Rx Thudc ban theo dom

Levemir?® FlexPen®

Insulin detesmir 100 Liiml
| | Dung dsch 1ém chadra trong bat tiém bom sdn thudc

Thanh phan djnh tinh va dijnh lugng

1 mi dung dsch chdra 100 dom v (U) insulin deternir®
{tuong duamg v 14,2 magh.

1 bt tiéen bom sdn thudc chdra 3 ml tuong duoing
viri 300 dom v

* Insubin detemsr o san xoudt bang ki thudt DNA,
tda 14 hop trong tf bao YRS CONEVSIe.

1 don i (L) imsulin detemir tuwomg img wii 1 dom vi
quic 18 (L) insulin nguni.

Dang bao ché

Dundg dich tiém trong subt, khdng mal, trung tinh
chira trong bt tiém FlexPen® bo'm san thudc,

Chi djnh digu trj

Bigu tr bénh ddi thao dudmg & nguds Idm, thidu
midn va tré em tor 1 e ind [&n,

Ligtu lurgrng va cach ding

Levernir® FlexPen® 1a insulin analogue nin, baa tan
€& thén gian (&< dung kéo dai (3fn 24 git), 50 vin
CaC insubin khac, by phap ditu 10 insulin nén-nhanh
vir Levernir® FlexPen® khong kém theo tang can.
Nguy ¢ ha dudmg huyel v& ban dém thdp hom so
vin insulin NPH (Meutral Protarmine Hagedom) cho
phép chudn 38 litu tang cao hon nham dat duoc
mire glucose huyét muc tigu trong éu phap didu tr
insulin nén-nhanh,

Levemir® FlexPen® dat duro hidu qua kiém soat
durdmig huydt lac & (FPG) 18t hom so vda insulin
MPH.

Levemir® FlexPen® o6 th ding bu phap don tn la
insulin nin hodc lidu phap phit hop snsuhin nhanh.
Levemir® FlexPen® cling oo thé dung phdi hop wa
cac thudc didgu tn dai thao d'uhngr:?anq udng
vahoac ddng van thy the GLP-1.

Ligu lurgng
Khi dung Levernir® durgre sidr dung phii horp win cac
thalc Gifu 1n dd thao dudmg dang udng hodc win
van thy thé GLP-1, khuyén cao di
FexPen® 1 Binfngdy, By kihin dau 13 0,1-0,2 Wkg
mode 10 U & bénh nhan ngudd 16, Litu Levernir®
| FlesdPen® nén durge chudn 36 dyra trén nhas clu o0a
| tirng Dénh nhan.
Khi sl dyng thérn $Bng van thy thé GLP-1 cho
binh nhan dang st dung Levernir®, khuydin cao nén
gidm 20% lidu mtm.r" n A 36 giam thiéu
nguy cor ha durimg huyét. Tiép theo da, liBu durg
digu chinh theo Wng bénh rihdn,
B vin viec didu chinh lidu theo timg ca nhan,
| khuyén cdo nén theo hai hudng dan ty chudn &
| li2u cho ngun Km.

B9 78-313-001-7

Levenmr® |

|

I-I dlndlﬁnﬂ#dﬁwﬁinnuﬁlﬁnmk
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lw.l?ﬁi Dibu chinh lidu |
nih-mhwﬂuqn- Levemir® FlexPon®
bira hn 4hng
[SMIPG)*
= 10,0 mmoald {180 mgedi} +BU
[ 2.3-10.0 mmold +& U
(163-180 mgic)
E,1?I:]-r-1rr_-n3'k + 4
(1453162 mg/di)
:’I-E,l:]-mrm.-'l +4U
(127-144 mg/dh
B 1-7.0 mmolf « 3 U
(109-126 il
4.1-6.0 mmoid | Eehéng thay &5
(73-108 mgfdl) }
3. 1-4.0 mimcif (50~ 1.2 migtdl) -L L
| < 3.1 mmold (< 56 moid) -

et the s dyrg
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* Self Monitored Plasma Ghcose Gluc-lm- ey
furg 1y the & ,
Hurdrmeg cldn by chuadin 30 o dom gedn e win
rgurtn km mic bénh dii thio dudmyg tip 2

> 6,1 mmold (> 110 mg/di)

4.4 6,1 mmolt khéing thay dé
(8O- 110 (e tiduh
L-:-Idmrmnll'lra:'.ﬂ.l:lmp'l:li] -3U |

*5aif Monfored Plasma Glucois: l.".'-|-||,.|ll:|:l'5.|!' hum | |
hromg fur theo dod

Khi Lewenir® FledPen® duec s dung nhar mdn phan
CLad b phdp Sidu 1 isuhin ndn=nhanh, ndn ding
Leveme® FlesPen® 1 hodc 2 130 md 1y thsd

Fili ciu cua binh nhdn, Ly Levemir® FlexPen®nén ||

| | durgre Db chink theo timg bénh nhdn

BN i nhimg bénh nhan cam dong liky 2 Bin mdi
reely O ki s0at B ww glucose hupBt, Bu buls 15
w0 buds t5i hoge 16 i ngl, Vide ||
cifu chinh b o6 thi¥ Can thed1 i Benk nhan tng | |

