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Thong Tin Ke Toa
Toujeo

4 Hu’ang din si> dung but tiem Toujeo Solostar*

-•

-rT

C. KiSm tra do trong cua insulin.

• Khong dung but tiem nSu insulin bj van due, co mau hoac co nhO'ng hat Ion con

I
/

i Blfac 2: GAN KIM MOI
y Luon luon phai dung mot kim mbi vo khuan cho mdi Ian ti§m. Oieu nay giup tranh kim bi 

nghen, nhi§m ban va nhilm khudn.

y Chi si> dung kim tiem thich hop d& dung vbi Toujeo (vi du kim cua BD, Ypsomed, Artsana 
hoac Owen Mumford).

A. Lay kim mbi va b6c niem bao ve.

$
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Liiu dung/
Cdch dung

Nguy cry ha 
dubng huydt

Hieu qua/ 
An toan Kdt luan SANOFI jpK/pD
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Thong Tin Ke Toa
Toujeo

4 Hu’O'ng din si> dung but tiem Toujeo Solostar®

"4
) nip kim ngoai. GiO’ I;

D. Thao nip kim trong va viiTbo

i N

s.

■ Thao tic vo-i kim tiem

• Cin than khi thao tie vai kim tiem di tranh bi kim cham va lay nhiim cheo.
Ai
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Lieu dung/ 
Cach dimg

Hieu qua/ 
An loan

Nguy ccy ha 
du’erng huyet SANOFI jKet luanpK/pD
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....Thong Tin Ke Toa
Toujeo

4 Hu-o-ng din slp dung but tiem Toujeo Solostar*

Blfti’C 3: LAM TEST AN TOAN

V Luon luon lam test an loan tru'b’c m6i lin tiem di:

• Bao dam but tiem va kim boat dong binh thuong.

• Bao dam liy dung liiu insulin.
A. Chon 3 dom vi bing each vin vong chon liiu cho din khi vach chi liiu nim giCra 

si 2 va s6 4.

I:

i

ss
B. An hitchiiu siu nut tiem.

• Khi thiy insulin trio ra & mui kim li but hogt dong binhthu’O'ng.
.r.

52

Lieu dung/ 
each diing

Nguy ccr ha 
du^rng huyet

Hidu qua/ 
An loan SANOFI jKit luanpK/pD
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Thong Tin Ke Toa
Toujeo
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4 Hu’O’ng din sip dung but tiem Toujeo Solostar* &

•-.rmr :"Cr
t-

N6u khong thiy insulin trao ra:
• Gin lap lai bu'ac nay, co (hi den 3 lln, (apoc khi thiy insulin
• N4u khong thay insulin trao ra sau lin thi> ba, co th4 kim bj nghen. N4u vay:

- Thay kim khac (xem BU'O’C 6 va Bu'ac 2),
- R6i lam lai lest an toan (BlfO’C 3).

• Khong dung but tiem neu vin khong th4y insulin trao ra omui kim. Hay dung mot but 
tiem men.

• Khong dirge dung bam tiem de l4y insulin tip but tiem.
■ N6u thiy bot khl

• Co th4 th4y bot khi Irong insulin Day la di4u binh thirang, khong co gi nguy hai.

i

S

m
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Li#u dung/ 
C4ch dung

Nguy ca ha 
du'o'ng huyet

Hieu qua/ 
An loan SANOFI jKdt luanpK/pD
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Thong Tin Ke Toa
Toujeo

4 I Hu’O’ng din sip dung but tiem Toujeo Solostar* A

X Khong dgge chon lieu hoac in nut tiem khi chira gin kim vi co thi lam hong but tiem. 
A. Bao deim Id da gin kim va cipa s6 liiu chi'O’.

Im

HB. Vdn vong chon liiu cho din khi vach chi liiu chi dung liiu ciiaban.

• Niu la van qua, co thi van ngirgclai.
• Niu khong co dii so dan vj insulin trong but cho liiu cin dung, vong chon liiuse 

dang lai a si dan vj con lai trong but.

• Niu khong thi chon dii liiu, hay tach thanh 2 Ian tiem ho|c dung mot but tiem mat.

1;
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Lieu dung/ 
Cach diing

Hieu qua/ 
An toan

Nguy co ha 
du'o'ng huyet SANOFI jKit luanpK/pD
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Thong Tin Ke Toa
Toujeo

4 HLPO’ng dan slp dung but tiem Toujeo Solostar*

each doc ci>a sfl chi lieu

• S6 chin nlm ngay vach chi lieu: • S6 le difoc chi bing mot vach nam 
gioa hai so chan

"
•28

- 30 chon 30 don vi chpn 29 dan vi

H Si dan vi insulin trong but
• But tiem chi>a ting cpng 450 dan vj insulin. Ban co thi chpn liiu ti> 1 din 80 dan vi 

theo tang nic 1 dan vi- M6i but tiem chaa nhiiu han mptliiu.

• Ban co thi phong cht>ng con Ipi bao nhiiu dan vj insulin bing each nhin vi tri cua 
pit-tong tren thang insulin.

BU’O’C 5: TIEM Ll£U BA CHON
X Niu thiy kho In mit tiem, dirng ring sac vi co thi lam gay but. Xem each xa ly a muc ■ 

daai day.

A. Chpn vi tri tiem nha tren hinh

B. Chich kirn vao da nha bac sy, doac sy hole y ta da chi cho ban.

• Bang cham vao nut tiem.

i

s:

A
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Lieu dung/ 
Cach dung

Hieu qua/ 
An loan

Nguy co’ ha 
doong huy§t SANOFI jK4t luanpK/pD
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Thong Tin Ke Toa
Toujeo

ruu-ngttrrsr®

4 Haang din sa dung but tiem Toujeo Solostar®

r

C. Bat ngdn cai len mit tiem, rdi In thing goc hit chiiu sau ciia mit va gia lai.
• Khong In mot ben, ngon cai ciia ban co thi can tra chuyin dpng xoay ciia vong 

chpn liiu.

i

B. Gia nut tilm va khi thiy "0" trong caa si chpn liiu thi dim cham din 5. 
• Bieu nay giiip cho Iron lieu thuoc darn: tiem hit.

>■*
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Lieu dung/ 
Cach dung

Nguy ca ha 
dgong huyit

Hieu qua/ 
An toan Kit luan SANOFI jpK/pD
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Thong Tin Ke Toa
Toujeo

4 Hu'O’ng din sip dung but tiem Toujeo Solostar®

E. Sau khi giG' nut v& dim cham din 5, nhi nut ti6m. Sau d6 rut kim khoi da.

■ Niu thiy kho in nut:

• Thay kim (xem BU'O’C 6 va Bl/O’C 2) r6i lam test an toan (xem Blf&C 3).

• Niu vin thiy kho in nut, hay diing mot but tiemmoi.

• Khong du'Q’c dung bom tiem di liy insulin ti> but tiem.

BirCTC 6: THAO KIM VA HUY KIM
y Cin than khi thao tic vai kim tiem di tranh bi kim cham va lay nhiim cheo.
X Khong du-gc dung nip kim trong di day lai.

A. Dung nip kim ngoii day ten kim, vi dung no di van thio kim ra khoi but tiem.
• Di giam nguy co vo tinh bj thirang do kim cham, dung bao giff dung nip kim trong 

di day kim

i

§2

2
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Lieu diing/ 
C&ch diing Kit luan

Hieu qua/ 
An loan

Nguy co’ ha 
diPOTg huyet SANOFI jpK/pD
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•*“Thong Tin Ke Toa Toujeo

4 Hu'O’ng din sii' dung but tiem Toujeo Solostar* 4k

• Niu ban nha rnot nguoi khac tiem giup, hoac niu ban tiem cho mot nguoikhac. 
thi ngu'O’i thao tac phii dac biet thin trong khi thao va huy kim.

B. Huy bi kim mot each an loin theo chi din ciia bSc sy, du>c«: sy hoSc y ta.

C. Luin luin day nip but tidm rii cit but cho din lin tiem kitiip.

HU’b’NG DAN BAO QUAN
• Niu SoloStar dirge bao quan lanh, cin liy ra khoi tii lanh 1-2 gio trucrc khi tiim vi 

tiim insulin lanh rit dau. But tiem SoloStar da qua si> dung phai dugc tiiu huy theo 
diing qui dinh cua dja phircrng.

BAO TRi
• Dirng di but tiem SoloStarbi bin va limbui.

• C6 thi lau bin ngoai biit tiem SoloStar bang vai thimuot

• Khong dirge nhiing niroc, rira hoac boi Iron biit tiim vi se lim hong but.
• Cin nhe tay khi thao tac. Tranh nhirng tinh huing co thi lam hong biit tiimSoloStar. 

Niu e ngai but tiim SoloStar bi hong, hay sir dung mpt but tiimmoi.

i
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Cach diing

Hieu qua/ 
An toan

Nguy ccr ha 
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Thong Tin Ke Toa
Toujeo'

p  .
5 ' Cac lu’u y dac biet - Than trong - Tirong tac thudc

i • "•

Cac linj y d3c biet va than trgng: NhQ’ng benh nhan >65t, benh gan/thSn: Baobac 
si bi4t vi co th§ ban cln diing lieu th4p hon. Nhu-ng benh nhan ma co-n ha diro-ng 
huy6t co anh hipo-ng nghiem trpng tren lam sang: benh nhan co hep dang ke dong 
mach vanh hoac cac mach mau nao (bi§n chi>ng tim mach hoac nSo do ha duong 
huyel), benh nhan co benh vong mac tang sinh dac biet neu khong dieu trj bangngung 
k4t quang hpc (nguy ca mu tarn thoi theo sau ha duomg huy4t). Nhom benh nhan c6 
trieu chu’ng ha du>6,ng huyfit it rd rft: co ki§m soat du,6mg huydt cai thien rd ret, co 
ha duang huydt tang din. Idn tudi, chuydn li> insulin dong vat sang insulin ngu’di, lien 
si> dai thao dud'ng lau dai, dang bi benh ly tarn than, dang didu tri ddng thiji vcri mot sd 
thuoc khac. C6 thai vd nudi con bang sda me: Khong co kinh nghiem lam sang nao 
v4 viec sii dung Toujeo tren phu nd co thai. Khong rd insulin glagine cdbai tiet vao sda 
me hay khong nturng phu nd cho con bu cdn phai didu chinh lieu va chd dp an uong. 
Lai xe va sd dung mdy mdc: Than trpng dd tranh tinh trang ha du-d’ng huydt khi lai xe 
hay sd dung may mdc.

Tirorng tac:
• Giam tdc dung ha du-d-ng huydt: co thd xay ra khi diing chung vdi corticosteroid, 

danazol, diazoxide, dc chd protease, lai tidu, glucagon, isoniazide, estrogen va 
progestogen (vi du vidn tranh thai), clozapin, olanzapin, din chit phenothiazine, 
somatropin, thudc cu-dng giao cam (nhu- epinephrine, salbutamol, terbutaline) hoac

i

&

m
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Lieu dung/ 
Cach dung

Hieu qua/ 
An loan

Nguy co ha 
du’ong huyet Kdt luan SANOFI JpK/pD
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Thong Tin Ke Toa
Toujeo

Cac lau y dac biet - Than trpng - Taang tac thudc

...
hormone tuydn giap.

• TSng tac dung ha du^rng huydt va tdng cam nhidm vdi ha du^ng huydt: co 
thd xay ra khi diing chung thuic vidn chong dai thao dudng, disopyramid, fluoxetin, 
sulfanamid, fibrat, IMAO, ACEi, thudc giam dau va ha sdt (pentoxifyllin, salicylate), 
pentamidin. Han nda, thudc cripn beta cung nha cac thudc chen giao cam khac 
(nhu clonidine, guanethidine, reserpine)- con lam yeu hoac tham chi ac che loan bp 
cac trieu chung bao dong cua phan ring ha dadng huydt.

6 Quy each dong gdi - Didu kidn bao quan - Han dung - Nai san xuit

i

32
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Lieu diing/ 
each diing

Nguy co1 ha 
du-d-ng huydt

Hieu qua/ 
An loan Kdt luan SANOFI jpK/pD
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ivThong Tin Ke Toa
Toujeo

i
6 Quy each dong goi - Di6u kien bao quan - Han dung - Noi san xuat W

IlIBSi!
• M6 ta quy Ccich dbng gdh Toujeo la dung djeh tiem trong, khong mau va gidng 

nhu1 nude. Hop 5 but tiem nap sin x 1,5ml (450 don vi).

