Levem|r® FIexPen®

Tai Ileu thong tin cho can bo y té

Insulin Analog nén tac dung kéo dai 24 gic* |

THONG TIN KE TOA

Rx Thudc ban theo don
Levemir®FlexPen® Insulin detemir 100 U/ml. Dung dich tiém chia
trong bt tiém bom s&n thudc. Thanh phan dinh tinh va dinh lugng:

1 ml dung dich chira 100 ddn vi (U) insulin detemir* (tuong ducng véi
14,2 mg). 1 b(t tiém bom sin thudc chira 3 ml tucng duang véi 300
| don vi. * Insulin detemir dudc san xudt béing ky thuat DNA tdi t6 hdp
trong t€ bao Sacd1aromyoes cerevisiae. Dang bao ché: Dung dich tlem
trong sudt, khéng mau, trung tinh chifa trong bt tiém FlexPen® bom sén
thudc. Chi dinh diéu tri: Diéu tri bénh dai thdo dudng & ngudi I6n, thiéu
| nién va tré em tUr 2 tudi trd Ién. Liéu lugng va cach ding: Levemir®
FlexPen® 13 insulin analogue nén, hoa tan co thdi gian tac dung kéo dai
| (dén 24 gid). So vdi cac insulin khac, liéu phap diéu tri insulin nén-bolus
vdi Levemir®FlexPen® khong kém theo téng can. Nguy cd ha dudng huyét
vé ban dém thap hon so vdi insulin NPH (Neutral Protamine Hagedom)
cho phép chuén db liéu tdng cao hon nhdm dat dugc muc glucose huyét
muc tiéu trong liéu phdp diéu tri insulin nén-bolus. Levemir®FlexPen®
dat dugc hiéu qua kiém soat dudng huyét Iic déi (FPG) t6t han so vdi
insulin NPH. Levemir®FlexPen® cé thé diing liéu phap don tri Ia insulin
nén hodc liéu phap phdi hgp insulin bolus. Levemir®FlexPen® ciing c6
thé diing phéi hop véi cac thudc diéu tri dai thdo dudng dang udng
hodc diéu tri phdi hgp thém vao vdi liraglutid. Liéu lugng: Khi phdi hop
véi céc thudc diéu tri dai thdo dudng dang uéng hodc phdi hgp thém
véi liraglutid khuyén cao dung Levemir®FlexPen® 1 I‘én/ngay, liu khai
dau la 10 U hodc 0,1-0,2 U/kg Liéu Levemir®FlexPen® nén dugc chudn
@6 dya trén nhu cdu clia ting benh nhan. Duya trén cac két qua nghlen
cliu, cb thé st dung hudng dan chudn do lidu sau day: HuUng dan
chuSn do dai véi ngudi 1I6n méc bénh dai thao dudng tip 1 va tip 2
Glucose huyét tudng trung binh ty Piéu chinh liéu

theo doéi trudc bifa an sang (SMPG)* Levemir®FlexPen®

> 10,0 mmol/l (180 mg/dl) +8U
9,1-10,0 mmol/I(163-180 mg/dl) +6U
8,1-9,0 mmol/l (145-162 mg/dl) +4U
7,1-8,0 mmol/l (127-144 mg/dl) +2U
6,1-7,0 mmol/l (109-126 mg/dl) +2U

4,1-6,0 mmol/l:

N&u s6 do glucose huyét tudng tu theo doi
3,1-4,0 mmol/l (56-72 mg/dl)

< 3,1 mmol/l (< 56 mg/dl)

Khéng thay déi (muc tiéu)

-2U
-4U

* Self Monitored Plasma Glucose: Glucose huyét tuong tu theo doi.
Huéng dan tu' chudn dd liéu don gidn déi véi ngudi I6n mac bénh dai thdo
duong tip 2

Glucose huyét tuong trung binh ty
theo déi trudc bita &n sang (SMPG)*

Piéu chinh liéu Levemir®

> 6,1 mmol/l (> 110 mg/dl) +3U
4,4- 6,1 mmol/I (80- 110 mg/dl) Khéng thay déi (muc tiéu)
< 4,4 mmol/l (< 80 mg/dl) -3U

