Rx- Thubc nay chi ding theo don thubc.

Apidra’ SoloStar 100 8on vi/mi 8
Dung dich tiém trong but tiém nap san
o insulin glulisine

Doc ky huémg diin sir dyng truére khi ding. )
Thong bao ngay cho bac sy hojc duge s§ nhimg phan img co hal gip phai khi sir dyng thudc

THANH PHAN CONG THUC THUOC

- Thanh phin hogt chét 14 insulin glulisine. MBi bat tibm 3mi chira 300 dom vj hoat chilt insulin glulisine
(twong duong 10,47mg)

- Thanh phin ta dugc m-cresol, rometamol, natri clorid, polysorbate 20, nalri hydroxyd, acid
hydrochioric 43m ddc, nuoc pha tism.

DANG BAO CHE
Dung dich tiém, khong méu vé trong subt.

%ﬁdﬁmm;wmmm.umwawwmmdﬂmmm.

analog va cb thé ding chung vii cac thubdc ha glucose mau dang ubo.
Lidu Apidra phai dugc hiéu chinh cé thé hoa,
Nhom bénh nhan dac biét

Suy thin
Céc dac tinh dugc ddng hoc ciia insulin glulisine nhin chung vin dugc duy tri & bénh nhin suy than. Tuy
nhién, nhu ciu insulin c6 thé gidm trong tnrémg hop suy than (xem muc Bi3c tinh duoc ddng hoc).

gan

déc tinh duge dng hoc cla insulin glulisine chura duge nghién ciu trén bénh nhan suy gidm chirc
néing gan. €' bénh nhain suy gan, nhu chu insulin c6 thé gidm vi gidm kha ndng tan tao glucose va gidm
Ngui cao tudi

i liéu duge a9ng hoc (khdng nhiu) trén bénh nhan dai thao dudmg ibm twdi. Suy gidm chirc nang than
o6 thé din aén gidm nhu cu insulin.

Quén thé bénh nhi

Hién chira di thdng lin 1m sang vé sir dung Apidra & tré em dudi 6 tudi.

Cachding
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. bung, bdp Ui hodc co defta. V] tri tiém trong
médi ving (thanh byng, bdp dGi hodc cor delta) nén duge xoay vong tir Bin iém nay dén lin tém ké tép. Ty
1& hdp thu, va kéo theo 14 khdi phat tac 4dng va thai gian thc 8Ang, o6 thé bj Anh hurdmg béi vi iri Bém, van
ong va cac bién s khac. Tiém dudi da & thanh byng dam bao hap thu phanh hom mt chilt so vai cic vi

LANA DAL VA THAN TRL KHI DUN A0

Nén of sur gidm sét y khoa chat ché néu chuyén bénh nhin sang mit dang hodc nhan higu insulin khac.
Co thé cin thay 86i féu néu cd thay ddi vé ham lrong. nhan higu (nha san xuit), loai (thudmg, NPH, chdm,
thc dyng kéo dai, v), ngudn géc (84ng vt ngui, analog) vivhodc phurang phap sén xudt. C6 thé can didu
chinh céc thudc gidm glucose mau dang udng ding kam.

T
&}a,rgéummm @éu tr, 33c bigt & nhimg bénh nhan Gai thao dudmg phiy thudc insulin,
:gnlﬁ wwmmw&nmmmﬁmmmnmmmwwd&
tir vong.

php insulin ting curémg, béanh thin kinh dai thao duémg, cac thudc nhu thudc chen beta, hodc sau khi
chuyén tir insulin ngubn gbc ddng vat sang insulin ngutr.

Chinh liéu ciing o6 thé can thiét néu bénh nhan ting hoat ddng thé chit hoac thay 36i ké hoach an ubng
thurdmg ngay. Tap thé duc ngay sau bira an co thé 1am tiing nguy co ha durdmg huyét

So v insulin ngudr hoa tan, ha dutmg huyét néu xdy ra sau khi Hm analog téc dyng nhanh co thé s& xdy

SU DYNG THUOC CHO PHY N’ CO THAI VA CHO CON BU

Phw nir cb thai

Khdng co théng tin hodic thdng tin han ché (it hon 300 két cyc thai ky) ir viéc sir dyng insulin ghulisine &
phuy nir c6 thai. 4

Nghién ciru vé kha naing sinh san & djng vét khing cho thay bt ky khéc biét nao gilra insulin glulisine va
insulin nguii A& v thai ki, sur phét trién phdi thaibao thai, qua trinh sinh nér hay sy phat trién sau sinh.
Nén than trong khi sir dyng cho phy nir ¢6 thai. Cin theo d3i liém soat duémg huyét cin than.

Cho con bl

Khéing rb liéu insulin glulisine c b tiét vao sira me hay khiing, nhung thing thuémg insulin khong vao sira
me va ciing khiing duyc hép thu sau khi tré b sira.

Nguii me dang cho con ba cb thé ciin phai didu chinh libu insulin va ché 89 an.

Kha néing sinh sén
Cac nghién ciru vib kh ning sinh sén trén adng viit ding insulin glulisine khing cho thiy bét ky tac ding
bét Igi ndo trén kha ndng sinh sdn

1A, T RN =N KHA NANG LAJ X A VAN HANH A |

va phdn (mg ciia bénh nhén cb thé bj gidm sit do ha dudmg huyét hodc ting dudmg

, do suy gidm th luc. Didu néy of thé gy nguy hiém trong céc tinh hudng ma cac khd ning

néy cb thm quan trong ddc bidt (vi dy: 14l xe hodc sir dyng médy mac).

