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Tai liéu thong tin thudc

RYZO0DEG

RYZODEG FlexTouch® 100U/mi

Insulin hon hgp hoa tan
bao gom 70% insulin degludec va 30% insulin aspar

KHOI PAU
e Bénh nhan dai thdo dudng tip 2: Téng liéu khdi dau hang ngay dugc khuyén
cdo 1a 10 don vi theo céc bira an, sau d6 diéu chinh liéu theo tirng bénh nhan

e Bénh nhan dai thao dudng tip 1: Liéu khdi dau dugc khuyén cao cua Ryzo-
deg® 13 60-70% clia téng nhu cau insulin hang ngay.
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Tai lidu c6 2 trang. Théng tin chi tiét san phdm xem trang 2.
@ S6 Gidy xac nhén ndi dung thong tin thudc cia Bo Y té.../XNTT/...,
ngay... thang ... ndm ...
# Ngay in tai liéu: xx/x¢/xxxx
novo nordisk Tai liéu tham khao: 1. Théng tin ké toa Ryzodeg® FlexTouch® 100 U/ml.




THONG TIN KE TOA

Ryzodeg® ElexTouch® 100 U/ml. Dun iem
tiem bom san thudc. Thanh phan dinh tinh va dinh ludng: ™1 m|
tiyn% dich chifa 100 ddn vi insulin degludec/insulin’ aspart* theo ty
I& 70/30 (tugng dugng vai 2,56 g insylin degludec va 1,05 mg
ifsulin aspart). 1 but tiem bdm san thudc chifa 300 dan vi' insulin
degludec/insulin aspart trong 3 ml dung, dich. * budc san xuat frong
nam men Saccharomyces cerevisiae bang ky thuat DNA tai t6 hgp.
Dang bao ché : Dung dich tiém (FlexTouch®" Dung dich trong suat,
khong mau, trung tinh. Chi dinh diéu tri: Diéu Tri bénh dai thao
dyong ¢ ngudi I6n, thiéu nién va tré em tir 2 tudi tro [én. Liéu Ivdng
va cach dung: Pudng dung: Ryzodeg® chi tiém dydi da. Lieu
lugng: Ryzodég® co the dugc dung mot 1an hoac hai,lan moL_n&ac_y
V@i cag bira an chinh. Khi can thiét, bénh nhan co thé thay ddj thoi
ian su dung mien la Ryzodeg® ,du’cjg dung vdi bifa an I6n nhat khj
ung 1 Jan/ngay. O bénh nhan dai thao ﬂU‘Mn%_gp 2, Ryzodeg®co the
dudc dupg dan dog, phoi hgp vai cac thuoc dieu tri dai thag dutng
dang uQng va phol hdp vdi :nsuhnmnhanh,(I;oolus).Tr,ong bénh dai
thao dudna tip 1, Ryzo %g@,dtrqg phaoi hgp véi insulin tac dung ngan/
insulin ta¢ dung nhanh & cac bita an con lai. Linh hoat vé thdi gian
dung thugc: ‘Rg'zoge ® cho_phep linh hoat vé thdi gian su dun
insulin mien la thudc duge dung vdi cac bira an chinh. Néu quén mo
lieu Ryzodeg®, bénh nhan co thé dyn% lieu da quén vdi bifa an chinh
tiep, theo cua ngay do va sau do tiep tuc Lgcl':_“trmhndungﬂthuoc thong
thudng. Bénh nhan khong dugc dl;l_n% mot ligu thém dg bu cho lieu
da quén. Khgi dau: Benh phan dai thao dudng tip 2:,Ton§ lieu khai
dau hang n aYMderc khu&/en cao la 10 ddn vi thep cac bla an, sau
do dieu chinh Jiey theo tiing bénh nhan, Bénh nhan dai thao dudng
tip 1: Lieu khai dau dudc khuyén cao cia Ryzodeg® la 60-70% cua
tong nhu cau insulin hang ngay. Cburen sang tu nhifng insulin
