
Rx Thude ban theo don 

Levemir® FlexPen® 
Insulin detemir 100 Limi 

| Dung dich tém chara trong bot tiém bom san thude 

Thanh phan dinh tinh va djnh lureng 

Tom! dung decn chara 100 dom wi (U) insulin detemir" 
(tucing dung vii 14,2 mah 
1 bot tém bom sin thud chara 3 ml tung ducing 
ver 300 don va. 
* Insulin deteme dug sin xudt bang ky thudt ONA, 
tai 16 hop trong té bao Saccharompres CeneyrsuMe. 
1 don vj (U) insulin detemir tueng Ging vd 1 don vj 
qué té (IU) insulin ngquci. 

Dang bao ché 
Dung dich tiém trong sudt, khdéng mau, trung tinh 
chia trong bat tém FlexPen® bom san thud. 

Chi dinh diéu tri 
Bi@u tri bénh dai thao dudmg & nguéeri idm, thiéu 
nién va tre em toe D teeda ted len, 

Liu luvgng va cach ding 

Levernir® FlexPen® La ingulin analogue nin, hoa tan 
cd then gian tae dung kéo dai (din 24 gith), So veH 
Cac insulin Khac, bbu phap diby tr insulin n&n-nhanh 
von Levemir® FlexPen® khong kém theo tang can. 
Nguy co ha duong huyét ve ban dém thdp hon so 
worn insulin MPH (Mewtral Protamine Hagedom) cho 
phép chudn d6 lity tang cao hen horn dat dure 
rire Qiucose huyet mye tiéu trong liéu phap diy tri 
Insulin n&n-nhanh, 
Levemir® FlexPen® dat durcec hifu qua kiém sogt 
durang huyét hic dor (FPG) tét hom so win insulin 
NH. 
Leveric® FlesPenv® of thf ding itu phap don tr la 
insulin cen hoge lidu phap phd hep inulin mhanh. 
Levemir® FleaPen® cing oo thé dung phd hop wo 
cac thude ditu tr dai thao ducing dang wong 
vathods dang van thy thé GLP-1. 

Liéu lureng 

Khi ding Levemir® durrc sr dung phd hop win cac 
thud: diy in daa thao dutmng dang udng hodc wit 
dng van thy thé GLP-1, khuyén cdo ding Levemir 
AlexPen® 1 Girvingay, li@u khén dau li 0,1-0,2 Leg 
hoge 10 U & bénh han nguéd ld. Liku Leverir® 

| lexPen® n&én dudc chudn dé dya trén nw chu cua 
tiring afin mdn. 
Khi sir chang thtirn dng van thy thé GLP-1 cho 
beh nhan dang sur dung Levernir®, khuylin cao én 
gidm 20% li@u Levernir® ban dau dé giam thiéu 
nguy co ha dung huyét. Tiép theo do, liu dug 
di@u chink theo timing bénh nhan. 
Bch ven vide didu chink litu thee ting ca nhdn, 
khuyén cdo nén thee hai huang dan tu chudn a 
li®u che nquecn ken. 

Be 8-53-00 1-7 

UU 
ht dan chudin &6 di vei mgudd kn mic 

| bénh dai thao dirdng tip 2 . 
uLose wrong fit chinh litu | 
ng bink ty thee Levemir® FlexPen® 
bira Sn sang 

(SMPG)* 
Te +8u 

NT 8, 1-70.0 molt +6U 
(163-180 mga 

B1-9.0 mimi +40 

| Ras 1a maa) 
7, )-8.0 mire #2 
(127-144 mod 
61-70 mmoti #2 

| C1 00-126 may) 

41-60 mmol | khing thay dai 
(73-108 meld) (rie tid) 

13, 1-40 ec (6-2 neil) -2U 

} <2 43.1 mmo fc 36 mgd 4 

|| 

* Self Monitored Plume Glucose: Glucose huylt 
nurcrg ty thee adi 
Hurdrey dan tyr chun cd lity dor gud dite wir 
nguon ld ke inh coi thao dusgreg tip 2 

Glucose h B 
ng binh ty theo doi 

bire 4n sing 
[SMPG)* 

> 6,1 mmol & 110 mgd 
4,4- 6,1 mmolt K thay dite 
(30-110 a ; tii} 

|_< 4,4 mmol (< 80 madi) tL 1 

"Seti Montiored Plasma Glucose: Glucose huyalt 
tung tyr then ccs 

Bhi Lewerir® PlePen® due sr dune mir nee phen 
ci bey pha city i) insulin mn-nhanh, nén cure 
Leverme®* FlexPen® 1 hoger 2 lain idk Lory ed 
fifa cdu cod Binh rihdkn, Lidy Levemir® FleaPentnae |) 

) | dure dibu chink thee ting iiinh nbn 
Bi vin ohieng benh nhdn cin dong lity 2 in mdi 
gay Ge kit sot bh wry ghacose hunt, lidu butte 15a 

pod thé oo dying vio bude 87 Foie like fi mel, Wide 
| Cau chinh tify od the coe thee 

how ddng thé fie, thay €5i che d6.an thong 

Mhonn beh mbkr diee bbb 
Cong nha wi bit cd ck ch® pham insulin, & nhireg 
bank whan cae tal va ibd Binh nihdn soy thin 
hgh suy gan, mén tang Thee eo Cuca vt 
bio Lever? FlexPen® nén dug: day chinh theo 
bieng bon mibden. 

