gay mé nhe).

Bién chirng phau thuat:

Céac bién chiing phau thuat bao gém ho, nhip tim nhanh, nhip tim cham, ct¥ déng, va gia ting
nhip tim.

M6 ta cac phan tng bét Igi chon loc:

Tai xuat hién phong bé than kinh co:

Trong cac nghién cliu 1dm sang trén cac ddi tuong dugc diéu tri bang rocuronium hodc
vecuronium, sugammadex dudc st dung vdi liéu khuyén cao theo dé sau clia phong bé& than
kinh ca (N = 2022), mét ty 1& 0,20% tai xuat hién phong bé than kinh co da dudc quan sat dua
trén viéc theo ddi than kinh co hodc bang chiing 1am sang (xem 4.4.Canh béo va than trong dac
biét khi st dung).

Phan ¢rng qua man do thudc:

Phan (tng qué man, bao gém ca phan vé da xay ra & mot s6 bénh nhan va ngudi tinh nguyén
(d€ biét thém thong tin vé ngudi tinh nguyén, xem Théng tin vé ngudi tinh nguyén khd€ manh
dudi day). Trong cac thir nghiém lam sang vé bénh nhan phau thuat, nhﬂ'ng/\ hg nay da
dugc bao céo it gap, doi véi cac bao cdo hau mai thi tan suat chua ro. :

Nhitng phan (rng nay thay dGi tir cac phan (ing da riéng |& dén cac phan (ng toan than nghiém

trong (tc la phan vé, s6c phan vé) va da xay ra d nhitng bénh nhan khéng co ti€p xuc trude dé
w

vdi sugammadex.

Céc triéu ching lién quan vdi nhitng phan ting nay co thé bao gom: dé bitng mat, néi mé day,
ban do, ha huyét ap (nang), nhip tim nhanh, sung phi lugi, sung phlu hong, co that phé quan va

bién ¢é tAc nghén phéi. Phan (ing qua man nang cé thé gay tir vong.

Théng tin vé ngu'di tinh nguyén khde manh:
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MGt nghién cttu ngau nhién, mu déi danh gia ty 1& phan (ing qua méan cla thudc trén nhiing
ngudi tinh nguyén khée manh nhan Ién dén 3 liéu 1ap lai cua placebo (N=76), sugammadex
4mg/kg (N=151) hoac sugammadex 16mg/kg (N=148). Cac bao cao nghi ngd qua man duoc
xem xét mu bdi mét hdi dong. Ty 1& phan (ing qua man dudc xem xét 1a 1,3%, 6,6% va 9,5%
trong nhom placebo, sugammadex 4 mg/kg va sugammadex 16 mg/kg tudng (ng. Khéng co
bao cdo phan vé nao sau khi dung placebo hoac sugammadex 4mg/kg. C6é mét trudng hop
phan vé dudc xem xét sau liéu dau tién sugammadex 16mg/kg (ty 1& 0,7%). Khéng cé bang
chirng clia su gia tang tan suat hodc dé nang clia qua man vdi ligu lap lai sugammadex.

Trong mot nghién ctru thiét ké tuong tu trude do, 3 trudng hdp dudc xem xét phan vé, tat ca sau
khi ding sugammadex 16mg/kg (ty 1& 2,0%).

Bién ching thudng gap nhat trén tich hgp cac ngudi tinh nguyén khée manh 1a loan vi giac
(10%).

Nhip tim cham dang ké:

Sau khi luu hanh, cac bao cao déc lap vé nhip tim cham dang k€& va nhip tim cham véi ngiing
tim da dugc ghi nhan trong vong vai phat sau khi tiém sugammadex (xem muc 4.4. Canh bao va

than trong dac biét khi su dung)
Théng tin bé sung trong nhém déc biét
Bé&nh nhan bi bénh phdi:

D{ liéu hau mai va trong mét nghién cltu 1dam sang chuyén biét & nhitng bénh nhéan cé tién s
bi€n chitng & ph&i, da ghi nhan co that ph& quan nhu mét bién cé bat lgi. Cling nhu tat ¢a nhitng
bénh nhan co tién st bién chitng & phdi, bac si nén luu y dén kha nang xuét hién co that phé

quan.