• Bao quan: Tru-dc khi diing lln dlu: Bao quan trong tu lanh (20C-8I’C). Khong 
dugc dl dong lanh. Khong dat but tiem gin ngan da hole vi da trong tu lanh. Giu 
nguyen but tiem trong hop di tranh anh sang. Sau khi diing lln dlu hole mang theo 
dfi dg phong: Blit tiem nap sin dang sur dung hole dugc mang theo dl dy tru1 co 
thl bao quan til da 4 tuan d nhiet dp khong qua 30°C, tranh sue nong va anh sang 
tn/c tiip, khong nen bao quan trong tii lanh.

• Han diing: 30 thing kl tir ngiy san xult.
• Cong ty san xult/ Cong ty sd hdu gily phep kinh doanh: SANOFI-AVENTIS 

Deutschland GmbH D-65926 Frankfurt am Main - Due.

• Thong tin chi tilt xin lien he: Cong ty TNHH Sanofi-Aventis Viet Nam. 
Liu 3, s6 10, Du'dng Ham Nghi, Phudng Bin Nghe, Quan 1, TP.HCM. 
Tel: •*•84.28.3829 8526; Fax: •*■84.28 3914 4801

.
I
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Lieu diing/ 
Cach diing

Nguy co* ha 
du-erng huyet

Hieu qua/ 
An toAn SANOFI jKit luanpK/pD
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Jm Toujeo mm
insulin glcrgine
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INSULIN NEN THE HE MQI
(Theo toa nhan duyet bdi Bp YTe)

Trinh bay: DSDH. Huynh Khipcng Huy 
Trinh Diro-c Vien - Sanofi Viet Nam 
Then gian: 10/09/2021 
Bja di4m: H6i thao qua Zoom
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Thoa hiep giiFa nguy ccy ha du’O’ng huyet vo1!' kiem soat 
du’d’ng huyet co the dan den dieu trj insulin khong toi ifu1 2

•*-
Toujeo
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1m .Dat
muc! tafia
HbAtc!

dijpdfig •'
hpyitA it %

N
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$ 4 tren 5 bac sy chuyen khoa se dieu tri dai thao du’O’ng tu1 tin 
ho,n n§u khong phai lo lang ve ha du’dng huyet1

z

Lieu dung/ 
each dung

Hieu qua/ 
An loan

Thong tin 
ke toa SANOFI jKet luanpK/pD
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Toujeo

—
4 tren 10 benh nhan 
dai thao dipcmg tip 2

5 tren 10 benh nhan 
dai thao dipcmg

khong dat muc tieu 
HbAl’c < 7%’

tir chinh lifiu insulin 
d& tranh ha diwng huydt sau khi 
bi ha duwng huy6t nhe hoac vira3

ttft tfftt 1
9

i
n _ ^_

Lo ngai ve ha cJuang huyet co th4 j
bfinh nhfln tU' IHay <301

Ii6u insulin3

Sii’ dung insulin chu’a 
(dl u'u cO !liS klfi
dlrong huyet kem2

—RT III dUcU
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Lieu dung/ 
C4ch diing

Hieu qua/ 
An loan

Thong tin 
ke toaKet luan SANOFI JpK/pD
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Insulin th§ he mo3! nen cho phep benh nhan dat muc tieu 
du’O’ng huyet vo,i nguy co3 ha du’b’ng huyet it hen3 Toujeo
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Lieu dung/ 
C4ch diing

Thong tin 
ke toa

Hieu qua/ 
An loan SAN OF I :jnet iuanpK/pDj
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....Cong thu’c bao che dot pha cua Toujeo®2

Toujeo-

t'

m
Giam dien tich be mat 
sau khi tiem du’O'i da'4

Ho chi>a thuoc dam dac
(Toujeo®)

Ho chipa thuoc
(insulin glargine 100 U/mL)

rr
32 Toujeo® phong thich insulin glargine cham horn, 

on djnh hern va keo dai hon sudt ca ngay
£

10

Lieu dung/ 
Cach dung

Thdng tin 
ke toa

Hieu qua/ 
An loan

Nguy ct7 ha 
dtrong huydt SANOFIKSt luan
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Du’b’ng bieu dien tac dong o’ trang thai on djnh 
tren benh nhan dai thao du’b’ng tip 1

....
Toujeo
naungar^rio

I—

T

ar Gla-U300, insulin n§n th§ he mai, co tac dong on djnh han 
va keo dai ho,n, vu’ot qua 24h so vai Gla-UlOO1

iz

Lieu diing/ 
Cach dung

Hieu qua/ 
An loan

Thong tin 
ke toaKit luan SANQFI J
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1I1. Becker RHA et al. Diabetes Care. 2015,38:637-643
2. Toujeo SmPC Toujeo* European Sumary of Product Charactenstics December 2015
3. Becker RH, et al Diabetes Obes Metab. 2015;17{3):261-267•T
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Lieu dung/ 
Cach dung

Thdng tin 
ke toa

Hieu qua/
An loan

I Nguy ccr ha 
gj du’b’ng huy4t SANOFI jKdt ludn
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#rGla-U300 it dao dong du’d’ng huyet hem Gla-U1001
Toujeo

$
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■2 — Gla-U300

— Gla-UlOO
Thd’i gian tidm 
trung birth

III■7 -» ■*s 20 22 2414 16 188 10 1260 2 4

Thoi gian (gib)
i

r-:’

Du’d’ng huyet trung binh vd’i Gla-U300 co ve hang djnh hen 
Gla-U100, bat ke thei gian tiem (sang hay t6i)

ail
1-

HH Lieu dung/ 
each dung

Thdng tin 
ke toa

HiSu qua/ 
An loan

Nguy co1 ha 
duKjng huybt SANOFU>Ket luan
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T1 Lieu dung/ 
Cach dung

Nguy co’ ha 
dirang huy4t

Hieu qua/ 
An loan

Thdng tin 
ke toaKel luan SANOFI
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1. Adapted from Bergenstal R. el al. ATTD 2015 (Abstract 39)'
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Cach dung

Nguy co* ha 
du’crng huyet

Hieu qua/ 
An toAn

Thdng tin 
ke toaKSt luAn SANOFI .>
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....Chuoi nghien clpu EDITION
Cac thiet ke dong nhattrong chu5o,ng trinh nghien clfu Toujeo'

Nghien ci>u nglu nhien, da 
trung tSm, nhSn mb’, 6 thang, 
nhdm song song. Mb rang 

doi an loan 6 lhang

So s^nh hieu qua va an todn 
cua Gla-U300 v4 Gla4J100 b 
b?nh nhan dai lhao dubng tip 2 
chu’a kiem soat dirbng huy4t

Chirang trinh EDITION dir^c 
*ay dp-ng vbi cac thb nghipm 
iiK/c thiit ki gifing nhau di 
cung cd kit qua

Gla-U300 ± thufic viSn 
± Insulin trtPbc an

Gla-UIOQ ± thu6c viin 
± Insulin tnwc an i;

T

lieu chi danh gia chlnh cua cac nghien clpu: Gla-U300 
khong thua kem Gla-U100 v§ hieu qua giam HbA1c

A
'7

Lieu dimg/ 
Cich dung________

Thong tin 
ke toa

Nguy ccr ha 
du'bng huyet

Hifu qua/ 
An loan SANQFI JKit ludn
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1. Riddle MC et al. Diabetes Care. 2014;37:2755-62
2. Yki-Jarvinen H et al. Diabetes Care. 2014;37:3235-43
3. Bolli G8 et al. Diabetes Obes Metab. 2015;17:386-94
4. Home PD et al. Diabetes Care. 2015 Jun 17. pii: del 50249.
5. [Epub ahead of print]; Terauchi Y et al. Poster presentation at EASD 2014; Abstract 976
6. Matsuhisa M et al. Poster presentation at EASD 2014; Abstract 975.
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XTi le benh nhan dat HbA1c <7.0%!
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mm 30
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Li§u diing/ 
Cach dung

Nguy co ha 
duwng huyet

Thdng tin 
ketoaK4t luan SANOFIpK/pD
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-
r03O0 djam HbA1c hieu qua tren 
thao A 6-ng tip 2 chua tu=ng dung inSulini

nhan Is

life
i'i

•vkumms.

XTAI LIEU THAM KHAO

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

i
1

©*3

21
("• : ."J:J'

Lieu diing/ 
Cach diing

Thong tin 
ke toa

Nguy ccr ha 
du-ong huyOt SANQFI jKOt luanpK/pD

21

Thti*uthOnqt)ntr)lj6c 
UArsN-21003S11 (HXM

Gla-U300 giam ha du’d’ng huyet so VO’S Gla-U100
Toujeo'

-tua.qa-v-a

-.......m
-'mm m m

Ty l§ ha du'O’ng huy&t ban dem (00:00-05:59 h)

Trung binh IGy tiOn s6 biOn c6 HDH xac djnh 
(S70 mg/dL) hoac nang

Ty le ha du'd’ng huyfit trong ngdy (24 h)

Trung binh IQy ti4n s6 biOn c6 HOH xac djnh 
(S70 mg/dL) hoac nang il »

1 ■: 310 ivl;:

1 :a 1,
2

I6 Ty sA ty seat 
0.69 (0.57-0.84) 

P=0,0002

ry si ty suit
86(0.77 - 0.97) 

P=0,0116

r t/a-:
Q

VI4
1

2 /- Gla-U30O- Gla-U3Ci 1 irn aa-U10(- ®a-U1i
00

0 4 8 12 16 20 24 28
Tu4n

8 12 16 20 24 28
Tuan

o 4

@ p

■L
22

yii-

K0t luan
LiOu diing/ 
Cach dung

Thong tin 
ke toa

Nguy co ha
dij6ng huyet SANQFIpK/pD

22
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___
t.,% r

G 300 giam ha du’O'ng hliyet so vm Gla-UlOO
il’v®!'* "VV ■ * * ' , -'v'- . t 'a'.? : o Toujeo

S-CC'MM . .

ty lb dircrny huyet ban Sim !00:0<}-05:M h) j
Tairo.bir'-' iftyri'.V'*jc brfr,eai-fe'H 3tf.h |

>7f-M-y-li Jtj-A; IbiJ

r
Ty le ha dirong lii^rel trong ngay < W h) i

1 ns# c,.th fc.v Ofn <*• b^.-> e*1 hOH *cb5 -.feitj •
:■

is:

IS TSli8 y >4ty Wl4t

XTH6NG TIN

Phin tich gop EDITION 1-2-3 mi>c do bOnh nhan cho phep kiOm tra cac ket cue nay suot hon 6 thang 
tren dan sO D4i thao du-6ng tip 2 Ion (Gla-U300 n=1247; Gla-UlOO n=1249)a

szr
ai

23

Lieu dung/ 
Cach dung

Nguy co ha 
dobng huyet

Thong tin 
kO teaKOt luan SANOFI -JpK/pD

23

itS-rw r.-p.

Toujeo
j-Ri':-7.crr.,S - :

Ty it ha diro-ng tmyet ban cl«m (00:IKM35,59 h) |: ,
T-ungliVti iOyS'Jh *6 t«4ii ciMt'K-f*»*i ■ 

iiiJninp/tiL/fKQt wsr

giam ha du’dng huyet so vai Gla-U100
K'‘ ■ ~

-

Ty 1? hg dutrng hnybt irbng ngdy <24 h>
: AicattWJ t!*n w ts-;n «5-tfcl-i aac artn

(S70 ff^sju nkit

Ir
i)

r
£

£'

TAI LIEU THAM KHAO X

1. Adapted from Rilzel R el al Diabetes Obes Metab.2015;17 859-67

<T:|
©
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24

LiOu dimg/
Cach diing

Nguy co ha 
du’O’ng huyet

Thdng tin 
ke toaKet luan SANOFI vjipK/pD

24
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t> I « 1
Si

Xth6ng tin

Phan tich gpp EDITION 1-2-3 mii-c <36 benh nhan cho phep kidm tra cac k§t cue nay su6t hwn 6 thang 
tren dSn sd Bai thao du’d’ng tip 2 I6n (Gla-U300 n°1247; Gla-U100 n=1249) /■

I D
.
I
I
3 26

Liiu dung/ 
Cach dung

Thong tin 
ke toa

I Nguy co’ ha
^ duo’-g nuyet SANOFI jK6t lupnpK/pD

26
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9ism 10 ,l'’9 ,an!' ^do lns“lin

Toyjeo’

.. 1C

TAI LIEU THAM KHAOI
1. Adapted from Ritzel R et al. Diabetes Obes Metab. 2015;17:059-67

■'T

©
.1.