Aiden bebah iy 
Levemir® FlexPen® of tht dong cho thaty niin wi rd 
em tir | tui td Min (oer phan Carer didng hoch, 
hi thay doi dung insulin nn sang ding Leverer* 
RexPen®, vebt giam bev erin men wa inulin mharih 

nén duce can nhac theo tim Binh ohdn, df gidm 
nguy oo hay during uy 
teem phn Cdk boo va than trong dic batt idhi wi 

Sty ata nilicdn nena theo och 
glucose va Rbu Leverrir® Flexhert nén hae Ost 
chink theo bing Gbnh han, 
Hibu gid va Gd an tod cla Levernir® FlexPen® & tre 
rhea tu chara dure that lap. Krieg od oi 

uF 
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poetry sang ty nhirng ché phim insulin khac 
Cé thé can phai ditu chinh héu va thei gian tiém 
thude khi chuyén tir cac ché phdim insulin tac dung 
trung binh hoge insulin tac dung kéo dai sang 
Leyemir® FlexPen® (Xem myc Canh bao va than 
trang dac biét khi sur dung) 
Cdng nhv tit ca cdc ché phdm insulin, theo dai chat 0@ giam thiéu nquy co ha dudmg 
ché glucose duc khuyén céo trang giai doan 
chuyén do va nhdmng tuan khoi dau sau do, 
Cé thé can pha diéu chinh thud: cibu tr dai thao 

ducing kém theo (iu va‘hode than gian su dymg 
thudc diéu try dai thao duong dang udng hode cac 
ché pham insulin tac dyng nhanh sv dyng dang 
thoy), 

Cach du 
Leverr® FlexPen® chi dung tm dud da. Levernir® 
FlexPen® khéng duc tiém tinh mach vi od thé gay 
ha dutmng huyét tram trang. Tiém bap clung nén 
tranh. Levernir® FlexPen® khéng duc sur dung 
trong berm truyén insulin. 
Levemir® FlexPen® urge dung ten Cuici Ga wut) 
thanh byng, dia, phan trén canh be vung co delta 
hoac vung mang. Nén ludn thay de vj tri tiém trong 
eung mot ving tém dé giam nguy oe loan ducing 
me. Cong nh vei tat cf cac ché pham insulin, thei 
gian tac dung sé thay doi thy theo liu ding, vj tri 
tiér, luru lung mau, nhiét db va merc dd hoat 
dong thé lye. 
Levervir® FlexPen® la but tm bom sain thude dug 
thiét ké dé sur dung voi kim NovoFine® hagec 
Novetwist® ding meat lan co dé dai & mm. FlexPen* 
cung cap 1-60 don vi, mii in tang 1 dom w. 
Levemir® FlexPen® duroc ma hoa mau va duc dong 
kém trong hép wii mot te hurdng dan sur dung chi 
Ht. 

Chang chi dinh 
Qua man vii hoat chat hay bat ky ta dure nao cua 
thudc (Xem Banh myc ta durch. 

Canh bao va than trong dac biét khi sur dung 
Ky hudéng dan su dyng trudée khi ding. 

u can thém théng tin, xin hoi y kién bae si. 
Thude nay chi ding theo don cua bac si. 
Truc kKhi di du lich dén mon oo sur khac belt ve midi 
gid, bénh nhan nén tham khao ¥ kiénm bac si, vi dibu 
nay co nghia la beh han pha tiém insulin va dung 
bia an vao nhdng than diém khac. 

Tang dudng huyét 
Vide diy trinsulin khéng do lieu hoaec khdéng lién 
tuc, dgc biét dai thao duémg tip 1, cd thé din 
dén tang dutmg huyét va nhiém toan ceton do dai 
the duroing. Thang thurong, coc tidy chong dau 
tién cua tang durdgng huyét sudt hién tir tir, kéo dai 
trong vel Qe hodc var mga|y. NivGreg tru ching nm 
bao gam khat, tidy hia an, budn ndén, nin ales 
mgu, da khé dé, khd miéng, mat sy ngon miéng va 
hai the cd mui aceton, Trang dai thao dung tip 1, 
cac trong hop tang dudng huyét khong dure 
diBu try cudi cing sé ddan dén nhiém toan ceton do 
dai thao during, co khd nang gay tr vong. 