Khi Levemir®FlexPen® d\Idc st dung nhu mét phan cua liéu pha;P diéu
tri insulin nén-bolus, nén diing Levemir®FlexPen® 1 hodc 2 [an moi ngay
tay theo nhu cau clia bénh nhan. B&i véi nhitng bénh nhan can dung
liéu 2 n moi ngay dé kiém sodt t6i uu glucose huyét, lidu budi téi cd
thé str dung vao budi t&i hodc Ilc di ngi. Nhém bénh nhan déc blet
Cung nhu vdi tat cd cac san phdm insulin, & nhng bénh nhan cao tudi
va nhiing bénh nhan suy than hodc suy gan, nén tang cudng theo doi
glucose va ligu Levemir®FlexPen® nén dugc diéu chinh theo tirng bénh
nhan. Hiéu qua va an toan clia Levemir®FlexPen® da dugc ching minh &
thiéu nién va tré em tr 2 tudi tré 1én trong cac nghién cliu dén 12 thang.
Chuyén sang w nhm'lg san pham insulin khac: C6 thé can phai diéu
chinh liéu va thdi gian tiém thudc khi chuyén tir cac ché phdm insulin tac
dung trung binh hodc insulin tdc dung kéo dai sang Levemir®FlexPen®.
Co thé can phai diéu chinh thudc diéu tri dai thdo dudng kem theo (liéu
va/hoéc thai gian st dung thudc diéu tri dai thao dudng dang udng hodc
céc san pham insulin tac dung nhanh sif dung dong thdi). Cach dung:
Budng ding: Tiém dudi da. Levemir®FlexPen® chi dung tiém dudi da.
Levemir®FlexPen® khong dugc tiém tinh mach vi c6 thé gdy ha dudng
huyét tram trong. Tiém bap ciing nén tranh. Levemir®FlexPen® khong
dugc st dung trong bem truyén insulin. Levemir®FlexPen® dugc dung
tiém dudi da ving thanh bung, dui, phén trén canh tay, ving co delta
ho#c viing mdna. Nén luén thay d6i vi tri tiém trong cling mot viing tiém

Tai liéu tham khao: 1. Théng tin ké toa Levemir® dugc phé duyét bai Cuc Quan ly Duoc Viét Nam.

dé giam nguy cd loan du’d'ng md. Chong chi dinh: Qua man véi hoat |
chéat hay bat ky ta dugc nao cla thuoc Canh bao va than trong dac
biét khi sir dung: Poc ky hu’dng dan st dung trudc khi dung. |
can thém thong tin, xin héi y kién bac si. Thudc nay chi diing H1eo
don cua bac si. Tang dudng huyét: Viéc diéu tri insulin khong du liéu |
hodc khéng lién tuc, ddc blet trong dai thao dudng tip 1, cd thé dan dén |
téng dudng huyét va nhiém toan ceton do dai thdo dudng. Trorg dai |
thao du’dng tlp 1, cac tru’dng hop tdng dudng huyét khdng dugc diéu tri |
cudi cling sé dan dén nhiém toan ceton do dai thdo duding, c6 kha nang |
gdy tur vong. Ha du'&ng huyét' Bo mot bifa &n hay luyén tap thé luc |

. gang su’c, khong c6 k& hoach cd thé dan dén ha dudng huyet Ha dutng

huyet c6 thé xay ra néu lidu insulin qua cao so vdi nhu cau insulin. Nhiing |
triéu chiing bdo hiéu thudng thdy c6 thé mat di & nhu’ng bénh nhan méc |
bénh dai thao du‘dng da l1au. Chuyén sang tir cac ché phﬁm insulin |
khac: Khi chuyen bénh nhén sang st dung loai insulin hay nhén hiéu |
insulin khac nén thu‘c hién dudi su* giam sét chdt ché cla nhan vién y t€. |
Phan uhg tai chd tiém: Cung nhu bat ky liéu phap lnsulln nao khac, |
c6 thé cé phan (ing tai chd tiém, bao gém-dau, do, ndi mé day, viém, |
vét bam tim, sung va ngtfa. Thay déi lién tuc chd tiém u'ong ving tiém |
c6 thé gitp lam glam hoac phong tranh cac phan u‘ng nay Phéi hgp