Nén khuyén bénh nhan thin trong dé tranh tinh trang ha dudmg huyét rong khi I8 xe. Dibu nay djc bigt
i veri idm hodc khong nhan thirc durc triéu chimg cinh bio vé ha dudmg huyét

durdmg huydt thudmg xuyén. Can nhic kdu co nén ki xe hay sir dyng may moc trong
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[adrenaline]. salbutamol, terbutaline), hormone céc estrogen va cac progestogen (vi dy trong
thubc mmﬂhﬁmmﬁﬁwﬁqmwmahmmm
clozapine vé olanzapine). -

hodc negru o6 thé 1am ting hodic lam suy ybu thc 8dng gidm glucose
méu clia insulin. Pentamidine co thé gy ha dudmg huyét, 63i khi o6 thé tiép theo I tiing dudmg huyét
Ngoai ra, dudi anh hudmg clia cac sén phim gidng giao cam nhur thudc chen beta, clonidin, guanethidine va
reserpine, cac ddu hidu cla didu hoa khang adrenergic co thé bj gidm hodc khong cd.
AC DUNC JIONG MUON CUA THUOM

Ha dumg huylt 1 phin (g o hai thutmg xdy ra nhdt cia i phdp insuln co thé xdy ra Kn W insuln
qué a0 50 véi nhu chu vé insulin.

Céc phdn (mg bét loi ién quan sau day tir cac cudc didu tra lam
va thir tir thn sudt gidm déin (rdt phd bién: 21/10, phd bién: 21/100
< 1100, hidm: 21/10.000 dén <1/1.000, rét hiém: <1/10.000).

duorc 18t ké theo phan logi hé co quan
<1110, khong ph bién: 21/1.000 8én

Trong m&i nhom thn 6, cac phan img bt igi dure trinh by theo thir tyr 89 nghiém trong gidm dén.
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‘héa huybt toan ceton do G thdo
Sl | N | [Gwimg)

'Cac rbi loan da va |Céc phan (mg tai vi tri iém |Loan

|mb dudri da I /Céc phan (mg qua min {dutmg t
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thao téc sai hogic hé théng bom bi Ibi khi st dung Apidra voiCSIL._ —— et
+ Céc rbi loan dinh dudng va ¢ héa
Trigu chimg ha dudmg huyét thudmg xdy ra 33t ngit. Cac trigu chimg néy cb thé bao gbm 104t md hdi lanh,
da tim tai, mét I3, dé hodng sg hodc run rdy, lo Au, mét hay yéu bét thudmg, i Bn, khd tp trung, budn ngu,
66i 14, thay a4 thi giac, nhirc diu, budn ndn va tim loan nhip.
Ha durimg huyét cd thé trér nén nghiém trong, co thé diin dén hin mé valhodc co giat va o thé kit cuc 14 suy
giam chirc ndng ndo tam thii hodc vinh vién hodic tham chi tir vong

« Céc réi logn da va md dudd da
Cac phan (mg qua min cuc b (36 da, sung thy va ngira tai vi tri tidm) co thé xay ra trong qué trinh diéu trj
ﬁmc&ﬂmmmmmﬁmbﬁmﬁwﬁu&ﬂﬂ%ﬁhnﬂmqﬂﬁm
tiép tyc dibu tri. Trong mdt vai tnrdmg hop, nhimg phén img ndy oo thé ién quan dén ly do khac ngodi insulin,
nhur 1 qué man véi cht lam sach da hodc iém khdng diing céch. 3
Loan dudmg mé co thé xdy ra tai vi iri ém va tri hodin viéc hdp thu insulin do luln phién thay dbi vi tri iém
trong clng mit ving da.

. m&mmmnmmﬁgmm
Phdn img qua mén toan than co thé bao gém ndi mé day, tirc ngurc, kho thé, ngira vi viém da do di img. Cac
tnsimg hop néing cika di g todn than, hao gdm sbc phan vé, cb thé de doa tinh mang.

Bao cdo cac phan (mg bét ki nghi ngdr sau khi thubc durge cip phép 14 rét quan trong. N6 cho phép iép
tuc thea d5i can bing li ichinguy oo ciia Céc chuyén gia chim soc sire khoé dugt yéu chu béo clo
bét ky phan tmg bét ki nghi ng&r no thang qua hé théng bdo cao quéc gia duoc figt ké trong Phy Ic V.
Théng béo ngay cho bac s hodc dugc s§ nhimg phan img ¢ hai gip phdi khi s dung thude
QUA LIEU VA CACH XU TRi

Ha duromg huyét cé thé xdy ra do hoat dfing insulin vurgt quA thire 3n dia vao cor thé va tiéu thy néng lugng
hodc ca hai y do.
Iomooa:rr-euwugﬁ:m&nﬂc@&mm.Twm,mmwmeﬂ

Cac con ha duémg huyét nhe cb thé dugc didu trj bing 3n uling glucose hay céc san pham chira dudmg.
Vi vity, bénh nhan dai thao dudmg ludn nén mang theo dudmg cuc, thire an ngol, banh quy hay nudrc trai

Cac con ha dirémg huyét nghiém trong, khi mé bénh nhan trér nén mat y thirc, co gist hadc suy gim thin
mmﬁmmm&gmmﬁpmmwuw{asmﬁmg)ﬂymngwi
@3 duge hurdng din phi hop, hodc bing cach t8m finh manh glucose bdi nhan vién y 1. Néu bénh nhan
khaing dap Umg véi glucagon trong vbing 10 3én 15 phit, cling phéil tiém finh mach glucose.

