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Toujeo

N GERGnRe

= DT (

C. Kiém tra dd trong cua insulin.
« Khéng dung but tiém néu insulin b van duc, cé mau hodc cé nhirng hat lon con

BU'OC 2: GAN KIM MOt
A « Ludn luén phai diing mot kim méi vé khudn cho méi [4n tiém. Biéu nay gidp tranh kim bi

= nghén, nhiém ban va nhiém khuan.
« Chi str dung kim tiém thich hop dé dung vei Toujeo (vi du kim cua BD, Ypsomed, Artsana
4N hodc Owen Mumford). 3
: A. Ly kim méi va boc niém bao vé. 49

Nguy co ha Hiéu qua/ Liéu dung/ :
dwong huyét An toan Cach dung Ketludn

T b théng i thude:
MAEVN-2100350-1.0-0021

e

Toujeo

g

B. Gii¥ kim thing va van dén khi cé dinh. Birng vin quachat.

Htemes

< |

%

)

&)

C. Thao ndp kim ngoai. Gii lai dé diing sau.

Nguy co ha Hiéu qua/ Liéu dung/

dwéng huyet An toan Céch ding jatiudn

8/20/2021
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Tk s thideg i thudc:
MAFVN-2100353-1 00321

(%

Toujeo

i GRIE

BB Thao tac v&i kim tiém
- Can than khi thao tac v&i kim tiém dé tranh bj kim cham va Iay nhiém chéo.

Nguy co ha Hiéu qua/
dwaong huyet An toan

Liéu dung/

Cach dung Ketiudn

51

4 ‘ Hwéng din st dung bat tiém Toujeo Solostar®

Ta e
MAEVN-2100353-1 0-03721

P

Toujeo

suiin gorgne

B

BUOC 3: LAM TEST AN TOAN
 Ludn luén 1am test an toan tredc méi 1an tiém dé:

+ B&o dam but tiém va kim hoat dong binh thuong.
« Béo dam Jay dung liéu insulin.

A. Chon 3 don vi bing cach van vong chon liéu cho dén khi vach chi lidu ndm gita
sé2vasba.

3 anits selected

B. An hét chidu sau nat tiem.
- + Khi thdy insuiin trao ra & mii kim |a but hoat dong binhthuong.

Nguy co ha Hiéu qua/

2 Liéu dung/
dwéng huyét An toan

Cach dung Két ludn

SANOFI| .7

8/20/2021
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Thong Tin Ké Toa

MAFVN-2100353-1 0-0327
o

Toujeo

Néu khéng thdy insulin trao ra:

+ Can Idp lai budc nay, co thé dén 3 Ian, trude khi thay insufin.

+ Néu khéng thay insulin trao ra sau |&n th ba, cé thé kim bi nghén. Néu vay:
- Thay kim khac (xem BUOC 6 va BUOC2),

£ - R&i Iam lai test an toan (BU'OC 3),

+ Khéng dung bat tiém néu van khong théy insulin trao ra &mdi kim. Hay dung mét but
ll tiém maoi.
=

+ Khéng dugc ding bom tiém dé |4y insulin tir battiém.
BB Néu thay bot khi

+ Co thé thay bot khi trong insulin. £y la diéu binh thwong, khéng co gi nguy hai.

Nguy co ha

a Hiéu qua/ Liéu dung/ z
dwong huyét i An toan Cachding | Keét luan

MAFVN-2100353-1 00321

ot

Toujeo

MU GRNT

ON L1

X Khéng duroc chon lidu hodc 4n nt tiém khi chua gan kim vi co thé lam hdng bt tiém.
A. Bao dam la da gén kim va cira sé lidu chi‘0'.

B. Vin vong chon liéu cho dén khi vach chi lidu chi ding lidu ciaban.
+ Néu I& van qua, cd thé van nguoc ai.
« Néu khéng c6 i sé don vi insulin trong but cho liéu can dung, vong chon liéusé
dirng lai & s6 don vj con lai trongbut.
« Néu khong thé chon du liéu, hay tach thanh 2 Ian tiém hodc dung mét bat tiém mai.

Nguy co ha Hiéu qua/ Liéu dung/ :
duwéng huyét _Antoan | _Cachding IStludn

8/20/2021
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‘Théng Tin Ké Toa | &

Hwéng dan st dung bat tiém Toujeo Solostar®

Céch doc ctra s8 chilidu
+ S6 chan nam ngay vach chiliéu: + Sé 1& duoc chi bdng mot vachndm

git¥a hai s6 chan

chon 30 don vi chon 29 don vi

B S4 don vi insulin trong bat
+ But tiém chira tdng cdng 450 don vj insulin. Ban co thé chon liéu tir 1 dén 80 don vi
theo tirng nac 1 don vi. M&i bat tiém chia nhidu hon métliéu.
« Ban cd thé phong chirng con lai bao nhiéu don vi insulin bang cach nhin vi tri cla
pit-tong trén thang insulin.
! BUOC 5: TIEM LIEU DA CHON
< X Néu thdy kho &n nut tiém, dirng rang strc vi co thé lam gay but. Xem cach xtt ly & muc i} |
-4 dudi day.
A. Chon vi tri tiém nhw trén hinh [
& B. Chich kim vao da nhw bac sy, dwoc sy hodc y ta da chi cho ban.

55

« Birng cham vao nut tiém.

Nguy co ha Hiéu qua/ Liéu dung/ ,.
dwong huyét An toan Cach diing Ketiudo

MARVN.21000531 0-0021

Toujeo

Fmsn gagre

T
oA

C. Dat ngon cai 1én nut tiém, réi 4n thdng goéc hét chidu sau cua nat va gii lai.
+ Khéng &n mét bén, ngon cai clia ban co thé can trér chuyén dong xoay cla vong
chon liéu.

s D. Gi® nat tiém va khi thdy "0" trong ctra s chon lidu thi d&m cham dén 5.

« Biéu nay gitip cho tron liéu thudc duroc tiém hét. : 58

Nguy co ha Hiéu qua/ Liéu dung/ i
dwong huyéet An toan Céch dung St lufn

8/20/2021
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Thong Tin Ké Toa

ra
MALYN-2100053 1 00321
CiL

Toujeo

who grane

E. Sau khi git® nat va dém cham dén 5, nha nat tiém. Sau dé rat kim khoi da.

Bl Néu thdy kho 4n nat:
- Thay kim (xem BU'G'C 6 va BUGC 2) rdi 1am test an toan (xem BUOC 3).
- Néu van thdy khé &n nat, hdy ding mét but tiem méi.
- Khéng duoc ding bom tiém dé 14y insulin tir battiém.

1 BUOC 6: THAO KIM VA HUY KIM
« C&n than khi thao tac v&i kim tiém dé tranh bi kim cham va |ay nhiém chéo.
= % Khoéng duwoc dung nap kim trong dé day lai.
A. Dung nédp kim ngoai day Ién kim, va diing né dé vin th4o kim ra khoi bat tiém.
’;n" « Dé giam nguy co vé tinh bi thirong do kim cham, ding bao gi¢r dung ndp kim trong
dé day kim

Nguy co ha Hiéu qua/ Liéu dung/ A
duéng huyét An toan Cach diing Két ludn

57

Hwéng din str dung but tiém Toujeo Solostar®

TAI s 1030 T e
MAFVN-21003533 50321

Lo

Toujeo

e Gergne

- Néu ban nhe» mot ngudi khac tiem gidp, hodc néu ban tiem cho mot nguoikhac,
thi ngudi thao tac phai dac biét than trong khi thao va hiy kim.

B. Huy bé kim mét cach an toan theo chi d&n ctia bac sy, dwoc sy hodc y ta.

C. Ludn ludn ddy nip but tidm rdi cit but cho dén 1an tiém kétiép.

HUONG DAN BAO QUAN

+ Néu SoloStar dugc bao quan lanh, cdn [8y ra khoi ti lanh 1-2 gi¢ trude khi tiém vi
tiém insulin lanh rat dau. But tiém SoloStar da qua st dung phai duwoc tiéu hiy theo
dang qui dinh cta dia phuong.

BAO TRi

+ Birng dé bt tidm SoloStar bi ban va 1dm bui.

+ Ca thé lau bén ngoai but tiém SoloStar bang vai thdm udt.

+ Khéng duoc nhung nwérc, rira hodc béi tron but tiém vi sé 1am hong but.

+ C4n nhe tay khi thao tac. Tranh nhing tinh hudng c6 thé lam hong but tiém SoloStar.
= Néu e ngai but tiém SoloStar bj hong, hay st dung mét bat tiemmaoi.

Nguy co ha Hiéu qua/ Liéu dung/
dwong huyét An toan Cach dung Két luan

SANOFI .z

8/20/2021
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Toujeo

rmsngRYEne.

Cac lwu y dic biét — Than trong — Twong tac thuéc

3c biét va than trong: Nhirng bénh nhan >65t, bénh gan/than: Baobac
si biét vi cé thé ban cén dung lidu thap hon. Nhibng bénh nhan ma con ha dwéng
huyét c6 anh hwong nghiém trong trén 1am sang: bénh nhan c6 hep dang ké déng
mach vanh hoac cac mach mau ndo (bién ching tim mach hodc ndo do ha dwdng 1
huyét), bénh nhan cé bénh véng mac tang sinh dac biét néu khong diéu tri bangngung
két quang hoc (nguy cor m tam thoi theo sau ha dueng huyét). Nhém bénh nhin cd
triéu chirng ha dwong huyét it ro rét: co kiém soat dudng huyét cai thién ré rét, co
ha duong huyét tang dan, 6n tudi, chuyén tir insulin ddng vat sang insulin ngtedi, tién
sir dai thao dwong [au dai, dang bi bénh Iy tm than, dang diéu tri dng théi véi mot s6
thuéc khac. C6 thai va nudi con bdng stra me: Khéng cé kinh nghiém Iam sang ndo -
vé viéc str dung Toujeo trén phu nir co thai. Khéng rd insulin glagine cobai tiét vao sira
me hay khéng nhung phu ni cho con bi cAn phai diéu chinh liéu va ché do an udng.
Lai xe va stv dung may méc: Than trong dé tranh tinh trang ha dwéng huyét khi lai xe

! hay st dung may moc.
= Twong tac:
= - Giam tac dung ha dwong huyét: c6 thé xay ra khi diing chung véi corticosteroid,
danazol, diazoxide, (rc ché protease, loi tiéu, glucagon, isoniazide, estrogen va
E. progestogen (vi du vién tranh thai), clozapin, olanzapin, dan chét phenothiazine, 1

somatropin, thuéc cudéng giao cam (nhu epinephrine, salbutamol, terbutaline) hodc

59

Nguy co ha Hiéu qua/ Liéu dung/ z
dwéng huyét An toan Cach diing Kat ludn

MAFVN-2100353-1 5-0)21
ot

Toujeo

rsuin gorgre

+ Tang tac dung ha dwong huyét va ting cam nhiém véi ha dwong huyét: co
thé xay ra khi dung chung thudc vién chéng dai thao duéng, disopyramid, fluoxetin,
sulfanamid, fibrat, IMAO, ACEi, thuéc giam dau va ha sét (pentoxifyllin, salicylate),
pentamidin. Hon nira, thudc chen beta ciing nhu cac thuéc chen giao cam khac
(nhu clonidine, guanethidine, reserpine)- con lam yéu hodc tham chi (¢ ché toan bo
cac triéu chirng bao dong cla phan (g ha dwong huyét.

6 Quy cach déng goi - Diéu kién bao quan — Han dung - Noi san xuét

Nguy co ha Hiéu qua/ Liéu dung/

_ duong huyét An toan Céch ding Két luan

8/20/2021
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tin thuste
MAEVN-2100353-1 0-0321

Tobjéo‘

rann Grgne

+ M& ta va quy cach ddéng géi: Toujeo la dung dich tiém trong, khéng mau va giéng
nhw nuwde. Hop 5 but tiém nap sén x 1,5mi (450 don vi).