Bénh nhi

Cd sd dii liéu co ban con han ché goi y rang dit liéu an toan cla sugamm@%\(d/?{ 4 mg/kg) ©
bénh nhi la tuong tu nhu & ngudi I6n.

4.9. Qué ligu

Trong nhi*tng nghién clru lam sang, da ghi nhan 1 trudng hop tinh cd qua ligu dung 40 mg/kg ma
khong co béat ky tac dung bat Igi nao. Trong mét nghién clru vé tinh dung nap ¢ ngudi da dung
sugammadex dén 96 mg/kg. Khéng ghi nhan bién cd bét Igi lién quan dén liéu dung ciing nhu

bién c6 bat Idi nghiém trong.

Sugammadex cé thé duoc loai bé bang cach sir dung thdm phan mau véi b loc déng cao (high-
flux), nhung khéng ap dung dudc véi bd loc dong thap (low-flux). Dua trén cac nghién ciru 1am
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sang, nong dé sugammadex trong huyét tuong giam khoang 70% vdi bo loc dong cao sau mét

buéi tham phan 3-6 gid.
5. CAC PAC TINH DUOC LY
5.1. Dudgc luc hoc
Nhom dugc ly tri liéu: Tat ca cac san pham diéu tri khac, ma ATC: VO3AB35

Cd ché tac dung:

Sugammadex & mét cyclodextrin gamma bién d&i va 1a mét Thudc Gan két véi Thude Gian co
Chon loc. N6 hinh thanh mét phirc hop véi cac thude phong bé than kinh co rocuronium hoac
vecuronium trong huyét tuong va do dé lam giam sé luong thudc phong bé than kinh co ¢ san
dé& gan két véi cac thu thé nicotinic tai ché néi than kinh co. Diéu nay dan dén hoéa gidi su’ phong

bé than kinh cd gay ra bdi rocuronium hodc vecuronium.

Tac dung dudc luc hoc:

Sugammadex da dugc dung & cac liéu trong khoang tir 0,5 mg/kg dén 16 mg/kg trong céc
nghién clru vé su phong bé gay ra bdi rocuronium dap (ng véi liéu ding (rocuronium bromide
0,6; 0,9; 1,0 va 1,2 mg/kg, cé va khéng co liéu duy tri) va su phong bé& gay ra bdi vecuronium
(vecuronium bromide 0,1 mg/kg, c6 hoac khdng co liéu duy tri) tai cac thdi di€ém/do séu cla su
phong bé khac nhau. Trong cac nghién clfu nay, da quan sat thdy méi quan hé ro vé ligu dung-

dap ung.

Hiéu qua va d6 an toan trén lam sang:

C6 thé dung sugammadex ¢ mét s6 thdi diém sau khi st dung rocuronium hodc vecuronium

bromide:

Hoa gidi thong thuong - su’ phong bé than kinh co séu:

Trong mét nghién clu then chét, cac bénh nhan dudc phan bé ngau nhién vao nhém

rocuronium hoac nhém vecuronium. Sau lidu rocuronium hodc vecuronium c umg, vao luc co
1-2 phan (ng sau co cling, sugammadex 4 mg/kg hoac neostigmine 70 mcg/kg dudc st dung
theo thir tu ngau nhién. Thoi gian tir Itc bat dau st dung sugammadex hodc neostigmine dén

khi phuc hdi ty 1& Ta/T: dén 0,9 Ia:
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Thoi gian (phat) tr luc st dung sugammadex hodc neostigmine lic phong bé than kinh co séu
(1-2 phan ung sau co cung) sau khi dung rocuronium hodc vecuronium dén khi phuc héi ty 1é
T«/T; dén 0,9