H Rl thi hye, thay &5 ché g8 an thong
Ethu'mﬁﬂgmi:ﬂmgt}:?mhfihhn &

Mhom bdnh nhdn $§c bt

Cang rihar wii bt ¢ cbc chill phdm insuling & nhimg
bBfnh nhdn cas 1l vl nhlrmg Bk ahdn oy thin
FC sury gan, rn tang 1|'|-E-nﬂ-!ngﬁ.r:|:rjq:--.-.!|
bl L mnir™ FlocPen® ndn duoc S8y chinh theo
btirng bénd nhan,

Nhdm bdnh nib

Lesvermir® FlaxPer® of th ding cho thalu nibn v trd
Enhrltuﬁiﬂﬂr’éﬂﬁm_ﬂfﬂnm-ﬁ:uql'rtﬂ. f
Khi ll'l.a'.'dﬁq-l:l.'u;? inesulin ndn s2ng oG Leverrsr®
FlexPen™, vl eu mrrs0bn rén't.h-lﬁuh nhanh
nién S can nhﬁnﬂmhmgbhﬂmhh i qidim
nguy oo i durtmg huylt

fuern phan Cdnh bao va thdn trong dhc bt khi sl

memﬁlh!urﬁl.mm: thiao

mumwwmm%m

chirih theo tirmg binh rhdn,

My qusd va & an 1040 cla Lewemir® FlexPern® & trd

Il:ldmﬁﬂ tuds chara duore thidft I3p. Khing o o
i

————
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cmrsn sang tir nhirng ché phim insulin khac Elg duérng huyét
Cty thé c3n phai didu chinh BBy va théi gian tidm mt bira an hay luyén tap thé e ging sirc,
thutk khi chuydn tir cac chi phim insulin tac dung  khong <o ké hoach ¢ thé din dén ha dutmg huyét,

trung binh hodc insulin tac dung kéo dai sang {f tré em, nén didu chinh lidu insulin cho phi hgp
Levemir® FlexPen® (Xem myc Canh baovathgn  (dac biét |a chif do an dysa trén insulin nén nhanh)
trong dac bigt khi sir dung) gidra lrgmng thire an an vao va cc hoat ddng the lyc

Cang nhur 14t cd cac ché phdm insulin, theo dai chat 08 giam thiéu nguy <o ha dudmg huyét.

ché glucose dugrc khuysn cdo trong giai doan Ha dudmg huylt o thé xdy ra ndy Bu insulin qua
chuy&n di va nhimg tudn khdi dBu sau do. a0 50 won nhu cau insulin (Xem Tac dung khdng
Cé thi cin phdi didu chinh thudc didu tr dai thao  Mang mubn va Qua lidu).

durtrng kiém theo (hBu vathodc then gian st dung  Nhimg bénh nhdn o kifm sodt glucose huyét dugc
thudc diby tri 34 thao dubmg dang udng hoac cac € thign rd, vi dy do lidu phap insulin tich cure, oo
¢hé phim insulin tic dyng nhanh sir dyng ddng  thé cd thay dbi v& nhirng trdu chimg bao trurd

thivil, thuémg gap cia ha dudmg huyét va nén duge bac
_ 41 thing bao trrdc. Nhing tridu chirng béo héuy
Cach du thurémg thily o6 thé mat di & nhang bénh Ahin mic

Levernir® FlexPen® chi ding tiém dudn da. Levemnir® pank 44 thao duwéng 93 13,
FlexPen® khang ducre tigm tinh mach vi €6 the gdy 5 binh di kém, dac bidt tinh trang nhidm tring
ha dudmg huyét tram trong. Tiém bap cng nén 3 55t thudng lm tang nhu cu insulin cla bénh
tranh. Levemir® FlexPen® khdng durgre st dung nhan. Cac bénk di kém & thin, gan hodc bénh dnh
trong bom truy@n insulin, _ _ huring dén tuyEn thugng than, tuyén yvén hoac
Levemir® FlexPen® dugc dung tem dudn davung ¢ nin quap oo the dai hai thay 36 iBu insulin,
thanh byng, din, phan trén canh tl;%-. ving o deita : :
hodc vOng mang. Nén ludn thay ddi vi tr tidm trong Chuyén sang tir cac ch& phim insulin khac
cung mat viing tigm A& gidm nguy cor loan dutmg KN chuy&n bénh nhan sang sir dung loai insulin hay
- hr v 15t ¢ cac ch& phdm insulin, thei nhan higu insulin khac nén thure hign dudi sur gam
| gl M by a1 dina, v tri | 4 chat ché cda nhdn vién y 1&. Nhomag thay 881 vé
gan the cng séthay o8 iy heo R ciing i i 48 e ca bk L€ iimg tay ot
H-g:'g 1‘]:;- |,1,er_ng i (rsulin ngudn, indulin analogue) vahode p?-umg
Levemir® FlexPen® 13 bat tiém bom sin thuc dugre Phap sin xudt cb the dan dén sy can thiét thay ddi
thist ké d8 st dung v kim MovoFine® hoac lidu ding. Nhing bénh nhdn duge chuyén sang
MovoTwist® ding mot 13n cé 96 dai 8 mm. FlexPen® Levernar® FlexPen® tir mot logi insulin khac ob thé
cung cap 1-60 dam vi, mdi lAn tang 1 dom vi. €an phai thay g [lBu cUa loai insulin ma ho da su
Levernir® FlexPen® duror ma héa mau va durgre déng dung trudre 86, Nbu vide didu chinh L can thiét thi
kém trong hdp woi mat tér hudng din st dyng chi €6 thé thire hign & liBu dau tién hoac trong vai tudn

it hodac vai thang diu

Chéna chi dinh Phan (rng tai -I'J"Ia- tigm |

Qui ngin J&ﬂiﬂml chit hay bt ky ta duee ndo cia COng nhir bat ki ligu phap insulin nao khac, cd thé
thudic (Xem Danh myc ta duoc). ¢t phan (myg tai chd tém, bao gdm dau, do, nis mé