+ Béo quan: Trwée khi dung 1an ddu: Bdo quan trong ti lanh (2¢C-8°C). Khéng
duoc dé dong lanh. Khéng dat but tiém gan ngan da hodc vi d4 trong ti lanh. Gitr
nguyén bt tiém trong hop dé tranh anh sang. Sau khi ding lan diu hodc mang theo
dé dy phong: BUt tiém nap san dang st dung hodc duoc mang theo dé dy: trir co
thé bao quan téi da 4 tudn & nhiét do khong qua 30°C, tranh src ndng va anh sang
truc tiép, khong nén bdo quan trong tii fanh.

+ Han dung: 30 thang ké tir ngdy san xuét.

+ Céng ty san xudt/ Cong ty s& hivu gidy phép kinh doanh: SANOFI-AVENTIS
Deutschland GmbH D-65926 Frankfurt am Main - Birc.

o - Théng tin chi tiét xin lién hé: Cong ty TNHH Sanofi-Aventis Viét Nam.

LAu 3, sé 10, Buong Ham Nghi, Phudng Bén Nghé, Quan 1, TP.HCM.

Tel: +84.28.3829 8526; Fax: +84.28 3914 4801

Nguy co ha Hiéu qual Lidu dung/ 2
duwong huyét | An toan Cach diing st lugn
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Tl 0 théeg i thusde
MATVN-2100355 1 ga321

Toujeo
inslin glorgine

S6 visa: QLSP-1113-18

T memieast %
& oy Gre omi, =0
e i SUBEE SR W8 3

INSULIN NEN THE HE MO

(Theo toa nhan duyét bdi Bo Y Té)

Trinh bay:: BSDH Hqﬁﬁhf Khwong Huy
Trinh Du anofi’

Viét Nam

o= Dia didm: Héi thao qua Zoom
P 56 Gidy xac nhdn noi dung thong tin' thude cia o
ﬂ Thong tin chi tidt vé san phdm xem t trang 4290 | SANOFI Y

Thoa hiép gitra nguy co ha dwong huyét vé&i kiém soat o
dwong huyét c6 thé dan dén diéu tri insulin khéng toi wu'2

ot

Toujeo

i
. ‘ 4 trén 5 bac sy chuyén{ khoa sé diéu tri dai thao dwong tuw tin
| @ hon néu khong phai lo lang ve ha dwéong huyét!

Thong tin

Hiéu qua/ Liéu dung/ : -
An toan Cach ding Kabludn, ké toa SANOFI .»

8/20/2021
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Hiéu qua/
An toan

Liéu dung/
Cach dung

Théng tin

Két luan Ké toa

SANOFI .7

3

4 trén 10 bénh nhan
dai thao dwong tip 2
tw chinh lidu insulin

dé tranh ha dwong huyét sau khi
bi ha dwong huyét nhe hoac viva?

i

uyét co thé

Lo ngai vé ha durong hi
- 3 9] 2] d o

lidu insulin®

Hiéu qua/
An toan

Liéu dang/
Cach dung

5 trén 10 bénh nhan

dai thao dwong

khong dat muc tiéu
HbA1c < 7%

Y

St dung insulin chwa

orou T Javy RIE

aurong huyét kém?

Théng tin
ké toa

Két luan [

SANOFI .2
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Hiéu qua/ Liéu dung/
An toan Cach dung

Két luan

Thang tin
ké toa

SANOFI .7

R

Insulin thé hé m&i nén cho phép bénh nhan dat muc tiéu

dwérng huyét véi nguy cor ha dwong huyét it hon?

Hiéu qua/ Liéu dung/
An toan Céch dung

T thude
MAFVN-2100083-1 00321

Két luan

Théng tin
ké toa

SANOF| .

8/20/2021



8/20/2021

TAI LIEU THAM KHAO

1. Shar VN, et al. Diabetes Technol Ther. 2013;15(9):727-732.
2. Giordano C. Minerva Endocrinol. 2013 Mar;38 (1):95-102. 20
3. Garber AJ. Diabetes Obes Metab. 2014;16:483-491

aniodn b Cioh im0 | igton: ol SANOEL2
7
e —
Insulin nén thé hé méi
Toujeo

e glorgie.

=

2 -

Kiém soat dwong huyét hiéu quas

. it ha dwong huyét?

|
J

- The&i gian tiém linh hoat (+/- 3h)34

Hiéu qua/ Liéu dang/
An toan Céch ding

Kitwan | "W SANOFI.Z
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Nguy co ha Hiéu qua/ Liéu dung/ £ Théng tin o
duwéng huyét An toan Cach dung. Ket luan ke toa SANOFl g

T Wb gt thusde
MAFVN-2100353-1 003721

P

TOU]éO'

nungrgre

|
i

Giam dién tich bé mat
sau khi tiém dwéi da'=?

|

Hé chira thude Hé chira thuéc dam dac
(insulin glargine 100 U/mL) (Toujeo®)

6n dinh hon va kéo dai hon suét ca ngay

- @ Toujeo® phdng thich insulin glargine cham hon,

Nguy co ha Hiéu qua/ Liéu dung/ Két ludn TT‘TQ 22 SANOFI j
¢ toa -

dwdng huyét An toan Cach ding

8/20/2021
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Nguy co ha Hiéu qua/ Liéu dung/ 2 -
dwdng huyét An toan Céch ding S SANOFI| + »

Pwong biéu dién tac déng & trang thai 6n dinh oy
trén bénh nhan dai thao dwong tip 1 Toujeo

s ingRrgne

2 - Gla-U30d
o
3 ——N — Gla-U100
8
3= On dinh?
G2 : 3
£5 Lén dén 36 gio
>x
22
1 Phan bé déu?
3
2

0 ) 12 18 24 30 %

Thai gian sau khi tiém dudi da (gid)

Gla-U300, insulin nén thé hé méi, c6 tac dong 6n dinh hon
va kéo dai hon, vwrot qua 24h so véi Gla-U100!

Nguy co ha Hiéu qua/ Liéu dung/ : Thoéng tin >
dwong huyet An toan Céch dung Két lun ké toa SANOFI ]
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Higu qua/ Liéu dung/
An:toan Cach dung

Théng tin

Két luan Kké toa

MAFVN-2100353.1 00321

Toﬁjeo

i GRS

NN

FEIEEIN = L

R

Budng huyét trung binh*
tlr mi tiém budi sang (mmol/L)

Thei gian tiém - Gla-U300
trung binh = Gla-U100

L] L] L} L] ] TR
10 12 14 16 18 20 2 24

Thei gian (gid)

Pwong huyét trung binh v&i Gla-U300 c6 vé hang dinh hon
Gla-U100, bat ké thoi gian tiém (sang hay toi)

Liéu dung/
Cach ding

Thong tin
ké toa

Hiéu qua/
An toan

Két luan SANOFI| «
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THONG TIN

*: Duong huyét trung binh danh gia bAng CGM & bénh nhan Dai théo duong tip 1

Nguy co ha Hiéu qua/ Liéu dung/ > Théng tin -
. An toan Cach diing iatlia ké toa SANOFl 2

TAI LIEU THAM KHAO

1. Adapted from Bergenstal R, et al. ATTD 2015 (Abstract 39)'

Nguy co ha Hiéu qua/ Liéu dung/ > Théng tin =
dudng huyét An toan Cach ding Két ugn ke toa SANOFI . »




MAFVN. 21000831 0-03/21

Chudi nghién ciru EDITION

Cac thiét ké dong nhat trong chwong trinh nghién ciru Toujeo

Nghién cieu ngdu nhién, da Chwong trinh EDITION duwoc So sanh hiéu qua va an toan
trung tdm, nhdn mé&, 6 thang, xdy dwng v&i cac thie nghiém cua Gla-U300 va Gla-U100 &
nhém song song. M& rong dwoc thiét ké gidng nhau dé bénh nhan dai thao dwong tip 2
theo ddi an toan 6 thang ciing cd két qua chwa kiém soat dwong huyét

Tiéu chi danh gia chinh cta cac nghién ciru: Gla-U300
khoéng thua kém Gla-U100 vé hiéu qua giam HbA1c

i Sty
Nguy co ha Hiéu qua/ Liéu dung/ N Théng tin o
dwong huyeét An toan Cach dung Két lugn ké toa SANOFI Y |

17
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Nguy co ha Hiéu qua/ Liéu dung/ Két lua Thong tin
dwéng huyét An toan Cach ding usn Kké toa
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Gla-U300 giam HbA1c hiéu qua trén bénh nhan e
dai thao dwong tip 2 chwa tirng dung insulin?

miTT population

2 80
g
< .
£ 75 (k
== T
— Gla-U300 (n=432) 5
- Gla-U100 (n=430) |
55 L : =
Bat ddu Tuan 12 Théang 6 =
4

Nguy co ha Liéu dung/ £ricn
dwong huyét i) Cach ding Katludn

Ti lé bénh nhan dat HbA1c <7.0% *

= Gla-U300 (n=432)
= Gla-U100 (n=430)

50

Théng tin

Nguy co ha Lidu dung/ ¢ -
dwong huyét Céch dung et lusn ké toa SANOFI . g
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TAI LIEU THAM KHAO

1. Adapted from Bolli GB et al, Diabetes Obes Metab2015;17:386-394

Nguy co ha
dwong huyét

Liéu dung/

Cach dung

Théng tin

Két ludn K& toa

SANOF1 .7

Ty 1& ha dwong huyét trong ngay (24 h)
Trung binh Iy tién sé bién cé HBH xac dinh

(s70 mg/dL) hodc nang

Ty sd ty sudt
0[86 (0.7 - 0.97)
P=0,0116

- Gla-U309
- Gla-U10(

Trung binh Iy tién sé bién cb HDH xac
(570 mg/dL) hoac nang

thude.
MAFYN-210035-1 00321

Dre®

Toujeo

o Gegne.

Ty 1& ha dwong huyét ban dém (00:00-05:59 h)

dinh

A

0.89 (0.57 -0.84

Ty 6 ty suat

- Gla-U309

- Gla-U10

Nguy co ha

dwong huyét

pK/pD

Liéu dung/
Cach dung

T T T T T T T

28

Théng tin

Két ludn kditoa

SANOFI

22

22

8/20/2021
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THONG TIN

Phan tich gdp EDITION 1-2-3 mirc 6 bénh nhén cho phép kiém tra céc két cuc nay suét hon 6 thang
trén dan s6 Dai thao dwdng tip 2 I&n (Gla-U300 n=1247; Gla-U100 n=1249)

Nguy co ha Liéu dung/
dwong huyét Céch dung

Kt lugn { Tea | SANOFl+Z

TAI LIEU THAM KHAO

1. Adapted from Ritzel R et al. Diabetes Obes Metab, 2015;17:859-67

Nguy co ha Liéu dung/ = Théng tin
dwdng huyét Cach dung Katluln ké toa SANOFI *;

12



PR R T b thée tn tushe
MAEVN-2100353-1 00321

L

Toujeo

e

0.79 kg
2 Thay d} (SE) trung binh LS E
= Gla-U300: 0.51 (0.10) kg
£ Gla-U100: 0.79 {0.10) kg 0.5 kg
©2
-g‘:‘?- 05
: o
£§
o9 =0.039
':mul 5 — Gla-U300 ® )
>
€3 -— Gla-U100
Q
1500 [
s 4
£ A
025 T T T T T '
B&t  Tudn Tudn Tudn Tudn Thang Thang D@ lidu
" dau 2 4 8 12 4 [ cudl

g S

Nguy co ha Liéu dung/ A Thaéng tin -
dwong huyét Céch diing Katlufn ké toa SANOFI| «. g

THONG TIN

Phan tich gop EDITION 1-2-3 mirc d bénh nhan cho phép kiém tra cac két cuc nay sudt hon 6 thang
trén dan so6 Dai thao dwéng tip 2 1&n (Gla-U300 n=1247; Gla-U100 n=1249)

Nguy co ha Lidu dung/ . Théng tin -
dudng huyét Cach dung Satlutn ké toa SANOFI +z

8/20/2021

13



TAI LIEU THAM KHAO

1. Adapted from Ritzel R et al. Diabetes Obes Metab. 2015;17:859-87

Nguy co ha Liéu dung/
dwong huyét Céch dung

Théng tin

Két luan k& toa.