27

LiSu dung/ 
Cach dung

Nguy co ha 
dusyng huyet

Thdng tin 
k£ toaKit luan SANOFI JpK/pD

27

rti i+u fnong fin mode 
UAZVN-2100353-1 00221

Gla-U300 thCpa hu’d’ng duj lieu an toan tim mach 
tu5 nghien clpu ORIGIN cua insulin glargine Toujeo

Insulin glargine la insulin 
nen co tac dong trung tinh 
len bien co tim mach

CVSaotv

/ORIGIN/
Demomaoteo’

Thi> nghiem bLp6c ngoac cho insulin glargine

T
6 nam 

nghien clpu’
>12000 

benh nhan1
>40 nu’O’c 
tham gia1

m

28

Liiu diing/ 
C4ch dung

Nguy ccr ha 
du^rng huyit

Thdng tin 
ke toaKit luan SANOFI ,>pK/pD

28
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o du’o’ng tip 2

- • r.': u'
•: Mimtri toiijeo^ tren benh n

■ • ;i

Toujeo'
> 1 S£ ■-!■

MM •f!

m::
.-I

sis
C3f.M5.-V t«l ' "

60-70kg 12-14 donV1i masm
TAI LIEU THAM KHAO

1. Toujeo SmPC. Toujeo* European Sumary of Produci Characteristics. December2015.

©
ilk

31

Nguy co- ha 
du-ong huyet

Hleu qua/ 
An loan

Thing tin 
ketoaKit lu#n SANOFI .JpK/pD

31

32
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________ rdt hfiu tttrxj rtfi ihuOc 
VAIVN-21003&1 IM171

wToujeo® linh hoat tho5! gian tiem
Toujeo'

•'UMn&jrgno

6 gio1
Cipa s6 thon gian tiem

+3-3
GioGicr

V
T

Tiem M6l NGAY MOT LAN tot nhat vao CUNG MOT GIO1 
Khi can, LINH HOAT GIO TIEM THU6c (± 3 gio1) do thai gian tac 
dung keo dai len den 36 gid12'3'4s

a
35

Nguy co- ha 
du-cxng huyet

Hleu qua/ 
An loan

Th6ng tin 
k4 toa SANOFI jKel luanpK/pD

35

—
...

hh hoat thoi gian tiem
SWM'rr' ’ " ' ■"

■

Toujeo'
■

/j-
TAI LIEU THAM KHAO
1. Adapted from Jeandidier N et al. Abstract at SO"1 Annual Meeting of the European Association for the Study of Diabetes 

2014. Poster presentation, abstract 961. 
j 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

©
.n

36

Nguy co- ha 
du-b-ng huyet

Hieu qui/ 
An loin

Thong tin 
ke toa SANOFIKdt luanpK/pD

36
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rmmuSc
o-owr«CVN.2fCOJ5

But tiem Toujeo® Solostar® than thren v&i BN12
Toujeo'

SIS
hOT-

.•.•wav***!** .

Chuy^n <361 
Hiu 1:1 to

i WSf

P

bu)eo'~ oovoitor"

.-I r ° i s i j-

Do hu’d-ng din1 • BH tiem1

(T Dl thao tac1

95% benh nhan DTD tip 2 Ian dlu slp dung insulin danh gia 
but tiem Toujeo® SoloStar® dl sip dung trong nghien cu>u 4 tuan2

A
37■rHieu qua/ 

An loan
Thong tin 

ketoa
I Nguy ccr ha 

du’d’ng huy4t SANOFI jK4t luanpK/pD

37

38
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__________ __ rannutntfng 0" ff>u5c 
UAIVN-21003&1 0W21mKet luan
Toujeo‘
^mi«ngnrgr«

Gla-U300 la insulin nen the he mm giup benh nhan 
<3at muc tieu kiem scat du’d’ng huy§t vm nguy ccr 
ha du’d’ng huyet thap hom

|~*^1 Gla-U300 co Doac luc hoc va Dlco-c dong hoc phang han so vai Gla-UlOO 1

■■■■ Gla-U300 giam duang huyet hieu qua -1 4% HbAlc sau 6 thang*; giam thieu 
nguy ca ha dLyang huyet trong ngay va ban dem so vdi Gla-U10023

Gla-U300 giam 35% sir tang can cho benh nhan khai trj insulin 
so vai Gla-U1003•T fKC

mi
K. ^.«r-

Tiem ngay mot lin vao cung mot gicr (linh boat ± 3 gib1)4
A

39

Lieu diing/ 
Cach diing

'<guy cty MJ 
— dwig luyet

Hldu qua/ 
An loan

Thong tin 
ke toa SANOFI />pK/pD

39

:1 M
1 |g:- ;

Toujeo

• \ Gla-U3G0 insulin n4n thi he moi giup benh nh^M .
I Toujeo*) to* muc rnu kifm sodt du>d>ng huy§t v61 nguy co- ^ 
\ ' / hg <JiF6>ng huy^t thcip hon

V
S' ^ ; '

GJa-U300 C6 Dwcfy-c hoc va Du(?c dgng hgc ph^na ha^soyoime-mOC

/Ta
f W

I mid -1 i°i.I’?;

'x'TAI LIEU THAM KHAO

1. Becker RH, et al. Diabetes Care. 2015;38:637-643.
2. Belli GB, et al. Diabetes Obes and Metab.2015;17(4):386-394.
3. Ritzel R. et al. Diabetes Care Metab 17-859,2015.
4 Toujeo® European Summary of Product Characteristics. December 2015.
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40

aiB^Lieu diing/ 
Cach diing

Nguy co1 ha 
du’bmg huyet

Hieu qua/ 
An loan

Thong tin 
ke toa SANOFI JpK/pD

40
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rfrl+uthdnqt^rr.u.tc
UAtVN-210Qtt3-1 (MMI

W'Thong Tin Ke Toa
Toujeo'

42
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•finr/xxk 
Ml 003/21UAWN-7

tndng
10Q33

....Thong Tin Ke Toa
Toujeo

-
1 Thanh ph3n - Ta dime - OSc tinh du'O’c lice hoc - Du'O'c dong hoc

phan: MOi ml dung dich liem co 300 IU insulin glargine.

Ta dime: Clorua kem. m-cresol, glycerol, acid hydrochloric, natri hydroxyd, nirac pha tiem. 
DSc tinh duac lu-c hoc: Insulin glargine chit timng dong insulin ngiroi du’p'C thiit ki de 
co do hoa tan thip o pH trung tinh. & pH 4, insulin glargine tan hoan toan. Sau khi tiem vao 
mo dimi da, dung dich co tinh acid dime trung hoa din din si/ hinh thanh mot kit tua di tu’ 
do phong thich lien tuc nhOng lu-ong nho insulin glargine

BSc tinh di/o-c ding hoc: trin cac dii tuo’ng khoe manh va binh nhan dai thao dirang, 
ning dp insulin trong huyit thanh chi>ng to mot sy hip thu chim hern va keo dai hon va tao 
nen mot dying cong nong do theo thii gian phang hon so vii insulin glargine 100 dan vj/ 
ml. Ndng dp dat dyyc (rang thai in djnh trong pham vi trj lieu sau 3-4 ngay sir dung Toujeo 
hang ngay.

-

—--- L______________________________i
2 Chi djnh - Ching chi dinh - Tic dung khong mong muin

£

3 Liiu lyomg - Cach dung - Thai diim diing thuic

43

Lieu diing/ 
Cach diing

Nguy co1 ha 
dirang huy4t

Hieu qua/ 
An loan K<it luan SANOFI jpK/pD

43

T4r »*u rr&q nrt rfHxlc 
M At VU-21003001 003/21

•**"Thong Tin Ke Toa
Toujeo

2 Chi dinh - Ching chi djnh - Tac dung khing mong muin

: Toujeo dime dung di diiu tri dii thao dying 6- ngyar Ion.
Ching chi djnh: d| irng vai insulin glargine hoac vai bit ci> thanh phin nao khac cua 
thuic.

Tac dung khing mong muin: Ha dying huyit (myc dying huyit thip) co thi rit nghiem 
trong. Cac tac dung phu hay gap: thay dii tren da i chi tiem (loan dying mi); phan yng 
da va di irng.

Cic tac dung phu hiim gap: Syng bip chan va ci chan do tich tu nyic tgm thcri, phan 
yng i mat.

Cac phan ing rit hiim g3p: rii logn vj giac, dau ca.
Cac phan yng khac: diiu th insulin ci thi lam cho ca thi san xuit ra khang thi khang 
insulin.

Qua liiu: Niu da tiem qua nhieu Toujeo co the bj ha dying huyit. Thying xuyen kiim 
tra dying huyit va an nhiiu di an han di di phong ha dying huyit. Neu bo sot mpt liiu 
Toujeo hoac khdng tiem du liiu insulin, myc dying huyit co the tang qua cao. Khong nen 
tiem liiu gip dii di bu vao liiu bj bo sot, kiim tra dying huyit va tiem liiu ki tiip vao gii 
thying le.

T

32

44

Li6u diing/ 
C4ch diing

Nguy co' ha 
du'ong huyet

Hieu qua/ 
An loan Kdt luan SANOFI jpK/pD

44
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rtoctuincngitimuic 
MAZVN ? 100351 ’ 0-03/71

Thong Tin Ke Toa
Toujeo

'■a.i '̂QKiry'c

3 LiSu lu’p'ng - C^ch dung - Thai di4m dung thudc

Li4u lipang: Dtra tr£n 16i s6ng, k4t qua xet nghiem duang huy4t va viec si> dung insulin 
trud’c do cua ban, bac si se xac dinh m6i ngay ban c^n bao nhieu Toujeo va dung vao luc 
nao, cho ban biet khi nao c^n ki§m tra nong dp difdng huy4t va co cdn xet nghiem nude 
tiiu hay khong, cho ban bi4t khi nao can tiem Toujeo lieu cao hom hoac thdp hon. Toujeo la 
mot insulin tac dung dai. Bac si co th4 se cho ban dung no phoi hop vai mot insulin tac dung 
ngln hoac thu6c vien ch6ng d^i thao daorig.

Cach dimg: Toujeo dupe tiem duai da. KHONG DU’O’C tiem Toujeo vao tTnh mach. Tiem 
vao mat truo'c dui, canh lay hoac taroc bung. M6i l4n tiem nen thay d6i vi tri tiem tren viing 
da da chpn.
Thai di4m dung thude: Tiem Toujeo mot ngay mpt l4n vao cung mot gia, co th4 tiem trong 
vong 3 gia truac hope sau gid tiem thude thudng le.

i
4 Huang din su dung but tiem Toujeo Solostar® ■W

§2

Cac luu y dac biet - Than trong - Tuang tac thude5 ■w

h
45Quv each dong qdi • Diiu kien bao quan - Han diinq - Nai san xuit6 w 11

Lieu dung/ 
Cjich dung

Hieu qua/ 
An to4n

Nguy co h? 
duong huyet SANOFI jKdt luanpK/pD

45

TAn+u/nOnqlxUnudc
UAtM2100353.l0.03V1

Thong Tin Ke Toa
Toujeo'

4 Huang din su dung but tiem Toujeo Solostar®

Toujeo 300 dan vj/ml, dung djeh tiem trong bam tiem nap sin 
Toujeo SoloStar chua 300 dan vj insulin glargine/ml trong bam tiem nap sin 1,5ml 
dung h4t thi bo
• Khong dupe dung lai kirn tiem. N4u khong, ban se tiem khong du Ii4u hoac qua Ii4u vi 

kirn bj nghen.

• Khong duac dung bam tiem de liy insulin tu but tiem. N4u khong, ban se tiem qua Ii4u 
insulin. Thang do tren phin I6n bam tiem chi dung cho insulin khdng cddic.