Khi bénh nhan cb  thirc trér Iai, khuyén cio nén &n carbohydrat 34 ngan ngira tai phat

Sau khi tiém glucagon, bénh nhan nén dugc theo di & bénh vién dé tim ra nguyén nhin gay ha duimg
huyét ndng va ngan ngira cc com twomg tir.

DAC TiNH DUOC LUC HOC
Nhém dugr Iy-trj iéu: Thube dugre sir dyng frong bénh d4i thao duémg, insulin va céc chit tuong tir (analog)
dang Bé&m, tac dung nhanh. M3 ATC: A10AB06

Insulin glulisine la mot chét twong ty insulin ngudi (analog) i 18 hop o cling hoat e voi insulin ngudl
regular (thudmg). Insulin glulisine co khéd phat tac dyng nhanh hom va thin gian tac dung ngan hom insulin
Hoat tinh chinh cla céc insulin va insulin analog, bao gbm insulin glulisine, I kiém soat chuyén hoa glucose.
Insulin lam gidm mirc glucose méu béing cach kich thich thu nhén glucose ngoal bién, d3c biét & co véan va
m, va bing cach (rc ché sén xudt glucose & gan. Insulin (rc ché sy phén giai lipid trong té béio mé, irc ché
sy phan gidi protein va gia téng t5ng hop protein. _ \ ‘
Cac nghién ciru & ngudi tinh nguyén khde manh va bénh nhan dai thao dudmg cho théy insulin glusine c6
khéri phat téc dyng nhanh hom va thn gian tac dung ngdn hon insulin nguen regular i
Khi tiém dudri da insulin glulisine, hoat tinh lam gidm glucose & bét ddu trong vong 10-20 phit. So voi tiém
durtri da, nguoi ta nhn théy ding dudmg finh mach o khéi phat tac dung nhanh hom, thoi gian tac dung
ngén hon, va dap img dinh nhibu hon. Hoat tinh lam gidm glucose cia insulin glulisine va insulin ngudi
regular co hoat lyrc ngang nhau khi ding dudmg tinh mach. 3 :

ML dom vj insulin glulisine o ciing hoat tinh gidm glucose nhur 1& mdt dom vj insulin ngudi regular.
T4 16 thudin iy hrong

Trong mét nghién ciru & 18 bénh nhan nam méc dai thao dutmg typ 1 tir 21 twdi 3én 50 twéi, insulin glulisine
cho thiy hiéu qué giam glucose ty I thun vér lidu trong khodng iéu digu trj tir 0,075 dén 0,15 don vikg,
v higu qué gidm glucose thip hom sy tang ty ¢ thudn (cia lidu) vor ibu tir 0,3 don vikg trd 18n, gidng nhur
& insulin nguin.

Insulin glulisine cho tac dyng nhanh gin oép Adi so véi insulin nguodi regular, va két thic higu qué gidm
glucose som hon gén 2 gitr so véi insulin ngudr regular.

MOt nghién ciru phase | & bénh nhan dal thdo dudmg typ 1 danh gid hd so glucose cia insulin glulisine
va insulin i regular ding dudi da & idu 0,15 don vikkg, tai cac thai khac nhau lién quan voi bira
an tidu trong 15 phiit. Dir liéu cho théy insulin glulisine 68m 2 phit tnrére bira &n cho higu qué kiém

04t Audmg huyét sau an tuong ty voi insulin ngudi regular tiém 30 phit e bira an. Khi cing tigm 2
mmmm'mmnmdpn:: kibm soat (dudmg huyét) sau an bt hon insulin ngudi
reguiar. Tiém insulin glulisine 15 phit sau khi bira &n cho hiéu qua kidm soat dudmg huyét tuong by
insulin nguen reguiar iém 2 phut tneére @n (tham khdo hinh 1).
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Hinh 1: Trung binh hidu qué giam trong 6 gitr & 20 bénh nhén dai théo dutmg typ 1
Auge tiém 2 phot trude khi bit dbu bia dn (GLULISINE pre) so voi
phit tneire khi bt abu bra &n (REGULAR 30 min) (hinh 1A) va so voi insulin ngudi regu
phit treére bira &n (REGULAR pre) (hinh 18). Insulin glulisine duc tiém 15 phit i
(GLULISINE post) 5o vl insulin nguii regular duec tidm 2 phit tredre khi bit dhu
(hinh 1C). Trén tryc x (tnyc hoanh), sb 0 (mdi tén) 1 théd didm bat du bira an trong 15 phut,
Béo phi

Mt nghién ciu pha | tién hanh voi insulin glulisine, lispro vé insulin ngudn regular trong dan sé béo phi cho
théy insulin ghulisine viin duy rl 84c tinh tac 8ong nhanh, Trong nghién clu nay, théi gian dén 20% ting dién
tich dudi dudng cong (AUC) va AUC (0-2 gitr) dal dién cho tac dong lam gidm glucose som tuong Ung 1a
114 phit v 427 mg/kg 651 voi insulin glulisine, 121 phit va 354 mg/kg ddi véi lispro, 150 phit va 197 mg/kg
abi v insulin ngudi regular (tham kho hinh 2).
Hinh 2: Ty 18 truyén glucose (GIR) sau khi tiém dui da 0,3 don vikg insulin
| glulisine (GLULISINE) ho#ic insulin lispro (LISPRO) hodc insulin nguei
e et
ne va insulin lispro n
] khong méc dai thao dutmng pdm 80 abi twong o6 chi sb khdi co' thé ndm
%) da chimg minh réing nhin chung tac
mit khodng rdng chi sb khéi (BMI), trong
khi hiéu qua lam gidm glucose toan phin s& giam khi béo phi tang.
Trung binh tbng GIR AUC gitra 0-1 gity 13 102 4 75 mg/kg va 158 100 mg/
T0 kg vdi trong img 0.2 va 0,4 don vikg insulin glulisine, va 1a 83,1 + 72,8 mg/
kg v 112,3 £ 70,8 mg/kg véi twong (g 0,2 vé 0,4 don vilkg insulin lispro.
MGt nghién ciru pha | trén 18 b&nh nhan béo phi méc dal thao duimg typ
2 (BMI 3540 kg/m® ) véri insulin glulisine va insulin lispro [90% CI: 0,81, 0,85 (p=<0.01)] cho théy insulin
glulisine kiém soat hiéu qua céc thay 88i glucose mau sau &n trua trong ngay.