Gla-U300 thira hwérng div liéu an toan tim mach
tlr nghién cru ORIGIN cua insulin glargine

o

Tpu;eo

™™ )
MARVN-2100053-1 0021

Insulin glargine la insulin
nén co tac dong trung tinh
Ién bién co tim mach

Thir nghiém bwéc ngodc cho insulin glargine

6 nam >12000 >40 nwoéc
nghién ctru’ bénh nhan’ tham gia’
&
28
Nguy co ha Liéu ding/ 4 Théng tin >
duwdng huyét pKIpD Cach diing it ludn Ké toa SANOFI| » g

28

8/20/2021
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TAI LIEU THAM KHAO

1. Gerstein HC et al. Am Heart J 2008;155:26-32
2. Gerstein HC et al. N Engl J Med 2012;367:319-328

Théng tin

Nguy co ha Liéu dung/ ¢ -
Két luan b SANOFI .2

dwdng huyét Céch ding

70 WU g tin thede
MAEVN-2100353-1 00321

Toujeo

N e

Can nang:

60-70ks 12-14 donvi |

e

N

Can néng: Liéu:

80-90kg 16-18 donvi J

— Sau dé chinh lidu theo nhu céu ca thé

Nguy co ha Hiéu qua/ Théng tin

dudng huyet An toan Két luan ké toa SANOF| .

8/20/2021
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TAI LIEU THAM KHAO

1. Toujeo SmPC. Toujeo® European Sumary of Product Characteristics. December2015.

Nguy co ha Hiéu qua/ : Théng tin N
dwdng huyét An toan Két ludn ké toa SANOFI J

ADA 2019: chinh liéu insulin nén o
chon cong thirc chinh lieu thwe chirng:

32

Thé: { >
Tt sANOEL =

Nguy co ha Hiéu qua/ <
dwong huyet pIpD An toan Két luan

32

8/20/2021
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THONG TIN

Theo Toujeo SmPC: Thai gian dat trang thai 4n dinh clia Gla-300 la sau 3-4 ngay dung liéu cd dinh8. Viéc chinh liéu
cho bénh nhan dugc khuyén cao sau thdi gian nay.

*: Vidy

Thong tin
ké toa

Nguy co ha Lidu dung/

dwéng huyét Cach ding Két luan

SANOF1 .2

TAI LIEU THAM KHAO
1. ADA 2019. Diabetes Care Volume 42, Supplement 1, January 2019

Théng tin
ké toa

Nguy co ha Liéu dung/

dwdng huydt Cach dung Kétludn

SANOFI .7

8/20/2021

17



8/20/2021

Toujeo® linh hoat th&i gian tiém

= [T | Tém MOI NGAY MOT LAN t6t nhét vao CUNG MOQT GIO'
- L+ | Khican, LINH HOAT GIO TIEM THUOC (+ 3 gi¢) do thoi gian tac
o) . dung kéo dai lén dén 36 gio 23+

Nguy co h.? Hiéu qua/
dwéng huyét An toan

4 Théng tin -
Két luan Kké toa SANOFI . »

TAI LIEU THAM KHAO

1. Adapted from Jeandidier N et al. Abstract at 50" Annual Meeting of the European Association for the Study of Diabetes
2014, Poster presentation, abstract 961,

2. Peyrot M et al. Diabetes Med 2012;29:682-689

3. Toujeo® European Summary of Product Characteristics. December 2015

4. Lau IT et al. Diabetes Metab Syndr Obes. 2017 Jun 30;10:273-284

Nguy co ha Hiéu qua/ 2 Théng tin .
duwong huyet An toan Katludn ké toa i SANOFI >

18



8/20/2021

Tl W indeg tin thude:
MAFVN-2100383-1 0-0321

But tiém Toujeo®

7 andl plna
E ey Tikvs e Uk o

i Dé thao tac!
= (8] 95% bénh nhan DTD tip 2 1an dau st dung insulin danh gia
P but tiém Toujeo® SoloStar® dé str dung trong nghién ciru 4 tuan?

Théng tin

Nguy co ha Hiéu qua/ o
ké toa SANOFI| « g

dwéng huyét An toan

Két ludn

37

TAI LIEU THAM KHAO

1. Klonoff D et al. J Diabetes Sci Technol. 2015;10:125-30
2. Pohimeier H et al. J Diabetes Sci Technol. 2017;11:263-269

Nguy co ha Hiéu qua/ Két ludn Théng tin

dwéng huyét An toan Ké toa

18



Két luan
Toujeo

T bu thing tin thude
MARVN.2100353-1 00321

| Gla-U300 Ia insulin nén thé hé¢ mai gitip bénh nhan
| dat muc tiéu kiem soat dwong huyet véi nguy cor
' ha dwong huyét thap hon

Gla-U300 c6 Duoc luc hoe va Dwoc dong hoc phang hon so véi Gla-U100!

Gla-U300 giam duong huyét hiu qua -1.4% HbA1c sau 6 thang®; giam thiéu
nguy co ha dwong huyét trong ngay va ban dém so voi Gla-U10023 i

Gla-U300 giam 35% sw tang can cho bénh nhan khoi tri insulin
so v&i Gla-uU1002
Tiém ngay mét lan vao ciing mét gie (linh hoat + 3 gio)* J

Hiéu qua/ Liéu ding/ Théng tin 5
SANOF| .7

Nguy co ha
An toan Cach dung ké toa

dwong huyét

TAI LIEU THAM KHAO

1. Becker RH, et al. Diabetes Care. 2015,38:637-643.

2. Bolli GB, et al. Diabetes Obes and Metab.2015;17(4):386-384

3. Ritzel R. et al, Diabetes Care Metab 17:859,2015.

4. Toujeo® European Summary of Product Characteristics. December 2015

Hiéu qua/ Liéu dung/ Théng tin -
SANOFI «p

Nguy co ha
Céch dung ké toa

dwéng huyét An toan

8/20/2021

20
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THOLNEGUTTNHAMKHAO

*: Trén ddi twong bénh nhan chwa kiém soat véi thude vien

Nguy co ha Hiéu qua/ Liéu dung/ Théng tin
dwéng huyét An toan Cach dung ké toa SANOF! v g

T e L R

MAEVN-2100353-1 00021

Théng Tin Ké Toa |
| Toujeo

in girgne.

1 i Thanh phén - Ta dwoc — Dac tinh dwoc lwe hoc — Dwoc déng hoc i
S

2 Chi dinh - Chéng chi dinh — Tac dung khéng mong muén

e SRS s TR SR

w

Liéu lwong — Cach dung - Thoi diém dung thude

Hwéng dén sir dung bat tiém Toujeo Solostar®

Céc Iwu y dic biét — Than trong - Twong tac thuéde w

(=2 I S ) B O -

Quy cach déng géi - Didu kién bao quan — Han dung - Noi san xudt

Nguy co ha Hiéu qua/ Liéu dung/

duwong huyét An toan Cach diing iSetiudn SANOF| .« g

21



ra
MAFVN-2100383-1 00321

v 3l

Toujeo

Fadn gkgne

Ta dwore: Clorua kém, m-cresol, glycerol, acid hydrochloric, natri hydroxyd, nwéc pha tiém.
Diéc tinh dwoc Iwe hoc: Insulin glargine 1a chét trong déng insulin ngudi dugc thiét ké dé
¢6 d hoa tan thap & pH trung tinh. O pH 4, insulin glargine tan hoan toan. Sau khi tiém vao -
mé dudi da, dung dich o tinh acid dwoc trung hoa dan @én si hinh thanh mot két ttia dé tir
d6 phéng thich lién tuc nhing lurong nhd insulin glargine.

Diéc tinh dwore ddng hoc: trén cac déi tuong khde manh va bénh nhan dai thao duéng,
ndng dd insulin trong huyét thanh chirng td mét sy hdp thu cham hon va kéo dai hon va tao
nén mét duéng cong néng dd theo thdi gian phang hon so véi insulin glargine 100 don vi/
ml. Nong dé dat dwroc trang thai dn dinh trong pham vi trj liéu sau 3-4 ngay st dung Toujeo
hang ngay.

i - T o e A g o L o

2 Chi dinh — Chéng chi dinh — Tac dung khéng mong muén

= ! — — - -

3 Liéu lwong — Cach dung — Théi diém dung thubc

Nguy co ha Hiéu qua/ Liéu dung/ ~
dwdng huyét An toan Cach diing Kétludn

Thong Tin Ké Toa

MAFVN-2100353.1 30021
L

Toujeo

PN Gy

Chi dinh — Chéng chi dinh — Tac dung khéng mong muén

inh: Toujeo duroc ding 08 didy tr a4 théo dudng & ngudtlon. :
Chéng chi dinh: di (g v&i insulin glargine hoac v&i bét ci thanh phan nao khac clia
thuéc.

Tac dung khéng mong muén: Ha duwdng huyét (mirc dueng huyét thap) co thé rat nghiém
trong. C4c tac dung phu hay gap: thay déi trén da & ché tiém (loan dudng m&); phan (ng
da va dj ing.

Céc tac dung phu hiém gdp: Sung bap chan va cd chan do tich tu nwdc tam thdi, phan
(g & mét.

Cac phan (rng rat hiém gép: réi loan vi giac, dau co.

Céc phan tng khac: diéu tri insulin cd thé lam cho cor thé san xuét ra khang thé khang

insulin.
= Qué lidu: Néu da tiém qua nhiéu Toujeo co thé bi ha dudng huyét. Thudng xuyén kiém
i tra dudng huyét va an nhiéu dd an hon dé dé phong ha dudng huyét. Néu bo sot mot lidu

I Toujeo hoac khéng tiém du lidu insulin, mic dwong huyét cé thé tang qua cao. Khéng nén
‘= tiém lidu gép d6i dé bu vao lidu bj bd sot, kiém tra duong huyét va tiém lidu ké tiép vao gier

| thueng le.
o ~ il
&

44
aomgnote | oo | v | G | wowr [ sanori s |

8/20/2021
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Tt s theig tin thude
MAF.VN-2100353-1 5-0321

L

Toujeo

ey e

Liéu lwong — Cach dung — Thoi diém dung thube

iu lwong: Dya trén . két qua xét nghism duromg huyét va viée st dy
trudc do clia ban, bac st sé xac dinh méi ngay ban cdn bao nhiéu Toujeo va dung vao lic
nao, cho ban biét khi nao can kiém tra néng d6 dirdng huyét va co can xét nghiém nudc
tiéu hay khéng, cho ban biét khi ndo cin tiém Toujeo liu cao hon hodc thap hon. Toujeo fa
mét insulin tac dung dai. Bac si co thé sé cho ban ding né phéi hop véi mét insulin tac dung
ngén hodc thuéc vién chéng dai thao duong.

Cach diing: Toujeo dugc tigm dudi da. KHONG DUQC tiém Toujeo vao tinh mach. Tiém
vao mét trrde dui, canh tay hodc trdc bung. M8i 1an tiém nén thay déi vi tri tiém trén ving
da da chon.

Thei diém dung thudc: Tiém Toujeo mot ngay mét 1dn vao cung mét gier, co thé tiém trong
vong 3 gio trudc hodc sau gior tiem thude thudng 18.