) day, vibm, vEt bam tim, sung va nglra. Thay d&i lién

Canh bao va than trong dic bigt khi sir dung 40 b4 ridm trong viing tigm o tﬁﬁ gitp lam giam

m: l;g huwédng dan sdr duy trrde khiding. e phibng tranh cic phan dng nay. Nhing phdn
u can thém théng tin, xin hoi y kifn bac si. 1y i thiremg thodng qua trong vai ngay den vai

Thudc nay chiding theo donchabdesl. 130 Trong mat 55 trudma hop hiém gap, phan

Trurdre khi & du lich d€n non o6 s khad bebt v mii trvg tak chd tigm oo thé phdi ngimg s dung

gi¢r, bénh nhan nén tham khdo ¥ kién bac si, vi 84U | ayemir® FlexPen®.

nay ¢& nghia la bénh nhan phai tiém insulin va ding

bidta an vao nhimg thad Giém khac. Phdi hgp thiazolidinedione va cic insulin
B b bao cao vé cac trudmg hop suy tim sung
Téng durdmg huyét huyét khi dng thiazolidi phéi hop von

Vil didu try msubin khdng dd lidgu hodc khdng lign insulin, dac biét & nhimg bénh nhan cb cac yéu 1o
tuc, dac bigt trong dai thao disdmg tip 1, o the dan qa 0 e tisn tridin suy tim sung huydt. Cin phai nhdr
dén tang dudmg huyet va nhiém toan ceton do dai  gia, nay néu xem xét dibu tr két hop thiazokidineds-
thao durong. Thang thuomg, cac tnfu chimg d3U  one v cac thude insulin, NBu si dyng két hop,
hién cua tang durng huyt xudt hidn tr tlr, kéo dai phsi theo dés bénh nhan v cac diu hbu va tridu
trong vai iy hogc vai ’_"ﬂé'il'- Whimg trfu chimg Ndy chimg cda suy tim sung huyEt, tang can vi pho.

bao gbm khat, tifu nhitu lan, budn ndn, non, budn pp3; ngimg sif dyng thiazohdinedione néu xdy ra

ngu, da khd dd, khd midng, mat s ngon midng va : - :
heti thér ¢ mi aceton, Trong déi théo dwemg tip 1, o 1 et ENUNG Nal AT AT

cdc truding hop tang dudma huydt khdng duro Tranh nhim lan/ding sai thudc |
dutu try cudi cing 58 dam J8n nhidm tm”gfﬂgn do Bénh nhan phai dugc hudmg I:I;r! lwdn ludn kidm
dai thao duirng, ¢d khd nang gy td vomg. tra nhan thudc insulin trudc khi tigm € tranh nham

_ [An gidra Levemir® FlexPen®a nhimg thudc insulin
. s e PR . b I o o O
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" | B an todn tng the t

| | sung & phip ndr mang thai sdr d
il ;eﬁwm maﬂlndetemm:ql'ﬂ!nq
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~ | msulin aspat. K8 qua cho

| Bénh ahan ndn duge nhac ibde JE thdn rong

turomg tac khic
MGE 50 thuls duogre bt [ of tuong tac win gua
trinh chuyﬁnhf-aqlmme

oo thit lam gidm nhu ciu
insulin mhl-rﬂ'ln f:

Ca¢ thudc dbu tn dds thao dudmg , oneg win
thy 1hé GLP=1, (¢ chi mmmﬁe (AR,
“nmm”"‘- rain (ACED, sobcstat. coc o P
] M . L. S

5Ll mid,

Hhﬂngﬂuﬂcuu-ﬂycﬁﬂﬁlhntﬁumch

insulin cua biénh nhan:

C & thuls trénh thal dang ulng, thiazid, gledotorti-

v, €&C harmond Tuydn quip, Gl thuds Cuomg

| g cin, hormone 1Ang trudmg va danazol

i'I:-H thuds chen beta ob th che Wp ¢ tridu chimg

| b durteneg Byt

Octreotidlanreotid ¢b the laim 1ang hogc gedm nihy

mmfnﬁfth hode Hen gidm tic dyng ha
e tang tic dung

| durimg hult cua msulin,

| Phip Ailr 6 thai vh cho con ba

Phat rur o tha

Co thi xerm xét Sdu tn bang Levernir® FlexPen®

lr'n thiés ki man lhaurréuh:rrﬂhl:n-ennhnmnnﬁ:

-:-:n:q::m ra. Mgt thar nghadom Lm

nﬂmh&nmdﬂuhunqﬂphununmg:hm

durdmig tip 1 50 sanh Levermr® FlexPen®

(= 1520 win insubn MFPH (n=158), ol hai k& hop win

thdy sngulin detemir va
duromng va mdl dor

trong thes ki

mang thas, két quad ola qua trinh mang tha ing

nhir & won thae ndi v tré sor sinh.,

CaC dilr idu hdu mai tir khodng 300 k&t gud bd

Levermr®

fwﬂng tic wii cie thude khdc va cic dang

steroid va

| =sulin NPH ob hidu gua

o 13 ding
h.!ithm-:li-_iﬂmﬂlﬂmma thai va khdng ob ddc
tinh gay di 191 hoac hod tinh di vdn thai
nhuftre s sinh,