THONG TIN QUAN TRONG

X Khong dung chung but tiem - nd chi danh rieng cho ban,
X Khong duac dung but tiem khi nd bj hong hoac khi ban khdng bi4t chic no cd boat 

dong binh thudng hay khdng.

•/ Ludn luon phai test an loan
V Ludn ludn mang theo but tiem va kim tiem dq phdng di dung trong trudng hap but 

tiem, kim tiem bi mit hoSc hong hoc.

HOC CACH Tl£M
• Trudc khi dung but tiem, hay hoi bac sy, duac sy hoac y ta ve each tiem.
• Nhd sq tra giup n4u ban gap khb khan khi dung but tiem, vi du ban cd vin d4 v4 thi Iqc.

i

32

46

Lieu diing/
Cich dung

Hieu qua/
An loan

Nguy coha 
duerng huyet SANOFI -jK3t ludnpK/pD

46
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ithCnqlmlhudc 
UAfVN-2lQaJ53-1 (WWT

....Thong Tin Ke Toa
Toujeo

4 Hiro-ng din si> dung blit tiem Toujeo Solostar*

.... .
• Ooc tat ca nhG’ng hir6-ng din n^y trudc khi dung but tiem. N6u khong tuSn thu tatca 

nhOng hudrig din niy, ban co thi tiem qua nhieu hoac qua itinsulin.

CAN GIUP DO?

Niu co bit ky thic mic nao vi but tiem va benh dai thao du'ang, hay hoi bac sy, duoc sy 
hoac y ta, hoac gpi cho sanofi-aventis theo s6 dien thoai a mat ta/oc ta hucrng din nay.

VAT DUNG CAN THEM

• Mpt kirn moi vo khuin (xem BUdC 2).

• Vit chi>a di sic nhon dS di/ng kirn va biittiem.

V! TRI TIEM _______

€ Canh lay
i

32 Bung

.K
Dili

47mr-
Lieu dung/ 
Caeh dung

Nguy co- ha 
dukxng huyet

Hieu qua/ 
An loan K4t luan SANOFI JpK/pD

47

_________________ T/kmorgonmjdc 
WAf VA»-?TOM53-1 (Wiwt

....Thong Tin Ke Toa
Toujeo

Hu-omg din slh dung biit tiem Toujeo Solostar®

Ngan chila thuocl IPit-long’

SI
Ci(a so I I Vach chi lieu

^'i .n
Vong chon lieu i

Niit tiem
Niem
caosuI Nap but

• Chi nhln thiy pn-tdng sau kn <M Ii*n vSi uiu

Thang insulin Ten insulin

BiraC 1: KIEcM TRA BUT TIEM

✓ Liy but tiem moi ra khoi tu lanh it nhit 1 gio tru-oc khi tiem. Tiem insulin lanh se dau hon. 
A. Kiim tra tSn va han dung tren nhan but.

• Phai bao dam dung dung loai insulin. Bieu nay dac biet quan trong niu ban conhumg 
but tiem khac nOa.

• Khong doo’c dung but tiem da qua han sirdung.
i

32
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48

Lieu diing/ 
Cach dung

Nguy co1 ha 
du'erng huyet

Hieu qua/ 
An toan K4t luan SANOFI JpK/pD

48
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TA >«»u toong nn ffijxlc 
.UAZVN-21003S3-1 OOMI

....Thong Tin Ke Toa
Toujeo

>tr'gttrgrw

4 Hii'ong din si> dung but tiem Toujeo Solostar* A,

til Wm

1 V..\
C. Kiim tra d6 trong ciia insulin.

• Khong dung but tiem niu insulin bj vin due, co mau hoac co nhung hat Ion con

iff
/

i BUdC 2: GAN KIM MOI
j Luon luon phai dung mot kirn moi vo khuin cho mdi lin tiem. Bieu nay giup tranh kirn bj 

nghen, nhiSm bin va nhiim khuin.

j Chi so dyng kim tiem thich hop de dung voi Toujeo (vi du kirn ciia BD, Ypsomed, Artsana 
hoac Owen Mumford).

A. Liy kim m6-i v4 boc niem bao vS.

$

49

Lieu dung/ 
each dung |

Hleu qua/ 
An to^n

Nguy ccr ha 
du’d'ng huy^t SANOFI yKet luanpK/pD

49

rA/u4utf*y>g r/ntN»dc

Thong Tin Ke Toa
Toujeo
’isiiwngKii^r'c

4 Hoong din so dung but tiem Toujeo Solostar® A

Pfyr~/
/ 4 /

:B. Gio kim thing va van din khi c6 dinh. Bong van queichat.

•n
C. Thao nip kim ngodi. Gio lai di dung sau. 50

Lieu dung/ 
CAch dung

Hieu qua/ 
An loan

Nguy co’ ha 
doang huyet SANOFI yKit luanpK/pD

50
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; ; ... ftnfhudc 
SJ-t 00341

T*i*u
UATVN-2

Mry
IOOJ3

Thong Tin Ke Toa
Toujeo

4 Hu’O-ng din si> dung but tiem Toujeo Solostar®

C. Thao nip kim ngoai. Glij lai dl dung sau.

D. Thao nip kim trong vd virt bo

(T

■ Thao tac vo,i kim tiem

• Cln th|n khi thao tic vai kim tiem dl tranh bj kim cham va l§y nhilm cheo.
1

51

Lidu dung/ 
Cach diing

Nguy co’ ha 
dirong huyet

Hieu qua/ 
An loan Kdt luan SANOFI JpKJpD

51

T&i&jfnGrqtmthuOc 
MACVW-2JOOJ53-I oay?'

....Thong Tin Ke Toa
Toujeo

________________________________
m s

4 Hu^yng din su1 dung but tiem Toujeo Solostar®

BlftrC 3: LAM TEST AN TOAN 
■S Luon luon lam test an loan trude m6i lln tiem dl:

• Bao dam but ti§m va kim hoat dpng binh thuemg.

■ Bao dam lly dung iilu insulin.
A. Chon 3 dom vi blng each van vong chon lilu cho din khi vach chi lilu nlm giOa 

si 2 va si 4.

i
5 units selected

B. An hit chilu sdu mil tiem.

• Khi thly insulin trao ra a mui kim la but hoat dpng binhthudng.

52

Lieu diing/ 
Cach diing

Nguy co ha 
du^rng huylt

Hieu qua/ 
An loan Ket luan SANOFI jpK/pD

52
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Tipt&jttrtnjhn tKu6c 
UATVN-21003S3- < 003/21

Thong Tin Ke Toa
Toujeo
.'isur'gxnjne

4 Hu’b’ng din si> dung but tiem Toujeo Solostar®

Niu khong thiy insulin trao ra:
• C^n lap lai burac nay, co the d4n 3 l4n, truac khi thly insulin.
• N4u khong thay insulin trao ra sau l4n thir ba, co th4 kim bj nghen. N4u vay:

- Thay kim khac (xem Blf&C 6 va BU'0'C2),
- R6i lam lai test an toan (BtiO’C 3).

• Khong dung but tiem n4u vin khong th4y insulin trao ra ornui kim. Hay dung mot but 
tiem mai.

• Khong dirge dung bo,m tiem d4 l4y insulin tir but tiem.
■ N4u thdy bot khi

* Co th4 thly bot khi trong insulin. 03y ia di4u binh thirong, khong co gi nguy hai.

i
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....Thong Tin Ke Toa
Toujeo’

ffergrv!

4 Hirang din sir dung but tiem Toujeo Solostar®

X Khong dirge chon liiu hoac in nut tiem khi chira gin kim vi co thi iam hong but tiem. 
A. Bao dam la da gin kim va cira s6 liiu chi‘O’. it

las ‘■?;1

B. Van vong chon liiu cho din khi vach chi liiu chi dung liiu oiaban.

• Niu Id van qua, co thi van ngirgclai.
• Niu khong co du si don vj insulin trong but cho liiu cin dung, vong chon lieu si 

dung lai cr s6 don vi con lai trong but.

• Niu khong thi chon du liiu, hay tach thinh 2 lin tiim hoac dung mot but tiim mot

/

✓T-.i
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Thong Tin Ke Toa •*
Toujeo

______
4 Hu’O'ng din si> dung but tiem Toujeo Solostar®

CIch doc ci>a s6 chiliSu

• So chan nam ngay vach chi lilu: • S6 le du,o,c chi blng mgt vach nim 
giu'a hai s6 chan

• 2a
- 30 ) chon 30 don vi chon 29 don vi

■ S6 do'n vj insulin trong but
• But tiem chi>a t6ng cpng 450 don vj insulin. Ban co the chon lilu tLf 1 d4n 80 don vj 

theo tong nac 1 don vj. M6i but tiem choa nhieu hon mgtlieu.

• Ban co th4 phong chong con lai bao nhieu don vj insulin blng each nhin vj tri ciia 
pit-tong tren thang insulin.

Bl/ftC 5: TlIzM LIEU DA CHON
X N4u thly kho In nut tiem. dirng rang soc vi co th4 lam gay but. Xem each xi> ly 6 muc H 

doot day.

A. Chon vi tri tiem nhu- tren hinh

B. Chich kim vao da nhu’ bac sy, duw: sy hole y ta da chi cho ban.

• Dong cham vao nut tiem.

.

jIj
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Thong Tin Ke Toa
Toujeo
r’vj«i$cr’yr*

4 Hoong din sii1 dung but tiem Toujeo Solostar®

■i\aaa3h . terO
C. Dlt ngon cai l§n nut tiem, rdi In thing goc hit chiiu sau cua nut va giu1 lai.

• Khong in mot ben, ngon cai cua ban co thi can tro chuyln dong xoay cua vbng 
chon lieu.

as

D. GiCr nut tiem va khi thly "0" trong ci>a sd chon liiu thi dim cham din 5. 
• Dieu nay giup cho trpn lieu thude dugc tiem hit.

'7'
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•••*Thong Tin Ke Toa
Toujeo

4 Hu'O’ng dan sir dung but tiem Toujeo Solostar®

E. Sau khi giu1 mit va dSm cham d6n 5, nha nut tiSm. Sau d6 nit kim kh6i da.

H N6u th4y kho an nut:

• Thay kim (xem Bl/CTC 6 va BU'C’C 2) r6i lam test an toan (xem BLfdC 3).

• N6u van th4y kho 4n niit, hay dung mot but tiemmoi.

• Khong duo's diing bo,m tiem d& l4y insulin tu but tiem.

BU'6'C 6: THAO KIM VA HUY KIM
V C4n thgn khi thao tac vdi kim tiem d4 tranh b| kim cham va lay nhiim cheo.
X Khong dugc dung n4p kim trong d4 day lai.

A. Dung n4p kim ngoai day len kim, va diing no dS vSn thao kim ra khoi but tiem.
• 04 giam nguy co vo tinh bj thuong do kim cham, dung bao gio diing n4p kim trong 

d§ day kim

i
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Thong Tin Ke Toa
Toujeo

4 Hub’ng d4n su dung blit tiem Toujeo Solostar® A

- n4u ban nho mot nguoi khac tiem giiip, ho4c nlu ban tiem cho mot nguoikhac, 
thi nguui thao tac phai dac biet than trong khi thao va hiiy kim.

B. Huy bo kim mdt each an loan theo chi d4n ciia bac sy, dugc sy hoac y ta.

C. Ludn luon day n4p blit tidm r6i cat biit cho d6n l4n tiem k4ti4p.

HU’ti’NG dAn bAo quAn

• N4u SoloStar dugc bao quan lanh, c4n l4y ra khoi tii lanh 1-2 gio truoc khi tiem vi 
tiem insulin lanh r4t dau. Biit tiem SoloStar da qua su dung phai dugc tieu hiiy theo 
diing qui djnh ctia dia phuong.

BAO TRi

• Oirng d4 biit tiem SoloStar bi b4n va l4mbui.

• Co th4 lau ben ngoai but tiem SoloStar b4ng vai th4muot.

• Khong dugc nhiing nuoc, n>a hoac boi Iron biit tiem vi se lam hong biit.
• C4n nhe tay khi thao tac. Tranh nhung tinh hu6ng co th4 lam hong biit tiemSoloStar. 