- | = 
aa ee oo 

a = i 
ee ee ae elie 

Mf durdng huyét 
mot bira an hay luyén tap thé luc gang sirc, 

khéng co ké hogch od thé dan dén ha dutrng huyét. 
O tré em, nén diéu chinh lidu insulin cho pha hop 
(dac biét la ché dé din diya trén insulin nén nhanh) 
give Irgng thirc an dm veo va cac hoat ddng thé lye 

huyet. 
Ha durcng huyét co thé xay ra néu We isuilin quad 
cao 50 von nh cd insulin (em Tac dung khang 
rang mud va Qua bu). 
Nhimng bénh han cd kim soat glucose huyét duc 
cai thién rd, vi dy do liéu phap insulin tich cyrc, cf 
thé c6 thay d6i v6 nhdeng tiéu ching bao trurdec 
thudng gap cua ha dudng huyét va nén dure bac 
si théng bao truce. Niirng triéu ching bao hiéu 
thurdmng thdy cd thé mat dio nhirng bénh nan mac 
bénh dai thao dung da lau. 
Cac Binh di kém, doc biét tinh trang nhiém trong 
Wa SO, thyroing lan tang nhu cau insulin cua ben 
nhdn. Cac bénh di kém & than, gan hoac benh anh 
hurcing dén tuyén thurgng than, tuyén yén hog 
tuyén giap co thé div hdy thay doy lu insulin. 

Chuyén sang ty cac ché phim insulin khac 
Khi chuyén bénh nhdn sang su dying loai insulin hay 
nhan hiéy insulin khac mén thy hién dud su qaim 
sai chat ché cua nhan wen y v6. Nihding thay dt vé 
noéng d}, nhan hiéu (nha san suet), loai, nquan goc 
(insulin ngud, inulin analogue) vafhode phuong 
phap san xuat od thé dan dén sy can thiét thay didi 
léu ding. Nhdng ben nhan duce chuyén sang 
Levernir® FlexPen® tir mét loai insulin khac oO thé 
can phai thay di b@u cua logi insulin ma ho da su 
dung trudc do. Néu vide didu chinh la can thiét thi 
oO thé thurc hién & liby dau tién hoae trong vai tudn 
hode vai thang du. 

Phan trng tai cho tiém 
Cong nh bat ky lidu phap insulin nao khac, co thé 
co phan dmg tai cho tém, bao gam dau, do, mth me 
day, WEm, vet bam tim, suing va bre Thay da lién 
tye chd tém trang ving ttm oo thé gikp lam giam 
hog: phong tranh cac phan ving nay. Nhding phan 
Ung trén thurng thoang qua trong vai mgay dén vai 
tudn. Trang mot $4 trusting hep hiém gap, phan 
tm tai chd tiém od thé phai ngirmg su dung 
Levemir® FlexPen®. 

Phoi hop thiarolidinedione va cac insulin 
Ba co bao cao ve Cac tr herp suy tim surg 
huyét khi ding thiazolidinedione phdi hop va 
insulin, dae biét & nhdmg benh nhan cd cac yeu td 
nguy co ten thén suy tim sung huyét. Con phai nin 
Gilby nay néu xem set diéu tre ket hep thiazoldeneds- 
one van cae thudd insulin. Néu su dying két hop, 
phai theo dt bénh nhan v6 cae dau heéu va tru 
ching cua suy tim sung huyét, tang can va pha, 
Phai ingieng suf dung thiazolidinedione néu xdy ra 
bat ky tnéu ching nao vé tim xau ci, 

Tranh nham lan/ding sai thud 
Bénh nhan phai duoc hurdng dan luda ludn kim 
tra nhan thude insulin truce khi tiém dé tranh nham 
lan gia Levemir® FlexPen®va nhdng thude insulin 
Lobe 
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| Nhing thude sau 

Turong tat voi cae thude khac va cdc dang 
rong tac kha 
AOE so Thue dino Get Lod tueoing fac woe gud 
tinh chayin héa glucose 

i oO thé lam giam nhu chu 

Cie hoc een dal thebo dhitmny ulin, dling win th 
thy ihé GLP-1, irc ché route (MACH, 
Chae chen beta, thude ue ché men chi 
arp 7 i odes: ieee. sherigd va 
lJ mid, 

Nh thude sau 06 thé liam niu clu 
Tain Litbehie — 
Cae thude trinh thai dang wing, thiazid, glucocorti- 
dod, ¢&¢ harmoné tui gidg, rp pla 

Tig | cee corn, Festa tang up 
Ca thudk chen beta 06 thé che Uip cdc tidu chumg 
hap durteng Funyit 
Octreatkilanrestid od thé lam ting hoa ged nvhuy 
COU ifeeiairi, 
Pregu co thi Lien tang hoge ken ged tac dang ha 

| detng huytt cia insulin, 

| Py nid od thai va che con bi 
Phy ml exh eta 
Cé thé sen et dheu th bang Lever FleaPen® 

' 

—
—
 

Jehe ng 

| weulin NPH od hiéu qua 
>) eu an todn tdng t 

sung & phy mi mang thai sur d 
| FlesPentcho thay insulin deteni hing 

rong Tica ky sige thai nfo low ich bin minh duce 
eonod thé may ra. Wide ther aghaln lam 

Sarg hin ob Of ching & phy ad mang thai 
bj dae thao dirting tip | $0 64nh Lever FlexPen* 
(r= 152) win insula NPH (n= 158), cad hai ket herp win 
ansulin aspart. RAL quad cho thay aaulin detenir va 

ae 
turcrng trong ther ky 

mang tha, Ket qud cua qud tink mang thai cing 
nur te wir than mh va bre sor-cinh. 
Cac dif lity hdu mdi te khodng 300 ket qua bd 