Thuéc phong bé than Ché do diéu tri
kinh ca Sugammadex Neostigmine
(4 mag/kg) (70 mcg/kg)
Rocuronium
N 37 37
Trung vi (phat) 2,7 49,0
Khoang 1,2-16,1 13,3-145,7
Vecuronium
N 47 36
Trung vi (phat) 3,3 49,9 \
Khoang 1,4-68,4 46,0-312,7 <
Hoa gidi théng thuong su’ phong bé than kinh co trung binh:
Trong mét nghién cttu then chét khac, cac bénh nhan dudc phan b8 ngau nhién vao nhom :/‘
4

rocuronium hodc vecuronium. Sau liéu rocuronium hodc vecuronium cudi cling, vao lic tai xuat
hién T, sugammadex 2 mg/kg hodc neostigmine 50 mcg/kg duoc st dung theo th(r tu ngau
nhién. Thai gian tir lGc bat dau sir dung sugammadex hodc neostigmine dén khi phuc hbi ty 1&
T4/T1dén 0,9 la:

Thoi gian (phut) tr ldc su dung sugammadex hodc neostigmine vao luc tai xuat jén /T> sau khi

dung rocuronium hodc vecuronium dén khi phuc hoi ty 16 T«/T: dén

Thuéc phong bé than kinh co Ché d6 diéu tri
Sugammadex (2 mg/kg) Neostigmine (50 mcg/kg)

Rocuronium

N 48 48
Trung vi (phut) 1,4 17,6
Khoang 0,9-54 3,7-106,9
Vecuronium

N 48 45
Trung vi (phat) 2.1 18,9

Khoang 1,2-64,2 2,9-76,2

Su héa gidi phong bé than kinh co gay ra bdi rocuronium bang sugammadex dudc so sanh véi
su héa gidi phong bé than kinh co gay ra bdi cis-atracurium bang neostigmine. Luc tai xuét hién

T,, mét litu sugammadex 2 mg/kg hoac neostigmine 50 mcg/kg dudc st dung. Sugammadex
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dem lai su héa giai phong bé than kinh ca gy ra bdi rocuronium nhanh hon so vdi su' hoa giai

phong bé than kinh co gay ra bdi cis-atracurium bang neostigmine:

Thoi gian (phut) tir lue st dung sugammadex hodc neostigmine vao lic tai xudt hién T2 sau khi

dung rocuronium hodc cis-atracurium dén khi phuc hoi ty 1é T+/T; dén 0,9

Thudc phong bé than kinh co

Ché do didu tri

Rocuronium va sugammadex

Cis-atracurium va

(2 mg/kg) neostigmine (50 mcg/kg)
N 34 39
Trung vi (phat) 1,9 7,2
Khoang 0,7-6,4 4,2-28,2

D6i vdi hoa gidi tue thi:

Thoi gian dé phuc hoi tlr su' phong bé than kinh cd gay ra bdi succinylcholine (1 mg/kg) dudc so

sanh vdi thdi gian dé phuc hoi tir su' phong bé than kinh co gay ra béi rocuronium (1,2 mg/kg)

bang sugammadex (16 mg/kg, 3 phut sau).

Thoi gian (phut) tr luc st dung rocuronium va sugammadex hodc succinylcholine dén khi phuc

hoi Ty 10%

Thudc phong bé than kinh co

Ché db digu tri

Rocuronium va sugammadex

Succinylcholine (1 mg/kg)

(16 mg/kg) /
A 9“1/
N 55 SSU
Trung vi (phuat) 4,2 i
Khoang 3,5-7,7 3,7-10,5

Trong mét phan tich gdp vé thai gian phuc hoi sau day déi véi sugammadex 16 mg/kg sau khi

ding rocuronium bromide 1,2 mg/kg da dudc bao cao:
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Thoi gian (phut) tr luc st dung sugammadex vao lic 3 phut sau khi dung rocuronium dén khi
phuc hoi ty Ié T4/T; dén 0,9; 0,8 hoac 0,7