Cac ol hidu trén dgng vk khing cho thdy &3¢ tinh
M“Eignhﬂﬁ i | S
M chusng, st tich cyrc ghecose v
a4 phig nile mang thai by dai thao durgre
khuspln Cdo trong sl qud frinh mang thai v khi
dyr dinh o thai, N e v insulin thusdrig guden
trang 2 thang dau thai ky w4 tang dan trong

3 thang gilra va 3 thang cudi tha ki, Sau khi sinh,
mihw <3 snsulin thirdmig nhanh chding trdr fad cc 1
o Al e khi of thai,

Pl nde <ho Con Dy
Hrﬁﬂlﬁl&mhn{ht;fmliéﬁﬁr&ﬁhﬁgﬂhmrm
nayhnmgr:hmqm t vl tdc dyng Trin ur
hoa cla irsubn detems &b ddng 35 v ré
msumnr&nhﬁmnr.&hhgmammmﬁn
detemir I§ mil peplide dudge blu hda thanh cac

acid amin e hda Sl nguns,

Co thif cln phal Bifu chinh bty insuln & phy Al
cha oon bd.

Téc dgng trién khi nang 14 xe va sir dung miy
Khi nang 1ap trung v phan cha birih nhan of
:Hmmgtﬁfndumuquém%

durtmg huy
Eibu nay oo thé gy ra nguy hidm 1ml?;“r?umg tirih
hisdng ma nhimng khd nang ngct- FAm quan tong
dﬂ-:?rﬂitfhu-dang ki % hay dang win hdnh may
FTC
traini

tinh trang ha duimg huydt trong khi L xe. Evu niy

5t quan r9ng & nhimg hr,-nh nharhmﬂ/mamr_u'g/
hary khéirg nihdn bigt dugic nhimg ddu hidu bao
truhe cika ha dudmg nuyét hod o nhimg 472

= e e—

ghmrg mhm-ﬂqﬂ}ngl'ﬂ_r]lﬂﬂ Lan Lan
13 xe trong nhimg thedmg hom nay. |

Tic dyng khéng mong mudn

& bénh nhdn
C < phéin dmg phy da quan 531 Thdy n
st dyrg Levernir® FlexPen™® chil yéu 1a do tac dung
duoe Iy ca insulin, UG tinh tdog ty I phan tram
bnh nhan didu trj dy kifn s gap cac phin img

phy cia thude L 12%.
Phin (mg phy d3 dugre bdo cho thaimng gap nhdat
| troag gud trinh Gl 1rj 13 ha duomg huydl, xin xem

| phdin ¢ durdn day

Thd cac nghién cin ldm sang thi ha duomg huyel
nang, duoe x3C dinh 1 can phan ob s can thidp
bén ngods, xdy ra o khodng 6% bdnh nhan Oitu tn
By FlexPen®.

Cac phan g tail cho tiém thudmg gao hom kh
didu try bang Lesemir® FlexPen® so wdn insulin nguis,
Cac phan img nay bao gbm dau, 4o, ndi ma day,
widen, A tim, sumg va 138 chid tibm. Hau
nhimg phdn omeg 13 chi 18m nhe va thoang qua,
nighia La chidng & mak i khi tidp tuc b
trong vai ngay din vai tudn,

Vao Mic bdt J3u il tri bang snsuling ob the xiy ra
bt thurdmg vé khi o) wa pha; phan omg
ndy thudmg o tinh Chal tam this cadd thigdn
nhanh su kidm 20t glucode Fuy#t oo thi dn quan
wir bl Jau thiin kinh clip, thutmg of the i

phgc. Lfu ph lnﬁl.ﬂl'l 1ang I:LI'E? Wi S Cai 1hidn
Gt ngdt vt k t o6 the lién quan
mmnmmnhﬁmmmmﬁum

| thtri, tromg khe vl cdi thidn kifim sod dudmg huylit

| dai han lam gidm nguy ¢ ién tridfn cda binh wing

mia do dd thao dudmag.

b Sdng danh misc ¢ phan Umg phu

Chc phdn dmg phy dugec gt k@ duedn By dira trén
ciC alr lndy L 09 wi dusgrc phan loai theo t3n
sudl wil nfdm GO quan B thing oua MedDRA, Cac
rhdim 130 sult duoc i Sinh theo guy ude sau: BRIt
thwimg gap (= 17100; thudmg gap (2 1100 dén
<17100; i gdg (=171,000 9Fn < 11100), hifm gap
(21/10,000 $En < 11,0000 i1 hidm gap

(< 1/10,0000, chura rd tAn ult (khdng thé wdr tinh |

bl cae iy bu bbb od).