khac: Khuyén cao theg doi ¢ a{ ché glucose tro,n% thdi gian chuyén
doi_va trong nhiing tuan sau do. Bénh nhan dai thao dudng ftip 2:
Nhitng benh nhan chuyén sang t "insulin (nen) tac du_n% ?geo dai
hoac jnsulin pha tron sén (2 pha) dung 1 lan/ngay co thé dudgc
chuyen doi sang Ryz_pde?'j‘) 1 1an/ngay hoac 2 lan/ngay vgi cun
tong lieu insulin nhu tong fiéu insulin'hang ngay trudc day cua ben
nhan. Nhitng bénh nhan chuyén, sang td insulin igne_n)mtac dung kép
dai/insulin tac dung nhanh chuyén sang Ryzodeg® sé Can chuyén doi
liey dung dua trén nhu cau cla tirng bénh nhan. Noi chung, bénh
nhan dugc bat dau liéu theg sé dan vi ¢ua insulin (@ner‘? tac dung keo
dai. Bénh nhan dai thao dugng tipl: Lieu Ryzodeg® dugc khuyén cao
Ia 60-70% cyia tong nhu cauinsulin hang ngay phoi hgp vdi insulin
tac dung nqgn/msu in tac dung nhanh dcac bua an con lai, sau_do
dieu chinh Tieu theg tu‘n% bénh nhan. Cac nhom bénh nhan dac
biét: Nguoi cao tyoi (= 65 tudi); Ryzodeg® co thé dugc si dung o
bénh nhan cao tupi. Can tang cudng theo ddi glucose va dieu chinh
liey insulin theo tung bénh nhan. Su?;;han va suy gan: Ryzodeg® co
thé dugc stf dung d bénh nhan suy than va bénh nhan suy gan. Can
tang cudng theo doi glucose va died chinh lieu, insylin theo tung
bénh nhan. Nhom bénh nhan fre em; Ryzodeg®co the dudc sy dung
d thi€u nién va treé em tir 2 tudi tré Ién. Ryzodeg® nén dydc su dung
than trong ddc biet & tré em tor' 2 dén 5 tuoi bdi vi dif lieu lam sang
chi ra rang co nguy cd ha ducdng hup;t cao @ tré em & nhom tudi nay.
Cach dung: R¥zodeg‘,@ chi ding tiem dudi da vung thanh bupg,
phan trén canh tay hodc dui. Nen ludn thay doi vi tri tiem tron(g urég
mot vung tiém de g[gam nguy ¢d loan dudng md. Ryzodeg® dudg
dang trong mot but Tiem bém san thudc ﬁlex ouch®) dugc thiét ke
dg st dung vdi kim tiém NovoFine® hpac NovgTwist®. Byt tiém bom
san_thudc_ cung cap 1-80 dgn vi, v0i cac_nac moi nac, 1 don vi.
Chdng chi dinh: Qua man vai hoat chat hodc vai bat ky ta dudc nao
cua thugdc liet ké trong Danh muc ta dudc. Canh bao va than trong
dac biét_khi_su dung. Boc ky hudng dan su dung trudc khi
dung. Néu can thém thong tin, xin hoi y kién bac si. Thudc
nay chi dung theo ddn cua bac si. Ha dudng huyéet: Bo mo} bifa
an hay luyén tap the luc gang su’c,”khqngngo ké hoach cg thé dan
dén ha dudng huyet. Ha dugng huyet co the xay ra neu ligu insulin
qua cao, so voi nhu cau insylin. Cling nhu vdi cgc san pham insulin
(nén) tac dung kéo dai khac hodc cac san pham insulin co thanh
Rnan nen, tac dung keo daj cua Ryzodeg® co the lam cham sy phuc
10i sau ha dudng huyet. Tan%gu'dnﬁahuyet: Viec diéu tri khong du
lieu va/hodc khdng lién tuc g'bénh phan can dung insulin co thedan
den tang dudng huyét va co,kha nang gay nhiem toan ceton daq dai
