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Kinh giri: SO Y TE HA TINH
1. Tén co s thdng bao té chire hdi thao gidi thiéu thudc:
Cong ty TNHH AstraZeneca Viét Nam
2. Dia chi: Tang 18, tda nha A&B, sd 76A dudng Lé Lai, phudong Bén Thanh, TP Ho Chi Minh
3. S dién thoai: (028) 383278088 Fax: (028) 38278089
4. Ho, tén, s6 dién thoai cua nguoi lién hé khi can: Nguyén Hai Yén-0983839359
5. Danh muc thudc dugc thong tin theo hinh thirc hdi thao gidi thiéu thude:

Sé TT Tén thude So6 giay dang ky luu ha:nh thlioc!so giay phép nhap
khau thuoc
Forxiga VN3-38-18

Co sor dang ky: Cong tv TNHH AstraZeneca Viét Nam (dia chi: Tang 18,

(Dapaglitiozin (dudi dang Dapaglifiozin toa nha A&B. s 76 duwomg Lé Lai. phirong Bén Thanh. qudn 1. TP. Ho Chil

| propanediol monohydrat) 5mg Minh) "
Co so san xudt: AstraZeneca Pharmaceuticals LP (dia chiz4601 Highway
62 East, Mount Vernon, Indiana 47620 - US4)
Theo quyvét dinh gia han sé: 232 0D-QLD ngay 29/4/2022 / ; y
Forxiga VN3-37-18 g
(Dapaglitlozin (diwdi dang Dapagliflozin  |Co so dang ky: Cong tv TNHH AstraZeneca Viét Nam (dia chu: Tang 8 f
propanediol toa nha A&B. so 76 dwong Lé Lai. phwong Bén Thanh. quan 1. TP. Ho )
2 Minh)

imonohvdrat) [0mg :
Co so san xuat: AstraZeneca Pharmaceuticals LP (dia chi:4601 Highway
62 East, Mount Vernon. Indiana 47620 - USA)

Theo quyét dinh gia han s6: 232 OD-OLD ngay 29/4/2022

6. Thanh phén tham dy: 23 Duoc Si cua cac nha thude trén dia ban Ha Tinh

7. Dia diém va thoi gian du kién t chic:

Dia diém: Nha hang Pai Huong Bién, 140 Puong Ham Nghi, Phuong Thanh Sen, Ha Tinh

Thoi gian: 11:30- 13:30, ngay 22/4/2026

8. Tai liéu kém theo:

. Chuong trinh hoi thao giéi thidu thudc bao gdm: thoi gian, dia diém, thanh phan tham du.

. Bai trinh bay vé Théng tin thude






9. Cam két cta co so:

Co s& dd nghién ctru va cam két tudn thu day du cac quy dinh cta c6 lién quan trong linh vue dugc.

Ha Ngi, ngay 13 thang 04 nam 2026
HH AstraZeneca Viét Nam







AstraZeneca -~

CHUONG TRINH HQI THAO
GIOI THIEU THUOC FORXIGA

Thoi gian: 22/4/2026 _
Dia diém: Nha hang Dai Hicong Bién- 140 Duong Ham Nghi, Phuong Thanh Sen, Ha Tinh
Thanh phan tham dw: 23 Dugc ST cua cdac nha thuoc trén dia ban Ha Tinh

Bio cdo vién: DS:Nguyén Thi Nhan— Trinh dwge vién

Cong ty TNHH AstraZeneca Viét Nam

CHUONG TRINH
11:30 - 11:45 Pon khach
Phat biéu khai mac.
11:45 - 11:50
Dai dién Cong ty TNHH AstraZeneca Viét Nam
Gi6i thi¢u thudc Forxiga
11:50 - 12:15 %
DS: Nguyén Thi Nhan- Trinh dwgc vién - Cong ty TNHH Astrazeneca Viét Nam
Thio ludn va tong két
12:15-12:30

DS: Nguye:n Thi Nhan- Trinh duge vién - Cong ty TNHH Astrazeneca Viét Nam

12:30-13:30 An trua
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Tai lidu théou (I Yude
Tai liéu thong tin thude danh cho cén bd y té
Tai liéu nay khéng duoc chia sé hay phan phat dudi bat ky hinh thire nao,