NSu e ngai biit tiSm SoloStar bi hong, hay su dung mpt but tiemmoi.32
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....Thong Tin Ke Toa
Toujeo

rtjLjin

Cac li^u y <3ac biet - Than trong - Tiro-ng tac thudc5

C^c lim y die biet va than trong: NhQ’ng benh nhan >65t, benh gan/th3n: Baobac 
si biet vi cb th4 ban cin diing libu th4p hon. Nh&ng benh nhan ma own ha duo-ng 
huy4t co anh hiro-ng nghiem trong tren lam sang: benh nhan cb hep dang ke dong 
mach vanh hoac cac mach mau nao (bibn chirng lim mgeh hobc nbo do ha dirong 
huybt), benh nhan cb benh vbng mac tang sinh dac bipt neu khbng dibu tri bingngirng 
ket quang hoc (nguy co mu tarn thbi theo sau ha doong huybt). Nhbm benh nhan cb 
trieu chong ha doong huybt it rb ret: cb kibm soat duong huybt cai thien rb ret, cb 
ha duong huybt tang dan. Ion tubi, chuybn tir insulin dong vat sang insulin nguoi, tien 
sir dai lhao duong lau dai, dang bi benh ly tam thbn, dang dibu tri dbng thoi vbi mot sb 
thubc khac. Cb thai vb nubi con bbng sua me: Khbng cb kinh nghiem Ibm sang nao 
vb viec su dung Toujeo tren phu nu cb thai. Khbng rb insulin glagine ebbai tibt vao sua 
me hay khbng nhung phu nu cho con bu cbn phai dibu chinh libu va chb do an ubng. 
Lai xe va su dung may mbc: Than trong db tranh tinh (rang ha duong huybt khi lai xe 
hay sir dung may mbc.

Tuo-ng tac:
• Giam tbc dung ha dubrng huybt: cb thb xay ra khi diing chung vbi corticosteroid, 

danazol, diazoxide, ire chb protease, loi tibu, glucagon, isoniazide, estrogen va 
progestogen (vi du vien tranh thai), clozapin, olanzapin, din chbt phenothiazine, 
somatropin, thubc cubng giao cam (nhu epinephrine, salbutamol, terbutaline) hobc

i
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Libu diing/
Cich diing

Nguy co’ ha 
duong huybt

Hieu qua/ 
An toan SANOFI jKet luanpK/pD
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Thong Tin Ke Toa
Toujeo'

5 j Cbc luu y dbc biet - Than trong - Tuong tac thubc

hormone tuybn giap.
• Tang tac dung ha dubng huybt vb tang cam nhibm vb-i ha duirng huybt: cb 

the xay ra khi diing chung thubc vien chong dai thao dubng, disopyramid, fluoxetin, 
sulfanamid, fibrat, IMAO, ACEi, thubc giam dau va ha sbt (pentoxifyllin, salicylate), 
pentamidin. Hon nua, thubc chen beta cung nhu cac thubc chen giao cam khac 
(nhu clonidine, guanethidine, reserpine)- cbn lam ybu hoac (ham chi uc chb tobn bb 
cac trieu chirng bao dbng ciia phan irng ha duong huybt.

6 Quy each dbng gbi - Dibu kien bao quan - Han dung - Noi san xubt

i
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Thong Tin Ke Toa
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6 Quy c^ch d6ng goi - Di6u kien bao quan - Han diing - No-i san xuSt w

• M6 ta vd quy c4ch d6ng g6i: Toujeo dung djch tiem trong, khong mau va giong 
nhu1 niroc. Hop 5 but tiem nap san x 1,5ml (450 dcm vj).

• Bao quan: Truw: khi diing tan d3u: Bao quan trong til lanh (20C-8°C). Khong 
dU’O’c dS dong lanh. Khong dat but tiem g£n ngan da hoic vi da trong tu lanh. GiCr 
nguyen but tiem trong hop d4 tranh anh sang. Sau khi diing I3n dclu hoac mang theo 
d§ dy phdng: Blit tiem nap sin dang sir dung hoac dirac mang theo d§ dy tru co 
th4 bao quan t6i da 4 tuin & nhiat dp khong qua 30°C, tranh sire nong vi inh sing 
tryc tiep, khong nen bao quan trong tu lanh.

• Han diing: 30 thing k4 tir ngiy san xuit.
• Cong ty san xuit/ Cdng ty s& hOu giiy phip kinh doanh: SANOFI-AVENTIS 

Deutschland GmbH D-65926 Frankfurt am Main - Dire.

• Thong tin chi tiit xin lien he: Cong ty TNHH Sanofi-Aventis Viet Nam.
Liu 3, s6 10, Oircrng Ham Nghi, Phycrng Bin Nghe, Quan 1, TP.HCM.
Tel: +84.28.3829 8526; Fax; +84.28 3914 4801

A.
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CONG h6a XA HOI CHXJ NGHIa VIET NAM
SOCIALIST REPUBLIC OF VIETNAM
Doc lap - Tu do - Hanh pink
Independence - Freedom - Fiappiness

B0 Y TE
MINISTRY OF HEALTH

CUC QUAN LY DUOC
DRUG ADMINISTRATION OF VIETNAM

I38A Gianc Vo - Ha Noi - Viet Nam 
^1366483/38464413 - Fax: 84.24.38234758Te!

-lW7?4,

tnhh Y
MARKETING AUTHORIZATION

Toujeo Solostar

Insulin glargine 300 U/ml

Hop 5 but tiem nap sin thu6c x 1,5ml; Dung dich
tiem
TCCS

Name ot Drug:

Thanh phan chlnh, ham liro-ng 
Active Ingredients, Strength:

Qui each dong goi, bao che
Packing Size, Dosage form:

Tieu chuln chit liFp-ng:
Quality Specification:

30 thangHan dung
Shelf- life:
S6 giay phep liru hanh san phlm (SDK) 
Marketing Authorization Number.

QLSP-1113-18

Ngay cap: 03/10/2018693/QB-QLD
Approval Decision Number 
Hieu lire cua gily phep Iumj hanh san phlnrco gia tri 05 nam ke ti> ngay cap 
Expiration Date of this Marketing Authorization:

Ten co’ sa dang ky:
Name of Marketing Authorization Holder

So quylt djnh
Date of Issuance:

:'27*
Cong ty TNHH Sanofi- Aventis Viet Nam

123 Nguyen Khoai, Quan 4, TP. Ho Chi Minh - 
Viet Nam
Sanofi -Aventis Deutschland GmbH

A

UJl*
Dja chi
Address:

Ten ccf sasan xuat:
Name of Manufacturer

Industriepark Hochst, Bruningstra/Se 50, D-65926 
Frankfurt am Main - Germany

Dia chi
Address:

Ten pet sodong goi 
Name of Assembler

Oja chi
Address.

Ha Noi, ngay 03 thang 10 nam 2018
KT. CUC TRUaNG CUC QUAN LY DLEQC

GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
,_pynrir TRl/ONG

iENERAL-DIRECTOR

FOR

DEPU'

Ghi ChO: (Note) _ _ /
1- Giiy phep Ilpu hanh san pham nay du’p-c cap theo dung h6 sc| _ 
dang ky thuoc da du’oc Bp Y t§ phe duyet. I.;

This marketing authorization has oeen issued in accordance with the dossier%

V

•JT"
—

approved by the Vietnam Ministry of Health T A T F) AT
2- Bit ci> sle thay doi nao vl noi dung cua gily phep phai du-g-c 
Cue Quan Ly Dggc - Bp Y te xac nhan.

>4'

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



carbohydrate mot each d§u dan, ngay ca khi ho chi co th<§ an it hoac khong thd an, hoac dang bi 
non mira vv... va khong bao gid du'O'c bo insulin hoan toan 
Khanq thi khanq insulin
Si> dung Insulin co thi gay ra si/ hinh thanh cac khang th4 khang insulin. Trong mqt s6 hi4m 
tru-o-ng heyp, si/ hien dien cua cac khang th<§ khang insulin nay co the doi hoi chinh lieu insulin dd 
didu chinh lai xu hi/o-ng tang hoac ha du’dng huyet.
Ph6i ho-p Touieo vo’i pioqlitazone

Cac trirang hp-p suy tim da du’O'c bao cao khi dung ket hop pioglitazone vdi insulin, dac biet d 
nhumg benh nhan co cac yeu to nguy co phat then suy tim. Bieu nay nen du’O’c lu-u y neu xem xet 
ket hp’p pioglitazone va Toujeo. Neu dung d§n phdi heyp nay, benh nhan nen du’O’c glam sat cac 
dau hieu va trieu chumg suy tim, tang can va phu ne Nen ngung dung Pioglitazone neu bat ky trieu 
chimg tim mach nao xau di.
Bd phonq nham lln thude
Phai luon luon kidm tra nhan insulin tru-dc moi idn tiem de tranh nham lln gida Toujeo va cac 
insulin khac.
Bd tranh nham Ian lidu va kha nang diing qua lidu, can phai hu’dng dan benh nhan khong bao gid 
dung 6ng tiem dd rut Toujeo td but tiem (xem muc Qua lidu va xd tn).

Trirdc mbi lln tiem nen dung mot kirn tiem tiet trung mdi. Cln phai hu’dng din benh nhan khong su 
dung lai kirn tiem. Viec su dung lai kirn tiem se tang nguy co’ kirn bi tit va co thd din ddn khong du 
lidu hoac qua lidu. Trudng hop kirn tiem bi tat, benh nhan phai tuan theo hudng din mo ta trong 
bude 3 cua Hudng din su dung but tiem kem theo trong dong gdi.

Benh nhan phai kidm tra tan mat so dom vj da chon tren cua so chi lieu cua but tiem. Benh nhan bi 
mu hoac kem thj luc can co su tru giup cua mot ngudi khac co thj luc tdt va dugc tap huln vd each 
dung but tiem insulin. Xem them muc 4.2 “Lieu dung, Cach diing".
Ta duo’c

Thuoc nay chua dudi 1 mmol (23 mg) natri trong moi lieu, tuc la co ban ‘khong co natri’,

W

\

(.

SO" DUNG THU6C CHO PHU NU’ CO THAI VA CHO CON BU
Co thai
Khong co kinh nghiem lam sang nao vd viec su dung Toujeo tren phu nu co thai.
B6I vdi insulin glargine, khong co du lieu lam sang vd nhung trudng hop mang thai co phoi nhiem 
tu cac nghien cuu lam sang doi chung. Mot so lup’ng Idn du1 lieu vd phu nu co thai (hon 1.000 ket 
cue thai ky diing thude co chua insulin glargine 100 don vi/ml) cho thly khong co tac dung phUsPU 
thd nao cua insulin glargine tren thai ky va khong gay doc tinh thai nhi/tre so sinh hoac di dang cp 
thd cua insulin glargine.
Du lieu tren dong vat khong cho thay co doc tlnh sinh san.
Co thd xem xet su dung Toujeo trong sudt thai ky, neu can thidt vd mat lam sang.

;

%*\
sr'.y

Cac benh nhan co tidn su mac dai thao dudng hoac co dai thao dudng thai ky can duy tn.ldlm 
soat chuydn hoa tdt trong sudt thai ky dd ngan ngua cac kdt cue bat Igi lien quan den tang dudng 
huyet. Nhu clu vd insulin co thd giam trong tarn ca nguyet thu nhlt, va thudng tang len trong tarn 
ca nguyet thu hai va thu ba. Ngay sau khi sinh, nhu cau insulin giam nhanh chong (lam tang nguy 
co ha dudng huyet). Can theo doi kidm soat dudng huyet cln than.

Cho con bu
Khong ro lieu insulin glargine co bai tiet vao sua me hay khong. Du doan khong co tac dung 
chuydn hoa cua insulin glargine duo’c hap thu len tre so sinh / tre nho bu sua me vi insulin glargine, 
la mot peptide, dugc tieu hoa thanh cac amino acid trong dudng tieu hoa cua con ngudi.
Phu nu cho con bu co thd cln phai didu chinh lieu insulin va che do an uong.

4/



Kha nanq sinh san
Cac nghien ci>u tren dong vat khong chi ra nhQ'ng tac dong co hai tryc ti6p d6i vo-i kha nang sinh 
san.