thao dugng. Hon nifa, cac benh ly di ' kem, ddc biét la nhiem trung,
co thé dan, dén tang dudng huyeét va do do'lam tdng nhu cau_insulin.
Nhifng friéu ghu‘n(_i( nay bao gom khat, tiéu nhieu Ian, buon non,
non, buon ngu, dakho do, khd mlen&?, mat su' ngon miéng va hai thc
co mui acefon. Trong dai thao dudng tip I, cac truong hgp tang
dudng hugg’; khong dudc diéu tri cudi cung sé dan dén nhiém toan
ceton do dai thao %u’dng, co kha nang gay tu,vong. Chuyén sang
t nhirng san pham insulin khac: Khi chuyén béph nhan sang sir
dung loar insulin_khac, nhan_hiéu insulin khac hodc nha sap xuat
khag phai thuc hién dugi su giam sat y te chat ché va co thé dan dén
sy’ can thiet thay doi lieu dung. Két hgp thiazolidinedione va cac
thuoc insulin: D3 _co bao cao ve_cacuru‘qG? hop suy tim khi dung
thiazaolidinedione két hdp vdj insulin, dac biét g nhiing béph nhan cd
cac yéuy to nguy co tién trien suy tim. Can phai nhd dieu nay néy
xem xét diéd tri két hgp thiazolidinedione vdi Ryzodeg®. Neu su
dung két hgp, ?haa theo doi bénh nhan vé cac day hiéu va triéu
cht.rndq cua syy tim, tang can va_phu. Nén ngting st dung thiazali-
dinedione_néu xay ja bat ky triéu chiing xau nao v& nguy cd tim
mach. Roi loan mat: Liéy phap insulin tang cudng vdi sir cai thién
dot ngot ve kiem soat duong huyét co the ién quan véi bénh vdng
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mac do dai thao dudng xau di tam thdi, tron? khi viéc cai thién kiém
soat dudng huyet dai han Ia,mﬁlam“nguy cd fién trién cua benh vong
mac do dai thao dLrgngt_]‘ran nham lan do vo y: Bénh nhap phaj
dudc hugng dan luon kiém tra nhan insulin trudc moi lan tiem de
tranh nham_lan gilta Ryzodeg® va cac san_pham insulin khac do vo
g. Vi va&a yéu cau doi véi bénh nhan tu tiém |a ho co thé doc dudc
udng dém liéu trén but tiém. Nhing bénh nhan bi mu hoac cp thi
Iuc kém phai dugc hudng dan dé luon nhan dudc su giup dd/ho trd
tlr mot ngudi khac ¢o thi lyc tot va dugc huan luyén su’ dung dung
cu tiém insulin. KhanE thé khang insulin: S dung insulinco the
ay ra su hinh thanh khang thé khang insulin, Trong nhiing trifong
dp hiém gap, sy hiep dién cua khang the khan%m,sullnuco the doli
hot phai dieu chinh lieu insulin dé dieu chinh xu hudng tdng dudng
huyeét hodc ha @u’dnﬁ huyét. Tudng tac vai cac thugc khac va cac
dang tuong tac khac: Nhitng, chat sau day co thé lam giam nhu
cau insulin; Cac thuoc chong dai thao dudng dang uonﬁ chat dong
van thu thé GLP-1, chat (c ché monogmine oxidase ( AOI), thude
chen beta, chat Ug ché enzyme chuyen an%}otgnsm (ACE), salicy-
late, cac steroid dong hoa va sulfgnamide. Nhitng chat sau day co
the fam tang nhu cau insulin; Thuoc traph thai dang uong, thiazide,
%Llucocortlcmd, hormone tuyén giap, chat glo,n% gjao cam, hormone
a he che lap cac triéu