vui 16ng khdng sao chép hodc chup man hinh

TAI LIEU THONG TIN THUOC

FORXIGA

Dapaglifiozin 5mg va 10mg
Vién nén bao phim

Promomat IDs: VN-3380
Ngay hiéu lwc: ngay 09/09/2025

Tai lidunay gbm 54 trang. Thang tin chi tiét vé san pham xem tir slide sé 34-54

ay hét han: ngay 09/09/2027
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Ta ligu thong tin thuoc
CHi DINH 6
Pai thao dwérng typ 2
FORXIGA duwoc chi dinh nhw 1a liéu phap bo sung vao ché db an kiéng va tap thé duc dé diéu trj cho bénh nhan tréng thanh bj dai thao
dwong typ 2 khong kiém soat tét dueng huyét trong:
Pon tri liéu & bénh nhan khong thich hop st dung metformin do khéng dung nap.
Phéi hop voi cac thude khac dé diéu tri dai thao dudng typ 2.
FORXIGA duwoc chi dinh dé lam giam nguy co' nhap vién do suy tim & bénh nhan truéng thanh bi dai thao dwéng typ 2 va hodc co tién st
bénh Iy tim mach hodc nhiéu yéu td nguy co’ tim mach.
Suy tim
FORXIGA dwoc chi dinh d& lam gidm nguy co tir vong tim mach, nhap vién do suy tim va kham cap ctru do suy tim & bénh nhan trwdng thanh
bi suy tim.
Bénh than man tinh
FORXIGA duwoc chi dinh dé lam giam nguy co suy giam eGFR kéo dai, bénh than giai doan cudi, t& vong tim mach va nhép vién do suy tim &
bénh nhan tréng thanh bi bénh than man tinh cé nguy co tién trién.
Gig¢i han str dung
FORXIGA khéng dugc khuyén khich diéu tri bénh than man tinh & bénh nhan co bénh than da nang hoac bénh nhan can ho&c co tién st gan
day st dung cac thude e ché mién dich dé diéu tri bénh Iy than. Thudc du kién sé& khang co hiéu qua trén nhém bénh nhan nay.
sy 2
LIndngtin k& 10a Forica

O
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Tai lieu thong tin thusc
CACH DUNG, LIEU DUNG o

Trwée khi khéi tri véi FORXIGA

Danh gia chire néng than truéc khi khéi tri voi FORXIGA va khi cé chi dinh 1am sang.

Danh gia tinh trang khdi lwvong dung dich va, néu can thiét, diéu chinh tinh trang thiéu dich tredc khi dung FORXIGA.
Liéu dung

Xem Bang 1 dé biét cac khuyén cao vé lidu dung dwa trén dé loc cau than wc tinh (eGFR).

Bang 1. Liéu khuyén cao

| eGFR Liéu khuyén céo
(mL/iphut/1,73 m?)
eGFR tr 45 tro len 10 mg duong udng, 1 lan/ngay
eGFR tir 25 dén dudi 45 Khéng khuyén cao dung FORXIGA trong kiém soat duong huyét & bénh nhan trudng

| thanh bi dai thao duong typ 2

i o1 vor tat ca cac chi dinh khac, 10 mg duong uong, 1 1an/ngay

||

eGFR duoi 25 | Khéng khuyen cao khoi tri, tuy nhién. bénh nhan co thé tiép tuc dung 10 mg duong ueng
| 1 lan/ngay de lam giam nguy co suy gidm eGFR kéo dai, bénh than giai doan cudi

ESKD). tr vong tim mach (CV) va nhap vién do suy tim (hHF).

|
hHF: nhap vién do suy tim, CV: Tim mach, ESKD: Bénh than giai doan cudi

Tai liéu théng tin thudc

n 2 = z 3 ; Bang tom tat
Content map [ Hwéng dan st dung thuoc@j [ Ho soran toan{}!j thdad tin kb to @ o

PAI THAO BU’GNG@D SUY TIM @9 - BENH THAN MAN @‘D
Eie Hwéng ddn Ba Y té trong Dinh nghia va tiéu chuan chan doan
—+| Co ché thai dvong qua than & chén doan suy tim bénh than man theo BoYTé S

Hwéng dan B Y té trong diéu tri I Cac déi twong cin tim soat va tan

» DAPA trén BN DTD méi méc ™ suy 1% el va man suét tAm soat BTM

DAPA phdi hop thubc uéng khac J Nghién ciru DAPA-HF & DELIVER i DAPA CKD - Thiét ké nghién ctru
£ . .| Két qua tiéu chi chinh »| DAPA CKD - Két qua tiéu chi chin
TERARA TN oy Ity & " | Giam tir vong / nhap vién vi suy tim&
DAPA bao vé toan dién & Két qua tiéu chi thanh phan R E:Pr‘: CKD - Tiéu chi chinh/ phan
"| tim — thén — chuyén héa Giam t vong - Nhap vién o
DAPA trén DTD va dam niéu & | Két qua phan tich dwéi nhém o DAPA CKD - Tiéu chi phy B