RE loan Bk makn |1L Gap — = Phdin {mg & omg, phan ||

duch i i tidm dn, ne md day,
wh ban, ban*
H:Etl'n!-l'ngap Phdin (g
phan wi*

|[R& loan chuyén [R3T thurmg gap — Ha dutmg

héa wa dinh harydt®

_=ﬁ-i logn b thian [Hifm gap = Bénh than kinh

_hnh _rh',u;l..Ji Wi (oénh dau than kinh)

RSilogn mit  [ft gdp - B&i loan khic xa 1
It gap - Bénh vong max: do dai
thaa dudmg

Rbilcandava [t gdp = Loan dutng mdr*

mddutida |

Rii logn todn  |Thaimg gip = Phin img tai chi |

-'1.I'|-EI|"|'.I:'|‘I.i|'|r|:5 Ty L ]H

trang tai b oao - PR

ks it g3p - PhO




WG 13 cac phan g phy chon IgC

han g di (rng, phan tng df tng tBm &n, ndi mé
fay. ndi ban, phat ban

han tng dj omyg, phin dmg dj img tidm dn, ndi mé
fay, ndi ban, phat ban it gap khi Levemir®
lexPer®dugre sir dung trong ity phap didu tn
nsulin nién-nhanh, Tuy nhién, khi dugre sie dung
yhii hop vin thude didu tn dai thao durdmng dang
sing. 3 nghibn ol ldm sang da cha thdy tan sudt
hudrng gap (da quan sat thay phdn img dj iing va
shdn dmng di tng tigm dn 1 2,2%).

2han g phan v

i %Udt hign cac phdn omg qua mdn toan than (bao
18 ndi ban todn thdn, ngda, 48 md hdi, rd loan
idu hda, phi mach than knh, kha the, danh

guc va gidm huyét ap) rat hiém gap nhung b th
fe doa tinh mang.

Ha durdrng huyél

*hdn (mg phy da dugc béo cao thudng gap nhdt |4
1 dutmg huydt, of the xdy ra néu B insulin qua
-a0 30 von nhu cau insulim, Ha dwrdng huyét nang co
i dan G&n bat tinh vahodc co grlt va oo thé gay
a suy gidm tam thén hogc vinh vien chire nang nao
voac tham chi tir vong. Cac tndu chdmg cda ha
durirng huyst th xudt hign 36t nght, o thé
A0 ﬂn 35 md hi lanh, da xanh td va lanh, mét
midi, bdn chdn hoac rum, o du, mét hodc yEu bat
thardmeg, 10 1an, khi tap trung, buln ngu, ddi qua
e, thay ddi thi o, nhire dau, budn ndn va danh
irdng ngrc.

Loan durdmg midy

Loan dudmg miy (bao gdm phi dai md mdr, tea md
md) ca the xdy ra tai chd tém. Thay 9 bén tuc v
tri tiém trong mét viang tiém nhdt dinh lam giam
hoac phong nglra cac phan img ndy

Théng bdo che bdc si nhirng tac dung khong
maoang mudn gap phai khi sur dyng thudc.

Qua lidu

Khing th xéc dinh ro v& sur qua ligu 38 v insulin,

tuy nhién ha dudng huyt 6 thé phat tnén qua cac

giai doan lién 58p ndu ding lidu qua cao so vai nhu

cau cua bénh nhan:

¢ Gial Joan ha dudmg huyét nhe, cd thé Gidu tn
bang cach ding glucose udng hay cac sin pham
co durdmng. Vi viy, bénh nhan dai thao dudmg
dugrc khuyén ludn mang theo ngurdt nhimg san
phdm <& dudmag.

* Giai doan ha dudmg huyét nang, khi bénh nhan

bi bat tinh, of thé diu tr bdng tém bap hay tiém |

dudn da glucagon (0.5 3&n 1 mg) do mdt ngudn
da durgrc hudmg dan cach tiém, hoac ding
glucose Bém truyén tinh mach do mét nhan vién
y U thrc hadn, ding glucose duwrémg tinh
mach, néu bénh nhdn khing dip dmg wii
glucagon trong wing 10-15 phat. Khi bénh nhan
tinh lai can cho ding thi an co chira
carpohydrate 3 phdng ngla 18i phat.

https://vnras.com/drug/

Cac djc tinh duwgre lye hoe

Nhom duoc Iy tr lidu: Thude ding trong bénh dai
thao dudmag. Insulin va insulin analogue dang tiém,
teC dung keo dai. M3 ATC: A10AEQS.

Cer ché tac dyng

Levernir® FlexPen® L insulin analogue nén tac dung
kéo dai, hda tan, ¢d thix gian tac dyng kéo dai
durgrc ding nhur insulin nign,

D libu v thén gian tac dung oda Levemir® FlexPan®
it bidn thién hom dang kE so véi insulin NPH
{Neutral Protamine Hagedorn) va insulin glargine.
Tac dyng kéo dai cda Levernir® FlexPen®a do sur ty
két hop rat manh cia cac phan t insulin detemir
tai chd tiém va sur gan két v albumin thdng qua
chudi bén acid béo. Insulin detemir duerc phan ba
cham homn dén cac md dich ngogi vi so vidi insulin |
MNPH. Cor ché kéo dai phdi hop nay lam cho bidu 38

hdp thu va 14¢ dyng coa Levemir® FlexPen®kéo dai
hern S0 v insulin NPH,

Thixn gian tac dung bén dén 24 gity toy thudc vao |
liBu sir dung 1 &n hoac 2 [3n mdi ngay. Néu ding
2 1an mbi ngay, trang thai 8n dinh 58 xdy ra sau

2=3 lidu didu tr). Vidn cac iBu trong khodng

0,2-0,4 kg, Levemir® FlexPen® dat hon 50% hi¢u
gud 18 da sau 3-4 gidy va kéo dai dén khoang

14 qidy sau khi tiém.

Bap tmg durgre Iy hoc ty 18 von li2u ding (hiéu qua
1 da, théd gian tac dung, hidu lye) dirge quan Sat
thdy sau khi tidm dudn da.