4 Hwéng dan sty dung bat tiém Toujeo Solostar®

‘= -
5 Céac lwu y dac biét — Than trong — Twong tac thudc
P S —— - e e ——
Quy céch déng géi - Didu kién bao guan — Han dung — Noi san xuat v B
Nguy co ha Hiéu qua/ Liéu dung/ ; -
dwong huyét pRES An toan Cach dung L SANOFI . »

45

MAEVN-2100353-1 0-0321
o

TouleO'

ifmi, ich tis 3
Toujeo SoloStar chiva 300 don vi insulin glargine/ml trong bom tiém nap san1,5ml
diing hét thi bo

+ Khéng durgc dung lai kim tiém. Néu khong, ban sé tiém khong du liéu hodc qua liéuvi A
kim bi nghan. '

« Khéng duec ding bom tiém dé |4y insulin tir bat tiém. Néu khdng, ban sé tiém qua liéu
insulin. Thang do trén phan lén bom tiém chi dung cho insulin khdng codéc.

THONG TIN QUAN TRONG

« Ludn luén mang theo but tiém va kim tiém dy phong dé ding trong trwong hop bt
= tiém, kim tiém bj mat hodc hang hoc.
= HOC CACH TIEM
s = Trudc khi diing bat tiém, hay hoi bac sy, duoc sy hodc y ta vé cach tiém. U
i

X
X

v

Nguy co ha

dwdng huyét An toan

Khoéng dung chung but tiém — no chi danh riéng choban.

Khéng duoc dung but tiém khi nd bj hdng hoac khi ban khéng biét chdc n6 co hoat
déng binh thudng hay khdng.

Luén luén phai test an toan

« Nho s tror gidip néu ban gap khé khan khi diing but tiém, vi du ban c6 van dé vé thi luc.

Liéu dung/
Cach dung

Higu qual Két ludn

23



MARVN-2100353-1.0-03/21
L

Toujeo

tuin gargne

CAN GIUP BO?

Néu co bat ky thac mac nao v& biit tiém va bénh dai thao duong, hay hdi bac sy, duoc sy
hodc y ta, hodc goi cho sanofi-aventis theo sd dién thoai & mat tredre té huréng dén nay.
VAT DUNG CAN THEM

+ M6t kim méi vo khudn (xem BU'OC 2).

« Vat chira dd sdc nhon dé diyng kim va battiém. .
VI TRI TIEM ]

Canh tay

Liéu dung/
Cach dung

Nguy co ha
dwéng huyét

Hiéu qua/
An toan

Két luan SANOFI 3

47

Tt s thorg e e
MAZVN-21003531 G-0321

'CAC BO PHAN CUA BUT TIEM
Ngin chida thudc Pit-téng" Cia sé‘ |V§ch chi ligu
l'Niém .I
Nap but caosu Thang insulin  |Tén insulin Nut tiém

* Chl nhin thay. pit-tong sau khi da tiém vai lidu

BU'OC 1: KIEM TRA BUT TIEM
« Léy but tiém méi ra khoi t fanh it nhat 1 gier tredre khi tiém. Tiém insulin lanh s& dau hon. H
A. Kiém tra tén va han dung trén nhan but.

» Phai bao dam dung ding loai insulin. Biéu ndy dac biét quan trong néu ban conhirng
5 but tiém khac nira.

= Khong duoc dung bt tiém da qua han sirdung.

: — i) v
R 48

Nguy co ha Hiéu qua/ Liéu dung/ : -
dwong huyét | An toan Céch diing Ketiuinics SANOFI g

8/20/2021
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Tal
MAFYN-2100353-1 0-03721
T

Toujeo

Awsn e

C. Kiém tra dd trong cta insulin.

+ Khong dung bt tiém néu insulin bi van duc, cé mau hodc ¢ nhing hat lon con

BUGC 2: GAN KIM MO

i ; « Luén luon phai dung mét kim méi vé khudn cho méi 1n tiém. Biéu nay gitp tranh kim bi
=) nghén, nhiém ban va nhiém khuan.
« Chi stz dung kim tiém thich hop dé dung véi Toujeo (vi du kim ctia BD, Ypsomed, Artsana
o hoac Owen Mumford). 3
A. LAy kim m&i va béc niém bao vé. ; 49

Nguy co ha Hiéu qua/ Liéu dung/ <
dwong huyét | An toan Cach ding Satldn

T i thdeg tin thubc
MARVN-2100353.1 00321

Toujeo

RN GREGINE

C. Thao nép kim ngoai. Git lai dé dung sau.

Nguy co ha Hiéu qua/ Liéu dung/ S
dudmg huyét An todn Cach ding ot ludn

25



MAFVN.2100053-1 0.03/21

Toujeo

nRsn grsne

~ B8 Thao tac voi kim tiem
« Cén than khi thao tac v&i kim tiém dé tranh bj kim cham va Iay nhiém chéo.

Nguy co ha Hiéu qua/ Liéu dung/ A
dwong huyét An toan Céch dung pan

51

MA[‘/N-:]WQV oot
o

Toujeo

N Gorgre:

M TEST AN TOAN
« Luén ludn 1am test an toan trvérc mdi lan tiém dé:
+ Bao dam but tiém va kim hoat ddng binh thuéng.
+ Bao dam ldy dung liéu insulin.

A. Chon 3 don vi bdng cach van véng chon lidu cho dén khi vach chi lidu nim giva
sbé2vasd4.

f &)
\ %4737

— s

| s

3 units seiected

i

B. An hét chidu sau nut tism.
/‘_2‘1' + Khi thdy insulin trao ra & mi kim 1a but hoat déng binh thuong.

Nguy co ha Hiéu qua/ Liéu dung/

dwadng huyét An toan Cach diing Katludn

SANOFI .7

8/20/2021
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54

Tt M thong b thixde
MATVN-2100353- 1 0.0321

Toujeo

i gorgne

Néu khéng thdy insulin trao ra:

- Can lap lai budc nay, ¢o thé dén 3 1an, trrde khi thayinsulin.

« Néu khong thdy insulin trao ra sau Ian thi ba, cé thé kim bi nghén. Néu vay:
- Thay kim khac (xem BU'GC 6 va BUGC 2),

€ - Rdi lam lai test an toan (BUOC 3).
- Khéng dung but tiém néu van khéng thdy insulin trao ra ¥mii kim. Hay dung mot bat
=5 tiém mai.
&= « Khéng dugc diing bom tiém dé I4y insulin ttr battiém.
@ Néu thiy bot khi
o - €0 thé thay bot khi trong insulin. Bay 1a diéu binh thwéng, khéng co gi nguy hai.

Nguy co ha Hiéu qua/ Liéu dung/

dwong huyét An toan Cach diing Ketiuan

Hwéng din st dung bat tiém Toujeo Solostar®

OC 42 CHO
X Khong duoc chon lidu hodc 4n nat tiém khi cha gén kim vi 6 thé lam héng bat tiém.
A. Bao dam |a da gén kim va ctra sé lidu chi'0’.

7 g

B. Vin véng chon lidu cho dén khi vach chi lidu chi dang lidu cuaban.
- Néu & van qua, cé thé van nguociai.
+ Néu khong c6 di sb don vj insulin trong bat cho lidu can ding, véng chon liéusé
dirng lai & sé don vi con lai trong but.
1 « Néu khong thé chon du lidu, hay tach thanh 2 [an tiém hodc ding mét bat tiém maéi.

Hiéu qua/
An toan

Lidu dung/
Cach dung

Nguy co ha
dwéng huyét

SANOFI .2

r b thude
MAFEYN- 21000531 0-0321

Toujeo

e Grrgne.

8/20/2021
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Etéc*c&ésé‘chﬂlén
+ Sb chdn nam ngay vach chilidu; - 84 Ié dvoc chi bang mot vach ndm

gita hai s6 chan
@ chon 30 don vi

B Sé don vi insulin trong but

chon 29 don vi

+ But tiém chira tdng cong 450 don vj insulin. Ban co thé chon lidu tir 1 dén 80 don vi
theo tirng ndc 1 don vi. M3i bit tiém chira nhiéu hon métliéu.

- Ban c6 thé phong chirng con lai bao nhiéu don vi insulin bang cach nhin vi tri clia
pit-tong trén thang insulin.

BUOC 5: TIEM LIEU DA CHON

= X Néu thay kho 4n nut tiém, dirng rang strc vi co thé [am gay but. Xem cach xt ly & muc [ll
= dudi day.

A. Chon vi tri tiém nhw trén hinh

Théng Tin Ké Toa | &8

= Bung cham vao nut tiém.

Nguy co ha Hiéu qua/ Liéu dung/

dwong huyét An toan

55

B. Chich kim vao da nhw bac sy, dwoc sy hodc y ta da chi cho ban. [

55

Gich ding Két lujn SANOFI .2

Fruin gargne:

C. Bat ngén céi [én nut tiém, réi 4n thdng goc hét chidu sdu cua nat va git lai.

« Khéng 4n mot bén, ngén cai ctia ban co thé can trér chuyén dong xoay cla vong
chon liéu.

. D. Gii nat tiém va khi thdy "0" trong ctra s& chon liéu thi dém cham dén 5.
ik
- Diéu nay gitip cho tron liéu thudc duoc tiem hét.

Nguy co ha Hiéu qua/ Liéu ding/ 3
dwdng huyeét An toan Céch dung Katludn

MALVN. 2100353 1 G021
o

Toujeo

56

8/20/2021

28



T i 1 i e
MARVN-2100083-1 30321

Toujeo

e Glrgne

{ L \‘.\v/"'\
; {4 )’\ 7 )
el

E. Sau khi gii® nat va dém cham dén 5, nha nat tiém. Sau d6 rat kim khai da.
Bl Néu thdy khé &n nat:

+ Thay kim (xem BU'OC 6 va BUOC 2) rdi lam test an toan (xem BUOC 3).

+ Néu van thdy khé an nut, hdy dung mét but tiém mai.

+ Khéng duoc diing bom tiém dé 1ay insulin tlr battiém.

BU'OC 6: THAO KIM VA HUY KIM
« Can than khi thao tac véi kim tiém dé tranh bi kim cham va 4y nhiém chéo.
% Khéng duoc ding ndp kim trong dé day lai.
A. Duing ndp kim ngoai day Ién kim, va ding né dé van thao kim ra khoi bat tiém.
« Dé giam nguy co vo tinh bj thong do kim cham, diing bao gier dung ndp kim trong
dé day kim

Nguy co ha Hiéu qua/
dwdng huyet An toan

Liéu dung/ i
Cachdung | Katluan

57

SANOFI .2

Tl s thédeg tin e
MARVN-2100353-1. 0-0321

Toujeo

o glrgne

3 hoac néu ban tiem cho m
thi ngudi thao tac phai dac biét than trong khi thao va huy kim.
B. Huy bd kim mét cach an toan theo chi dn ctia bac s§, dwore s§ hodc y ta.
C. Ludn luén day nap but tiéem rdi cat but cho dén Ian tieém kétiép.

HUONG DAN BAO QUAN

- Néu SoloStar duoc bao quan lanh, cn |4y ra khoi ta lanh 1-2 gi¢r truére khi tiém vi
tiém insulin lanh rat dau. Bt tiém SoloStar da qua st dung phai duoc tiéu hiy theo
dung qui dinh cua dia phuong.

BAO TRI

- Pirng dé bt tidm SoloStar bi ban va [&m bui.

+ C6 thé lau bén ngoai bt tiém SoloStar bang vai tham uét.

+ Khdng duoc nhing nudc, rra hodc bai tron but tiém vi sé lam hong bit.

+ CAn nhe tay khi thao tac. Tranh nhitng tinh huéng c6 thé [am héng bat tiém SoloStar.
Néu e ngai but tiém SoloStar bj hdng, hdy st dung mét but tiemmaoi.