Tai liéu thong tin thudc

Bo Y té Viét Nam phé duyét
Forxiga cho 3 chi dinh ("

PTb tip 2 Bénh than man
2) DAPACKD

Ligéu don gian
10mg, ngay 1 lan

(1) Théng tin k& toa cua Forxiga duoc phé duyét tai Viét Nam — S5 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)
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Tai liéu théng tin thudc

Thoéng tin ké toa FORXIGA

Jiffozin)
| (dapaglrﬂuzml
% Lagen ]
q BF
b 4

Hinh anh hép thude va vién thube khdng phai 13 kich thuwec that

~ s Irﬁ-';"_,,-ﬂ' ¢
Roresm=" f : “gl

5 t DxE?av - = rx|ga (U--“"

| forXi9 ' |




4/14/202¢

forxiga
(dapaglifiozin)
TRONG KIEM SOAT BUONG HUYET
& GIAM NGUY CO BIEN CO TIM MACH - THAN
CHO BENH NHANDTD TiP2 ™

(1) Théng tin ké toa cua Forxiga duoc phé duyét tai Viét Nam — S dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

~l

Tai liéu théng tin thudc

Ganh nang dai thao dwong trén toan cau O

y SucGar el \_/ ........

|

10% ngwéi Ién sé méc 4 tridu nguoi tir vong DTD gay nhiéu bién chirng nguy hiém,
bénh dai thao dwéng lién quan dén BTD trong hang dau la bénh tim mach, suy than,
vao nam 2045 nam 2019 (1 mu léa va cat cut chi ()

(1) Huéng dén chan doan va diéu tri dai thao dudmg tip 2 - BA Y té - S6 5481/QD-BYT ngay 30 thang 12 nam 2020
Hinh anh chi mang tinh chat minh hoa, phuc vu muc dich giao duc y khoa
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Tai lidu thong tin thudc

Co ché tac dung thai dwong qua than cua SGLT2i () 0

GLUCOSE

TANG SU DUNG PHUTHUOC INSULIN  KHONG PHU THUOC INSULIN | TANG THAI
GLUCOSE

1o @ @ N

Metformin &ed
Tang hoat dong A
insulin ./" i
/B A SGLT-2i
i T | | COCHE ew fa
\ M QUATHAN !

Fdl X Pao thai 7
Sulphonylureas ! ’

\\‘ glucose _
GLP-1RAs b?
DPP4i ¥
Meglitinides ~ "'etnsulin FORXIGA (rc ché tai hap thu glucose, bai tiét

& nudce tiéu 70g glucose / ngay 2
(tong duong 280 kcal / ngay) @

1) Hudng dan chan dodn va didu tri dai thao duéong tip 2 - B4 Y & - 56 5481/QB-BYT ngay 30 thang 12 nam 2020
2} Théng tin ké toa clia Forxiga duoc phé duyét tal Viét Nam — Sé dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

(X}

Tai liéu théng tin thuéc

Hiéu qua kiém soat dwong huyét:
Don tri / phéi hop véi metformin & bénh nhan méi dwoc chan doan

Mirc thay ddi trung binh HbA1c tai tuan 24

so vdi ban dau.
HbA1¢ nén ~9%

Met XR (n=208) mDapa 10 mg (n=219) n Dapa+MetXR (n=211)

0
2
FORXIGA <
10 mg/ngay é 05
3
- " - i
: -1 Giup giam
Metformin XR 5 1 1.98%
o 3 > HbAlc so vdi
2000 mg/ngay ) ° ban dau
S 15 %
g 44 4
8
X
s 2
>
_E P<0.0001; "DAPA 10 mg khéng kem hon MET

o
o

Théng tin k& toa cla Forxiga duoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

10

O\
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Tai liéu théng tin thubc

Hiéu qua kiém soat dwong huyét: 0
Forxiga phoi hop trén bn chwa dwoc kiém soat véi metformin
[ Phéi hop Metformin J [ So sanh véi SU J
Hiéu qua giam A1c & tudn 24 Ty & BN dat HbA1c <7% HbATc nén 7.7%
HbA1C (%) et e e (%) Tuin 24 “"m‘ii“b‘ Tuén 52
0 S 406 p<005 r
0.1 40 -0.1
5% 35
5 0.2
e P e 259
. 25 53
i 20
06 1 i
07 19 0.5
it p < 0,0001 5 0.52 -0.52
09 0.34 0 08 _
Placebo + Metformin (n=137 Placebo + Metformin (n=137) ®Deapaglifiozin + Metformin (n=400)
# Dapaglifiozin + Metformin (n=135 a Dapaglifiozin + Metformin (n=135) s i A8 e