n trUdndg va danagzol. Thuoc chen beta co6 e 8
ching ha dudng huyet. Octreotide/lanreotide co the lam tang hoac
lam giam nhu cau insulin. Rugu co the lam tdng hodc lam giam tac

dung ha dudng huyét cua insulin, Kha nang sinh san, phu nif co
thai va cho con bu. Phu nif co thai: Khong co kinh_nghiém lam
sang vé viec st dung Ryzodeg® ¢ phu n’ mang thai. Cho con bu:
Chuia co kinh nghiém lam sang, vé viéc st dungd Ryzodeg® trong khi
cho con bu, Kha nang sinh san: Cac nghién cuu vé sinh san trén
dgn% vat vdi insulin degludec khong cho thay bat ky tac dung bat Igi
nao tren kha n,an:_:ksmh san. Tac dong trén kha nang lai xe va su
dung may moc: Kha nang tap trung va phan Ung cua bénh nhan co
the bi sur'_gJarn do hau qua cla ha dudng huyét, Dieu nay co the gay
ra nguy hiem trong nhitng tinh hudng ma nhiing kha nang nay ¢o
tam quan trong dac biét (nhu dang 1aj xe hay dang van hanh may
mac). Tac dung khong mong mudn: Tom tat vé dir liéu an
toan: Phan uhg phu da dugc pao cao thudng gap nhat trong gua
trinh digu tri Iaﬁha_ﬁchfn%huygt. Bang danh muc cac_phan 'ng
phu. Rai loan hé mién dich: Hiém gap - Qua man, Noi me day: Phan
ung di Ung cd,thé xay ra khi dung cac ché pham jnsulin. Phan un
di img dang turc thi vdi chinh ban than insulin hodc ydi cac fa dugc
cg kha nang de doa_tinh mang. Vai Ryzodeg®, da cd bao cao higm
gap ve ,ctua man (biéu_hién hang su'ng [uBi va moi, tieu chay, buon
non, ME&t moi va ngua) va noi me daK. Rgi loan chuyén hoa va din
dyGng: Rat thudng gap - Ha dudng huyet: Ha dudng ]
xay ra npeéu lieu ipsulin qua cao, so vdi nhu cau jnsulin, Ha, dydng
huyét nang_co thé dan deén bat tinh_va/hodc co giat ya co the gay ra
suy chu'c nang nap tam thgi hay vinh vién hodg tham chi ti"vong,
Cag triéu ching,cla ha dudng huyét thudng xuat hién dot ngot, co
thé bao gom do mg hdi lanh, da xanh tai va lanh, mét moi, bon
chon hoag run, lo au, met hoacdvgu bat thudng, [G lan, kho tap
trung, buon ngu, doi dit doi thay dai thj luc, nhic dau, buon non va
danh trong nquc. Réi loan da va mo dudi da: Khong ro - Loan dydng
ma: Loan dudng md (bao gom phi dai mo md, teo md, m@) co the
xay ra tai cho tiém, Thay dai lien tuc vi tri tiém irong‘ mot vung tiem
nhat dinh co thé gidp lam giam nguy cg ga;lg cac phan u’n%n‘ay. Roi
loan tpan_than va tinh trang tai cho tiem: Thudng gap - Phan Ung
tai cho tiém: Phan (ng tai cho tiem (bap gom khoi ty mau tai cho
tiem, dau, xuat huyét, ban do, cuc u nho, sung, da doi mau, ngu‘a,
cam %lac nong va khai tai cho tiém),xay ra d phting bénh nhan dugc
diéu Tri bar(]jg yzodeg®. ,Nhyn? phan ung nay "terdng.nhe, thoang
ua va thudng mat di khi tiép tuc diéu tri. It gap - Phu ngoai bien.
hom bénh nhan tré em: DO ap toan va hieu qua chua dudc
nghiénNhom bénh nhan tré em: Bg an toan va higu qua dudc chimg
minh trong th nghiém & tre em tU 2 dén 18 tudi. cuu & tre em va
thiéu nién. Cac nhom bénh nhan dac biét khac; Dya tren ket qua tu
cac thi nghiém lam sar:jg,‘taq suat, loai va do ngrégbgua cac phan
'ng phu da quan sat dudc ¢ bénh nhan cao tuoi va d benh nhan su
than_hodc suy gan khdng chq thay bat ky su’ khac biét nao vai kinh
n%h,lem rong hon ¢ nhom dan so chupg. T;hon?I bao chohac si
nhifng tac du_n%:_khon mong muon gap E ai khi sir dy
thuoc. Cac dac tinh dudc ly: Ryzodeg® co khdi phat ta¢
nhanh, xay ra ngay sau khi tiem do thanh phan ,cu\n%,ca(f 1%
theo, bita an, trang khi d¢ thanh phan insulin nénco ve fac dung
daivai_dudng biéu dién bang phang va on dinh, cung cap lien t
nhu cdu insulin gitta cac bla an (insulin neén) . Thai gian jtag d
cua mot lieu dgn Ryzodeg® la hon 24 gll(d._Ha_gn dung: 30,ths
tir ngay san xuat, Than trong dac biét khi bao quan;, Tr
d‘ungf lan dau: Bag, guan trong U lanh (2°C - 8°C), be xa
lamTanh. Khéng dg dong lanh. Bay nap but tiém de tranh anl
Say khi str dung lan_dau hoag mang theo du phong: Sa
the dugc bao quan t6i da 4 tuan. Khong bap cg.l,an trén 30°C, Cot
bao quarl,tron%_tu lanh (2°C - 8°C). Pay nap but tiém dé tranh anh
sang. Pé xa tam tay va tam nhin cua tre em. Khéng dung
Ryzodeg® FlexTouch® 100 don vi/ml qua han st dung da in
trén bao bi. Tinh chat va dung ludng cua bao bi dong goi: Ong
thuoc\(thu% tinh loai 1) chua 3 ml dung dich vdi mat piston ?hqlobu-
tyl) va mot put chan (halgbutyl/polyisoprene) chira trong mot but
tiém bdm san thudc da lieu dung roi bo Jam bang polypro&:ylene.
Quy cach déng %ou Hop 5 but tiem bom san thuoc.”S Novo Nordisk
A/S. Novo Allé. DK-2880 Bagsveerd. Dan Mach
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