Leverur® 
ed tac digng 

bat kn dn qua trinh mang thai va kheing od dibc 
tinh gay dj tat hose bode cbc tinh Gi yin thai 
nawire sc sinh, 
Cac chr lid tron deg wit khding cho thay doc tinh 

Sea wm a gor nh hed chung, sordt lich our glucose ve 
Gm phy mir mang thai bj dai thao durcrc 
kuin cabo tram Sut qual grin mang ghia wi kh 
dy dink od thai, NF clu vit ingylin thing geben 
trong 2 thang dau thai ky wa tang dan trong 
3 thang gitra va 3 thang oudi than ky. Sau khi sinh, 
nih cau esulin th nihanh cheng trey lat codec: tr 
a mbar trurinc ki cc thin, 

Phun che cow ba) 
Kidney no la angulin cebennir od duro tit vio in mp 
hay kde. Khe oO belt vi ide dung trin pyr 
chuydn héa cha insulin detemer 03 ding ch vii iré 
cor sinkvire nd duc nudi bang sia nme vi irculin 
detemir La mit peptide duge tu hea thanh cac 
acid anran teu hd cua Quin, 
Cé thé cin phai dtu chinh lity insulen & phy nc 
cha con be. 

Tac dong trén kha nang lai xe va ser dung may 

KAd nding tgp trung ve phan cia bénh nhan ob 
hb sy gm do ae god cag ha dung Pt 
Bibu ney oO thé by ra guy hid trong nm tinh 

huving ma ning arrepiap lip t Edm quan bong 
cat iia tyre neg wan hid nay 
PT 
Banh nhan nen dug nhac rhe dé thn trong tranh 
tink trang ha duting huytt trong Ehe lai ee, Bit riety 

rat quan feng & nhimg ben nhan kh nkgn beet 
hay khdng han bit duce nhong dau heb bao 

tude cla ha durdreg hurt hose Alaa be ad 

thuting hay bi ha Guang huytt. Can can wii: 

—
—
 

|| Tac dy 

lai xe trong bling trudeng herp ry, | 

khang mong mudn 

a._Tém 
Cac phan dng phy da quan sat thay & bénh nnn 

su dyng Levervr® FlexPen® chi yeu la do tac dung 
dug hoa insulin. Ue tinh téng ty phan tram 
binh ihn Geu ti du kin sf gap cac phan ong 
phy cia thadc la 12%, 

Phdn ding phy da dug bao cao thesting gap nia 
nang Gud tinh ceey tr) la ha durteng huyet, xi mer 
agin durin che 

Theo cae nghién ciry iden sang thi ha dutng huyet 
nang, Gund sac dinh la cin pha oo sur can thahp 
Een regpced, * rad khodng 6% bebnh mgn dit br 
bang FleaPen®, 

Cae phan ory tai ché tiém thurdng odo hon kh 
du tr) bang Levemir® FlexPen® so veri insulin mguin, 
Cac phan ding nay bao gom dau, dd, mdi me day, 
wer, bain tim, surg va tad cd bib. He 
nhOng phdn dere tai cd tim nhe ve thoamg qua, 
nghia la ching t rigs efi hi tip tic br 
trong vai ngey dfn vai tun, 

Veo bic bet dow diy tr bing enpulin, oO the say ra 
bat thurdeng ve kA a wa pha; phan urn 
nay thurceng co fink chat tam thor cae thin 
nah sy kein sodt glucose huylt oo hd hid quan 
vi hah daw thin kink clip, thuting oo thd hoe 
Phuc. Labu php insula Ling ¢ Won ye cat Thee 
Ot ngdt vi kab sods duran hon o6 thé lin quan 
ven bénh wing mac de dai thao duteng alu di bam 
ther, trong kha wee od thidn kam saat during huyét | 
dai han laen giden nguy co teen tridn cla Binh worg 
mac de. dai thaéo dutmng. 
b. Bling danhanmouer coke oan een eb 
Cie phd cng phi durgec lit ke huede iy dive tren 
cbc di inky Lim png va diege phan bogi theo tin 
qd, vd non oo quan he thong cua Meda. Cac 
nha thn sudit dug xk dinh theo quy usirc sau: Rat 
therong gap (a WO: thug goer (> 1/100) dhtn 
<ViG) A gop Cri O00 dita < 1100), heim gap 
(21/10,0000 cia 11,000) rit hum 
(< 110,000), chura r& tin sudt (khdng the ude tinh | 
tly cdc dir Iidhu hire cd) 
Adi loan he mien [it gip - Phdn dng di dng, phan || 
cheh img di img titm dn, nds me day, 

ni ban, | bari" 