Nguy co ha Hiéu qua/

Liéu dung/
dwdng huyét An toan

Cach diing Ketlufn
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Fisuin gior g

Thong Tin Ké Toa

'y dac biét va than trong: Nhirng bé 5t, bénh gan/tha
ST biét vi cd thé ban can diing liéu thdp hon. Nhikng bénh nhan ma con ha dwéng
huyét c6 anh hwéng nghiém trong trén 1am sang: bénh nhan co hep dang ké déng
mach vanh hodc cac mach mau ndo (bién chirng tim mach hodc nde do ha dwong
huyét), bénh nhan cé bénh véng mac tang sinh dac biét néu khdng diéu tri bangngung
két quang hoc (nguy co' mi tam théi theo sau ha duwdng huyét). Nhém bénh nhan cé
triéu chirng ha dwrng huyét it rd rét: co kiém soat dudng huyét cai thién ro rét, co
ha duwong huyét tang dan, Ion tudi, chuyén tir insulin dong vat sang insulin ngudi, tién
sir d4i thao dwong lau dai, dang bi bénh Iy tam than, dang diéu tri ddng thei véi mot s
thuéc khdc. C6 thai va nuéi con bing siva me: Khéng co kinh nghiém [4m sang nao H
vé viéc st dung Toujeo trén phu nir co thai. Khéng rd insufin glagine cobai tiét vao sira
me hay khéng nhung phu n cho con bu can phai diéu chinh liu va ché dé an uéng.
Lai xe va st» dung may méc: Than trong dé tranh tinh trang ha dudng huyét khi lai xe
1 hay str dung may moc.

Twong tac:

= « Giam tac dung ha dwong huyét: cé thé xdy ra khi diing chung véi corticosteroid,
danazol, diazoxide, (rc ché protease, [oi tiéu, glucagon, isoniazide, estrogen va
progestogen (vi du vién tranh thai), clozapin, olanzapin, ddn chét phenothiazine, 1
somatropin, thudc cudng giao cam (nhu epinephrine, salbutamol, terbutaline) hodc

Nguy co ha Hiéu qua/ Liéu dung/
dwong huyét An toan Cach diung

Két luan

Thong Tin Ké Toa

Toujeo

sngergre

hormone tuyén giap.
+ Ting tic dung ha dwong huyét va ting cam nhidm véi ha dwong huyét: co
thé xay ra khi dung chung thuéc vién chéng dai thao duong, disopyramid, fluoxetin,
sulfanamid, fibrat, IMAO, ACEI, thudc gidm dau va ha sét (pentoxifyliin, salicylate),
pentamidin. Hon nira, thudc chen beta cling nhu cac thuéc chen giao cam khac
(nhu clonidine, guanethidine, reserpine)- con lam yéu hodc tham chi (rc ché toan bo
cac triéu chirng bdo dong cua phan (ng ha duéng huyét.

6 Quy cach déng gdi - Piéu kién bao quan — Han dung — Noi san xuét

Nguy co ha Hiéu qua/ Liéu dung/
dwdng huyét An toan Cach dung
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T u théng tm thudc:
MAFRVN-2100353-1 6-03721

Théng Tin Ké Toa

Fuin gorgne

Quy cach déng géi - Didu kién bao quan — Han dung - Noi san xuét

M ta va quy cach déng géi: Toujeo a dung dich tiém trong, khéng mau va giéng
nhu nudc. Hop 5 but tiém nap san x 1,5ml (450 don vi).

Bao quan: Trwde khi dung 1an ddu: Bao quan trong tii lanh (2°C-8°C). Khang e
duoc dé dong lanh. Khéng dét but tiém gdn ngdn dé hodc vi da trong tu lanh. Gir
nguyén bt tiém trong hop dé tranh anh sang. Sau khi ding 1an d4u hoac mang theo
dé dy phong: Bt tiém nap sdn dang sir dung hodc dugc mang theo dé dy tri c6
thé bdo quan téi da 4 tudn & nhiét do khong qua 30°C, tranh strc néng va anh sang
truc tiép, khong nén bao quan trong t lanh.

Han dung: 30 thang ké tir ngay san xuét.

Céng ty san xudt/ Céng ty s& hivu gidy phép kinh doanh: SANOFI-AVENTIS
Deutschland GmbH D-65926 Frankfurt am Main - Birc.

Théng tin chi tiét xin lién hé: Cong ty TNHH Sanofi-Aventis Viét Nam.

.

S 3
W L4u 3, sé 10, Budng Ham Nghi, Phudng Bén Nghé, Quan 1, TP.HCM.
S Tel: +84.28.3829 8526; Fax: +84.28 3914 4801

/

-
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCTALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Boc lip - Ty do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

1)8A Giang V& - Ha Nai - Vigt Mam
Z365483/38464413 - Fax: 84.24 382347

AY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

"~T£,n thugp/ . Toujeo Solostar

Name of Drug:

Thanh phan chinh, ham lwong @ Insulin glargine 300 U/mi

Active Ingredients, Strength:

Qui cach déng goi, bao ché . Hop 5 bt tiém nap s&n thuéc x 1,5ml; Dung dich
Packing Size, Dosage form: tiém

Tiéu chuén chét lveng: TCES

Quality Specification:

Han dung . 30 thang

Shelf- life:

Sé gi4y phép Iwu hanh san pham (SBK): ‘ 1112

Marketing Authorization Number: QLSP-1113 18

S6 quyétdinh - 693/QP-QLD Ngay cap: 03/10/2018
Approval Decision Number: Date of Issuance:

Higu lwc clia gidy phép Iwu hanh san pham:co gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky: Céng ty TNHH Sanofi- Aventis Viet Nam

Name of Marketing Authorization Holder S8 ANG
Dia chi . 123 Nguyén Khodi, Quén 4, TP. H6 Chi Minh - AT
Address: Viét Nam s -i.-*r‘;-
Tén co sdsan xuat: Sanofi -Aventis Deutschland GmbH VEL
Name of Manufacturer: | S

Dia chi : - Industriepark Hochst, Bruningstrape 50, D-65926 .
Address: Frankfurt am Main - Germany y

Tén go s&dong goi: :
Name of Assembler :
Dia chi

Address.

Ha Néi, ngay 03 thang 10 nam 2018

KT. CUC TRUONG CUC QUAN LY DUQC £
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

cuc TRUONG

Ghi ch: vote)

1- Glay phep Iy hanh sén pham nay duoc chp theo dung hé s
dang ky thudc da duoc Bo Y té phé duyét.

This marketing authorizalion has been issued in accordance with the dossie

approved by the Vietnam Mlmslry of Health "*&“N . x
2- Bat o su thay ddi nao vé ndi dung clia gidy phép phai duoc NGUYEN TAT DAT
Cuc Quan Ly Duoc - Bo Y té xac nhan. “‘%M"

Any variations of the contents of the marketing authorization are required to be



carbohydrate mat cach déu dan, ngay ca khi ho chi co thé &n it hodc khong thé an, hoac dang bi
nén m&a vv... va khdng bao gio dwgc bé insulin hoan toan.
Khang thé khang insulin

S¢ dung Insulin cé thé gay ra sy hinh thanh cac khang thé khang insulin. Trong mot sb hiém
truong hop, sty hién dién clia cac khang thé khang insulin nay co thé doi hai chinh liéu insulin dé
diéu chinh lai xu hwéng ting hodc ha dudng huyét.

Phéi hop Toujeo véi pioglitazone

Cac trwong hop suy tim da duoc bao cao khi dung két hop ploglltazone voi insulin, dac bigt &
nhumg bénh nhan cé cac yéu té nguy co phat trién suy tim. Biéu nay nén duoc luwu ¥ néu xem xét
két hop pioglitazone va Toujeo. Néu dung dén phou hop nay, bénh nhan nén dugc glam sat cac
dau hiéu va triéu chung suy tim, ting can va phl né. Nén nguwng dung Pioglitazone néu bat ky triéu
chirng tim mach nao xau di.

Pé phong nham Ian thuéc

Phai luén ludn kiém tra nhan insulin trwdc mai lan tiém dé tranh nham Ian gilta Toujeo va céc
insulin khac.

Pé tranh nham 1an liéu va kha ndng dung qué liéu, can phai huwéng dan bénh nhan khéng bao gio
diing éng tiém dé rit Toujeo tlr but tiém (xem muc Qua fiéu va xt tri).

Trwée mai lan tiém nén dung mot kim tiém tiét trung méi. Can phai huomg dan bénh nhan khéng si
dung lai kim tiém. Viéc st dung lai kim tiém sé tang nguy co kim bj tat va co6 thé dan dén khéng du
liéu hodc qua liéu. Truong hop kim tiém bi tat, bénh nhan phai tuan theo hwéng dan mé ta trong
budc 3 clia Huéng dan sir dung but tiém kém theo trong déng goi.

Bénh nhan phai kiém tra tan méat sé don vi da chon trén clra sé chi lidu cla but tiém. Bénh nhan bi
mi hodc kém thi luc can cé sw tro gidp cla mdt ngudi khac co thj lwe tét va duwoc tap huén vé cach
dung but tiém insulin. Xem thém muc 4.2 ‘idu dung, Cach dung”.

Ta duwoc

Thubc nay chira dwdi 1 mmol (23 mg) natri trong méi liéu, tirc la co ban khéng co natr’.

st DUNG THUOC CHO PHU N¥ CO THAI VA CHO CON BU

Co thai

Khéng c6 kinh nghiém lam sang nao vé viéc sl dung Toujeo trén phu nir cé thai.
Déi voi insulin glargine, khong co di¥ liéu lam sang vé nhirng truo'ng hop mang thai c6 phoi nhiém
tlr cac nghién ctru Jam sang déi chirng. Mét s6 lwong Ién di liéu vé phu nl ¢6 thai (hon 1.000 ket
cuc thai ky dung thuéc cé chira insulin glargme 100 don vi/ml) cho thdy khéng co tac dung phu\cu
the nao clia insulin glargine trén thai ky va khong gay doéc tinh thai nhi/tré so sinh hoac di dang 01,1
thé cla insulin glargine. o«
D@ liéu trén dong vat khong cho thay co ddc tinh sinh san. ]
Cé thé xem xét st dung Toujeo trong suét thai ky, néu can thiét vé mat lam sang.

Cac bénh nhan c6 tién st mac dai thao dwang hodc co dai thao duong thai ky can duy triKiem
sodat chuyén hoéa tot trong suét thai ky d& ngén ngira cac két cuc bat lgi lién quan dén tang dudng
huyét. Nhu cau vé insulin cé thé gidm trong tam ca nguyet ther nhat, va thueong ting 1&n trong tam
ca nguyét thir hai va th ba. Ngay sau khi sinh, nhu cau insulin giam nhanh chéng (lam tang nguy
co ha duong huyét). Can theo doi kiém soat dwong huyét can than.

Cho con bu
Khong rd liéu insulin glargine co bai tiét vao stra me hay khéng. Dw doan khéng cd tac dung

chuyén héa cla insulin glargine dwoc hap thu 1&n tré so sinh / tré nhé bl sira me vi insulin glargine,
la mét peptide, dugc tiéu hoa thanh cac amino acid trong du'dng tieu hoa clia con nguoi.
Phu n cho con bt cé thé can phai diéu chinh ligu insulin va che dg an ubng.
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Kha nang sinh san
Céc nghién ctru trén dong vat khong chi ra nhiing tac dong cé hai truc tiép dbéi voi kha nang sinh
san.

ANH HPONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC

Kha nang tép trung va phan (rng clia bénh nhan co thé bi giam sut do ha dwong huyét hoac tang
duwong huyet hodc, vi du, do suy giam thi lec. Diéu nay co thé gay nguy co trong cac tinh huéng ma
cac kha nang nay co tdm quan trong dac biét (vi du: lai xe hodc st dung may maoc).

