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Tai liéu thong tin thudc

| ﬂﬁwNi@@Mﬁ@ FlexTouch® 100U /ml

Insulin hon hop hoa tan
bao gom 70% insulin degludec va 30% insulin aspart !

éu cd 4 trang. Thong tin chi tiét san pham xem trang 4.
S6 gidy xac nhéan ndi dung thong tin thudc cltia BO Y té .../XNTT/...,
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ngay... thang... nam...
® Ngay in tai liéu: xx/xx/x00x
novo nordisk Tai liéu tham khao: 1. Thdng tin ké& toa Ryzodeg® FlexTouch® 100 U/ml. 1




Tai liéu thong tin thuodc

Ryzodeg® - Insulin hoa tan bao gom insulin degludec va insulin aspart

diéu tri bénh dai thao dudng & ngudi Ién !

30% Insulin aspart
(insulin lién quan bita an 8
tac dung nhanh)

(0}

Insulin degludec
(insulin nén
tac dung réat dai)

Tdc do truyén glucose
(mg/kg*phut)
N

N

i Thai gian tac dung cia mot liéu don Ryzodeg® hon 24 gid )

— Ryzodeg® 0,8 U/kg

Tac dung nhanh, xay ra ngay sau khi tiém
do thanh phan cung cap insulin theo bita an

"o

Thdi gian ké tir khi tiém (gi&)

; A
Ryzodeg® c6 thé dugc diing mét [an hodc hai Ian méi ngay véi cac bira dn chinh. 3/ feod§
Ryzodeg® cho phép linh hoat vé thdi gian sif dung insulin mién 1a thudc dugc diing véi cac bita dn chinh




Tai liéu thong tin thudc

Lieu lugng:

KHO'I PAU

e Bénh nhan dai thao dudng tip 2: Tong liéu khdi dau héng ngay dudgc khuyén
cao la 10 don vi theo cac bira an, sau dé diéu chinh liéu theo tirng bénh nhan

e Bénh nhan dai thao dudng tip 1: Liéu khdi dau dudc khuyén cao clia Ryzo-
deg® la 60-70% cua téng nhu ciu insulin hdng ngay.

o/

CHUYEN SANG TU NHUNG INSULIN KHAC

e Bénh nhan dai thao dudng tip 2:

Tt insulin nén hodc insulin pha trén san: Téng liéu insulin nhu
téng liéu insulin hang ngay trudc ddy cua bénh nhén.

T insulin nén/insulin tac dung nhanh: Bénh nhan dugc bat dau
liéu theo s6 don vi insulin nén

e Bénh nhan dai thao dudng tip 1: Liéu Ryzodeg® dudc khuyén
cdo la 60-70% culia téng nhu cau insulin hdng ngay. —

appeot?

Ryzodeg® dudc diéu chinh liéu theo nhu cau tirng bénh nhan

RYZO0ODEG




THONG TIN KE TOA -

Ryzodeg® FlexTouch® 100 U/ml. Dung dich tiém chifa trong but tiém bdm sdn thudc. Thanh
w an dinh tinh va dinh lugng: 1 ml dung dich chifa 100 dan Vi insulin degludec/insulin mmmmﬂ*
heo ty e 70/30 Q:Q:_m dudng vdi 2,56 mg insulin degludec va 1,05 Bmw_:mc__: mm%.m_‘c. but
tiem bgm san thugc chra 300 ddn vi insulin degludec/ingulin m;m_um;,qoﬁu ml mE:% ich. * Bugc
san xuat trong nam men Saccharomyces cerevisiae hdng ky thuat DNA tai to h w Dang bao
ché : Dung dich tiém (FlexTouch® _u:mm.n__ny trong sudt, khong mau, trung tinh. Chi dinh diéu