Dai théo duomg typ 1— Ngudi ion

Mot nghién ciru pha 11l 26 twén so sénh insulin glylisine vér insulin lispro khi tiém dudi da mot thiv gian ngn
(0-15 phit) trudre bira n & bénh nhan dai thao duding typ 1 sir dyng insulin glargine lm insulin nen, inlusin
glulisine duromg véi insulin lispro vl kidm soal dudmg huyét, thé hién qua cac thay 841 v hemoglobin
glycat hoa hién la HbA1c fwong duong) tir in kham ban ddu dén lic két thic nghién ciu, Cac gia
mmmwmu&?wmmm.Khongchnlangléuimﬁnénvdiinsuhglwshs.
nguoc lai véi insulin lispro -
Maxﬂnu:rulammgprmlu12m&1uwhiénab¢rﬂmhanoaimodmw1c|unglnsu|inglargm
khi trj nén cho thdy viéc tidm insulin glulisine ngay sau bira 4n cho higu qué tuwomg duwong véi tidm
insulin ghulisine ngay tnrorc bira an (0-15 phut) hay insulin nguii regular (30-45 phut).

Trong quén thé can thiép (per-protocol) cda nghién clru, nhém ding glulisine trée bira &n 1am gidm GHb
nhigu hon & rét 50 vai nhom ding insulin ngudi regular.

Dai théo duomg typ 1~ Bénh nhi

Mét nghién ctru pha IIl 26 tuan so sanh insulin glulisine véi insulin lispro khi tiém dudi da mét théi gian
ngén (0-15 phit) trére bira &n & tré em (4-5 tudi: n = 8 6-7 Wwdi: n=32 va 8-11 tudi: n=149) va tré vj thanh
nign (12-17 tudi: n=382) méc dai thao typ 150 msul\n&'llﬁﬂl.ﬁir&UmhoécNPH,lnsuin
gluiisine fromg duwong vii insulin lispro v mmmélhémndtzn thay ddi vé hemoglobin
glycat héa (GHb biéu hign 1 HbA1c twong duong) tir ln kham ban dAu

cac gid tri dutmg huyét tur theo dbi.

Hign chira 80 thaing tin 1Am sang vé sir dung Apidra & tré em dudi 6 tudl.

Dai théo dudmg typ 2 - Nguai ion

Méit nghién ciru 1am sang 26 tuéin pha Il theo sau béi mét nghién ciru an toan mé ring 26 tudn duge thyc
hign G& so sanh tiém dudi da insulin glulisine (0-15 phit trutc biva &n) vér insulin ngu regular (30-45 phit
trsore bira an) & bénh nhan d4i théo dudmg typ 2 ding insulin nén k& NPH. Trung binh chi s0 khbi cor thé clia
bénh nhan (BMI) 1 34,55 kg/m. Insulin glulisine cha thay twong duong voi insulin nguedi regular céc
thay dbi vé hemoglobin glycat hoa (biéu hién 1d HbA1c tuomg durang) tir 1&n kham ban ddu dén thei 6
thang (-0,46% d6i vdi insulin glulisine va -0,30% dbi v insulin nguri regular, p=0,0029) va tir iAn kham ban
| u&m&wa&n12tha-ag-;-o.zs%ﬂdu'ven'munmwve-ms%'zvﬁimuunnguﬁreguar,mw
khéng co y nghia). Trong nghién ciru ndy, phén Iém bénh nhan (79%) 48 o insulin co téc dyng ngan voi
insufin NPH ngay truéc khi tiém; 58% dbi fuong bénh nhén 63 sir céc thube gidm glucose méu dang
ung tai thoi diém phan ngdu nhién va da dugc hudng dan 68 ding tiép voi lidy nhu ci.
Chiing tc va gioi tinh

Trong céc nghién ciru cd kiém soat & ngui Iom, insulin glifisine khing cho thay khac biét vé an toain va hidu
qua trong cac phén tich dudi nhom dya trén ching toc va gidi tinh.

0 2 4 8 8
THON GIAN: gitr

BAC TINH DUO'C DONG HOC

O insulin glulisine, syt thay dbi acid amin asparagine tai vi irl B3 cla insulin nguii thanh lysine va lysine tai
vi tri B28 thanh acid glutamic gidp hap thu nhanh, |

Trong mdt nghién ciru véi 18 banh nhan nam mac dal thao typ 1, tir 21 tudi 8én 50 tudi, insulin
glufisine cho thiy 1y 1€ thudin vér ibu v& phoi nhidm sém, 16i da va tong cing & khoang idu 0,075-0.4 don

Hb so duge ddng hoc & ngudi finh nguyén khde manh va bénh nhén dai théo dwémg (typ 1 hodc 2) cho
théy insulin glulisine hip thu nhanh gén gap d6i vivi nbng 85 dinh cac homn gén gép 2 1An so véi insulin nguei
Trong mét nghién ciru trén bénh nhan dai théo dudmng typ 1 sau khi tiém dudi da 0,15 don vikg, d6i voi
insulin glulisine T,__ 13 55 phit va C__ 14 82 + 1,3 i don vifml, so véi T, _, 82 phit va C,__ 46 + 1,3 p don vif
mi i véi insulin ngudi regular. Trung binh thén gian Iy tni cia insulin glulising ngén hon (98 phat) so véi
insulin ngui regular (161 phit) (tham khao hinh 3).