Théng tin ké toa cia Forxiga duoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 ( 10mg) va VN3-38-18 (Smg)

11

Tai liéu théng tin thudc
- A > . A - ~ A
Hiéu qua kiéem soat dwdng huyét: 0
. A= ~ . A - .
Forxiga phoi hop trén bn chwa dwoc kiém soat véi SU
{ Phéi hop Glimepiride hoac Glimepiride +/- Metformin J
Hiéu qua giam Afc & tudn 24
Hoale (%) HbA1C nén ~8% e HDATC nén ~8%
0 0
0.1 -0.1
0.2 013 0.2 047
-0.3 0.3
04 04
0.5 -0.5
06 -0.6
-0.7 0.7
<0.0001 0,0001
08 prd 08 =
09 082 0.9 -0.86
Placebo + Glimepiride (n=145) 4
= Dapaglifiozin + Glimepiride (n=151) Placebo + Glimepiride +/- Met (n=108)
m Dapagliflozin + Glimepiride +/- Met (n=108)
Théng tin k& toa cda Forxiga duoc phé duyét tai Viét Nam - S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (Smg)

12
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Tai liéu thong tin thudc

Phéi hop Forxiga

Giam thém HbA1c - Giam liéu insulin — Khéng ting nguy co ha dwong huyét

voi Insulin:

o

[ HbA1lc (%) J [ Ligu insulin (U1) J r Con ha duéng huyét J
Tuan 24 Tuan 104 Tuan 48 Tuan 104
2 2 3 3 F:
0? 9 L O tudn 24 va tudn 104 cac con
e gl i ha dweng huyét nang & nhom
o3 A diéu tri véi FORXIGA 10 mg
G4 03 10 phoi ho’p vOi insu}in twong rng
05 1a 0,5% va 1,0%
08 RErEE 5 va & nhém dung gia duoc phoi
0.7 hop véi insulin 14 0,5%.
-0.71
-0.8 0 — —
45 p < 0,0001 i e
i 08 o
wDAPA 10mg + Insulin Placebo + Insulin s DAPA 10mg + Insulin ~ Placebo + Insulin
N=194 N=193 N=194 N=193

Théng tin ké toa cua Forxiga dwoc phé duyét tai Viét Nam — So6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

Tai liéu thong tin thudc

Forxiga giup bao vé bn BTD tip 2 trén ca 2 muc tiéu @

D

DECLARE ay AN <)
- Trén 17.160 BN DTD tip 2
HIEU QUA SOM TRONG 1 TUAN ()
Hiéu qua trén ca BH doi & BH sau an BN nguy co BN bénh tim mach
tim mach cao / rat cao do xo vira
Gl AM PHOI HQP LY TUWONG véi cac thube diéu tri Tir vong
BTH khac nhé co ché thai dwong doc lap TM/Nhap vién Nhap vién do Bién c6 tim-
0.5-1% do suy tim suy tim Bién cd than than
(1) KHONG GAY T
HbA1c HA BUONG HUYET () £
GIAM 3KG chii yéu Ia MO TANG () F 0.73 07?
3 P<0 001 i
& 95% C! for HR i 057-087
051-088 0.53
P<0.001
95% Ci for HR
0.34-0866

14

(1) Huéng dan chan doan va diéu tri dai thao duong tip 2 - Bo Y té - S6 5481/QD-BYT ngay 30 thang 12 nam 2020
(2) Théng tin ké toa cia Forxiga dwoc phé duyét tai Viét Nam — Sé dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

Q) e

B o (e
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Tai liéu théng tin thudc

D Forxiga va lgii ich trén bn DTD tip 2 kém albumin niéu ( O

DECLARE

[ BN khéng cé albumin niéu J [ BN chwa c¢6 dam niéu dai thé J [ BN d3 cé dam niéu dai thé J

21% 467 32%

95% C1 0.72-0.87
P<0.001

95% CI 0.45-0.65
P<0.001

95% CI 1.51-2.20
P<0.001

Forxiga gitp Forxiga giup Forxiga giup
giam ty 1é xuat hién giam kho&i phat méi thoai trién dam niéu dai thé
albumin niéu (UACR> 30 mg/g) ctia dam niéu dai thé

(1) Théng tin ké toa cuia Forxiga dwoc phé duyét tai Viét Nam - Sé dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