thiazolidinedione va cac insulin: D3 cd bdo cdo Vvé cac trudng hop |
suy tim sung huyét khi dung thiazolidinedione ph0| hgp véi lnsulln, dac |
biét & nhifng bénh nhan cd cac yéu t6 nguy cd vé phat trién suy tim |
sung huyét. Tudng tac véi cac thudc khac va cac dang tuong tac |
khac: Nhiing thudc co thé lam giam nhu cdu insulin ciia bénh nhan: |
Céac thudc diéu tri dai thdo dudng uéhg, Uc ché monoamine oxidase |
(MAQI), thudc chen beta, thudc (ic ché men chuyén anglotensm (ACE),

salicylat, cac d”éng héa steroid va sulphonamid. Nhifng thudc co thé lam

tang nhu cdu insulin ciia bénh nhan: Cac thudc tranh thai dang uéng, |
thiazid, glucocorticoid, cdc hormone tuyén giap, cac thudc cUo’ng giao

cam, hormone ting trudng va danazol. Céc thudc chefjbeta cé thé che

1&p céc triéu chu‘ng ha dudng huyet Octreond/lanreo 5 thé Iam téng

hodc giam nhu cau insulin. Rugu c6 thé lam tang hodc Ia
clia lnsulln Phu nif co thal va cho con bu. Oo the Xemex diéu tri bang

& phu nit mang thai bu ddi thdo du‘dng tip 1 so san
(h=152) vdi insulin NPH (n= 158), ca hai két ho’p v
qua cho thdy insulin detemlr va insulin NPH co-#ileu qua tuong ducdng |
va mét dif liéu an toan tong thé terng duong trong thdi ky mang thal,
két qua ctia qua trinh mang thai cling nhu d6i véi thai nhi va tré sg si
Phu nif cho con bl: Khéng rd insulin detemir c6 dugc tiét vao siiac
hay khong. C6 thé can phai diéu chinh liéu insulin & phu ni cho con b
Tac dong trén kha ning lai xe va st dung may méc: Kha nang ta
trung va phan (g clia bénh nhan cé thé bj suy giam do hau qua cua
ha dudng huyét. Tac dung khéng mong muén: Tom tat vé ca ﬁ’
liéu an toan: Cac phan u‘ng phu da quan sat thdy & bénh nhan sird
Levemir®FlexPen® chii yéu la do tac dung dudgc ly clia insulin. Danhvl
céc phan (ing phu: Rat thudng gép (= 1/10): Réi loan chuyén ho
dinh du’dng Ha dudng huyét. Thl.wng gap (= 1/100 den <1/10)}
loan toan than va tinh trang tai chd tiém - phan (g tai chd tiém. Itgap |
(=1/1,000 dén < 1/100) Ro: loan hé mlen dich nhu phan (ng di u‘ng,
phan (ing di ting tiém &n, ndi mé day, ndi ban, phét ban; R&i loan mat: rBi
loan khiic xa, bénh véng mac do dai thdo dudng; rdi loan da va mo dudi
da; Loan duBng md; Phl. Hiém gap (=1/10,000 dén < 1/1,000): RGi
loan hé than kinh nhu bénh thén kinh ngoai bién (bénh dau than kinh);
R&t hiém gdp (< 1/10,000): Phan (ing phan vé. Thong bao cho bac si
nhifng tac dung khéng mong mudn gdp phai khi sif dung thudc.
Cac dic tinh cla thudc: Tuong ky: Nhing chat thém vao Levemir®
FlexPen® co thé gdy thoai bién insulin detemir, nhu’ cac thuéc chifa thiol
hoéc sulphite. Levemir® FlexPen® khong dugc pha vao dich truyen Thudc
nay khong dudc trén vdi cac thudc khac. Han dung 30 thang ké tir ngay
san xuat. 111§n trong dac biét khi bao quan' Bao quan trong tu lanh
(2°C - 8°C). D& xa bd phan lam lanh. Khéng dé dong lanh. Sau khi st |
dung [4n dau hodc mang theo du phong: Khdng dé trong td lanh. Bao
quan duéi 30°C. Khi dang str dung, han dung 13 6 tuan. D& xa tam tay

va tAm nhin clia tré em. Khong duing Levemir®FlexPen® qua han
sir dung da in trén bao bi. Quy cach déng géi: Hop 5 but tiém bom
s8n thudc x 3 ml. San xudt béi: Novo Nordisk A/S, Novo Allé, BK-2880
Bagsvaerd, Dan Mach. Levemir®, FlexPen®, NovoFine® va NovoTwist™ la
cac nhan hiéu cta Novo Nordisk A/S, Ban Mach.
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