Sy beéin theén cua glucose huyét tuomg lic i gilra
cac ngay thap hon khi didu tr bang Levemir®
FlexPen® so v insulin NPH da dugre chdmg minh
rrang nhirng thir nghidm lam sang kéo dai.

Cac nghién cdru trén bénh nhan dai thao duding tip
2 dug didu trj bang insulin nén phai hotp v cac
thudc digu tri d&i thao durémg dang uding da cho
théy |a vidc kidm 04t dudmg huyst (HbA, ) bang
Levermnir® FlexPen® { duroing vén insulin NPH va
insulin glargine va kém theo tang can it hon, xin
xem Bang 1.

Bang 1. Thay d&i v thé trong sau khi diéu trj
bang Im‘.huliri.'I|
| gian |Levemir® [Levemir® [Insulin

| Trong céc thir nghiém sir dyng ligu phap phdi hop

thudic dWdu tri dai thao duding dang wudng -insulin,
didu tri bang Levemir® FlexPen® [am giam 61-65%
nguy oo ha dudmg huyét nhe vé ban dém 50 wn
insulin NPH,

s I |
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(Fim 1 60) hode tidp 1
Iua-glmidﬁmnﬁmfmm' {ri= 14585 8 Mpﬁilfum&
s thém Lievernar® 3 demn &8n guam thidm

HEu - 00 5% v 0U51% (iir 7.6% din 7.19%) wau

(0.0 % va 0,01 % sau 26 va 52 tudn) sy thary 5
mdy L3 ¢ f reghia ki ding b sung thitm Levemic ® |
wais 26 vl 52 tudn p=c0.0001], Ty i bnh rhdn dat |
duroe md T HbW - < 7% a0 o khi thisn
Lesmiarrur® 20 wiln dlng br e & miformin sau
26 tudn (43, 1% 0 v 16.8%:; p<0.0001) va sau
ﬂwﬁ1.ﬁmﬂ21,ﬁ;mﬂ.ﬂﬂﬂ1}.ﬂhﬂﬂg
€0 £3¢C o h Py nding. Cic com by
durtmsg herglt nhe h nhdndndem) cag hom kK bS
sureg thibm Levemer® 50 wii ohi dang hragiutid + ;
g lormen Sau 26 udn (0,286 1o wn 0029,

pes 0,003 T} vl sda 52 1 {0 228 50 vdm 0.034;

e 0,000 1], Khi b sung Lisermr® FlexPer ™0 |

raghutide, kon ich cda raglutide v& can ning duor
a1, S 25 RS thiy 5 vE it e ki b
sung thim Levemir® v lraciutiie + fres-

formmin L -0.16kg 50w -0, 95% (pe 0,0283) v tau

52 1ude) Ly 0,05 ki 20 20 wii «1,02 kg (pe=0.04 16} |
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Iw phat trién khang thé 43 duroe KRR RS FORY HHP/
sir dyng Levernir® FexPen®. Tuy nhién, dilbu nay
dutmg nhu khéng oo bt ky dnh hudng ndo in

| | vide kidm sodt dudimg huyét,

ﬁuwﬂ;ﬂﬁ bl L& 5 rihadn c0 dis
o g ing) :
chirmg, cac phy nr mang thai b dai thao

durteneg tig 1 {n = 310) durgre diing by phap didu )
nbn-nhanh, nham Levemir® FlexPen®(n = 152)
| | 52 sdnh win insulin NPH (0 = 158) phdi homp won
irvsulin aspan B irsubn theo bira an. Levermar®
. | FlexPen® cho thdy kém hom 0 wi nsulin
| | MPH theo HbA,, duoc 40 vao 1udn tha thir 36,
HBA,, trung binh trong sut this ki mang thai 1y
romg duomg trén cac ddi tvpng o nhom Levemir®
FlexPen® vd ndulin NPH. Myc tidu HbA, < 6,0% o
cd hai thix Gifm 13 tudin thai thir 24 va 36 da dat
durgrc 13 41% tnbn che e & nhden Levernr®
¥a 32% o nhom imsulin NPH, Vao tudn thas thir
24 va 35, glucose huydt twong oo 3 (FPG) trung
binh thiip hon of § nghila thdng ké & nkdm
Levermir® FlexPen® 50 vin abdem ingulin NPH, Khdng
| €6 sy khac bigt co § nghta thang ke gira cac nhom
didu 1 bang Levemir® FleaPen® va insulin NPH vE ty
. cac com ha dudmng huwdt trong thén ky mang thai,
: sudl chung v& cac phdn dmg phy & ngudn me
hﬁr“lwr#dunﬁgﬁﬁivﬂimnhﬂh
‘ tri bing Levernir® FleaPer vl insulin NPH; tuy
itn 4 ght nhan mdt t3n sudt cac phan img phy |
ebm trong trong thos ki mang thai cao hom vé
lurgmg & gt me (51 b %0 win 49 (31%])
- | & con trong thin ki mang tha vi sau khi sinh
36 (24 %) 5o wan 32 (20%)) d6i wii Levernir®
FlexPen® 50 wdn nsulin NPH. 58 iré sinh ra odn sing
-&{Ewbiglunumﬂuiuuhhidmu:dmngm
nhién |a 50 (83%) dti von Levernar® FlgxPen® va
55 (89%) ddi wdn insulin NPH, Tin sudl tré em b di
131 bdm sanh L 4 (5%) & nhdm Levemie® FlexPen®
vl 11 (7%) of nhom insulin NPH. Trong &6, 3 tré em
(4%} & nhom Levemir® FlexPen® va 3 iré em {2%) &
nhdm insulin NPH cb dj 13t lén.