T4/T1dEn 0,9 T4/T1dén 0,8 T4/T,d€n 0,7
N 65 65 65
Trung vi (phut) 1,5 1.3 1.3
Khoang 0,5-14,3 0,5-6,2 0,5-3,3

Suy than:

Hai nghién clru nhan md so sanh hiéu qua va dé an toan ctia sugammadex & nhitng bénh nhan
phau thuat cé va khéng cé suy than nang. Trong mét nghién cltu, sugammadex dudc ding sau
phong bé than kinh co gay ra bdi rocuronium vao lic cé 1-2 phan Ung sau co ciing (4 mg/kg;
N=68); trong mot nghién cltu khac, sugammadex dudc st dung vao lic tai xudt hién T, (2
mg/kg; N=30). Su phuc hdi tir phong bé than kinh cg 1au hon vira phai d6i véi bénh nhan suy
than nang so vdi bénh nhan khdng suy than. Khdng cé bao céo vé su phong bé than kinh co ton
du hodc tai phat déi vdi bénh nhan suy than nang trong nhitng nghién clru nay.

Anh hu'dng dén khodng QTc:

Trong ba nghién clu lam sang chuyén biét (N=287) véi sugammadex don déc, sugammadex
phdi hop vdi rocuronium hodc vecuronium va sugammadex phoi hop vdi propofol hoac
sevoflurane khéng lién quan vdi su kéo dai khoang QT/QTc cé y nghia lam sang. Dién tam do
tich hop va két qua phan (ng phu clia cac nghién ctiu pha 2-3 hé tro cho két luan nay.

5.2. Dudc déng hoc

Cac théng sé duodc déng hoc cua sugammadex dugc tinh tir téng toan phan ndng doé lién két
khoéng phic hdp va phlc hdp clia sugammadex. Cac yéu td dugc dong ho dd thanh thai
va thé tich phan bé duoc cho la tuong dudng gilra sugammadex lién két W hdp va
phiic hop & nhitng ngudi dudc gay mé.

Phan bé:

Thé tich phan bé trong tinh trang &n dinh cia sugammadex khoang 11 dén 14 lit & bénh nhan
nguai Ién véi chic nang than binh thudng (dua trén phan tich dudc ddng hoc khéng ngan, quy
uwdc). Sugammadex va phirc hop cla sugammadex voi rocuronium khong lién két véi protein

huyét thanh hoac héng cau, nhu da chirng minh trong /n vitro st dung huyét tuong va mau toan
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phan cta nam gidi. Sugammadex thé hién déng hoc tuyén tinh vdi liéu tiém finh mach truc tiép
tr 1 dén 16 ma/kg.

Chuyén hoa:

Trong nhirng nghién clru tién lam sang va lam sang khong thdy su chuyén hda cla
sugammadex va chi thdy bai ti€t qua than dudi dang thudc khong bi€n déi nhu' con dudng thai
trur.

Thai trur:

Nira doi thai trir (1) cha sugammadex & bénh nhan ngudi I6n dugdc gdy mé vdi chirc nang than
binh thudng la 2 gid va dé thanh thai huyét thanh uéc luong khoang 88 mL/phit. Trong mot
nghién clu can bang téng thé (mass balance study) cho thdy > 90% liéu dung duoc bai tiét
trong vong 24 gid. 96 % ligu dung dudc bai tiét qua nudc tiéu, trong doé it nhat 95% dudi dang
sugammadex khong bién déi. Thai trlr qua phan hoac thd qua khong khi chiém < 0,02% liéu
dung. Dung sugammadex cho nhltng ngudi tinh nguyén khée manh gay tang dao thai
rocuronium qua than dudi dang phic hap.