Hinh 3: Hb st duoc ddng hoc cda insulin glulising va insulin nguri regular & bénh nhan dai thao dwimg typ

1 sau liéu 0,15 dom vikg.
Trong mét nghién ciu & nhiing bénh nhan dai théo duwdmg typ 2 sau khi ding
durdi da 0,2 don vilkg insulin glulisine, C__ 14 91 p dom vifml voi khaang 1o
ﬂmﬂw‘fsdénimudonvifni.Héw%ngdb-mgian nhau khi
tiém dudi da insulin glulisine vao bung, co delta va di, i sy hap thu hol
nmhmhﬁ&nvéobwmvﬁiﬂ,ﬁuy&eécﬂufwmﬂm
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& mirc gilra (tham khdo muc Céch ding, ). Sinh kha dyng tuyét dbi
(70%) ciia insulin glulisine giéng nhau gitral cat vi Iri tiém va khd néng dao
8ong trong mbi c4 thé thp (1% CV). Tiém phdng tinh mach insulin glulisine
dan 8én chi 8 phoi nhim toan than cao hon $o vari tigm dudi da, véi C,
TS %1 ¢ wmgnpin '
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Phén bd va théi trir

Su phén bé v thai inr clia insulin glulisine va insulin nguir regular & ngueén sau khi diing tinh mach I wong
ty nhau vdi th tich phain bd 13 L va 22 L, va théi gian ban hiy 1a 13 phat va 18 phit trong (mg.

Sau khi tiém dudi da, insulin glulisine duoc dao thal nhanh chéng hon insulin nguéi regular, voi thiv gian
bén hily théy duge 14 42 phit s0 véi 86 phut. Trong mt phan tich nghién ciru et ngang cia insulin glulisine
& cé ngudi khde manh va bénh nhén dai thao dudmg typ 1 hodc typ 2, thai gian ban hily thiy duere nam
trong khodng tir 37 dén 75 phit (khodng tir phén vi)

Insulin glulisine cho thdy it gén két voi protein huyét tuong, trong ty nhur insulin ngui,

INSULIN CONC - pli/mL

e N &

Suy

Trong mdt nghién ciru 1Am sang trén ddi trgng khong méc dal thao dudng cb chirc néng than ném trong
khoding riing (CrC1 >80 miiphit, 30-50 milphit, <30 miiphdt), cac dac tinh tac dyng nhanh cia insulin glulis-
in@ nhin chung dugc duy tri. Tuy nhién, nhu cAu v insulin ¢6 thé gidm khi bénh nhan bj suy than,

Suy gan
mn:&ﬁmmmummﬁmmammmm.
Ca rit it dir liéu durgre 3dng hoc Abi vér bénh nhin I6m tuli mdc dai thao duwemg

Tré em vé tré vj thanh nién

Béc tinh duge ddng hoc va dugc lyc hoe clia insulin glulisine dugre nghién ciru & tré em (7-11 tubi) va tré vi
thanh nién (12-16 twbi) méc dai thao duomg typ 1. Insulin ghulisine dugre hip thu nhanh & c& hai nhém, véi
T, vaC__ tuong ty ngudi taémg thanh (tham khao myc Lidu ding, Céch ding).

Khi tim thubc ngay tnsérc bira &n thir, insulin glulisine kidm sodt duemg huyét sau an 18t hon insulin ngui
regular, tomg tir nguii trudmg thanh (xem myc Dac tinh duge lyc hoc), Thay dbi glucose (AUC ) 14 641
mg.h.dt" @i vér insulin glulisine va 801 mg.h.dl d6i véi insulin ngudri regular.

QUY CACH DONG GOI: Hop 5 bit tiém nap sin x 3ml (300 don vi).

§

 Itc két thic nghién cou qua., |

DIEU KIEN BAO QUAN

R o e bk L Rt i e
ww"mmmv&mumam.

A8 dyng dbu 86, bi 8 ngp san o6 thé b quan ti da 4 tun & nhidt 49 khdng qua 25°C. tranh
sir¢ nong vé énh séng tryc tiép.

Biit tibm dang st dung khong nén bao quan trong 1 lanh.

Sau mdi 14n tiém, ndp bt phdl duoc ddy lai vao but dé bdo vé khai anh séng.

Han ding: 24 thang ké i ngdy san xudL

Khang ding Apidra Solostar qua han sir dyng dugre ghi rd trén hp va trén nhén.

Ngay hét han sir dung la ngay cudi cla thang in rén bao bi.

Tiéu chudn: Tiéu chudn co sd

Co ¢ sin xuilt:
Sanofi-Aventis Deutschiand GmbH
Industriepark Hichst, D-65926 Frankfurt am Main, Germany.