15

Tai liéu théng tin thudc

FORXIGA PU'Q'C CHi BINH
GIAM NGUY CO BIEN CO TIM MACH
CHO BENH NHAN SUY TIM
VOl MOI PHAN SUAT TONG MAU ()

(1) Théng tin ké toa cta Forxiga dwoc phé duyét tai Viét Nam - S0 dang ky: VN3-37-18 (10mg) va VN3-38-18 (Smg)

16
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Tai lidu thang tin thudc

Theo Hwéng dan chan doan va diéu trj suy tim cap vaman - Bo Y te ()
~ - Y - = A - .
Phan loai va hwéng dan chan doan suy tim
Bang 1. Pinh nghia suy tim PSTM giam. PSTM giam nhe va PSTM bao ton Nghi ngér suy tim
T T - « i tiln slr, ylu 28 nguy oo
| Loai suy PSTM giam PSTM giam nhe ‘ PSTM bao ton * Mty chimg oo ning
R | « Kndm phit hifn triu chimg thyc thé
| fim_ ! + Do didn tim db bil theimg
| 1 | Triéu chimg coning | Triéu chimg condng | Tridu chimg co ndng (=) 1
[ | (=) thue the | (=) thue the thue the Xt ghifm SND/NT-prellS
2 PSTM that i | PSTM that trai PSTM that tré ":;’(‘:::’;;’;;": X
z | < 40% | 41-49% = 50% T
= T € i o e N srcte e
= 3 |= - Chimg e khach quan bat :
:g | | thuemg cau truc va hode Sidu 3 tim z
= ' chire ning nm. pha hop o dfu hibu bt thutmg?
| | vo1 ro1 loan tam trromg ¢
! that trai ting ap lue do day :
| that trai. bao gom ting Khing dinh chén dodn sey tim
| 3 i | Phan nhdm suy tim Y
L S— m—— pepride melﬁl Dusz vao ohdn sult t8ng mau that trdi (EF) ltihd ning do sy tim
Sa0% -9% 250%
(STPSTMG) (STPSTMG nhe) PIE
bdothn]
52 o gyl b syt mnguynnhinknic |
Khés tri |
*Huéng din chiin doan va didu tr suy tim cép va man™ B3 ¥ té - S6 1857/QD-BYT ngay 05 thang 07 nam 2022
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Patients with HFrEF

s YD —
& W } Patients with HF pEF

W22 papagliflozin (SGLT2i) dwec khuyén céo sir dung e
cho BN suy tim cap — BN suy tim man & moi PSTM (1)

' Khdi tri SGLT2i sém cho cac bénh nhan suy tim cap giai doan én dinh tru'dc khira vién
SUY TIM CAP kém hoac khéng kém dai thao duding dugc ching minh giam sém tdng bién cd tim mach
gom ti¥ vong, suy tim va cai thién thang diém chat lu'gng cudc sdng

Ay Digu tri suy tim man v&i phan suat téng mau giam (EF = 40%)

Hién nay 2 thudc la dapgliflozin hodc empagliflozin dugc khuy&n céo cho bénh nhan suy
tim phan sudt tdng mau gidm bét ké co kém theo dai thdo dudng hay khéng. Céc thude
dugc chifng minh giam tlr vong tim mach va tai nhap vién do suy tim. Thuéc con dugc
ching minh ¢é hiéu qua gidam cac bién c¢d than cdp va ngan nglra sy suy giam chirc nang
than vé dai han.

Piéu tri suy tim véi phan suat tdng mau giam nhe (EF: 41-49%)

Thudc rc ché SGLT2 nén dugc chi dinh & bénh nhan suy tim PSTM giam nhe giup giam
nhap vién do suy tim va tif vong tim mach.

Piéu tri suy tim PSTM bao ton (EF250%)

Thudc e ché thy thé SGLT2 nén dugc chi dinh & bénh nhan suy tim PSTM bao tdn nhdm
lam giam nguy cd nhap vién va tlr vong tim mach.

o

S
£y
ety o W

SUY TIM MAN

(1) Huwéng dan chan doan va diéu tri suy tim cdp va man™- B& Y té - $6 1857/QD-BYT ngay 05 thang 07 nam 2022 0

18
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Patients with HFrEF

NoaraHF

Thiét ké nghién ctru

—

Forxiga hiéu qua giam bién cé tim mach cho moi BN suy tim ()