Nén khuyén bénh nhan than trong d@é tranh tinh trang ha dwéng huyét trong khi lai xe. Diéu nay dac
biét quan trong ddi v&i nhivng nguwedi gidm hodc khéng nhan thire duoc triéu chu'ng canh bdo vé ha
dwong huyet hodc cé tinh trang ha duwéng huyét thwdng xuyén. Can nhéc lai c6 nén lai xe hay st
dung may maoc trong nhitng treéng hep nay hay khéng

TUWONG TAC, TWONG KY CUA THUOC
Hay noi cho bac sy, duoc sy hodc y ta biét néu ban dang dung, gan day da dung hoac co thé ding

bat ky thudc nao khac.

Mat s thubc co thé 1am thay ddi néng dd duwéng huyét. Diéu dé cé nghia 1a phai thay dai ligu insulin
cla ban. Vi vay, trwére khi dung mét thuoc khac, hay hdi bac s§ xem thubc dé co anh hudng mirc
dwong huyét cla ban hay khéng, va néu cé thi can phai lam gi. Ban cling cn can than khi ngung

dung mét thudc nao gé.

Pudng huyét cé thé giam (ha dwong huyét) néu ban dung:
Bét ky thudc nao khac dung trj Gai thao dudng.
Disopyramid - dung @ tri mét s bénh tim mach.
Fluoxetin - ding @é tri trdm cam.

Khang sinh suifonamid

Fibrat - dung d& ha ndng dé lipid cao trong mau. s
Thubc trc ché monoamin oxidase (MAO) dung dé trj trAm cam.

Thudc (e ché men chuyen dung dé tri mét s bénh tim va cao huyét ap.

Thubc giam dau va ha sét, nhu pentoxifyllin va salicylat (nhw acid acetyisahcyhc)

Pentamldm dung @& trj mét s6 bénh do ky sinh trung Thudc nay co thé lam duwéng huyét giam
qua thép, roi doi khi sau dé gay tang duong huyét.

Dudng huyét cé thé ting (ting dwéng huyét) néu ban ding:
e Corticosteroid nhuw cortisone - dung dé trj viem. N
Danazol - diing dé tri bénh lac néi mac t&r cung. S

e Diazoxid - dung dé tri cao huyét ap.

«  Thubc trc ché protease - dung dé tri HIV.

e Thubdc loi tiéu - dung dé tri cao huyét ap hodc & nuoc.

«  Glucagon - diing & tri ha dwdng huyét nang.

« |soniazid - diing dé trj bénh lao.

e  Somatropin, mét harmon tang trwong

»  Hormon gidp - diing dé tri cac réi loan tuyen giap.

s Céac estrogen va progestogen - nhu thudc vién tranh thai dung trong kiém soat sinh @é.

o Clozapm olanzapin va cac dan xuat phenothiazin - ding @2 tri cac réi loan tam than.

D Thuoc cweng giao cam nhw epinephrin (adrenalin), salbutamol va terbutalin - ding dé tri hen

suyén.

Puong huyét co thé tang hodc giam néu ban dung:
« Thubc chen béta hoédc clomdme dung dé tri cao huyét ap.
e Mudi lithi - dung dé tri cac rdi loan tam than.




bao gdm liéu phap Toujeo, thap hon dang k& so vei néng @6 duoc Iy can thiét dé kich hoat duong
IGF-1.

Trong mét nghién clru dwoc Iy 1am sang, insulin glargine tiém tinh mach va insulin ngwoi cho thay
dd manh nhw nhau khi dwgc dung & cung mot fieu

Nhuw tat ca cac insulin khac thei gian tac dong cla insulin glargine co thé bi anh hwéng bdi hoat
déng thé Iwc va cac bién sb khac

CAC PAC TiNH DU'QC DPONG HOC

Hép thu va phan b

Trén ngudi khée manh va bénh nhan dai thao dwong, sau khi tiém duéi da Toujeo cho thay néng
dé insulin trong huyet thanh hap thu cham hon va kéo dai hon, tao nén mét dudng cong nong o
theo thoi gian phang hon, so véi insulin glargine 100 don vi/ml.

Pac tinh dwoc déng hoc phu hop véi hoat tinh dwoc lwe cua Toujeo.

Nong d6 dat dwoc trang thai 6n dinh trong pham vi tri liéu sau 3-4 ngay st dung Tou1eo hang ngay
Sau khi tiém dwéi da, Toujeo cd ti & bién thién trong ca thé, dvoc dinh nghta 1a hé so bién thién clia
mic phoi nhiém insulin trong 24 gio, & mirc thap (17,4%) trong trang thai on dinh nong do.

Bién dbi sinh hoc

Sau khi tiém dwéi da, insulin glargme dwoc nhanh chéng chuyén hoa & dau tan carboxyl clia chudi
beta v&i sw hinh thanh hai chat chuyén hoéa cé hoat tinh M1 (21A—Gly-msuhn) va M2 (21A-Gly-des-
30B- Thr-lnsulln) Trong huyét trong, hop chét chinh 1a chat chuyén héa M1. Sw phoi nhiém voi M1
téng theo lidu insulin glargine duoc dung. Cac ket qua dwoc ddng hoc va duec lwe hoc chira rang
tac dung cla insulin glargine tiém dwéi da chu yéu dua trén mirc phoi nhiém vai M1, Trén dai da s6
bénh nhan, khéng phat hién dwoc insulin glargine va chét chuyen hoa M2, va khi co thé phat hién
duoc thi ndng dé cla ching to ra khdong phu thuéc lidu dung va céng thic bao ché cla insulin
glargine.

Thai trer

Khi tiém tinh mach, théi gian ban thai cta insulin glargine va insulin nguwdi tiong tw nhau.

Théi gian ban thai cla Tou1eo sau khi tiém dwoi da dwoc xac dinh bédi tée G hap thu tir mo duwoi
da. Thoi gian ban thai cla Toujeo sau tiém dudi da la 18-18 gio va doc lap voi liéu dung.

QUY CACH BONG GOI:
Hoép 5 but tiém nap san, méi but cé 1,5 ml twong dwong 450 don vi insulin.

DIEU KIEN BAO QUAN

Trwéce khi dang lan dau

Bao quan trong td lanh (2°C - 8°C).

Khong dwoc dé dong lanh hodc sat ngan dang lanh hodc vi nuéc da.

Gitr bat tiém trong hop dé tranh anh sang.

Sau khi dung lan dau hoac mang theo dé dw phong

Khéng dwoc bao quan bdt tiém trong td lanh. But tiém cé thé dwoc bdo quan téi da 4 tuan & nhiét
dd khong qua 30°C, tranh strc néng trwc tiép hodc anh sang true tiép. Hly bd bdt tiém sau khoang
thoi gian ndi trén. Pirng dé but tiém trong 6 toé vao nhirng ngay qua néng hodc qua lanh. Ludn ludn
day nap bt khi khong st dung dé tranh anh sang.

Khong duoc tiéu hiy thudc qua hé théng nu*o'c thai hodc chét thai sinh hoat. Hay héi duwoc s§ vé
cach tiéu hly nhirng loai thuéc khéng con can dén. Nhirng bién phap nay sé gilp bao vé mdi
treong.

HAN DUNG: 30 thang ké tir ngay san xuat.
TIEU CHUAN: Tiéu chuén co s&
Tén, dia chi clia co’ s& san xuat thudc

Sanofi-Aventis Deutschland GmbH,
Industriepark Héchst, Briiningstrafte 50, D-65926 Frankfurt am Main, Bic




TANG PU'ONG HUYET VA HA BUONG HUYET

Néu ban dang ding insulin, ban luén luén mang theo bén minh:
® Puwéng (it nhat 20 gram).
e Thé théng tin G& cho ngudi khac biét ban c6 bénh dai thao dwong

Ting dwérng huyét (ndng d6 dwerng trong mau cao)

Néu dwérng huyét qua cao (ting duéng huyét), co thé ban khéng tiém du insulin.

Ly do xay ra tang dwong huyét

Vai vi du cu thé 1a:

o Ban khéng tiém hodc tiém khéng du liéu insulin.

e« Insulin clia ban tré nén kém hiéu qua, vi du nhw do bao quan khéng diing cach.
e BUt tiém insulin clia ban khéng hoat dong binh thuwong.

o Ban it tap thé duc hon thuong lé.

« Ban dang bi stress nhu dau budn, phan khich.

« Ban bj chan thuong, nhiém khuén, sét hodc phau thuét,

« Ban da hodc dang dung mét sb loai thuc khac (xem muc "Twong tac, trong ky clia thude”). ‘ .
Céc triéu chirng canh bao ting dwéng huyét '
Khat nwéc, di tiéu nhiéu, mét, da khé, mét d6, chan an, ha huyét ap, tim dap nhanh, nudc tiéu cé \
glucose va thé ceton. Dau da day, thd nhanh va sau, buén ngli hodc tham chi mét tri giac 1& nhirng i
dau hiéu ctia tinh trang néng (nhiém toan ceton) do thiéu insulin.

Cin Iam gi khi ban bj ting dwong huyét?

« Hay do lwong dwdng trong mau va ceton trong nwdc tiéu cang sém cang tét khi xay ra bat ky dau

hiéu nao ndi trén.

« Lién lac ngay v&i bac sy néu ban bj tang dwong huyét nang hoac nhiém toan ceton. Tinh trang nay
phai luén ludn can s diéu tr cla bac sy, thudng la trong bénh vién.

Ha dwong huyét (ndng d6 dwéng trong mau thép)

Néu néng dé durong trong mau giam qua nhiéu, ban cé thd bi méat tri giac. Ha dudng huyét nghiém \
trong c6 thé gay con dau tim hodc ton thirong ndo va co t‘hé de doa tinh mang. Ban can biét cach

nhan biét cac dau hiéu khi lwong duong trong mau giam thap Gé co thé dbi pho dung cach, ding gé
nang hon. 3

Ly do xay ra ha dwong huyét: .

Cac vi du gém co:

« Ban tiém qua nhiéu insulin.

« Ban bd bi*a hodc dung blra mudn.

« An khéng @0, hodc &n cac thirc &n chira it chét duong (carbohydrat) hon binh thudng - duong
héa hoc khéng phai & carbohydrat.

« Ban ubng reeou, nhat 1a khi an uéng khéng day du.

«  Bj mét carbohydrat do 6i mira hodc tiéu chay.

« Tap thé duc nhiéu hon thwong lé hoac chuyén sang mét dang hoat ddng thé luc khéc.

« Ban dang binh phuc sau mét chén thwong, phau thuat hodc mét stress khac.

« Ban dang binh phuc sau mét con bénh hoac con sbt.

s Ban dang dung hodc vira ngung diing mot sé thubc khac (xem muc "Twong tac, twong ky, cla

thudc").

Ha dwong huyét cling cé nhiéu kha nang xay ra néu:

«  Ban vira moi bat Gau diéu trj insulin hodc déi sang dung mét ché pham insulin khac — néu xay ra
ha dwdng huyét thi nhiéu kha ndng xay ra vao budi sang.
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« Nbng dd duwdng huyét clia ban & mirc gan binh thudng hodic khdng 6n dinh.
» Thay déi vung da tiém insulin. Vi du tlr ving dui chuyén sang vlng canh tay.
» Co bénh gan hodc bénh than néng, hodc mét sé bénh khac nhw nhwoc giap.

Triéu ching canh bao ha dwéng huyét

Nhirng dAu hiéu dau tién thudng la trieu chung toan than. Nhirng vi du V& triéu chirng cho biét dwong
huyét dang giam qua nhiéu hodc qua nhanh gom cé: va md hai, da am wét, lo so, tim dap nhanh hoac
khong déu, tang huyet ap va danh trong nguwc. Nhirng déu hiéu nay thuéng xay ra trude khi co déu
hiéu ha dwdng huyét & néo.