ANH HU’O’NG CUA THU6C LEN KHA NANG LAI XE, VAN HANH MAY MOC
Kha nang tap trung va phan i>ng cua benh nhan co th§ bi giam silt do ha du'b’ng huy4t ho|c tang 
du'b-ng huy6t hoac, vf du, do suy giam thi lu’c. Dieu nay co thi gay nguy co1 trong cac tinh huong ma 
cac kha nang nay co tdm quan trpng dac biet (vi du: lai xe hoac si> dung may mbc).
Nen khuyen benh nhan than trpng dl tranh tinh trang ha du-o-ng huyet trong khi lai xe. Bieu nay dac 
biet quan trong doi vdi nhCrng ngurdi giam hoac khong nhan thirc dirpc trieu chirng canh bao ve ha 
dirang huyet hoac co tinh trang ha du-cmg huy§t thLro-ng xuyen. Can nhac lai co nen lai xe hay sir 
dung may moc trong nhirng tru’dng hop nay hay khong

TU’O’NG TAG, TUmiG KY CUA THUOC
Hay noi cho bac sy, dup,c sy hoac y ta biet neu ban dang diing, gan day da dung hoac co th4 dung 
bat ky thuoc nao khac.
Mot so thuoc co the lam thay ddi n6ng do du’dng huy4t. Bieu do co nghTa la phai thay ddi lieu insulin 
cua ban. Vi vay, trirdc khi diing mot thuoc khac, hay hoi bac sy xem thuoc do co anh hiro-ng mu’c 
du'dng huyet cua ban hay khong, va n4u co thi can phai lam gi. Ban cung cdn cdn than khi ngumg 
diing mot thudc nao do.

Bironq huv§t co thd giam (ha du’dno huyet) neu ban diing:
• Bat ky thuoc nao khac diing trj dai thao dirong.
• Disopyramid - diing di trj mot s6 benh tim mach.
• Fluoxetin - diing de trj trim cam.
• Khang sinh sulfonamid.
• Fibrat - diing de ha nong do lipid cao trong mau.
• Thuoc ire ch<§ monoamin oxidase (MAO) - diing dl trj tram cam.
• Thudc ire che men chuyen - diing de trj mot so benh tim va cao huyet ap.
• Thuoc giam dau va ha s6t, nhir pentoxifyilin va salicylat (nhu- acid acetylsaiicylic).
• Pentamidin - diing dt§ trj mot so benh do ky sinh trung. Thudc nay co the lam dird-ng huydt giam 

qua thlp, roi ddi khi sau do gay tang du-d-ng huyet.

Birdno huyet co thd tang (tang dird-ng huyet) neu ban diing:
• Corticosteroid nhu1 cortisone - diing de trj viem.
• Danazol - diing dl trj benh lac noi mac tir cung.
• Diazoxid - diing dd trj cao huyet ap.
• Thudc ire chi protease - diing de trj HIV,
• Thudc I pi tiiu - diing di trj cao huyit ap hoac ir nirdc.
• Glucagon - diing de trj ha dtrcyng huyit nang.
• Isoniazid - diing di trj benh lao.
• Somatropin, mot hormon tang trirdng.
• Hormon giap - diing de trj cac rdi loan tuyin giap. ^
• Cac estrogen va progestogen - nhir thuoc vien tranh thai diing trong kiem soat sinh de.
• Clozapin, olanzapin va cac dan xuat phenothiazin - diing de trj cac rdi loan tarn than.
• Thuoc cird-ng giao cam nhir epinephrin (adrenalin), salbutamol va terbutalin - diing de trj hen 

suyln.

Birdno huvlt co the tang hoac giam niu ban diing:
• Thuoc chen beta hoac clonidine - dung di trj cao huyet ap.
• Muoi lithi - diing de trj cac roi loan tarn than.

of



bao gom lieu phap Toujeo, thap ban dang ki so vdi ndng do du-o-c ly cdn thiet de klch boat dmong 
!GF-1.
Trong mot nghien ci>u diFO-c ly lam sang, insulin glargine tiem tmh mach va insulin ngo-o-i cho thay 
do manh nhu- nhau khi du'Q’c dung d cung mot lieu
Nhu1 tat ca cac insulin khac, thdi gian tac dong cua insulin glargine co the bj anh hu’dng bdi boat 
dong thi lire va cac bidn so khac
CAC BAC TINH Dirge BONG HOC 
Hap thu va phan bo
Tren ngu-oi khoe manh va benh nhan dai thao du-o-ng, sau khi tiem du’di da Toujeo cho thay ndng 
dp insulin trong huydt thanh hdp thu cham horn va keo dai hem, tao nen mot du’dng cong ndng dp 
theo thdi gian phang han, so vdi insulin glargine 100 do-n vi/ml.
Bac tinh dirpc dong hoc phu hop vdi boat tmh du-pc ipc cua Toujeo.
Ndng dp dat du-pc trang thai on dinh trong pham vi trj lieu sau 3-4 ngay si> dung Toujeo hang ngay. 
Sau khi tiem diFO-i da, Toujeo co ti le bidn thien trong ca the, du-pc dinh nghTa la he so bidn thien cua 
muc pho-i nhidm insulin trong 24 gid, 6- muc thap (17,4%) trong trang thai on dinh ndng dp.
Bidn ddi sinh hoc
Sau khi tiem dudi da, insulin glargine dupe nhanh chong chuyen hoa d ddu tan carboxyl cua chudi 
beta vdi su hinh thanh hai chat chuydn hoa co boat tinh M1 (21A-Gly-msulin) va M2 (21A-Gly-des- 
30B-Thr-insulin). Trong huyet tuo-ng, hpp chdt chinh la chdt chuyen hoa M1. Su pho-i nhidm vdi M1 
tang theo lieu insulin glargine dupe dung Cac ket qua dupe dong hoc va dupe luc hoc chi ra rang 
tac dung cua insulin glargine tiem dudi da chu yeu dua tren muc pho-i nhilm vdi M1. Tren dai da so 
benh nhan, khong phat hien dupe insulin glargine va chdt chuyen hoa M2, va khi co thd phat hien 
dupe thi ndng dp cua chung to ra khong phu thuoc lidu dung va cong thuc bao che cua insulin 
glargine.
Thai tru
Khi tiem tinh mach, thdi gian ban thai cua insulin glargine va insulin ngudi tuo-ng tu nhau.

Thdi gian ban thai cua Toujeo sau khi tiem dudi da dupe xac dinh bdi tdc do hap thu tu mo dudi 
da. Thdi gian ban thai cua Toujeo sau tiem dudi da la 18-19 gid va dpc lap vdi lieu dung.

QUY CACH BONG GOI:
Hop 5 but tiem nap sin, mdi but cd 1,5 ml tuo-ng duo-ng 450 do-n vj insulin.

bi£u kien bao quan
Trudc khi dung Ian dau
Bao quan trong tu lanh (2°C - 8°C).
Khong dupe de dong lanh hoac sat ngan dong lanh hoac vi nude da 
Giu but tiem trong hpp dl tranh anh sang.
Sau khi dung lln dau hoac mang theo d§ du phdng
Khong dupe bao quan but tiem trong tu lanh. But tiem co thi dupe bao quan toi da 4 tuan d nhiet 
dp khong qua 30oC, tranh sue ndng true tilp hoac anh sang true tiep Huy bo but tiem sau khoang 
thdi gian ndi tren. Bung dl but tiem trong 6 to vao nhung ngay qua ndng hoac qua lanh. Ludn ludn 
day nip but khi khong su dung de tranh anh sang.
Khong dupe tieu huy thude qua he thing nude thai hoac chit thai sinh boat. Hay hoi dupe sy ve 
each tieu huy nhung loai thude khong edn can den. Nhung bien phap nay se giup bao ve mdi 
trudng

HAN DUNG: 30 thing ke tu ngay san xuat.

TIEU CHUAN: Tieu chuan co sd

Ten, dia chi cua co- so- san xuat thude
Sanofi-Aventis Deutschland GmbH,
Industriepark Hdchst, Bruningstrafte 50, D-65926 Frankfurt am Main, Buc
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TANG DIKING HUYET VA HA DU’O’NG HUY^T

N§u ban dang dung insulin, ban luon luon mang theo ben minh:
« Bu’O’ng (it nh4t 20 gram).
• The thong tin de cho ngirdi khac bi4t ban co benh dai thao du-ang

Tang dutynq huvet (nonq do dinorng trong mau cao)
N§u du’O’ng huy§t qua cao (tang du>6>ng huy4t), co th§ ban khong tiem du insulin.

Ly do xay ra tang du’dng huyet
Vai vi du cu the la:
. Ban khong tiem hoac tiem khong du li&u insulin.
. Insulin cua ban tro nen kern hieu qua, vi du nhu* do bao quan khong dung each.
. But tiem insulin cua ban khong boat dong binh thiremg.
« Ban it tap th4 due hen thim-ng le.
• Ban dang bi stress nhu‘ dau buon, phdn khich. _
. Ban bi chan thiro-ng, nhiim khulin, sot hoac phiu thuat,
. Ban da hoac dang dung mot so loai thuoc khac (xem muc "Tu’ong tac, tuang ky cua thuoc").

Cac trieu chirng canh bao tang dim-ng huyet
Khat nii’d’c, di tieu nhieu, met, da kho, mat do, chan an, ha huyet ap, tim dap nhanh, niro'c tieu co 
glucose va thl ceton. Bau da day, thd nhanh va sau. buon ngu hoac tham chi mat tri giac la nhimg 
ddu hieu cua tinh trang nang (nhiem toan ceton) do thidu insulin.

Cim lam gi khi ban bj tang du»6-ng huyet?
• Hay do lu'O’ng du’O’ng trong mau va ceton trong nu’dc tieu cang som cang tot khi xay ra bat ky dau
hieu nao noi tren. _
. Lien lac ngay vdi bac sy neu ban bj tang du’dng huyet nang hoac nhiem toan ceton. Tinh trang nay 

phai luon luon can sy dieu tri cua bac sy, thirang la trong benh vien.

?

J

Ha diyono huvdt (ndnq do du’d’ng trong mau thap)
Neu nong dp dirang trong mau giam qua nhieu, ban co the bi mdt tri giac. Ha dirang huyet nghiem 
trong co thl gay com dau tim hoac ton thu-ong nao va co the de dqa tinh mang. Ban can biet each 
nhan biet cac ddu hieu khi lirong du-omg trong mau giam thap de co the doi pho dung each, dump de 
nang horn. \

Ly do xay ra ha du>6>ng huy§t:
Cac vi du gom co:
• Ban tiem qua nhidu insulin.
• Ban bo bCra hoac dung bCra muon.
. An khong <5u, hoac an cac thi>c an chira it chat Sucmg (carbohydrat) han binh thirong - du-ong

hoa hoc khong phai la carbohydrat.
• Ban uong mryu, nhat la khi an udng khong day du.
• Bj mat carbohydrat do 6i mu-a hoac tieu chay.
• Tap the due nhieu horn thu’dng le hoac chuyen sang mot dang boat dong the lyc khac.
• Ban dang binh phuc sau mot chin thirang, phiu thuat hoac mot stress khac.
• Ban dang binh phuc sau mot con benh hoac con s6t.
• Ban dang dung hoac voa ngumg dung mot so thude khac (xem muc "Tuorig tac, toong ky cua

y

thuoc").
Ha du’O’ng huyit cung co nhiiu kha nang xay ra neu: .

Ban vi>a mdi bat diu dieu trj insulin hoac d6i sang dung mot che pham insulin khac - neu xay ra 
ha du-dng huyet thl nhieu kha nang xay ra vao buoi sang.



• N6ng dp dLcang huylt cua ban d mi>c gan binh thu’b’ng hoac khong on dinh.
• Thay d6i vung da tiem insulin. Vi du ti> vung dui chuyin sang vung canh tay.
• Co benh gan hoac benh than nang, hoac mot so benh khac nhu nhu’p'c giap.

Trieu chtmg canh bao ha dLFO'ng huyet
Nhumg d^u hieu dlu tien thu'b’ng la trieu chi>ng toan than. NhCrng vi du trieu chi>ng cho bidt du'dng 
huyet dang giam qua nhidu hoac qua nhanh gom co: va mo hoi, da dm u-crt, lo so1, tim dap nhanh hope 
khong ddu, tang huyet ap va danh trbng ngpe. Nhimg dau hieu nay thiramg xay ra trirpc khi co ddu 
hieu ha dirang huydt o’ nao.