Patients with HF pEF

DELIVER

N=4744
LVEF <40%

N=6263
LVEF >40%

94%
96%
1%
93%

19

1:1 phan ngdu nhién

FORXIGA 10 mg + diéu tri Placebo +
nén diéu tri nén

The&i gian theo d6i trung binh: 18.2 thang

Ty 1é dung thuéc ban diu E

ACEi, ARB, ARNI
Chen beta
MRA
Loi tiéu

(1) Théng tin ké toa cua Forxiga duoc phé duyét tai Vit Nam - Sé dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

1:1 phan ngdu nhién

}
FORXIGA 10 mg + Placebo +
diéu tri chudn diéu tri chudn

Th&i gian theo doi trung binh: 27.6 thang

‘o Ty 1& dung thuéc ban dau

7%
83%
43%
98%

(&)

Patients with HFrEF

q) DaPaAHF

7 HR: 0.74 (95% CI: 0.65, 0.85)
| P<0.001

Placebo

Cumulative
incidence (%)
o

FORXIGA

20

107 10 mg

54

0 T T T T T T 1
0 3 6 9 12 15 18 21

Forxiga hiéu qua giam bién cé tim mach cho moi BN suy tim (!

Tiéu chi chinh:

w
L=1
3

HR: 0.82 (95% CI: 0.73, 0.92)
P<0.001

HR: 0.74

(95% Cl: 0.85, 0.85)

n
o
n

Plac

N
o
1

P<0.001

Cumulative
incidence (%)
S &

W
1

Patients with HFpEF

P osuven

Thoi gian xuét hién 1an dau tién cda t6 hop bién ¢6 tir vong tim
mach, nhap vién do suy tim hoac kham cap ctru do suy tim ()

HR: 0.82

{95% C1:0.73, 0.92)

ebo

FORXIGA
10 mg

o

T T T
12 15 18

T T T T T 1
21 24 27 30 33 36

Thang

(1) Théng tin ké toa cua Forxiga duoc phé duyét tai Viét Nam - S0 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

P<0.001
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Patients with HF pEF

Patients with HFrEF ; ik ﬁ

»

NoaraHF Forxlga hiéu qua giam bién cé tim mach cho moi BN suy tim W 7Dl:|.wzn
Két qua to hop tiéu chi chinh, cac tiéu chi thanh phan

trong nghién ctru DAPA-HF va DELIVER

Dapaglifiozin 10mg | Placebo | z DAPA 10mg Placebo B "
Outcome, n (%) (n=2373) n=2311) | HR (35% C) HR (35% C1) Qukcoms, 1 (W =313 <3132 KR (35% €1 il de
S\F,vc;m hHF, or urgent 3/(163) ) 074 (085, 0.85) CV dealh or worsening HF* 512(164) 810(195) —+ 082007309%)
% CVdeath® B4 31(83) 088(074-105)
HHF or urgent HF visi 237 (100) 26137 —— | 170 (039,083
Wersenm HE W18 455(145) —— 073 (063:091)
Hosptalization for 5F 21497 318(134) —_ 0.70(0.59.0.83) |
HHF 129(103) 418(133) — | 0.77 (067-089)
CV death 227(38) 7315 et 082 (069, 098) |
Urgent HF wsit 80('9) 7825) —_—— 076 {055-1.07)
CV death or 1+F W (16 4851209 i 075 (085,035) '
L) s W
Death from any cause 206 {115) 129(139) e 0.83(0.71,097) T 4

14 bl w 2
Dacagiiorn 10 mg Bener eemm amp Pacedo Satier

... | Pac biét nghién ciru DAPA-HF cho thay trén nén diéu tri chudn, dapagliflozin lam giam ty (& suy tim nang lén,
ﬁ giam tir vong do nguyén nhan tim mach va tir vong do moi nguyén nhan & cac bénh nhan suy tim phan
#- | suat tdng mau giam, cé hoédc khéng cé mac kem BTD tip 22

Thong tin ké toa cua Forxiga duoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 (10mg) va \/N3-38-18(5mg)
2) Huéng ddn chan doan va digu tri dai thao dudng tip 2 - B Y té - Sd 5481/QD-BYT ngdy 30 thang 12 nam 2020

20

Tai liéu thong tin thuéc

A > > 2 A - -
Két qua cua té hop tiéu chi chinh
- A A > - ~ . - ~ - r = - 1
(bién c6 tir vong tim mach va suy tim) & phan tich dwéi nhém ()
NI SR e ELT