nguai

tri: Diéu tri bénh daj thao dudng & & thiéu nién va tre em tuf 2 tudl trd |én. Lieu _:%-wa thé gay ra su hinh thanh khang the khapg insulin. .:o_%, nhiing
va cach dung: @:.q:m;n::c." yzodeg® chi tiem dudj da. Liéy _:Q:,m“ Ryzodeg® co the dudc diep cla khang thé _%m:ﬁ insulin cé_the doi_hoi phai diéu chin
dung mot Ian hodc hailap moi ngay vdi cac bifa an chinh, Khi can thiet, benh nhan co ﬁ:m.n:mm hudng tang dudng huyét hoac ha dudng hyyét. Tudng tac v
doi thai ‘gian st dung mien la Ryzodeg® dugc dung vdi bita dn I8n nhat khi dung 1 _ms\:.mmm"s tugng tac khac: Nhiing ghat sau day cg the |
bénh nhan dai thao dudng §ip 2, Ryzedeg® co the dugc n_c:mfaq: aon:w_.a_ hop vdi cac thudc digu  dudng dang ugng, chat'dong van thu thé GLP
tri dai thao dudn a@:f&o:m \ %:o_ hap vdi insulin nhanh (bolus).Trong benh dai thao dudng chen beta, chat Uic che enzyme chuyen, angio
tip 1 w<Noamm_@ ugc phoi hap vdi insulin tac dung ngan/ insulin tac dung nhanh d cac bita an  sulfonamide. Nhifng chat sau day co the lam tan
con lai. Liph hoat vé thdi gian dung thuoc: mﬁcn_.mﬂ cho phép linh hoat vé thdi m_m:,mq dung thiazide, .m__cmonon_no_P hormone tuyén giap, chat gion ;
insulip mién la thudc dudc dung vai cac bira an chinh. Neu quén mat lieu _wkmonmw bénh nhan danazpl, Thudc chep beta co thé che |gp cac trieu chiing ha dudng huyeét. O
co the dung lieu da quén véi bira an chinh ti€p theo cua ngay dg va sgu do tiep tuc ich trinh 9:% co the lam tang hodc lam gia ]
thudc thong thudng. Bénh nhan khong dudc dung mot Iiéu thém dé bu cho liéy dd quen. Khdi  ha dugng huyet cua insulin. Kha nang sin
dau: Bénh nhan dai thao dudng tip 2:Tong lieu khdi dau hang ngay dudc khuyen cdo la 10 dgn thai: Khong co kinh nghiém lam sang ve vieg
vi theo cac bifa an, sau do died chinh lieutheo E:% bénh nhan. Bénh nhan dai thao dudng tip bu: Chua co kinh nghiem lam sang vé viéc sy’ dung Ryzode
1: Liey khdi dau dudc khuyén cdo cua Ryzodeg? la 60-70% cua tong nhu cau insulin hang ngay. sinh san: Cac nghién clru vé sinh san trén dong vat vai in
Chuyén sang tir nhirng insulin khac: Khyyén cdo theo doi chat ché glucose trong thdi gian tac nc:w_ bat Igi nao trén kha nang sinh san. Tac dong trén kha nang |
chuyén dai va trong nhirng tuan sau do. Benh phan dai thao ducng tip 2: Nhitng béph nhan mac: Kha nang tap trung va phan ung cua bénh nhan co the
nccﬂ@: sang ttr ipsulin (nén) tac dung kég dai hoac insulin pha tron san (2 pha) dung 11an/ngay dydng huyét. Diéu nay cd the ra nguy hiém trong nhin
cg the dudcchuyén doi sang Ryzodeg® 1 _m:\:mm< hoac 2 [an/nga <q_>nc:ﬂ8_.,ﬁ liéd insulin bt co tam quan trong dagc bigt (Ahu dang lai xe hay dang va
tong liéu insulin hang ngay trudc day cua benh nhan. Nhifng benh nhan chuyén sang,tt ipsulin  mong muon: Tém tat ve dif li¢u an toan: Phan n
(nén) tac dung xmo;am_m_.:m:,_s tac dung nhanh chuyén sang Ryzodeg® sgé can ns:_.:mm: doj lieu tropg qua trinh dieu tri la ha dudng huyet, B dan
dung dua tren'nhy cau cua E:&Acmzr_a:ma. Noi ngczmrcm:v nhan dudc bat dau lieu theo so don  mien dich: Hiém gap - ay:, |
vi clg insulin (nén) tac dung kéo dai. Benh nhan dai thao, dudng tipl: Lieu, Ryzodeg®, dudc m:qac_:mc__:. Phan (n LV
khuyén cao la 60-70% cua tdhg nhu cau insulin hang ngay phdi hdp Vdi insulin téc dung ngan/in- kha nang de doa tinh ma , da, ¢
sulin tac_dung nhanh & cac bifa an con laj, sau do djeu chinh lieu theo ting bénh nhan. Cac sung ludi va moi, tieu cha
nhom bénh nhan dac biét: Ngudi cag tudi (2 65 tugi): Ryzodeg® co thé dugc su dung d benh dinfi dung: Rat thu ) a dur
nhan cag tudi. Can tang cuong theo doi glucose va dieu chinh lieu insulin theo tung bénh nhan. qua cao so vai nhu ca . Ha dudng huyét n
Nhém bénh nhén tré em: Ryzodeg® co the dudc su dung d thi€u pién va tre em tU 2 tudi trd |én. co the m.n_..w. ra suy ¢hlc nang ndp tam thoi hay vinh vig
Ryzodeg® nén dugc s dung than trong dac, biét &' tré em tir 2 ¢fén 5 tugi bdi vi dif liéu 1am sang  cua ha dudng huyét thudng xuat hieén dot ngot, cg thé b
chi ra rang co nguy co ha aﬁaswsc,‘mﬁ cao d tre em d nhom tuoi .:mx_;nmn_.,_ dung: Ryzodeg® chi lanh, met moj, bon chan hoac run, lo au, mef mown yeu
diing tiém dudi da vling thanh bung, phan trén canh tay hoac dui, Nén luon thay doi vi trj tiem ngu, doi'dir doi, thay doi thi lug, nhirc day, buon non va da