Nhom bénh nhén dac biét:

Ngudi cao tudi va suy than:

Trong mot nghién cltu vé dugc déng hoc so sanh bénh nhan suy than nang véi bénh nhan cé
chirc nang than binh thudng, ndng dé sugammadex trong huyét tuong tudng tu' trong thdi gian
mot gid dau tién sau khi dung thudc va sau dé nong dé giam xudng nhanh hon & nhém ddi
chiing. M ti€p xuc toan bd véi sugammadex kéo dai, dan dén muc tiép xtc cao hon 17 lan &
bénh nhan suy than nang. Nong dé thdp sugammadex dudc tim thdy it nhat sau 48 gid sau khi
dung & bénh nhan suy than nang.

Trong mét nghién cliu thi 2 so sanh cac déi tugng suy than trung binh hodc nang vdi cac ddi
tuwong coé chirc nang than binh thudng, dé thanh thai sugammadex giam dan va.ti2 kéo dai dan
déi véi suy gidm chiic nang than. Su phadi nhiém cao géap 2 va 5 lan tucn%}én cac doi
tugng vdi suy than trung binh va nang. Nong dé sugammadex khéng con dudc phat hién ngoai
7 ngay sau su dung & nhiitng ngudi cé suy than nang.
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Tom tat vé théng s6 dude dong hoc clia sugammadex theo tudi va chiic nang than dudc trinh

bay dudi day:

Céc thdng sé dudc déng hoc dudc du doén

DPac diém bénh nhan dugc chon (CV*%)
Chirc nang than Thé tich phan
Nhéan kh&u Do thanh thai creatinine Do thanh thai | b6 & trang thai | Thdi gian ban
hoc (mL/phut) (mL/phat) 6n dinh (L) thai (gio)
Binh
Ngudi 16n thuding 100 88 (22) 12 2 (21)
40 tudi Suy giam Nhe 50 51 (22) 13 4 (22)
Trung
75 kg binh 30 31 (23) 14 6 (23)
Ning | 10 9 (22) 14 19 (24)
Binh
Ngudi gia thuding 80 75 (23) 12 2 (21)
75 tudi Suy giam Nhe 50 51 (24) 13 3 (22)
Trung
75 kg binh 30 31 (23) 14 6 (23)
Nang 10 9 (22) 14 19 (23)
Thanh thiéu Binh
nién thudng 95 77 (23) 9 2 (22)
15 tudi Suy giam Nhe 48 44 (23) 10 3 (22)
Trung
56 kg binh 29 27 (22) 10 5(23)
Nang 10 8 (21) 1 fl 1729
Binh W
Tré em thudng 51 37 (22) 2 (20)
7 tui Suy gidm Nhe 26 19 (22) 3(22)
Trung
23 kg binh 15 11 (22) 4 5 (22)
Nang b 3(22) 20 (25)

"‘CV: hé s6 bién thién
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Gidi tinh: Khéng thdy su’ khdc biét vé du'oc déng hoc lién quan dén gidi tinh.
Chdng téc: Trong mét nghién cuiu & nguoi Nhat Ban va ngu'or Da tréng khée manh khéng thdy su
khdc biét vé céc théng sé duoc dong hoc lién quan dén Idm sang. Nhdng diF liéu gidi han khéng
cho thdy su khac biét vé théng s duoe déng hoc d nhitng ngudi Da den hodc Ngudi My géc Phi.
Thé trong: Nhifng phan tich du'oc déng hoc quan thé & bénh nhan ngudi Ion va cao tudi khéng thay
moai lién quan vé& mat Iam sang gitta dé thanh thai va thé tich phan bé vdi thé trong.
5.3 DU liéu an toan tién Iam sang:
Céc thir nghiém tinh gay ung thu chua hoan thanh dua ra khuynh hudng st dung liéu don
sugammadex va cho thdy khéng cé kha nang gay ngd doc gen.
Sugammadex khong lam suy giam kha nang sinh san nam hay ni@ trén chuét & ligu 500
mg/kg/ngay chi€m khoang hon 6 dén 50 lan su phoi nhiém toan than so vdi phoi nhiém clia con
ngudi & mic do liéu khuyén cdo. Hon nita, khong cé thay déi vé hinh thai ctia co quan sinh duc
nam va ni' da dugc ghi nhan trong cac nghién cliu doéc tinh 4 tuan & chudt va ché.
Sugammadex khdng gay quai thai & chudt hay tho.
Sugammadex dudc thai trir nhanh chong trén cac loai vat thir nghiém tién 1am sang, mac du tén
du sugammadex dudc quan sat thdy trong xuong va rang cla nhitng con chudt chua trudéng
thanh. Cac nghién ctu tién Idam sang & ngudi I6n tré tudi va nhitng con chuét trudng thanh
chitng minh rang sugammadex khéng anh hudng xdu dén mau rang hoac chat lugng xuong,
cdu tric xuong, hoac chuyén héa xuong. Sugammadex khéng cé tac dung trén slra chita gay
xuong va tai tao xu'ong.
6. Céc dac tinh cla thudc:
6.1. Danh muc ta duoc:
Acid hydrocloric 3,7% va/hoéac natri hydroxyd (dé€ diéu chinh pH).
Nudc céat pha tiém.
6.2. Tinh tuong ky:
Khéng nén tron 1an thudc nay véi cac thudc khac ngoai trir nhitng thudc OF ngu trong phan
“6.6. Than trong ddc biét khi loai bo va xu' ly khac’. Ba ghi nhan tinh tiarg ky vat ly véi
verapamil, ondansetron va ranitidine.