Overall effect 386/2373 502/2371 0.74 (0.65-0.85) NYHA class
Type 2 diabetes at baseline i 190/1606 289/1507  —@— 0.63(0.52-0.75)
Yes 215/1075 271/1064 — 0.75 (0.63-0.90) Mor iV 196/767 2137774 —a—1—  0.80(0.74-1.09)
No 171/1298 231/1307 —— 0.73(0.60-0.88) LVEF
Baseline eGFR, mLIimin/1.73 m? sMedian 22211230 307/1239 —— 0.70(0.59-0.84)
<60 191/962 254/964 — 0.72(0.59-0.86) >Median 164/1143 195/1132 e 0.81(0.65-0.99)
260 195/1410 248/1406 et 0.76(0.63-0.92) NT-proBNP
MRA at baseline <Median 100/1193 155/1179 —8— 0.63(0.49-0.80)
Yes 281/1696 361/1674 —— 0.74 (0.63-0.87) >Median 286/1179 34711191 —— 0.79(0.68-0.92)
No 105/677 141/697 — 0.74 (0.57-0.95) Atrial fibrillation or flutter on enroliment ECG

Yes 109/569 126/559 — 0.82(0.63-1.06)

No 277/1804 376/1812 —_— 0.72(0.61-0.84)

0s 08 10 12 05 08 10, 12
FORXIGA 10 mg Better @ == Placebo Better FORXIGA 10 mg Better #—— ——# Placebo Better
(1) Théng tin ké toa clia Forxiga duwoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg) @

22
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liéu thong

APA-
|
\
‘ ....M.-— EE e I I T
| Overall effect 386/2373 502/2371 0.74(0.65-0.85) Prior hospitalization for HF
| Age, years Yes 195/1124 27911127 —a— 067 (0.56-0.80)
<8 1621032 106/998 b 0.78 (0.63-0.96) No 191/1249 2231244 —a—1  0.84(0.69-101)
>65 2241341 3061373 —a—s 0.72 (0.60-0.85) Mainstiology of tF
i Ischemic 223/1316  289/1358 P T— 0.77 (0.65-0.92)
N 20711800 R 0.73(0.63-0.85) Non-ischemic/unknown 163/1057 21311013 —a—— 0.71(0.58-0.87)
BMI, kg/m?
Female 79/564 96/545 ————t— 0.79 (0.59-1.06)
2 <30 259/1537 32011533 — 0.78 (0.66-0.92)
ace
230 127/834 182/838 +—a— 0.69 (0.55-0.86)
White 27511662 348/1671 —— 0.78 (0 66-0.91)
Black 26122 321104 ——————— 0.62 (0.37-1.04)
Asian 78/552 118/564 +—@— 0.64 (0.48-0.86)
Geographic region
Asia 77/543 114/553  +——B—i 0.65 (0.49-0.87)
Europe 193/1094 218/1060 ———p 0.84 (0.69-1.01)
MNorth America 54/335 73/342 el e———— 0.73(0.51-1.03)
South America 62/401 07/416 +——8— 0.64 (0.47-0.88)
05 08 10 12 05 08 10 1.2
FORXIGA 10 mg Better #=——— =——— Placebo Better FORXIGA 10 mg Better = = Placebo Batter
(1) Théng tin ké toa cua Forxiga duoc phé duyét tai Viét Nam - S dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

3 Két qua cua té hop tiéu chi chinh
(bién c6 tr vong tim mach va suy tim) & phan tich dwéi nhém ()

DELIVER

Overall effect 5123131 103132 . 0.82(0.73-0.92) 5123131 610/3132 0.82(0.73-0.92)
— 572 2471545  306/1604 e 0 82(0.69-0.97) I 33172314 411/2399 —_— 0.81(0.70-0.98)
. ¥7 ’ NYHA class
£ oS, = 0y El) - - Uaraesace) il or IV 181/817 198,732 —— 080(0.85-0.98)
Female 195/1364 2431383 — 0.81(0.67-0.87)
Sex 549 2071067  220/1049 ——h 0.87(0.72-1.04)
Male 31711767  367/1749 —.— 0.82(0.71-0.96)
/' 7 7)
P prore Toaieea ) R 0,91 (0.69-1.20) LVEF, % 50-59 17411133 21/1123 —— 0.79(0.65-0.9
Black 2181 19/78 —l—p 1.08(0.58-2.01) 260 1311931 170/960 — 078(0.62-0.98)
Race
White 37272214 481/2225 e 0.79(0.69-0.90) o e £1011 173/1555 208/1578 —— 0.84(0.68-1.02)
Other 22/206 24185 4—Bt— 0.83(0.46-1.48) pg/mL. >1011 3391576 4021553 — 079(0.69-0.92)
Europel SaudiArabia  261/1404  309/1511 —— 0.83(0.70-0.98) e e e o
Enroliment Yes 937328 113326 —. 0.78(060-1.03)
Asia 92/607 1038619 —— 0.89(067-118) during or within
Region f 7721 2 ( ¥
L A Taiea2 = , iR AT 30 days of hHF 1o 4192803 407/2806 —_—— 082(0.72-0.94)
North Amenca 88428 111/423 —_— 0.75(0.57-1.00) Prior LVEF Yes 92/572 119/579 —— 0.74(0.56-0.97)
Yes 27011401 317/1405 —.— 0.83(0.70-0.87) 4% No 4202559 4912553 —_— 0.84(0.73-0.95)
T20 S S — -
No LRI, - 20NT2T . L O |G Se0-06) s <60 2891516 3551554 —— 0.81(0.69-0.94)
Yes 227137 nnaz 0.81(0.68-097)
AFJAFL e < — mUminA.73m? ., 223,15|5 25511577 —a— 0.84(0.70-1.00)
onECG 2851803  339/1814 —.— 0.82(0.70-0.96)
BMI, <30 2751734 3021736 — 0.89(0.75-104) R 128 01568 3001590 . o 093(078-1.10)
230 236/1395 308/1382 it 0.74(0.63-0.88) >128 232/1563 310/1542 - 0.71(0.80-0.85)
——
050 050 1428 2
— — c—
FORXIGA Better FORXIGA Bettor Placebo Batter