Nhirng dau hiéu ha duong huyet & nao gom co: nhure dau, d6i cdn cao, budn nén, oi mwa mét mai,
budn ngl, bt rit, réi loan g|ac ngd, wa gay ad, kho tap trung cham phan ng tram uat, lo mo, n0|
kho (dm khi méat tiéng noi), réi loan thi giac, run, yéu fiét, cdm glac cham chich & ban tay va tay, té ran
hodc cam giac kim cham quanh miéng, hoa mat, méat kiém ché, khéng thé tw cham séc ban than, co

giat, mét tri giac.

Khi nao du hiéu ha dudng huyet kém rd rang hon:

Nhirng dau hiéu canh bao dau tién cla ha dudng huyét co thé thay ddi, it r6 rang hon hodc tham chi

khéng cé néu ban:

» Languwdicao tudi.

* Bjbénh dai thao dwong da lau.

e C6 mdt sé bénh Iy than kinh do dai thao dweng (goi 1a “bénh Iy than kinh thuwc vat déi théo
duong”).

o Gan day da bi ha dwdng huyét (vi du ngay hédm truée).

e Ha dwong huyét dién ra cham chap,

e Duong huyét cia ban ldc ndo cling gan “binh thudng” hodc dwoc cai thién dang ké.

«  M@&i ddi tr insulin dong vat sang dung insulin nguwei, chdng han nhuw Toujeo.

» D3 hoidc dang ding mét sb thude khac (xem muc "trong tac, trong ky cla thudc').

Trong tru'o'ng hop do, ban cé thé bi ha ducmg huyét nang (tham chi b ngat) treeae khi y thive duoc van
dé dang xay ra. Hay hoc cach nhan biét nhirng triéu chirng bao dong. Néu can, vnec theeong xuyen xét
nghtem duong huyét co thé gilp nhan ra nhitrng dot ha dwong huyét nhe. Néu thay kho nhan biét cac
dau hiéu bao déng clia minh, ban nén tranh nhirng tinh huong (vi du Iai xe) ma ban co thé gay nguy
hiém cho ban than hodc cho nguwdi khac vi ha dwdng huyét.

Can phai lam gi khi ha dwong huyét?

1. Khéng duwoc tiém insulin. Dung ngay 10-20 g dwong, vi du glucose, dwdng vién hoac nuéc ngot.
Khang udng hoac an thirc &n chira duc‘yng héa hoc (nhw thirc udng danh che ngwei &n kiéng).
Chdng khong gitp diéu tri ha duwong huyét.

2. Rbi an mét chut gi d6 (vi du banh mi) c6 tac dung tang mrc dueng huyét mot thoi gian dai. Hay
hdi bac sy hoac y ta néu ban khang biét chdc nén an thi gi. V&i Toujeo, thei gian dé hdi phuc ha
du'ong huyet sé lau hon vi né 1a thube cé tac dung dai.

3. Néu lai xay ra ha dweéng huyet phai dung lai 10-20 g dwong.
4. Béo ngay cho bac sy biét néu ban khong thé kiém soat dwoc tinh trang ha dwdng huyét hodc nd

tai dién.
Ngwei khac nén lam gi khi ban bi ha dwéng huyét?
Béo cho ngudi nha, ban bé va ddng nghiép gan gii biet dé tim su giup d& ngay cla y té néu ban
khong thé nudt hodc béat tinh (mat tri giac):
Ban cén dwoc tiém glucose hoac glucagon (ﬂjuéc lam tang long dwong trong mau). Nhirng mai tiém
nay can dwoc thye hién ngay ca khi khong biét chac ban c¢d bi ha duwdng huyet hay khéng.
Nén xét nghiém duwong huyét ngay sau khi diing glucose dé kiém tra xem ban c6 that su bi ha dudng
huyét khéng.




Toujeo 300 don vi/ml, dung dich tiém trong bom tiém nap san (SoloStar)
HUONG DAN SU* DUNG

Toujeo SoloStar chiva 300 don vi insulin glargine/ml trong bom tiém nap san 1,5 ml dung hét thi
bo
- Khéng dwoc ding lai kim tiém. Néu khong, ban sé tiém khong du liéu hoic qua liéu vi kim
bj nghén.
- Khéng dwgec ding bom tiém dé 1y insulin tir bat tiém. Néu khong, ban sé tiém qua liéu
insulin. Thang do trén phan I&n bom tiém chi dung cho insulin khéng c6 dac.

Thoéng tin quan trong

X Khéng diing chung but tiém — né chi danh riéng cho ban.

X Khéng dwoc ding bat tiém khi né bi héng hodc khi ban khéng biét chac n6 cé hoat dong binh
thwerng hay khéng.

¢ Ludn luén phai test an toan

¢ Ludn ludn mang theo bt tiém va kim tiém duw phong dé dung trong trwéng herp bit tiém, kim tiém
bi mét hodc héng héc.

Hoc cach tiém

e Trwdec khi dung but tiém, hay hdi bac sy, duwoc sy hoac y ta vé cach tnem

o Nho s tro gilip néu ban gap khé khan khi dung but tiém, vi du ban cé van dé vé thi luc.

« Doc tit ca nhitng hwdng dan nay tredc khi ding bat tiém. Néu khoéng tuan thl tat ca nhirng
hwéng dan nay, ban cd thé tiém qua nhigu hodc qua it insulin.

Cén giap do?

Néu co6 bét ky thic mac nao vé but tiém va bénh dai thao dwdng, hay hdi bac s§, dwec s§ hodc y ta,
hodc goi cho sanofi-aventis theo sb dién thoai & mat trwdc t& hwéng dan nay.

Vat dung can thém:

¢ mot kim méi vé khudn (xem BUOT 2).
o vatchla dd sic nhon dé& dung kim va but tiém.

Vi tri tiem
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Cac bo phan cua but tiem

(i )

-"TiP bat Niém cao su  Thang insulin :'l‘én insulin
* Chi nhin thay pit-tong sau khi da tiém vai liéu.

Ngin chira thuée Pit-tang Cirasé  Vach chi lidu

|
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Vang chon lidu |

Nt tiém

BUOC 1: Kiém tra bat tiém .
v Léy but tiém méi ra khdi tt lanh it nhat 1 gié trweéde khi tiém. Tiém insulin lanh sé dau hon.
A Kiém tra tén va han dung trén nhan but.
« Phai bdo dam dung dung loai insulin. Diéu nay d&c biét quan trong néu ban co nhirng bt tiém khac
n(ra.
« Khéng dwoc dung bdt tiém da quéa han st dung.

1 & Toujec* Solo$tor” : oda f?
i l@/D <] ]

B Thao nap but.

C Kiém tra dé trong cua insulin.
« Khodng ding bt tiém néu insulin bj van duc, cé mau hodc c6 nhivng hat lon con

L1

BU'OC 2: Gan kim méi

v Ludn luén phai diing mét kim méi vé khudn cho méi lan tiém. Biéu nay giup tranh kim bj nghén, nhiém ban
va nhiém khuan.

¢ Chi sir dung kim tiém thich hop dé dung véi Toujeo (vi du kim cia BD, Ypsomed,
Artsana hodc Owen Mumford).
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A Lay kim méi va béc niém bao vé.

B Thao tac v6i kim tiém
e CAan than khi thao tac véi kim tiém @& tranh bj kim cham va lay nhiém chéo.

s



BUOC 3: Lam test an toan

¢ Luén ludn lam test an toan tredc méi lan tiem dé:
e bao dam but tiém va kim hoat dong binh thwéeng.
¢ bao dam lay dung liéu insulin.

A Chon 3 don vj bang cach véin vong chon ligu cho dén khi vach chi liéu nam gitra s 2 va sé 4.

) ; 3 units selected Chon 3 don

B An hét chiéu sau nat tiém.
» Khi thay insulin trao ra & mdi kim Ia bat hoat éng binh thwéng. g

)
~ | gl ; \
/ / N
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Néu khéng théy insulin trao ra:
s+ Can Iap lai bwéc nay, co thé dén 3 Ian, trwde khi thay insulin.
» Néu khong thay insulin tréo ra sau Ian thir ba, co thé kim bj nghén. Néu vay:
- thay kim khac (xem BU'OC 6 va BUOC 2),
- roi lam lai test an toan (BU'OC 3).
« Khong dung but tiém néu van khéng thay insulin trao ra & mi kim. Hay dung mét bat tiém mai.
+ Khéng dwroc ding bom tiém @& lay insulin tir bat tiem.

/i~ 8

B Néu thdy bot khi
» Co6 thé théy bot khi trong insulin. Bay la diéu binh thueng, khong cé gi nguy hai.

BLOC 4: Chon liéu
X Khong dwoc chon liéu hodc &n nut tiém khi chua gan kim vi co thé lam héng bt tiem.

A Bao dam la da gan kim va civa sé liéu chi ‘0’.




B Vin vong chon liéu cho dén khi vach chi liéu chi ding lidu cua ban.

¢ Néu I6 van qua, co thé van nguwoc lai.

e Né&u khéng c6 dii sb don vi insulin trong bat cho liéu can diing, véng chon liéu sé dirng lai & s6 don vi
con lai trong but.

o Néu khong thé chon d liéu, hay tach thanh 2 [an tiém hodc diing mét but tiém mai.

Cach doc cira sb chi lidu

S6 chén nd&m ngay vach chi liéu:

T~

chon 30 don vi

Sé I dwoc chi bng moét vach ndm gilra hai s6 chan:

chon 29 don vi

$é don vi insulin trong bat
» BUt tiém chira téng cdng 450 don vj insulin. Ban cb thé chon liéu tir 1 dén 80 don vj theo tirng nac 1
don vi. M&i bt tiém chira nhiéu hon mét liéu.
o Ban co thé phdng chirng con lai bao nhiéu don vij insulin b&ng cach nhin vj tri cla pit-tdng trén thang
insulin.

BUOC 5: Tiém liéu da chon

¥ Néu thay kho &n nit tiém, dirng réng strc vi cb thé [am gay bat. Xem céch xi ly & muc B quoi day.
A Chon vj tri tiém nhw trén hinh

B Chich kim vao da nhw béc sy, dwore sy hoac y ta da chi cho ban.

e Dirng cham vao nut tiém.
e )
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C Dat ngén céi lén nat tiém, roi an thang géc hét chiéu sau cua nit va git lai.
Khéng &n mét bén, ngon cai clia ban cé thé can tré chuyén dong xoay clia vong chon ligu.

o,

D Gi nat tiém va khi thay "0" trong ctra s6 chon liéu thi dém cham dén 5
 Diéu nay gilp cho tron liéu thubc duwoc tiém hét. a
%
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E Sau khi gitr nat va dém cham dén 5, nha nut tiém. Sau d6 rut kim khoi da. "1:
T

B Néu thay kno 4n nat: ",
e Thay kim (xem BU'GC 6 va BUOC 2) rdi lam test an toan (xem BUOC 3). ,.?/}/

« Néu van thay kho &n nat, hay dung mot bat tiém mai.
e Khéng duoc ding bom tiém dé lay insulin tir bat tiém.

BUOC 6: Thao kim va huy kim
v Can than khi thao tac v&i kim tiém dé tranh bi kim cham va lay nhiém chéo.
X Khéng duwoc ding nap kim trong dé day lai.

A Dung nap kim ngoai day I&n kim, va ding né dé vin thao kim ra khoi bat tiem.

« Dé giam nguy co vé tinh bj thweng do kim chém, dirng bao gi¢r dung nép kim trong dé& day kim.
Néu ban nhé& mét ngudi khac tiém gitp, hodc néu ban tiém cho mét ngudi khac, thi nguei thao téq‘
phai dac biét than trong khi thao va hiy kim. 5

B. Huy bd kim mét cach an toan theo chi dén cla bac sy, dugce sy hodc y ta.

C. Ludn ludn day nép but tiém rdi cat but cho dén Ian tiém ké tiép.

Hwéng din bao quan
Néu SoloStar dwoc bdo quan lanh, cn Iy ra khdi td lanh 1-2 gi&r trwdre khi tiém vi tiém insulin lanh rat dau.