Fat heGin gap = Phan ing 

phdn wi* 

|/RSi loan choyén [Rat thetng gap — Ha dueng 
hda va dinh hanyiit 

= lnan hé thin [Him gap = Banh than kinh 
|eanh [nga in (bénh dau than kinh) 
Adilogn mia [it gap = Boi loan hoe xa | 

it gap - Bénh vang mac do dai 
thas durgng 

Réiloandayva |i gap = Loan durteng mer 
[iret cure chan | 
Roi loan ton = |Thuteng gap = Phan ing tai che | 
‘sail tem ma iP 
Trang tai ¢ Reso-eio 0” der it gan — Phi 
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Mio ta cae phan dng phy chon lor 

han cng di ceng, phan ding di cing Pam an, nd me 
fay. di ban, phat ban 

han ding di dng, phan dng dj dng tim din, mdi me 
fay, mdi ban, phat ban it gap khi Levenr® 
lexPen®duec sir dung trong litu phap diéu tr 
ndgulin néin-nhanh, Tuy nhién, khi dure sur dung 
phdi hop won thude debu tr dai thao dung dang 
png, 3 nghitn clu lam sang da cho thdy tan sudt 
hurdng gap (da quan sat thay phan dng dij Ung va 
shan dng di dreg tiem dn ba 2.2%). 

han ung phan ve 
“uf xudt hién cac phan dng qua man toan than (bac 
7am di ban toan than, ngdra, dé mo hi, réa loan 
i@u hda, phu mach than kenh, khd the, danh 
uc va gidm huyét ap) rat him gap nhueng od th 
Je doa tinh mang. 

Ha durceng Mult 

than ding phy da dugc bao cao thurdng gap nhdt la 
na during huyét, od thé way ra méu liu insulin qua 
“ao so von nhu cau insulin. Ha dung huyét nang co 
ihé dan dén bat tinh vathode co gelt va cd thé gay 
a suy giam tam thoi hoge vinh wien chirc nang nao 
node tham chi tie vong. Cac tru ching cua ha 
durcing fuuryét th xudt hidn dot mgét, oo thé 
cach pet dé mo héi lanh, da xanh tai va lanh, mét 

mdi, ban chén hoge run, lo du, met hode yeu Bat 
thud, 1 lan, kheé tap trung, budn ngd, doi qua 
mirc, thay didi thi bye, nrc dau, budn non va danh 
rdéing ngue. 

Loan ourecng my 

Loan durdrg mdr (bao gam phi dai mé md, teo mo 
md) od thé xy ra tai chéd tm. Thay dda lién tue vi 
bf tiém trang mgt wang tiém nhat dinh lam giam 
hoac phoéng mgifa cac phan Weng nay. 

Théng bio cho bac si nhirng tac dung khong 
mang muén gap phai khi su dung thude. 

Qua liéu 
Khdéng thf xac dinh rd vé sy qua litu doi ver insulin, 
tuy nhién ha during hut od thé phat trién qua cic 
giai doan lién tiép néu ding liéu qua cao so ven mhu 
cau Cua bénh mhan: 
¢ Giai doan ha dung huyét nie, od thé diéu tr 

bang cach ding glucose udng hay cac sdn pham 
cO durting. Vi vay, bénh nhdn dai thao dutmg 
duce kKhuyén lwdn mang theo nguc nhing san 
phan od duster. 

* Gial doan ha dudng huyét nang, khi bémh nan 

bi bat tinh, od thé diéu tri bang tiem bap hay tiém | 
durch da qlucagon (0.5 dén 1 mg) do mét ngutri 
da duce hurry dan cach tiém, hoae dung 
Glucose bém truyén tinh mach do mot nhan wen 
¥ té thire haén, ding glucose during tinh 
mach, réu bénh nhdn khdng dap dng veri 
glucagon trong ving 10-15 phat. Khi b&nh whan 
tinh lai can cho dung thie an cd chira 
carbohydrate dé@ phong ngiva tai phat. 

Cac dac tinh duoc 

| tac quing kéo dai. Ma ATC: ATOAEOS. 

‘ore Ive hige 
Nhom duro ly tri ligu: Thude ding trong bénh dai 
thao dudmng. Insulin va insulin analogue dang tiém, 

Cer ché tac dung 
Levernir® FlexPen® la insulin analogue nén tac dyng 

| thude dtu tri dai thao dudng dang ung 

kéo dai, hda tan, cd thoi gian tac dyng kéo dai 
dugc ding nhv insulin nén. 
Ou hitu vé thar gian téc dying cla Levemir® FlexPen® 
it bién thién hen dang ké so vei insulin NPH 
(Neutral Protamine Hagedorn) va insulin glargine. 
Tac dung kéo dai cla Levernir® FlexPen"a do su tu 
két hyp rat manh ola cac phan ty insulin detemir 
tal che tiém va sy gan két vdi albumin thdng qua 
chudi bén acid béo. Insulin detemir duc phan bo 
cham hon dén cac ma dich ngogi viso ver insulin | 
NPH. Ceo ché kéo dai phi hep nay lam cho biéu dd 
hap thu va tac dung cua Levemir® FlexPen*kéo dai 
hein so vd" insulin NPH, 