Mhwdey Bénh nhdn nhi

Hift guea wa tinh an 0an Cua Levernar® FlexPen® ()
| | Burere nghidn cinu 8&n 12 thang trong 3 thir nghidm

_E-FE

4

&8 F

lim $dng ngdu nhidn of &8 chimg & thifu nidn v
I.I tré ern ddi thao dudmeg tip 1t 1 twdi trd B (t8ng |

0 nm 1,045k Cac nghen cumg bao tdng =& I
167 trd wrn 1-5 tuli. Ca il;lirngi' m da cho thdy
3 sy ki sodt dedmg huydt (HBA,,) bang Levemir®
HexPer® 50 o insuhin NPH v irduln
khi ding bau phap digu 19 insubn nin-
ﬁdmh.l_hﬁllhﬂ n-gl'_niﬂ'nil.-:n.-r.a.nh Leverie® FleaFen®
IFELIIn udec, ty M cua om hany#t
s nhidem cetont cao hon téﬁhfﬂeni
FhexPen®, Ly 1,09 va 0,68 cho nidn debu i)
I nam, M ty W thdp ha dudng hupdt vé ban dém
(s trén 58 do glucose huywlt Tyr thies S -
SMPG) v 13ng can it hon (didm 3 chudn (5070,
can nang ddu chinh theo Qity va il s msulin
detemir s win nsulin NPH. MOE thar nghiben d3
durgre mdr 1éng thém 12 thang (1dng 55 dir b Gty
1rj trong 24 thang) 08 danh gid s hinh thanh
kkhang the sau khi ditu tr dai han bang Leverna®
FlexPen®. Sau kha targ khang th khdng insulin
rong nam ddu tbn, khdng th kkhdng insulin giam
rong ndem thir hai x mﬁtnﬂxﬁl'mmmm
Firs trurcrc kha thar nghigm. Cac k8t gud cha thy sur
phdt trifn ichdng the o Aniy ordemig BT 1o
ﬁﬁmtiﬁmﬂﬂmm&vahhimm
bermr




D lidu hidu qua va an todn danh cho bdnh nhdn L
thanh thidu mén bj @i thio duémg tip 2 dugre
ngoai suy tlr dir lidu danh cho biinh nhan L tré em,
thanh thi&u nign va ngudn trudmg thanh bi da thao
dudmg tip 1 va bénh nhan L ngudn km bj tigu
dudmg tip 2. Ké1 qud ho trgr viec sur dung Levemar®
FlexPen® cho bénh nhan thanh thiu nén bi dai

1. | thao dudmg tip 2.

| Che dac tinh durgre dging hoe

Hip thu

Nang dé cao nhdt trong huyét thanh dal durgi

|. trong khodng 6 - 8 gitr sau khi tigm. Khi sdr dyng
z , ming dd huyét thanh & trang thadi dn
dinh dat dvoe sau khi tém 2-3 hdu, Tinh bién thién
ve d8 hdp thu trén cong bénh nhan ola Levemir®
FlexPen® thap hon cac ch pham insulin nén khac.

FPhan bo

Thé tich phan bd bidu ks c0a Levernir® FexPen®
(khodng 0,1 livkg) cho thdy phan bin nsulin

| datemir ILru théng trong mau. Cac két quad nghién
oy v@ sir gan k&t vl protein in wiro va in wavo cho
thady khéng co turomg tac lién quan dnh hudng vé
Lam sang gelra insulin detemir va Cac acid beo hojc
cac thutc gan ket protein khac.

Ch hoa
Sar i befn Levemir® FlexPen® tuong durong nhur
wor insulin nguedn; 18t ca cac chat ch hda dugc

130 thanh déu khdng cd hoat tinh.

Thai trir
Thén gian ban huy cuds sau khi tiém dudn da dugc

1 xac dinh bdn 18c 36 hdp thu tlr md dudi da. Than
gian ban huoy Cuedi trong khoang 5 - 7 gily thy thud
vad ity dong,

- | Sy tuyén tinh
+ | Timh 1y 1¢ won By ding v CaC ndng dO trong huyst
thanh (ndng &6 1 da, moe 36 hap thu) dude quan
sat thily sau khi tiém duxi da trong pham vi by
didu 1. Khong cb sur khac bidt od ¥ nghla 1am sang
| gilra cac gicn vé cac dac tinh durgre dBng hoe cda
Levemnir® FlexPen®. Khing quan sat thay (wong 1ac
duorc Gong hoc hodd durgic e e gidra liraglutid wa
h.l.e-.'emir' FlexPen® khi dang vy dom Levemir®
| FlexPer™0,5 Uikg win liraglutid 1,8 mg & trang thai
&n dinh trién binh nhin & thdo Judng tip 2.