But tiém SoloStar @& qua s dung phai dwoc tiéu hly theo dung qui dinh cla dja phuwong.

Bao tri
Pirng dé but tiem SoloStar bj ban va I&m buyi.
C6 thé lau bén ngoai but tiém SoloStar béng vai tham wét.

Khong dwoc nhing nwdéce, rira hodc béi tron but tiém vi sé [dam hong but.
Cén nhe tay khi thao tac. Tranh nhi*ng tinh hudng c6 thé lam hdng but tiém SoloStar. Néu e ngai but tiém

SoloStar bj héng, hay sr dung mét but tiém mai.



SANOFI

GIAY UY QUYEN

VJETNAM COMPANY
yiicorporated under the laws
the enterprise registration
certificate ~0300782774 issued by the
Department of Planning and Investment of Ho Chi
Minh City (the “Company”), hereby, grants a
power of attorney (the “Power of Attorney”) to:

CONG TY TNHH SANOFI-AVENTIS VIET
NAM, mét cong ty duge thanh lap theo phép luét
Viét Nam, c6 gidy chimg nhan déng ky doanh
nghiép sb 0300782774 cap boi S& Ké hoach va
Piu tu Tp. HCM (“Cong Ty”), bang van ban nay
Uy quyén (“Gidy Uy Quyén™) cho:

Ms. Tran Hoang Y Yen, Ba Trin Hoang Y Yén,

ID number, 024780456, issued on |1 October 2007 by
Police Department of Ho Chi Minh City, Vietnam

CMND sb 024780456, cip ngay 11/10/2007 bai
Céng anh TP. H6 Chi Minh, Viét Nam

(hereunder referred to as the “Attorney™),

to be true and lawful attorney of the Company and
the Legal Representative of the Company, with full
power and authority to represent the Company and
the Legal Representative of the Company to:

(sau ddy duoc goi la “Nguwoi Duge Uy
Quyén”),

la ngudi duoe Gy quyén dich thuc va hop phép
cua Coéng Ty va Ngum Dai Dién Theo Phap Luat
cta Cong Ty, c6 day du thim quyén va quyén han
dai dién cho Céng Ty va Nguoi Dai Dién Theo

Phép Luét cia Cong Ty dé:

(i) negotiate, execute, amend, liquidate and () terong luong, ky két, sira doi, thanh ly va
terminate  any  sponsorship  agreements, chdm diit cac hop dong tai tro, théa thudn
agreements of contribution to the third party déng goép vao sy kién cha bén thir ba, cdc
event, other agreements (including its hop dong khic (bao gom céc ban sira di,
amendments, supplements, termination bé sung, théa thuin chdm dat) ky véi cac
agreement) with speaker/chairman/member of béo céo vién/chli toa/thanh vién cla ban cd
advisory board/heath care organization with van/td chirc y khoa cé gid tri tbi da dén
value up to VND 275,000,000 (two hundred 275.000.000 VNP (hai tram bay muoi lam
seventy five million Vietnam Dong) and triéu dong) va cac thu moi, thu ngo, va véan
invitation letters, suggestion letter, and other ban can thiét khac lién quan dén céc hop
necessary documents in connection with the ddng néu trén hodc cic hoat ddng gén véi
agreements mentioned above or activities hdi nghi chuyén @, cac budi gioi thiéu san
associated with symposia, product pham, hoat dong thong tin thubc, céc hoi
presentations, drug information activities, nghi khoa hoc duge t6 chirc tai Viét Nam
scientific conference held in Vietnam or hodic nudce ngoai trong khudn khé cho phép
overseas to the extent permitted by applicable b&i phép luat hién hanh;
lews; (i) ky, ndp bét ky ho 80, cbng van, gidy ty

(ii) execute, file any dossier, official letters, quyén, thu yéu ciu hudng dan thu tuc, thu

authorization letter, request for guidance on
procedure process, explanation letter, other

-1/3 -

gidi trinh thuc hién, gidy o lién quan dén
viée td chirc, ddng t chirc, déng gép cho
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SO KE HOACH VA PAU TU CONG HOA XA HOI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH DPéc Iap — Ty do — Hanh phic
PHONG PANG KY KINH DOANH

GIAY CHUNG NHAN PANG KY DOANH NGHIEP
NG-TY TRACH NHIEM HUU HAN MOT THANH VIEN

/’1 OV~ ‘c:\/\\
[/ cONG TY :
//'\) 11 .pH i\

o Vi l \bs V/
T

thori 1a Giay chu'ng nhan dang /91 kinh doanh) 56 411043000887 do Uy ban nhan
dan Thanh phé H6 Chi Minh cdp thay déi lan thir 5 ngay 05 thang 03 nam 2014

1. Tén cong ty

Tén cong ty viét bang tiéng Viét: CONG TY TNHH SANOFI-AVENTIS VIET NAM
Tén cong ty viét bing tiéng nuéc ngodi: SANOFI-AVENTIS VIETNAM COMPANY
LIMITED

Tén cong ty viét tit: SANOFI-AVENTIS VIETNAM

2. Dia chi tru s¢ chinh
S6 10 Ham Nghi, Phutong Bén Nghé, Quén 1, Thanh phé Hé Chi Minh, Viét Nam

bién thoai: (+84) 28 3521 2435 Fax: +84.8.38254360
Email: thanhhuyentran.tong@sanofi.com Website:
3. Vén diéu I¢ 49.756,688.000 ddng.

Bc%\ng chit: Bon muoi chin ) bdy tram ndm mwoi squ triéu sau tram tdm muoi tém nghin
dong

twong dwong 4.541.256 (Bén trigu ndm trdm bon mueoi mot nghin hai trim ném muoi
sau) dé la My

4. Thong tin vé chii s& hitu

Tén td chirc:  SANOFI-AVENTIS PARTICIPATIONS

M3 s6 doanh nghiép/Quyét dinh thanh 1ap sb: 440646982

Ngay cap: 25/02/2002  Noi cép: Phdp

Dia chi tru s& chinh: /74 Avenue de France, 75013 Paris, Phap

5. Nguwoi dai dién theo phap luat cia céng ty


mailto:thanhhuyentran.tong@sanofi.com

* Ho va tén: HAISSAM CHRAITEH Giéi-tinh:  Nam
Chirc danh: Téng gidm déc 4

Sinhngdy: 06/01/1969  Déntoc: Qubctich: <% Phip

Loai gidy to chimg thuc cé nhan:  Hj chiéu nude ngodi

S6 gidy ching thuc cAnhdn:  15FVI1151

Ngay cAp:  22/01/2015 Noi cip: Pai sit qudn Phdp tai Casablanca

Noi dang ky ho khéu thuong tri: 6 Rue Cote D'Emeraude, Ain Diab, 20250
Casablanca, Maroc, Phap

Chd & hién tai: An Phu Superior Villa Compound, 36 Théo Dién, Phuong Thdo Bién,
Qudn 2, Thanh phé Ho Chi Minh, Viét Nam

G PHONG
rudng Phong

Ct Thanh Due



GIAY CHUNG NHAN
PU PIEU KIEN KINH DOANH DUQC



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do — Hanh phuac

GIAY CHUNG NHAN
PU PIEU KIEN KINH DOANH DUQC
Sé hiéu: 5L 7 /DKKDD- BYT
(Cép lan 1: sb 270/DKKDD-BYT ngay 19/6/2019)

B Y té chitng nhan:
1. Tén cong ty: Cong ty TNHH Sanofi-Aventis Viét Nam.

. Dia chi tru s& chinh: S6 10 Ham Nghi, Phirong Bén Nghé, Qudn I,
Thanh phé Ho Chi Minh.

3. Dia diém kinh doanh: Sé 318 Xa 16 Ha Noi, Phuwong Long Binh, Quin 9,
Thanh pho Ho Chi Minh.

4. Nguoi chiu trach nhiém chuyén mon vé duoc:
- Ho va tén: Pham Thi Hong Loan
- Trinh @6 chuyén mén: Dwoc sﬁ dai hoc
- Ching chi hanh nghé duoc s6: 3720/CCHN-D-SYT-HCM do S& Y té TP.
H6 Chi Minh cap ngay 09 thang 11 ndm 2018.
- Pu diéu kién kinh doanh déi véi hoat dong kinh doanh duroc:
Xuit khiu, nhip khau thubc
Pham vi kinh doanh: Theo Phu luc dinh kém

Céng ty dwoc thue hién cdc hoat dong xudit khau, nhip khiu thubc theo
dung pham vi kinh doanh quy dinh tai Phu luc dinh kém. / -4

Cong ty klzong duwoc thuce hién hoat dong phin phoi thudc, nguyén lzeu et
lam thubc va cdc hoat dpng lién quan dén phin phéi thuoc, nguyén liéu lam 5
thubc tai Viét Nam theo quy dinh tai Khoin 10 Diéu 91 Nghi dinh 56"
54/2017/ND-CP va phdi tuin thu ding cdc quy dinh cia phdp luit hién hanh.

Gidy chimg nhén c6 higu luc tir ngay g4  thang. 7. nam £#.7.duoc cap theo
Quyét dinh 80 T8 IQD- BYT ngay . % thang.“nam Z¢ 77%ua B6 truéng Bo Y té,
thay thé Gi 4y chimg nhan sé 270/DKKDD-BYT ngay 1976/2019 cua Cong ty.

Ha Néi, ngay. (4. thang= aZ..nam 2019
KT. BO TRUGNG
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap - Tu do - Hanh phic

PHU LUC

(Binh kém Gidy chimg nhdn di diéu kién kinh doanh duwoc cdp cho
Congty T. NHH Sanoﬁ-Aventzs Viét Nam
Sé hiéu: )57 /DKKDD-BYT ngay 0% thang 14ndm 2019)

1. XUAT KHAU, NHAP KHAU THUOC

1.1 Thubc héa dwge chita khang sinh nhém -Lactam

1.1.1. Thude bao quéan & didu kién thudng

1.1.2. Thudc bao quan & diéu kién lanh: 2 - 8°C

1.2 [Thubc héa dwoc khong chira khang sinh nhom p-Lactam

1.2.1. Thube bao quéan & diéu kién thuong

1.2.2. Thubc bao quéan & didu kién lanh: 2 - 8°C

1.3 [Thubc dwge liéu

1.3.1. Thubc bao quan & didu kién thuong

1.3.2. Thubc bio quan & diéu kién lanh: 2 - 8°C
1.4 [Thube sinh hoc

1.4.1. Thubc bao quan & diéu kién thuong

1.4.2. Thubc bao quan & diéu kién lanh: 2 - 8°C

\
15 [Thubc phai kiém soat dic biét - , » P
15.1. Thubc bao quan & didu kién thuong / a )

1.52. Thudc bao quan & diéu kién lanh: 2 - 8°C

NoOi dung han ché hoic lam rd lién quan dén pham vi ching nhén:
Muc 1.4.1: Chi bao gém sinh phém
Muc 1.4.2: Bao gdm: sinh pham, véc xin.

Muc 1.5: Bao gom thube doc; thude trong Danh muc thude, duoc chét thudc Danh
muc chét bi cAm st dung trong mot s0 nganh, linh vure.




R Jh ] h b v
= (e
B A LA
- - y

LA
o —— il o
b A
L) |.u.. ._._:_ﬁ.:.._., ___ 1.
LI
c,_......h \
e _._

I,-:_____ o’

__“ﬁ_,m_.;._._

F“_ -~
__f_l. 1 i
: el
_IWL_IJ;:..I r__; )
TS TR