trong cung mot viung tiem de m_m:._ nguy cd loan dugng md. Ryzodeg® dugc dong trong mat but da: Khong r - Loan dugng md: Loan dugng md (ba
tiém bam sap thudc (FlexTough®) dudc thiét ke de sir dung vdi kim tiém NovoFine® hodc NovoT-  ra tai cho tiém, Thay doi lien tuc yi tri tiem trong
wist®, BOt tiem bom san thudc cung ¢ap 1-80 don vi, vdi cac nac moi nac 1 don vi. Chéng chi nguy cd gap cac phap ng nay. Rai loan toan than
dinh: Qua man vdi hoat chat hoag vdi bat ky ta dugc nao cua thudc liét ké trong Danh muc ta Uhg tai cho tiem: Phan Ung tai cho tiém (bao gom
duydc. Canh bao va than m_d:m. dac biet khi su dung. Poc ki hudng dan su nw_:m trudgc khi  do, cuc u nhq, sung, da dol mau, ngla, cam giac,n
dung, Néu can thé ong fin, xin hoi y kién bac si. Thudc nay chi dung thég dan cua nhan dugc dieu tri m:m xSNonma., hifng phan
bac sj. Ha dudng huyet: Bo mot bita an hay luyén tap thé lug gang suc, khong co ké hoach ¢o  di khi ti€p tuc dieu tri. "It gap - Phu ngoaj bién. N
thé dan dén ha dudng huyet. Ha dudng huyét co thé xay ra néeu liel insulin qua cap so, vdi nhu  dudc ching minh trong thu nghiem d tre em tu 2
cau insulin, Cling nhu vgi cac san pham insulin (nén) tac dung kéo dai khac hodc cac san pham  toan va hiéu qua chug dudc nghién clu d tre em
insulin co thanh_phan nén, tac dung keo daj cia Ryzodeg® cq thé lam cham su’phuc hoi sau ha khac: Dya trén két qua tur cac thif nghiém Igm sa
dugng huyét. Tang .mqnaﬂ_ uyet: Viég dieu tri khong du lieu va/hqac khdng lign tuc d bénh W_E da_quan sat dugc ¢ bénh nhan cao tugi va d
::m;:nw:.ac:m,_:m:__: co thé dan dén wm\sm. duong huyet, va co kha nang gay nhiém, toan cefon thay bat ky su’ khac biét nag vdi kinh nghigm rgn
do dai thag dugng. Hon nira, cac bénh ly di kem, dac biét la nhiem trung, cg the dan dén tang bac si ::..___..% tac dung khong mong muon gap
dudng huyét va do do lam tang nhu cay insulin. Nhifng triéy chimg nay bao gom khat, tieu phit ly: Ryzodeg® co khdi phat tac dung nhanh, xay
lan, budn non, noén, buon ngl, da kho do, khé miéng, mat su' ngon miéng va hoi _Ea co myi ingulin theo bira an, trong khi do thanh phan insulin
aceton, Trong dai thdo dudng tip 1, cac trirdng hap tang dugng, huyét khong dugc diéy, tri cudi  dién bang phang va on din ::% nmm lien tuc vé nhu cau in¢
cung sé dan dén nhiem toan ceton do dai thag dudng, co kha nang m% tir vong. Chuyén sang Thdi gian tac dung ctua mot lieu don Ryzodeg® la hdgn 24 gic
tir nhifng san pham insulin khac: Khi chuyén bénh nhan sang sir dung loaj insulin khac, nhan  san xuat. Thén trong ddc biét khi bao quan: Trydc khi su du
higu insulin khac hodc nha san xuat khac phai thuc hién dudi su"giam sat y té chat ché va co thé lanh (2°C - 8°C), De xa bo phan lam lanh. Khéng de dong lanh. ©
dan dén su can thiét thay doi lieu dung. Két hgp thiazolidinedione va cac thuoc insulin: B3 sang. Sau khi su' dung lan dau hoac mang theo du’ phon
co bdo cd0 vé cac trudng hdp suy tim khi dung thiazolidinedigne két hop vdi insulin, dac biét & da 4 tuan. Khong bag quan trén 30°C. Co thé bao quan
nhirng bénh nhan co cac yéu to nguy cad tién trien suy, tim. nm:z%_..m_ nhg dieu nay néu xem xét tiém de trénh anh sang, P& xa fam tay va tam nhin cua tré
diéu fri ket hdp thiazglidinedione vai Ryzodeg®. Néu sif dung két hgp, phaj theo doi bénh nhan FlexTouch® 100 ddn vi/ml qua han st dung da in trén ba
veé cac dau hiéu va triéu chifing ctia suy tim, tang can va phiu: Nen n tfng stf dung, thiazolidinedi- cua bao bi dong goi: Ong thudc (thuy tinh loai 1) chifa 3 ml
one néu xay ra bat ky triéu chirtng xgu nao vé nguy cd tim mach, Roi loan mat: Liéu phap insulin  tyl) va,mot nut chan (halobutyl/polyisoprene) chura Q.o:m
tang cudng vdi su cai thién dot ngot vé kiem soat dudng huyet co thé lien quan vdi bénh vong ding réi bo lam cm:w uow\n_‘omm ene. Quy cach ao@n_u goi:
mac do dai thao dudng xau di tam thdi, trong khi viéc cai thién kiém sodt dudng huyét dai han Nordisk A/S. Novo Alle. DK-2880 Bagsveerd. Dan Mach
y i iR % r——— Ay
ﬂmzaz_w. Phéng 1508, tda nha m::E.m”ﬂ i Céng ty TNHH 3._.<m<,3manm3mx Binh Dudng Lau 2, Toa :._.,.m E-Tawn 2
i i wqunmu,.%m%u:%.wmww: R SR _mmw ”.._MH,_.zmw_a_u. m_m.":“mumoﬂmwN. N_. m«m DKSH wmw quummww.mwﬁ_u: Bty TR
novo nofdisk Fax:+84 8 3915 3636 Thi D3u Mft, Binh Dudng B Fax:+84 3812 5842