Thai gian tac dung len dén 24 gi toy thud vio | 
li@u sv dung 1 lan haae 2 lan mdi ngay. Néu ding 
2 Ian mdi ngay, trang thai Gn dinh +8 xay ra sau 
2-3 liby didéu tr). Ver cac liu trong khodng 
0,2-0,4 Uvkg, Levemir® FlexPen® dat horn 50% hiéu 
quad ttl da sau 3-4 git va kéo dai dén khoang 
14 gid sau khi tiém. 
Bap dng dure lyre hoc ty lé ver li@u ding (hiéu qua 
f6i da, the qian tac dyng, hidu lure) dure quan sat 
thay sau khi tiém dud da. 
Su bién thin cua glucose huyét tong lie doi gitra 
cac ngay thdp ben khi diéu tri bang Levemir® 
FlexPen® so veri insulin NPH da duge chimg minh 
trong nhdrng ther nghiém lam sang kéo dai. 
Cac nghién cu trén bénh nhan dai thao durting tip 
2? durgc diéu tri bang insulin nén phdi hop vari cac 
thudc diéu tr dai thao dung dang udng da cho 
thay la vic kiém soat dudng huyét (HbA,,) bang 
Levernir® FlexPen® t durcing ver ensulin NPH va 
insulin glarqine va kém theo tang can it hom, xin 
xem Bang 1. 

Bang 1, Thay d6i vé thé trong sau khi diéu trj 
bang insulin 

(Thai gian|Leverir® [Levermir® insulin 

Trong caéc thy nghiém su dung leu phap phd Mag 
“nsulirt, 

di@u tri bang Levemir FlexPen® lam giam 61-65% 
nguy co ha duéng huyét nhe vé ban dém so var 
insulin PH, 

es re
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jeho 33% Ce pean (re 4) 97 eo dg 

charg bir ie & mowtionmin sa 

26 tuln (43.1% so wii 16.8%; pxO0001) va sau 
Sa Tn (S19 $0 in 21596: p00). Khdeng 
fo cae com hy hut ning. Cac com hg 
durong hard nhay (enh nhdinviedem) cao horn kh bo 
suing thém Lever so ver chi cong fir + 
ethane $4u 26 tudn (0,266 40 win 0.079, 
pe 0.0027) wi stu 52 tukn (0225 so win 0084; 
p= 0.0001), hi bo sung Levernir® FlexPeey*vae | 
kraghutade, kt fh oda braglutide wi can mang dino 
dury Gl, iu 26 tudn fF thay Gai wt cin ming ichi bef 

sung thém Leeemir® wa oe 8 rat 
form Ld -0, 16k 40 ven -0,.9596 0.0285) vb cau 

| 52 tude Ub 0,05 kg so 90 wii «1,02 log (pet. 04 16) | 
Mot thar nghadin lien sang mi cts, ngdu nhebn dug 
‘tain Fubnhs trong 26 fui ngree Cun wth Pets Gund | 
wo Gan fodn cue Vek SUF ding thd lraghuticke so 
wn hin Dh edn qed Gurger by di tho durtmg 
ee ne ee en 
nén ob hage khong co metionmin, Liby cua ersulin | 
dug gid di 20% dct vin enh mhan od chi 36 H 
HbA, = 8.0% df gid thify mguy cor hg 
huyft. Tip thes do thinh ohn duoc chin of 
imauln bing din sao che khang cao hen by nda 

nhién ryrec G6, Lewnmir® a ansulin min duc dung 
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gieeareireert rca seers 

[Sh ie Keg a 63 Gre quan fps Ke 
sr dung Levernir® AeaPen®. Tuy nhién, dtu nay 
dutng niu khdng 66 bat ky dni hurcing mac Hin 
wie kim soat dirsdng huyét. 

Trang mot thar nghiém I8m sing nh nhibn <6 6 mg 
PA kardia Ee te hata 
duteng tia 1 (n= 310) duce ding itu phap diby tr 
nén-nhanh, wham Levemir® FleaPen®{n @ 152) durgc 

| so s4nh vii inguin MPH (n= 158) phdk herp vin 
insulin aspect Lb inculn theo Gira dn. Leverner* 
FlexPen® cho thay hem horn so war ensulin 
NPA theo HbA, duce do vad tudin thas thar 35. 
HbA, trung binh trong sudt then kiy mang thai la 
nem dung trén cac dai tuegng & nhdom Lewenir® 
FlexPen® vi insulin MPR. Kio tu Hi, = 6,0% o 
ca hai thei diém la tudn thai thir 24 va 36 da dat 
dure la 40% tr coc che @ nhéen Levernir® 
Wa 32%  nbor insulin MPH, Woo tudes thas thi 

pg cep el ke gidta cac 
diéy te) bang Levemir® FleaPen® va insulin NPH vb ty 
Kcac con ha dugg huyét trong thés ky mang thai. 
Tan sud chung v2 cac phdn cng phy & nguth me 
broreg than ky Ey & dung di wii coc ohn 
dtu ty bang Levemir® FleaPen® va insulin MPH; tuy 
nhién da ght nhan mot tin sudt cac phan dmg phy 
alk Rabat bai? Beer deal give al 

lugng & nquets nv (61 } oo won 49 (3 1%6)) 
va 0 con trong thai ky mang thai va sau khi sinh 
(26 (2495) so win 32 (200) do vin Leverir® 
FlaaPen® so win insulin MPH. Sb tre sinh ra coder song 
Cee Ea eer oats h OrkianN 
nhién la 50 (83%) d6i von Levernar® FlexPen® wa 
55 (8956) dt vin insulin MPH. Tan sudt tre em bi di 
141 Edi sinh bb 4 (56) 6 nde Levemie® FlexPen® 
va 17 0796) of nom insulin NPH. Trong di, 3 tre ern 
(4%) o nhom Levemir® AexPen® va 3 tré em (256) & 
nih insulin MPH oo dj tat Kn 