NhCrng dau hieu ha dirdng huydt d nao gom co: nhu’C dau, doi con cao, buon non, 6i mCra, met moi, 
bubn ngu, birt rirt, r6i loan giac ngu, oa gay gb, kho tap trung, cham phan irng, tram uat, lo mo, noi 
kho (doi khi mlt tieng noi), roi loan thi giac, run, ydu liet, cam giac cham chich d ban tay va tay, te ran 
hoac cam giac kirn cham quanh mieng, hoa mdt, mat kidm che, khong the tp cham soc ban than, co 
giat, mat tri giac.

Khi nao dau hieu ha dodng huydt kern ro rang hon:
NhCrng dau hieu canh bao dau tien cua ha dodng huydt co thd thay d6i, it ro rang hon hoac tham chi 
khong co neu ban:
• La ngodi cao tuoi.
• Bi benh dai thao dodng da lau.
• Co mot so benh ly than kinh do dai thao dirdng (goi la “benh ly thdn kinh thpc vat dai thao 

dirdng").
• Gdn day da bi ha dirdng huyet (vi du ngay horn trodc).
• Ha dirdng huyet dien ra cham chap,
• Dirdng huydt cua ban luc nao cung gan "binh thirong" hoac dirge cai thien dang ke.
• Mdi doi tir insulin dong vat sang dung insulin ngirdi, chang han nhir Toujeo.
• Da hoac dang dung mot s6 thuoc khac (xem muc "tirong tac, tirong ky cua thude").

Trong trodng hop do, ban co thi bi ha dirdng huyet nang (tham chi bj ngat) trirdc khi y thirc dirge van 
de dang xay ra. Hay hoc each nhan biet nhCrng trieu chirng bao dong. Niu can, viec thirdng xuyen xet 
nghiem dodng huyet co the giup nhan ra nhCrng dgt ha dirdng huyet nhe. Niu thay kho nhpn biet cac 
dau hieu bao dong cua minh, ban nen tranh nhCrng tinh huong (vi du lai xe) ma ban co thi gay nguy 
hiim cho ban than hoac cho ngirdi khac vi ha dirdng huyit.

Cin phai lam gi khi ha dirdng huyet?

1. Khong dirge tiem insulin. Dung ngay 10-20 g dirdng, vi du glucose, dirdng vien hoac nirdc ngpt. 
Khong uong hoac an thde an chira dirdng hoa hoc (nhir thirc uong danh cho ngirdi an kieng). 
Chiing khong giup dieu tri ha dirdng huyit.

2. Roi an mot chut gi do (vi du banh mi) co tac dung tang mire dodng huyit mot thdi gian dai. Hay 
hoi bac sy hoac y ta niu ban khong biet chac nen an thir gi. Vdi Toujeo, thdi gian di hoi phuc ha 
dirdng huyit se lau horn vi no la thude co tac dung dai.

3. Niu lai xay ra ha dodng huyit, phai dung lai 10-20 g dirdng.
4. Bao ngay cho bac sy biet niu ban khong the kiim soat dirge tinh trang ha dirdng huyet hoac no 

tai diin.

Ngirdi khac nen lam gi khi ban bj ha dirdng huyet?

Bao cho ngirdi nha, ban be va ding nghiep gan gui biet di tim sp giup dd ngay cua y ti niu ban 
khong thi nudt hoac bit tinh (mat tri giac)

Ban can dirge tiem glucose hoac glucagon (thude lam tang lirgng dirdng trong mau) NhCrng mui tiem 
nay cin dirge thpc hien ngay ca khi khong biit chac ban co bi ha dirdng huyit hay khong.

Nen xet nghiem dirdng huyet ngay sau khi dung glucose di kiim tra xem ban co that sp bi ha dodng 
huyit khong.
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Toujeo 300 den vj/ml, dung d|ch tiem trong bem tiem nap sin (SoloStar) 
HUO’NG DAN SU’ DUNG

Toujeo SoloStar chCna 300 den vj insulin glargine/ml trong bom tiem nap san 1,5 ml dung het thi

Khong deec dung lai kim tiem. Neu khong, ban se tiem khong du lieu hoac qua lilu vi kirn 
bj nghen.
Khong deec dung bem tiem de lly insulin tip but tiem. Neu khong, ban se tiem qua lieu 
insulin. Thang do tren phan Ion bom tiem chi dung cho insulin khong co dac.

Thong tin quan trgng

X Khong dung chung but tiem - no chi danh rieng cho ban.
X Khong deg-c dung but tiem khi no bi hong hoac khi ban khong bilt chic no co boat dong binh 

thoong hay khong.
✓ Luon luon phai test an toan
✓ Luon luon mang theo but tiem va kim tiem du' phong de dung trong troong hpp but tiem, kim tiem 

bj mat hoac hong hoc.

bo

j

Hoc each tiem

• Tredc khi dung but tiem, hay hoi bac sy, dop-c sy hoac y ta ve each tienr
• Nhd so trg giup neu ban gap kho khan khi dung but tiem, vi du ban co van de ve thi Igc.
• Doc tat ca nhong hodng din nay trodc khi dung but tiem. Ndu khong tuan thu tat ca nhCmg 

hodng din nay, ban co the tiem qua nhieu hoac qua ft insulin.

Cln giup do’?

Neu co bat ky thac mac nao ve but tiem va benh dai thao doerng, hay hoi bac sy, doge sy hoac y ta, 
hoac ggi cho sanofi-aventis theo so diqn thoai d mat trodc to hoo-ng din nay.

Vat dung can them:

• mot kim mbi vo khuan (xem BU’O’C 2).
• vat chii’a do sac nhon de dong kim va but ti§m.

Vj tri tiem
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Cac bo phan ciia but tiem

C'irn soPil-tong Vach du lieuNgan cluhi Chuoc

i .■ ( Jc TOUjCO -
-■rB

V ong chon lieu
Nap but

* Chi nhln thay pit-tong sau khi da tiem vai lieu

Nut tientNiem cao su 1 hang insulin Ten insulin

BU’O’C 1: Kiem tra but tiem
✓ L§y but tiem mb’! ra khoi tu lanh it nhlt 1 gio tru-b'C khi tiem. Tibm insulin lanh se dau horn.

A Kiem tra ten va han dung tren nhan but.
• Phai bao dam dung dung loai insulin. Dieu nay dac biet quan trong neu ban co nhumg but tiem khac 

nCra.
• Kh6ng du’O’c dung but tiem da qub han sCk dung.

TOOj&O" SOtOSIOI-

300

B Thao n^p but.

sJ EE r~wmw : t •e

C Kiem tra dp trong ciia insulin.
• Khbng diing but tiem neu insulin b| van due, cb mau hoac co nhOng hat Ion con

BU’O’C 2: Gan kirn moi
✓ Luon luon phai dung mot kirn mb-i vb khuan cho moi Ian tiem. Dieu nay giup tranh kirn bj nghen, nhiim ban 

vb nhiim khuan.
✓ Chi si> dung kirn tiem thich hop de dung voi Toujeo (vl du kirn cua BD, Ypsomed, 

Artsana hoac Owen Mumford).



A Liy kim rruyi va boc niem bao ve.

B GiQ> kim th^ng va van d§n khi c6 dinh. Bu>ng van qua chat.

23

/*C Thao nap kim ngoai. GiO> lai de dung sau.
1

V

■;

$

D Thao n^p kim trong va vul bo.

1
/
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O Thao tac voi kim tiem
• Can than khi thao tac v6-i kim tiem de tranh bj kim ch&m lay nhiim cheo.



BU’O’C 3: Lam test an toan

✓ Luon luon lam test an toan tru-ac mdi lln tiem de:
• bao dam but tiem vd kim boat dong binh thu'6'ng. 
« bao dam lay dung lieu insulin.

A Chon 3 den vi b^ng each van vong chon li§u cho d4n khi vach chi lilu n^m giiFa s6 2 va sd 4.

r
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Chon 3 den3 units selected

B An het chieu sau nut tiem.
• Khi thay insulin trao ra e mui kim la but boat d6ng blnh thu’dng. /

A
N.
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Neu khong th4y insulin trao ra:
• Can lap lai bu-dc nay, co the den 3 Ian, treec khi thay insulin.
• N§u khong thay insulin trao ra sau Ian thd ba, cd the kim bj nghen. Neu vSy:

- thay kim khac (xem BU'O’C 6 vS BU’O'C 2),
- roi l£m lai test an todn (BU’O’C 3).

• Khong dung but tiem neu vln khong thay insulin trao ra e mui kim. Hay dung rngt but tiem mei.
• Khong du-ec dung bem tiem de lay insulin ti> but tiem.

O Niu thly bot khi
• C6 the thay bot khi trong insulin. Day la dieu blnh thirdng, khong cd gi nguy hai.

BWOC 4: Chon lieu

X Khong direc chon li§u hoSc 4n ndt ti§m khi chu-a gdn kim vi co the lam hong but tiem.

A Bao dam la da gan kim va cea so li§u chi ‘O’.

/



B Van vong chon Ii4u cho din khi vach chi liiu chi dung li§u cua ban.
• Neu lo van qua, co the van ngu'O'c lai.
• Neu khong c6 du s6 den vj insulin trong but cho liiu cin dung, vbng chon lieu se du-ng lai d s6 dan vi 

cbn lai trong but.
• Neu khong the chon du liiu, hay tach thanh 2 iin tiem hoac dung mot but tiem mdi

io‘ iuloSiu:’ -.0

j

Cach doc etna so chi liiu

So chin nam ngay vach chi liiu:

• 28
-30

chon 30 den vi

So le du’o’c chi bang mot vach nim giOa hai so chin:

i

28 
f 30 $$

chon 29 den vj

O S6 den vj insulin trong but
• But tiem chira tong c6ng 450 den vj insulin. Ban co thi chon liiu ti> 1 din 80 den vj theo ti>ng nac 1 

den vj. Moi but tiem chea nhiiu hen m6t liiu.
• Ban cb the phong cheng con lai bao nhi§u den vj insulin bing each nhin vi tri cua pft-tdng trSn thang 

insulin.

Byac 5: Tiem liiu da chon
X Neu thay khb an niit tiem, di>ng r^ing sire vi cb thi ISm gay but. Xem edeh xi> ly e muc D deei day.

A Chon vj tri tiem nhu> tren hinh

B Chich kim vao da nhe bac sy, deec sy hoac y ta da chi cho ban.
• Oumg cham vao nut tiem.

>
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C Dat ngon cai len nut tiem, roi In thing goc hit chilu sau cua nut va giu1 lai.
• Khong an mot ben, ngon cai cua ban c6 the can trd' chuyen dong xoay cua vong chon lieu.

i
I

I
'
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D Gifr nut tiem va khi thay "0" trong ctpa so chon lieu thi dem cham din 5.
• Oieu nay giup cho Iron lieu thulc du-ac tiem hit. \ \ ^

■ UQ CUC n?WHG 
p.trl^ng PHONO

.
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E Sau khi giu1 nut va dem cham den 5, nha nut tiem. Sau do rut kim khoi da.

D Neu thay kho In nut:
• Thay kim (xem BU’d'C 6 va BU’O’C 2) rli lam test an toan (xem BU'O’C 3).
• Nlu vln thly khO In niit, h§y dung mot but tiem mo-i.
• KhOng du’O’c dung bo,m tiem de lay insulin ti> but tiem.

BU’O’C 6: Thao kim va huy kim
✓ Can than khi thao tdc vo’i kim tiem de tranh bj kim cham va lay nhilm cheo.
X KhOng du’Q'c dung nip kim trong de d|y lai.

A Diing nip kim ngoai day len kim, va dung no de van thao kim ra khoi but tiem
• De giam nguy co v6 tlnh bi thLrong do kim cham, du-ng bao gib1 dung nap kim trong de day kim.
• Neu ban nha mot ngabi khac tiem giup, hoac neu ban tiem cho mot ngu-ai khac, thi ngirOM thao ta 

phai d|c biet than trong khi thao va huy kim.