6.3. Handung

3 nam ké tir ngay san xuét.
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Sau lan dau tién md thudc, da chiing minh tinh 6n dinh vé mat Iy hoa clia dung dich pha loang
trong thoi gian st dung la 48 gid tai 2°C dén 25°C. Theo quan di€m vi sinh, nén st dung dung
dich da pha ngay tirc thi. NEu khéng st dung ngay, thoi gian va diéu kién bao quan trude khi sir
dung la trach nhiém cta ngudi st dung va thudng khong qua 24 gio tai 2°C dén 8°C, trir khi
dung dich dudc pha trong diéu kién vo khud@n dugc thdm dinh va kiém tra.

6.4. Baoquan
Bao quan dudi 30°C. Khéng dong da.

Bao quan tranh anh sang. Néu khéng thé bao vé tranh anh sang, lo thuéc phai st dung trong

vong 5 ngay
Piéu kién bao quan cho dung dich da pha, xem 6.3 Han dung.

6.5. Ban chéat va dung lugng clia bao bi

Lo thay tinh loai | s&t dung mét lan dudc déng bang nat cao su chlorobutyl mau xam véi nap

/

(crimp-cap) bang nhém va miéng bit bat (flip-off).
Nut cao su cda lo khéng chira latex.

Hop chira 10 lo 2 ml hoac 10 lo 5 mi.

TUQ.CUC TRUONG
P.TRUONG PHONG

Bridion co thé tiém cung dudng truyén dang s dung dé€ truyén finh mach cac dung dich sau:
natri chloride 9 mg/mL (0,9%), glucose 50 mg/mL (5%), natri chloride 4,5 mg/mL (0,45%) va
glucose 25 mg/mL (2,5%), dung dich Ringers lactate, dung dich Ringers, glucose 50 mg/mL
(5%) trong natri chloride 9 mg/mL (0,9%).

Pudng truyén nén dudc xa tréi day da (nhu véi natri chloride 0.9%) gilra cac lan tiém cla
Bridion va cac thudc khac. |

Khi diing cho bénh nhi cé thé pha loang Bridion bang dung dich natri chloride @\mg/mL (0,9%)
dé tao thanh ndng dé 10 mg/mL (xem 6.3. Han dung).

Nén loai bo phan thudc khéng str dung hoac chat thai tuan theo qui dinh cla ting dia phu

San xuét bdi: Patheon Manufacturing Services LLC, 5900 Martin Luther King Jr. Highway,
Greenville, 27834 North Carolina, USA (My)
Déng gdbi bdi: N.V. Organon, Kloosterstraat 6, 5349 AB Oss, The Netherlands (Ha Lan)
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