TANG DUONG HUYET VA HA DUONG HUYET
iy luén mang theo bén minh nhirng thir sau:
a

H
+ Thyc phdm chira dudmg, vi dy: nhiing vién duemng dextrose hodc db ubng co dudmg (16i
thibu 20 gram)

+ Thé théng tin dé& nhitng ngutri khéc biét ban cé bénh @4l thao duwdng

Néu dwéng huyét cia ban qué cao (ting dwong huyét), c6 thé ban da khéng tiém du insulin.
sfa;lidoaéﬂmnmmm
L

+ Ban da khong tidm insulin durgre chi dinh hodc khong tiém dd

Thude clia ban trdr nén kém hiéu qua - vi dy: do bdo quan khong dung cach

Ban it tdp the dyc hon thudmg 1é

Ban dang bi stress - vi du: dau budn, phén khich
Banhich&nmwm.uhﬂh‘ﬂgxaphhhuéthi&nirﬁmhoks&

+ Ban da hodc dang dung mét sd loai thudc khac (xem muc “Turong téc, twong ky cia thude’)
|Céc trigu chirng canh bdo ting dwéng huyét

|Khdt nuére, tang nhu cAu di tidu, mét, da khd, mét dé, chan an, ha huyél ap, tim ddp nhanh, xét nghigm
Inuére tidu o6 glucose va thé ceton. Dau da day, thé nhanh va sau, bubn ngd hodc bt tinh (mét tri gidc)
|c4 thé 3 nhimg déu higu ciia mét tinh trang trdm trong (nhi&m toan ceton) do thiéu insulin. '
Cén lam gi khi ban bj tang duéng h |
Hay do dwérng huyét cia ban va xét nghiém tim thé ceton trong nwére tidu ngay khi xay ra
bét ky diu hidu nao & trén. Tinh trang lang duong huyét néng hodc nhiém toan ceton ludn cn
sir dieu tri cla bac s§, thudng a trong bénh vign.

N H £l (nong trong mau thap
uuummy&uhmgmmmmn.mnmuwmmimmmm@m
6 the gay con dau tim hoac tdn thurong ndo va co thé de doa tinh mang. Ban nén hoc céch nhan
biét cac déu higu khi duremg huyét gidm qua thip - nhur vay ban mdi cd thé xir tri hop 1y.
Céc Iy do co thé xay ra ha duéng huyét: |
Wi di: |
+ Ban tidm qué nhidu insulin |
+ Ban bd bira hodc dung bira mugn |
+ Ban &n khong du, hodc &n cac thire &n chira it carbohydrat hon binh thirdmg (duéng va cac
m?;mnmm?gmwgmmwm.mmmmmm
phai k
+ Ban bi mét carbohydrat do ndn hodc tiéu chay
+ Ban ubng rugu - dac biét khi khdng an nhidu
+ Ban tap thé duc nhilu hon thudng I8 hodc chuyén sang mat dang hoat ddng thé kec khac
+ Ban dang hi phyc sau chén thuong, phiu thust hoic mdt stress khac
+ Ban dang hdi phuc sau mét con bénh hodccon sét
+ Ban dang dung hoac vira ngung ding & thube khac (xem muc “Tuong téc, tong ky
i N e
Ha dutmg cling c6 kha nang xay ra néu:
+ Ban vira moi bat dAu didu I insulin hoac thay ddi sang mét ché insulin khac,
* Budng huyét cila ban & mire gin nhu binh thuéng hodc khing on dinh
* Ban thay ddi ving da tiém insulin - vi dy tir ving dai sang vung canh tay
» Ban ¢t bénh gan hodc than n@ng, hodc mét sb bénh khac nhu nhugc gidp
Cac triéu chirng canh béo ha duwdmg huyét
D4di vé co thé: nhitng vi dy vé déu hiéu cho théy dutmg huyél clia ban dang giam qué nhigu hodic
qua nhanh gbm co: vé mé hol, da 4m wot, lo iéng, tim dap nhanh, tng huyét &p, danh tréng ngyc va
mnhi tim. Nhirng dau higu nay thudmg xdy ra trudre khi c6 riéu chimg cho théy ndng 46 durtmg
i & néo.
Béi véri ndo: triéu chimg cha thy nbng d6 dutng gldm thap & ndo gdm c: nhirc diu, cam gidc A6
chn cao, cam gidc budn ndn hodc non, cam gidc mét mai, bubn ngl, birt rit, rdi loan gidc ngd, ra gdy
gd, kho tap trung, cham phan (mg, trdm uét, o ma, noi khé (di khi mét hén tiéng ndi), rbi loan thi gidc,
run, yéu li8t, cam gidc cham chich, 18 rén hodc cam giac kim cham é ving miéng, hoa mat, mat kiém|
ché, khang thé ty cham sde ban thén, co giat, méat in giac. .
Nhirmg triéu chimg dau tién canh bao ha durdng huyét (« triéu ching canh bao ») cd thé thay ddi, it 6|
rang hon hodc hodn toan khong co néu ban:
«  La nguot cao twbi
+  Bjbénh dai thao dudmg da lau
+ C6 mot sb bénh Iy thén kinh do dai thao dwéng (gol 14 “bénh Iy than kinh ty chi do dai thao

duéng’)
+ Gén day co ha duémng huyét (vi dy: ngay ham tneére), hodic néu ha dudng huyét phat trién
tir tir
+ Buting huyét cia ban gan mirc “binh thudng™ hodc it nhét 1a dugc cdi thién dang ké gan day
+ Pa hodc dang ding mét sd thude khac (xem myc “Tuong téc, twong ky ciia thude”)

Trong nhifng trrdmg hop @6, ban o6 thé bj ha duémg huyét ndng (va tham chi bj bat tinh) tneére khi

ban kip ¥ thirc dugc van dé dang xay ra. Hay lam quen v&i nhirng triéu ching canh béo cla riéng

ban, Néu can, kiém tra dudmg huyét th xuyén hon cd thé gitip ban nhan ra nhitng con ha duéng
huyét nhe méa c6 thé bj bé qua. Néu ban kho) nhén bidt cac tigu chimg canh bao ca minh, nén
trdnh nhirng tinh hudng (vi dy 1ai xe) ma ban co thé géy nguy hidm cha bén thén hodc cho ngudi khac

vi ha duding huyét.