B. Huy bo kim mot each an toan theo chi din cua blc sy, dirac sy hole y ta.

C. Luon luon d|y nip but tilm roi clt but cho den Ian tiem ke tiep.

0

N 5*
1 1
/P |

Hu’d’ng din bao quan
Neu SoloStar dirac bao quan lanh, can lly ra khoi tu lanh 1-2 gib tru-bc khi ti§m vi tiem insulin lanh rltdau. 
But tiem SoloStar dd qua sb dung phai dirac tieu huy theo dung qui djnh ciia dja phu-ang.

Bao tri
Dbng de but tiem SoloStar bj bln vd llm byi.

C6 the lau bln ngoai but tiem SoloStar bang vai thlm abt.

Khong daoc nhiing nabc, rba hole boi tran but tiem vl se llm hong but.
Gin nhe tay khi thao tie. Trlnh nhang tinh huong co the llm hong but tilm SoloStar. Neu e ngai but tilm 
SoloStar bj hong, hay si> dung mbt but tilm mbi.

1
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SA¥s:^mp M
LIMiTEU, a' comp"^^ ' J 
of Vi^iaiJ^Tiavi; 
certificate 'rfuf'
Department of Planning and Investment of Ho Chi 
Minh City (the “Company”), hereby, grants a 
power of attorney (the “Power of Attorney”) to:

GIAY UY QUYEN

CONG TY TNHH SANOFI-AVENTIS VIET 
NAM, mol cong ty dirge thanh lap theo phap luat 
Viet Nam, co giay chirng nhan dang ky doanh 
nghiep s6 0300782774 cip bai So Ke hoach va 
Diu tir Tp. HCM (“C(>ng Ty”), bSng van ban nay 
uy quySn (“Gi§y Uy Quyen”) cho:

TNAM COMPANY
icorporated under the laws 

tg^the enteiprise registration 
1300782774 issued by the

Ba Tran Hoang Y Yen,

CMND so 024780456, c4p ngay 11/10/2007 bai 
Cong anh TP. H6 Chi Minh, Viet Nam

(sau day dirge ggi la “Ngircri Du-gc Uy 
Quyen”),

Ms. Tran Hoang Y Yen,

ID number. 024780456, issued on 11 October 2007 by 
Police Department of Ho Chi Minh City, Vietnam

(hereunder refenred to as the “Attorney”),

la ngirai dirge uy quy§n dich thuc va hgp phap 
cua Cong Ty va Ngudi Dai Dien Theo Phap Luat 
cua Cong Ty, co day du tham quyen va quyen han 
dai dien cho Cong Ty va Ngudi Dai Dien Theo 
Phap Luat ciia Cong Ty de:

(i) thiremg lugng, ky ket, siia doi, thanh ly va 
chim dirt cac hgp d6ng tai trg, thoa thuan 
dong gop vao su kien ciia ben thir ba, cac 
hgp ddng khac (bao g6m cac ban siia doi, 
bo sung, thoa thuan cham dirt) ky vdi cac 
bao cao vien/chii toa/thanh vien cua ban co 
vin/t6 chirc y khoa co gia tri toi da den 
275.000.000 VND (hai tram bay mirai lam 
trieu ddng) va cac thu mdi, thu ngo, va van 
ban c§n thidt khac lien quan den cac hgp 
dong neu tren hoac cac boat dong gan vdi 
hoi nghi chuyen de, cac budi gidi thieu san 
phim, boat ddng thong tin thuoc, cac hdi 
nghi khoa hoc dugc to chirc tai Viet Nam 
hoac nude ngoai trong khudn khd cho phep 
bdi phap luat hien hanh;

(ii) ky, nop bat ky hd sa, cdng_ van, giiy iiy 
quyen, thu yeu cau hirdng dan thu tuc, thu 
giai trinh thirc hien, gidy td lien quan den 
viec td chirc, ddng td chirc, ddng gop cho

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:

(i) negotiate, execute, amend, liquidate and 
terminate any sponsorship agreements, 
agreements of contribution to the third party 
event, other agreements (including its

terminationsupplements,amendments, 
agreement) with speaker/chairman/member of 
advisory board/heath care organization with 
value up to VND 275,000,000 (two hundred 
seventy five million Vietnam Dong) and 
invitation letters, suggestion letter, and other 
necessary documents in connection with the 
agreements mentioned above or activities 
associated productwith symposia,
presentations, drug information activities, 
scientific conference held in Vietnam or 
overseas to the extent permitted by applicable 
laws;

(ii) execute, file any dossier, official letters, 
authorization letter, request for guidance on 
procedure process, explanation letter, other
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SO ICE HOACH VA DAU TU' 
THANH PHO HO CHI MINK

PHONG DANG KY KINH DOANH

C0NG HOA XA H01 CHU NGHIA VIET NAM
Boc lap - Tit do - Hanh phuc

GIAY CHUNG NHAN BANG KY BOANH NGHIEP 

JY TRACE NHIEM HU'U HAN MOT THANH VIEN

T_\ Ma so doanh nghiep: 0300782774
PH,; iL;''nS>~£)\ing ky lan ddu: ngdy 19 thang 12 ndm 2008 

V.i. i tfoay $qI ifin ngdy 17 thang 10 ndm 2019

oi noi dung dang Icy kinh doanh tic Gidy chung nhan ddu tic (dong 
thcri Id Gidy chung^ nhan dang Icy Jdnh doanh) so 411043000887 do Uy ban nhan 
dan Thanhpho Ho ChiMinh cap thay doi lan thic 5 ngdy 05 thang 03 ndm. 2014”

1. Ten cong ty
Ten cong ty viet bang tieng Viet: CONG TY TNHH SANOFI-AVENTIS VIET NAM
Ten cong ty viet bang tieng miac ngoai: SANOFI-AVENTIS VIETNAM COMPANY 
LIMITED
Ten cong ty viet tat: SANOFI-AVENTIS VIETNAM
2. Bia chi tru so* chmh
So 10 Ham Nghi, Phicong Ben Nghe, Qudn 1, Thanh pho Ho Chi Minh, Viet Nam 

Dien thoai: (+84) 28 3521 2435
Email: thanhhuyentran.tong@sanofi.com Website:
3. Von dieu le
Bang chic: Bon mum chin ty bay tram ndm mum sail trieu sdu tram tarn mum tarn nghin 
dong
tuang duong 4.541.256 (Bon trieu ndm tram bon muai mot nghin hai tram ndm muai 
sdu) do la My
4. Thong tin ve chu so1 hihi
Ten t6 chirc: SANOFI-AVENTIS PARTICIPATIONS 

Ma so doanh nghiep/Quyet dinh thanh lap so: 440646982 

Ngay cap: 25/02/2002 Nai cap: Phdp 

Bia chi tru sd chmh: 174 Avenue de France, 75013 Paris, Phdp
5. Ngiroi dai dien theo phap luat cua cong ty

& Co
+/ CONG TY 
.( TNHHo'

S
“Ducrc

Fax: +84.8.38254360

49.756.688.000 d6ng.

mailto:thanhhuyentran.tong@sanofi.com


* Ho va ten: HAISSAM CHRAITEH 

Chuc danh: Tong giam doc 

SinT ngay: 06/01/1969 

Loai giay td chung thuc ca nhan:
So giay chung thirc ca nhan:
Ngay cap:
Noi dang ky ho khau thudng tru: 6 Rue Cote D'Emeraude, Ain Diab, 20250 
Casablanca, Maroc, Phdp
Cho d hien tai: An Phu Superior Villa Compound, 36 Thao Dien, Phucmg Thao Dien, 
Qudn 2, Thanh pho Ho Chi Minh, Viet Nam

GL&i tinh:
f

Dan toe: Qnoc tich: Phdp
Ho chieu nuac ngodi 

15FV1U51

: Nam

Noi cap: Dai su qudn Phdp tai Casablanca22/01/2015

.TRlTCfNG PHONG^ rno Tru’Ong Phong

y

w
Cu Thanh Dii'c
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CONG HOA XA HOl CHU NGHiA VIET NAM 

Doc lap - Tu’ do - Hanh phik
BO Y TE

GlAY CHUNG NHAN 

DU DIEU KIEN IvINH DOANH DVOC
So hieu:i-r f/DKKDD- BYT 

(Cip ihn 1: s6 270/BKKDD-BYT ngay 19/6/2019)

Bo Y te chirng nhan:
1. Ten cong ty: Cong ty TNHH Sanofi-Aventis Viet Nam.
2. Bia chi tru sd chinh: So 10 Ham Nghi, Pint dug Ben Nghe, Quan 1, 

Thanh phd Ho Chi Minh.
3. Bia diem kinh doanh: So 318 Xa Id Ha Ndi, Pinv&ng Long Binh, Quan 9, 

Thanh phd Ho Chi Minh.
4. Ngudi chiu trach nhiem chuyen mon ve dugc:

- Ho va ten: Pham Thi Hong Loan
- Trinh do chuyen mon: Dirge sy rfgi hoc
- Chung chi hanh ngh<§ dugc so: 3720/CCHN-D-SYT-HCM do So Y te TP.

Ho Chi Minh cap ngay 09 thang 11 nam 2018.

- Bu dieu kien kinh doanh doi voi boat dong kinh doanh dugc:

Xudt khan, nhgp khdu thuoc
Pham vi kinh doanh: Theo Phu luc ctinh kem

Cong ty dirge thirc hien ede hogt dong xudt khdu, nhdp khdu thuoc theo 
dungpham vi kinh doanh quy dinh tai Phu luc dinh kem.

Cong ty khdng dugc thirc hien hogt dong phdn phoi thuoc, nguyen lieu 7- 
1dm thuoc vd ede hogt dong lien quan den phdn phdi thuoc, nguyen lieu lam 
thuoc tgi Viet Nam theo quy dinh tgi Khodn 10 Diiu 91 Nghi dinh sd > 
54/2017/ND-CP vd phdi tudn thu dung ede quy dinh ciia phdp ludt hien hanh.

Giay chung nhan co hieu luc tir ngay. thang. /t namdugc cdp theo
Quyet dinh /QB-B YT ngay . A thang.TAnam 2-Py^ua Bp trudng Bp Y te,
thay the Gi ay chung nhan so 270/BKICDD-BYT ngay 19/6/2019 cua Cong ty.

//
HaNoi, ngay..Oh. ihdngdJL-nam 2019

KT. BO TRI/OnG 
si?~TSJ' TRUONG______■jm
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C0NG HOA XA H0I CH0 NGH1A VIET NAM 
Boc lap - Tu- do - Haah pbuc

BO Y TE

PHU LUC

(Dinh kem Gidy chung nhdn du dieu kien kinh doanh dupe cap cho 
Cong ty TNHH Sanofi-Aventis Viet Nam 

S6 hieu:3GJ/DKKDD-BYT ngdy thdng'i^ndm 2019)

XU AT KHAU, NHAP KHAU THUOC1.
Thudc hoa diro’c chira khang sinh nhom P-Lactam______

1.1.1. Thuoc bao quan a di4u Iden thuong _____________

1.1.2. Thu6c bao quan a dibu kien lanh: 2 - 8°C________

Thuoc hoa duac khong chira khang sinh nhom p-Lactam

1.2.1. Thudc bao quan b dieu kien thuong

1.2.2. Thudc bao quan d dieu kien lanh: 2 - 8°C

Thuoc dune lieu __________ ______

1.3.1. Thudc bao quan d dieu kien thuong

1.3.2. Thudc bao quan d dieu kien lanh: 2 - 8°C

Thudc sinh hoc ______ ^______________

1.4.1. Thudc bao quan b dieu kien thuong

1.4.2. Thudc bao quan b dieu kien lanh: 2 - 8°C

Thuoc phai Idem soat dac biet ______________ .

1.5.1. Thudc bao quan b dieu kien thuong

1.1

1.2

1.3

1.4

1.5 t A
____1 1P1.5.2. Thudc bao quan b didu kien lanh: 2 - 8°C %

Ndi dung han chd hoac lam rd lien quan den pham vi chung nhan:
Muc 1.4.1: Chi bao gdm sinh ph4m.
Muc 1.4.2: Bao gdm: sinh pham, vie xin.
Muc 1.5: Bao gdm: thudc doc; thuoc trong Danh muc thudc, dupe chat thudc Danh 

muc chit bi cim su dung trong mot so nganh, Imh vuc.
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