lam giam nguy !
Benh nhan phat'dugc hudng
itta Ryzodeg® va cac sap ph
a ho co the doc dugc bupng
phai dugc hudng dan dé |u
dugc huan _ﬁ‘m: st dung m_._
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1a bénh vong mac do dai thao dud
luén kiem tra nhan insulin trudc

’

insulin khac do vo y. Vi va
m lieu trén but tiém, Nhifng
n dudc su giup dg/ho trg,
J tiem insulin. Khang thé

m lan dq vo y:
tranh nham lan
nh nhan tu tiém

o

' dung insulin ¢6
i€m_gap, su hién
r ié dieu chinh xu
et. Ti di cac thuoc khac v
am giam hhu cgu insulin: Cac thuoc
-1, chat Urc ché monoamine oxidase
tensin (ACE), salicylate, cac steroid c
a m,::c;ﬂmc insulin; Thuoc tranh thai dang, uong,

one tang fruidng va
] f ctreotide/lanreotide
m phuy cau insulin. Rugu co the lam™ang hodc lam giam tac dung
h san, phu nir cé thaj va cho con bu. Phu nif' co
iéc str dung Ryzodeg® @ phu nif mang thai. Cl
5 khi cho_con bu. Kha nan
ong cho thay bat

s

m

ic triéu chiing

thé dudc bao quan toi

nh chat va dun
t. piston, (halobyi-
Ut tiem bom san thudc da lieu
t tiém bdm san thudc. S Novo