Cén phai lam gi khi ha duéng huyét?

1. Khdng duere tiém insulin, Ding ngay 15-20 gram dudng, vi dy glucose, dudmg vién hoac nurdc
ngm.Lu'u9.cacchéimngotmantaovawcphémwmaam&lwnwnmm(nmmm.
ubng danh cho an kiéng) khéng giip didu tri ha dudng huyét. )

|2 Sau dé ban co thé an mdt mén g @6 (vi dy: banh mi hodc mi ¥) d8 ting mirc duémg huyét cia
ban subt mot thivi gian dal hon. Bac s hodc didu duémg nén thao ludn didu nay tredc vai ban, |

3. Néu tinh trang ha duémg hu: wcwn.asmu 15 dén 20 gram duémg. |

4. Bdo ngay cho béc s§ biét ban khéng m sodt duge tinh trang ha dudmg huyét ho‘t:!
néu tinh trang nay tai dién.

Nguwéi khac nén 1am gi khi ban bj ha dwéng huyét? |

Héy ndi vén nguen nha, ban bé va :glwepgéngnmbauanaéusau |

Néu ban khong thé nuét hodc néu ban bat tinh (mét tri gidc), ban s& cAn mdt mdi tiém glucose hodc|

glucagon (mdt thube lam tang lugng dudng trong méu). Nhimg mdi tiém nay can dugrc thire hién ngay

cékhlkhﬁngbié(chécbanwbihadu&mhuzhaykhéz,

Nén;étnghiemduﬁmhuy&maysaukhidﬂngqlm kiém tra xem ban cd thét sy b ha dudmg

huyét khing.

e w0

do dirong

nttps://vnras.com/drug/
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HUGNG DAN SU DUNG Apidra® SoloStar®

Dung dich tiém trong bt tiém nap san

SoloStar Ia but tiém nap sén ding dé tiém insulin. Bac sy ciia ban da quyét dinh réng SoloStar thich hop Nép bat
vdi ban dya trén kha nang ban c6 thé sif dung bt SoloStar. Hay trao ddi véi bac sy/ dugc sy/ diéu dudng

cta ban vé ky thuat tiém phu hgp truéc khi st dung but SoloStar.

liéu ndm bén phai nhu minh hoa bén dudi.

Hay gitr t& huéng dan nay dé tham khao thém sau nay.

Xin doc ky t& huéng dan nay truéc khi sif dung but tiém SoloStar. Néu ban khéong thé tu diung but
SoloStar hoac khéng thé tu minh thuc hién diy dl nhing hudng dan nay, ban chi nén sit dung SoloStar
khi cé su trg gitp cda mét ngudi khac cé thé thuc hién day d cac huéng dan. Hay gitr bit nhu hudng
dan nay. D& ddm bao doc liéu dung, gilr but tiém ndm ngang vdi kim tiém ndm bén trai va vong chon

Ban c6 thé diéu chinh liéu dung tir 1 dén 80 don vi theo tiing don vi mot. Mdi cay but cé chia nhiéu liéu.

So dé but tiém

Néu c6 thac méc gi vé SoloStar hodc vé bénh dai thao dudng, hay hoi bac sy/ dugc sy/ diéu dudng cha
ban hodc goi dién cho van phang dai dién cta Sanofi-Aventis & dia phuong.

Thong tin quan trong veé viéc st dung Apidra SoloStar:

+ Ludn luén phai gan kim mai truéc moi lan sir dung. Chi sir dung
kim tiém tuong thich véi SoloStar.

« Khéng dugc chon liéu va/hodc nhan nut tiém khi chua gan kim
tiém.

« Ludn luén thi test an toan trudc moi Ian tiém (xem budc 3).

+ Bt tiém nay chi danh riéng cho ban. Biing dua cho ngudi khac
st dung chung.

+ Néu nhd ngudi khac tiém gilp, ngudi nay phai dac biét than
trong dé tranh so y bi kim cham va lay bénh truyén nhiém.

« Khéng bao git dung but tiém SoloStar bi hu héng hodc khéng
biét chic cé hoat déng binh thuéng hay khéng.

+ Ludn lubn phai cé mot but tiém SoloStar du phong trong

\trudng hop bat tiém dang dung bi hdng hodc bi mat.

Budc 1: Kiém tra insulin

A.Kiém tra nhan but SoloStar dé bao dam la dung diing loai
insulin. But Apidra SoloStar cé mau xanh duong. Bat ¢é nat
tiém mau xanh dam véi mdt vong tron nhé 1én & trén cung.

B. Thao nap but.

C. Kiém tra hinh thiic cdm quang ctia insulin. Apidra la dung dich
insulin trong suét. Khéng dung SoloStar néu insulin bi van duc,
€6 mau hodc 6 hat lgn con.

Budc 2: Gan kim

Ludn ludn dung mét kim tiém mdi, vo khudn, cho mdi lan tiém.

Diéu nay gitp tranh nhiém ban va tac kim.

A.Thao niém bao vé ctia kim tiém mai.

B. D& kim thang hang vdi than but, va van gil thang khi gén vao
(van hodc an vao, tuy loai kim).

e

+ Néu khéng gilr thang kim khi gan, n6 6 thé lam hdng miéng
niém cao su va gay ro ri, hoac gay kim.