' | Nhém Bénh nhin dic bidt

| Cac dac tinh due d8ng hoc cia Levernir® FlexPen®
o 3 durore nghién cru & tré nhd (1- § di), tré em
(6=12 i) va thifu nibn (13-17 tud) va 50 sanh wi
| e Idm be dai thao dudmg tip 1. Khiing of sur

| khac beit trén ldm sang v& cac dac tinh duge dng
| hpc guira trié nhd, tré em, thiBu nikn va nguds
| trurcmg thanh, Khdng ob sur khde bedt cd v nghia
ldm sang w8 cac dic tinh ducre ddng hoc cla
Levemir® FlexPen® gilra nguidn cao twdi va ngudn tré
hodc gidra ngudn suy than hay suy gan v ngudi
khoe manh,

| Cac dir lifu an todn tign lam sang
Cac thar nghaim in witro v cac dong 1 bao ngun

| nghién olru sir gan k8L wi cAC v i thy the insudin
t_ vd aF-1 cho thady kb insulin detemir ¢é 4 lue gidm

e E- :
85i vei €3 2 thy thé cling nhwr IR R0 SoTaRY
sur phal tridn & bao so wdi insulin ngudn. Cac dir
e phi lm $ang cho thdy khdng cd nguy cor dac
bidt & win nguds dyra trén nhimg nghbn ol
thurdmig quy w& dugre Iy an todn, 30¢ tinh ligu nhic

|3, 3G tinh gen, khd nang giy ung thu hoac
tinh G woi sich san . . s

Cac dijc tinh cia thudc

Danh myc té dug

Glyceral, phenol, metacresol, kém acetat, dinatri
phosphat dihydrat, natri chiond, acid hydrochloric
(d& debu chinh pH), natri hydroxid (€ digu chinh pH)
Wi LG P D,

Turerng ky

Nhirng chdt thBém vao Levernir® FlexPen®cd thé gy
thaai bién insulin detemar, nhu cac thwdc chira thiol
hoac sulfites, Levermir® FlexPen®*khdng durge pha
wao dich truygn, Thudc nay khdng dugre pha trdn
win CAC thadc Ehac.

Han dung
30 thang k& 1lr ngay sdn xudt.

Thén trong dic biét khi bao quan

Trundre kha mdy ndp: Bao qudn trong t lanh
(2°C - 8°C). B xd b phan lam Llanh. Khiing &f
dang lanh. By nap FlexPen® &8 tranh dnh sdn
Levemir® FlaxPen® phdi dugc bdo wd trdnh ng
b v dnh Sng Qua M.

Trong qud trievh sir dungjlmat mang theo dey
phang: Bao qudn duds 30°C. Co thé bado quan
trong T lanh (2%C - B5C). Su dyng trong wing
& wan. Khing &8 dong Lanh,

Dé xa tim tay vb thm nhin cda tré em.
Khéng ding Levemir® FlexPen®™ qua han sur
duyng d3 in trén bao bi,

Tinh chit va dung | cua bao bi dong g

WG
Onig thudc (thy tinh loai 1) chira 3 ml dung dich
Wi Mot piston irh-rumn-but;ﬂh-a mdit niit chan
{hromobutylpolyisoprene) chira bt tilem o
san thudc da lidu dong hét thudc rid bo Lam bang

polypropylene trong mét hip carton.

Quy cich ddng gbi: HOp 5 bat tm bom san
thudc x 3 mi,

biét khi huy b va thao tac khac
ﬁnwmmg ﬁtﬂ- ng:'-:n E:hzicg:r dyng chaung kim va
Leverrur® FlesPen®. Khing duoc bom thudc vao 13
drig thudc.
Ehdng dugg sir dyng Levermnir® FlexPen®™ néu dung
dich khviing trong sudt wa kidng mau,
Ehong duge st dyng Levemir® FlexPen® da bd ding
kanh,
Mén khidn bénh nhan hdy kim cln thdn Sau mdi
Bn tém

MNgay xem xét sira d8i, cip nhjt 13i ndi dung
huwrdng din sir dyng H'II.I-£

211172017

San xudt b

Movo Nordisk A5
Novao Alle,

DE-28E0 Bagsvaerd, Ban Mach




https://vnras.com/drug/

HU'G'NG DAN SU' DUNG CHO BENH NHAN

Khéng duwgc dung Levemir® FlexPen®

» Néu ban bj dj &ng (qua man) vai insulin
detemir hay bat ky ta duoc nao cua Levemir®
FlexPen®. | H y

| » Néu ban nghi ngo bat dau bj ha dwong huyét
(dwérng huyét thdp).

» Trong bo'm truyén insulin.

» Néu bit FlexPen® bi rovi, bj hw hong hoac bj
vao'.

» Néu bat khéng dwgc bao quan dang hoac b

| dong lanh.
| » Néu insulin khéng la dung dich trong suot va

. khong mau.

> Sau ngay hét han da ghi trén nhan va hop
Levemir® FlexPen® sau chir “"Expiry”

Trwére khi sir dung Levemir® FlexPen®

> Kiém tra nhan dé dam bao dung loai insulin.

» Ludn sir dung kim méi cho moi [an tiém dé
ngan ngira sy nhiém ban.

P Khéng dwgc cho nguéi khac sir dung chung
kim va Levemir® FlexPen®.

Cach dung

Levemir® FlexPen® dung tiém dwé&i da. Khéng
bao qi&r dugc tiém insulin triec tiép vao tinh mach
hoac vao co (tiém bap). V&i maoi l[an tiém, thay d&i vi
tri tiem trong mét vung da nhdt dinh ma ban sir
dung. Biu nay c6 thé lam gidm nguy co bj swng
hogc vét [dm da. Vi tri t6t nhat dé ban ty tiém Ia:
mat trid'c dui, phan trudic vang that lung (bung)
hoac phia trén canh tay. Ban nén kiém tra glucose
nuyét thudrng xuyén,

Cach sir dung Levemir® FlexPen®
Boc va tuan theo huwdng dan st dung Levemnir®
FlexPen®di kém mét cach cdn than.,