Non bank nhan nahi 

Hebu Qua va tinh an toan cua Lever FlexPesv® da 
Guce nghekn city dén 12 thang trong 3 ther nghiém 
lam fh Hk ert od dh chimg & thitu nién va 
tré ern dai @urteng tip 1 tir 1 tui tre Hin (tding | 

}36n= 1,045) cac nghein cory bao ting sé 
167 iréem 1-5 tudi, Ca 2 thar nghiém da cho thay | 
la sy kidm sodt duteng huyét (HbA,,) bang Levenir® 
FexPer® $0 0h insulin MPA va insulin 

khi ding btu phap di@y ty insulin ntin- 
Wb inecln coed Ph cieon Lewemir® FlexPen® 

inrsuiliry udec, ty Wi cua con hung 
ed nhidmn cetone cao hon ke & Lever 
PeaPen®, Wi 1.09 va 0,68 cho nan cebu tr) 
Tina, Wit ty Wb thdp ha diurgng huydt ve ban den 
(dy tin $0.do glucose hina tyr thes citk - 
SMPG) va tang cen it horn (cid chudn (SD), 
can mang Gifu chinh theo gida va tudi) wan insulin 
detemir so wii ensulin WRH. Mot ther nghiten di 
duce mdr néng thém 12 thang (tng 35 dir lity ditty 
tr) trong 24 thang) dé danh qua sy hinh thanh 
khang thé sau khi didu tr dai han bang Levene 
FlexPen®, Sau khi ting khang thé khang insulin 
trong nam cau tin, khang the hd insulin gidm 
rong rude thir hai x TOK rie a6 hod cas hom 
Pree trun kha ther aghiem. Cac bet quid che thay sy 
phat trin khang Ghee Go anti bar lea 
oon St SSE See aang Daye ve Bn 

berrur 
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———— — a 
DY litu hiéu qué va an toan danh cho bench nhan la |) di vor ca 2 thy thé cing nh giim hidtu qua trén 

» | thanh thiéu mén bj dai thao dueng tip 2 duge SUP pial tritn t& bao $0 veri insulin mquai. Cac di 
ngoai suy tir dir liu danh cho Binh mhan la tré em, | leu phi lam sang cho thay khdng co nguy cor dae 

| thanh thi€u nién va ngutn trusdng thanh bj dai thao | Det doi voi nguta diya tein nivirng nghatin ou 
durtmg tip 1 va bénh han la nguéi kim bj tiéu ee guy duoc lr an todn, dic tinh litu nhac 
dudmng tip 2. Ket qué ho tro wie sur ding Levemar™ “an + re ah Hid Neeg gary urd thu tage cheer 
AlexPen® cho bénh nhan thanh thiéu nién bj dai 1 WOR Siri San 

|| thao dung tip 2. aii chigarher ply 
a durere mye ta 

Mipthe sae vidi pheno eta, aR acetat, dinatri 
p t dihydrat, natri wd, acid hho 

Hong 3p cao. niet tong: huare’t Charis dat Guo (48 diBu chinh pH), natri hydrosid (dé digu chinh pH) 
| trong kheging 6 - 8 gidy sau khi tiém. hi se dung va nude pha tite, 

Z g dé huyét thanh & trang thai Gn 
dink dat duec sau khi tém 2-3 liu, Tinh bidn thién | Tuong ky 

we Kip dos thu Teri en Bint isan cae LNG” TA Bian aealin detemie Bhar ces thc cog : 
FlexPen® thap how cac ch phaim insulin nén kha. hoc sulfites. Levernir® Fi cbs 

Phan bo wae dich truyén, Thude nay khong dug pha tron 
Thé tich phan bé biéu kin oa Levernir® FlexPen® wo cac thashc kha. 

(khogng 0,1 Ml cho thay phan in insulin . 
atthe? kaa Nani ong shu. Cc ket qus abil Be tats bikite aby svi us 
ouru ve su gan KAét vai protein i witro vain wero cho ars 
thay khéeg cd turong tac lién quan anh huding ve | Thain trong dic bigt khi bao quan: 
lam sang grtra insulin detemir va cac acid béo hage pes OC Beebe phon lier eke Knee és 

cic Garis gan ket protem knac. dng lanh. Ody ndp FlexPen® dé trinh anh san 
Ch | ho Levemér® FleaPen® phai dude bdo vé tranh ng 
yt heen Levee Marea ns sp tad nh va anh sdevq qua mricrc. 