Budc 3: Lam test an toan

Ludn luén lam test an toan trudc maoi lan tiém. Viéc nay giup ban
ldy ding liéu thuéc bang cach:

« bao dam but tiém va kim tiém hoat déng binh lhuélg']g

« loai bd bot khi

A. Chon liéu 2 don vi bang cach van vong chon liéu.

'

B.Thao nap kim ngoai va gilr lai dé thao kim dung réi sau khi tiém
xong. Thao va viit bé ndp kim trong.

f mm fpm——
) = e
Gilrlai Huay bo

C. Cam but tiém vdéi dau kim hudng lén trén.

D. G6 nhe buéng chufa insulin dé ddy bot khi lén dau kim.

E. An hét chiéu sau nut tiém. Kiém tra xem insulin ¢é trdo ra & diu
kim hay khéng.

C6 thé phai lam test an toan vai lin mdi thay insulin trao ra.

« Néu khong thdy insulin & dau kim, kiém tra xem c6 bot khi hay
khéng va lIam lai test an toan hai lan nira dé loai bé bot khi.

» Néu van khong thdy insulin & dau kim, co thé kim da bi tac.
Thay kim khac va thur lai.

» N&u van khong thdy insulin sau khi thay kim, bat tiém Apidra
SoloStar c6 thé da hong. Diing dung but tiém nay nia.
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Kim tiém (khong kém trong hdp)

Than but

Niém bao vé L

aas

N&p kim Nép kim
ngoai trong Kim

| Budng chifa insulin

Niém cao su

1‘ f Apidra } ‘_'ﬂfg'

Nut
tiém

Véng
chon liéu

Budc 4: Chon liéu

Ban co thé chon liéu ting don vi mét, tir téi thiéu 1a 1 don vi dén t6i da la 80 don

vi. Néu can dung liéu I6n hon 80 don vi, nén chia ra hai hodc nhiéu mai tiém.

A.Kiém tra clfa sé chi liéu cho thay s6 “0” sau khi lam test an toan.,

B.Chon liéu can dung (trong vi du du6i day, liéu dugc chon la 30 don vi). Néu |6
van qua liéu can thiét, ban c6 thé van ngugc tréd lai.

« Khéng dugc an nat tiém trong khi van chon liéu vi sé day insulin sé trao ra.

- Ban khéng thé van vong chon liéu vugt qué sé don vi thudc con lai trong but
tiém. Bing ¢é siic van vong chon liéu. Trong trudng hgp nay, ban ¢6 thé
tiém lugng thudc con lai trong but va tiém thém cho d liéu véi mét but
tiém SoloStar mdi, hodc dung mét but tiém SoloStar mai dé tiém tron ca liéu
can dung.

Do

Budc 5: Tiém thudc

A.Thuc hién ky thuat tiém dugc bac sy, dugc sy hodc diéu dudng chi dan.
B. Chich kim vao da.

C. An nut tiém hét chiéu sau ctia no. Chir s6 trén cira s6 chi liéu sé trds vé 560"
khi tiém.

D.Van an gilr nut tiém hét chiéu sau cia n6. Dém cham rai dén 10 trudc khi rat
kim khoi da. Diéu nay bao dam cho tron liéu thudc dugc tiém hét.
Pit tdng ctia bt di chuyén theo méi liéu. Pit tong sé cham dén day éng thuéc
\khi toan bd 300 don vi insulin trong but dugc ding hét.

Budc 6: Thao va hiy kim tiém

Sau khi tiém, luén luén phai thao kim ra va cat gilr bat

tiém SoloStar khéng c6 gan kim.

Diéu nay giap tranh:

» Nhiém ban va/hoac nhiém khuan

- DE lot khéng khi vao budng chia insulin va ro ri
insulin, diéu nay co thé dan dén sai liéu khi tiém

thuéc.

A.Pay ndp ngoai vao kim tiém, va dung n6 dé van kim
ra khdi but tiém. P& tranh nguy co sa y bi kim dam
phai, diing bao gi& day kim bang nap trong.

» Néu nha nguoi khac tiém gidp, ngudi nay phai dac
biét than trong khi théo va hiy kim tiém. Tuan tha

cac bién phéap an toan dugc khuyén cdo khi thiao va
hiy kim tiém (lién hé bac sy, dugc sy hoac diéu
dudng ctia ban) dé giam nguy co bi kim cham va lay
bénh truyén nhiém.

B. Huly kim tiém mdt cach an toan, theo hudng dan
clia béc sy, dugc sy hodc diéu dudng cta ban.

C. Luén ludn day nap but vao lai but tiém, roi cat gitr

\_ bit tiém cho dén lan tiém ké tiép.

Hudng dan bao quan

Xem lai cach bao quan but tiém SoloStar trong to
hudng dan nay.

Néu Apidra SoloStar dugc bao quan mat, can lay ra
khai tt lanh 1-2 gi& trudc khi tiém dé insulin c6 thé am
Ién bang nhiét d6 phong. Tiém insulin lanh rat dau.
Tiéu huy bat tiém SoloStar da sif dung theo quy dinh
cua nha chuc trach dia phuong.

\
\
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Dig dé bt tiém bi do va I13m bui.

C6 thé lau bén ngoai but tiém SoloStar bang vai tham
uot.

Khong dugc nhing nudc, rifa hoac boi tron bt tiém vi
| sélam héng but.

Can nhe tay khi thao tac vai bat tiém. Tranh nhing
tinh huéng c6 thé lam hong but tiém SoloStar.Néu e
ngai but tiém SoloStar bi héng, hay sit dung mét but
tiém mai.

\