Ver init y SO Cae, CHL © UOC | Trong qua trinh sit dung hag mang thee dy 
tao thanh déu khdng co hogt tinh. phong: Bao quan dud 30°C. Co the bao quan 
Thai trir trong tu lanh (28C - B9C). Su dung trong vong 

Théyi gian ban hoy cudi sau khi tiém duéi da duge | & wan. Kh6ng dé ding lanh. 
| x4¢ dinh bon téc d6 hap thu tirmé dudida. Thin = | B@ xa tim tay vi tam nhin eda tré em. 
gian ban hoy cudi trang khodng 5 - 7 git thy thudc | Khéng ding Levemir® FlexPen® qua han sur 
wee liu dire, dung d4 in trén bao bi, 

| Sur tuyén tinh Tinh chat va dung lurgng cua bao bi dong gai 
| Tinh ty |e ede itu ding vi cdc ning dé trong huytt Ong thudc tink logi 1) chia 3 ml dung dich 

thanh (nang 6 tdi da, mirc 46 hp thu) dug quan | “O71 Mot poston lpromobisty) vib map echekia = 
sat thay sau hi tit dudi da trang phann wi liu Ibrormcbutytponisoprete! att - dei tde n 

ditu ti. Khong cd sy khde bidt cb y nghia lm sang | 327 thude da heu ou ih boca 9 
| gira cac gidh ve cdc dac tinh duwe ding hec cia | POProRylene trang , 
Levemir® FlexPen®. Kheing quan sat thay tuong tac | Quy cach dong gl: Hop 5 but tém bom san 
dure ding hoc hage dugte hyec hoc gitra liraglutid va | tude x 3 mi. 

| Levernir® FlexPen® khi dung liu don Levemir® Than biet khi hdy bé vA thas tac khae 
Y FlexPonto,5 Lifieg wih liragluted 1,8 mg o trang thai hig Gee chs sph htc dug chang kim va 

4n dinh trén bah nhdn dai thao during tip 2. Levernir® FlexPen®. Khong duoc bom thude vac lai 
F Nhdém bénh nhan dic biét Ong thud. 

| Cac dic tinh dug dng hoc cila Levernir® FlexPen® | hong duc si dung Lever" Fest en" néu dung 
7) 43 duoc nghién cou & tré nbd (1- $ tu6i), trem | Eneng duce str ding Levemir® FlexPen® 3 bi dong (6-12 tudi) va thiéu nién (13-17 tudi) va so sanh vai | ay 
)) neguyyi idm bi dai thao dutng tip 1. Khtng od § , Wife batt tren lim sing vB ce fa inn ae ies en Ehuytn banh nhan hoy kim cdin than sau mdi 

| Fee guira thé who, tré em, thiéu nién va ngudn : 

lam sang v8 cdc d3c tinh due dding hoe cla hurding dan sur dyng th 
Levemir® FlexPen® gitra nqudri cao tudi va ngunti tre |] 2 eT? 
hoge gidra nguéri suy than hay suy gan vei nguéi ‘|| San xudt ber 
kice righ, Howe Mondisk A/S 

| Cac dé liu an toan tién lam fino ae Cae ara pail ol aes bao nquoa_ || DK-2880 Bagsaeed, Ban Mach 
 oghién cou sy gan ket wii coc wy tri thy thé inguin 
/| va IGF-1 cho thay lb insulin detemir ¢6 ai lyre gidm 
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[HUONG DAN SU DUNG CHO BENH NHAN 

Khéng duro’c dling Levemir® FlexPen® 

> Néu ban bi dj tng (qua man) voi insulin 
detemir hay bat ky ta duoc nao cua Levemir® 

FlexPen®. . 4 
| » Néu ban nghi ngo’ bat dau bi ha duo'ng huyet 

(dudng huyét thap). 
> Trong bom truyén insulin. 
> Néu but FlexPen® bj roi, bj hue hong hoac bi 

vo. 

> Néu but khong dug’c bao quan dung hoac bi 
| dang lanh. 

| ® Néu insulin khéng la dung dich trong suodt va 
| khong mau. 
> Sau ngay hét han da ghi trén nhan va hop 

Levemir® FlexPen® sau chir “Expiry” 

Tru'é’c khi su’ dung Levemir® FlexPen® 
» Kiém tra nhan dé dam bao dung !oai insulin. 
> Ludn sir dung kim moi cho moi lan tiém dé 

ngan ngira sy nhiém ban. 
» Khong duc cho ngudi khac su dung chung 

kim va Levemir® FlexPen®. 

Cach dung 
Levemir® FlexPen® diing tiém dui da. Khang 
bao gid duoc tiém insulin trurc tiép vao tinh mach 
hoac vao co’ (tiém bap). Voi mdi lan tiém, thay déi vi 
tri tiém trong mét vung da nhat dinh ma ban su 
dung. Diéu nay cé thé lam giam nguy co’ bi sung 
hoac vét l6m da. Vi tri tat nhat dé ban ty tiérm 1a: 
mat trac dui, phan truréc vung that lung (bung) 
hoac phia trén canh tay. Ban nén kiém tra glucose 
huyét thudng xuyén. 

Cach su dung Levemir® FlexPen® 
Doc va tudn theo hud’ng dan str dung Levemir® 
FlexPen®di kém mét cach can than. 
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