a dwoc phé duvét tai Viét Nam ~ Sé dédna kv: VN3-37-18 (10ma) va VN3-38-18 (5ma)
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Tai liéu thdng tin thudc

FORXIGA PUQ'C CHi BINH
LAM GIAM NGUY CO’
BIEN CO TIM MACH - THAN
CHO BENH NHAN BENH THAN MAN

1) Théng tin ké toa ciia Forxiga dwoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5m

Tai liéu thdng tin thudc

A/

Theo Hwéng din chin doan va diéu tri suy tim cdp vaman - Bo Y té (1)
Chan doan bénh than man

Tiéu chuan chan doan BTM ()
{ (bat ky tiéu chuan nao duwoc liét ké dwdi day ton tai

@ Dinh nghia Bénh Than Man (1

Bénh than man (BTM) duoc
dinh nghia Ia cac béat thwdng
vé cau trac hoic chirc ning
cua than kéo dai trén 3

thang do bat ky nguyén nhan
nao dan téi nhirng tac déng
vé strc khée ngudi bénh.

tlr 3 thang tré 1&n)

MLCT < 60 ml/phat 1,73 m* |
- Albumin nude tiéu (UACR >30 mg/g (3mg mmol): UAE >|
30mg24h) hode Protein nuée tiéw (UPCR > 150my/g|
(13mg/mmol); UPE > 150mg 24h) néu khéng xét nghiém duoc
albumin nuoc tiéu. |

[ Giam MLCT

Chi diu thuong 160 ~ Thay ¢61 mé hoc trén tiéu ban sinh thiét thin
hay hu hong o thin - Thay d61 trong t€ bao, ciin ling nuoc tidu
- Thay d61 cau tric trén hinh anh
- Rot loan nuac-dién giai hode cic roi loan khic do nguyén nhin
ong thin
- Tién su ghep thi |
MLCT. mirc lpc cau than: |

UACR: ty [¢ albumin/creatinine nude ticu;

UAE: albumin nuoc tiéu trong 24h:
UPCR: ty I¢ protcin/creatining nudg ticu:
UPE: protein nuoc ticu trong 24h

(1) Huéng dén chan doan va didu tri bénh than man va mét s6 bénh ly than - Bo Y té - S6 2388/QD-BYT ngay 12 thang 08 nam 2024
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Tai'lidu thong tin thudc
Theo Hwéng dén chin doan va diéu tri suy tim cdp vaman -Bo Yté () == 0
Hwéng dan tAm soat sém bénh than man @

[ BGi twong bénh nhan | [ Xétnghiem | [ Tansuat |
e ‘ =
» Dai thao dwong - eGFR va UACR * M&inam 1 lan
* Tang huyét ap » Creatinine va Cystacin mau (can lap lai néu co
« Tien str AKI (néu co diéu kién) bat thudng)

* St dung thubc anh hudng xau
chire nang than

(1) Hwdng din chan doan va diéu tri bénh than man va mét s6 bénh ly than - BS Y té - S6 2388/QD-BYT ngay 12 thang 08 nam 2024

27

Tai liéu théng tin thudc

Forxiga hiéu qua gitp giam bién cé tim mach-than cho BN bénh than man () ( ' papackD 0

NGHIEN CU'U DAPA - CKD
Thiét ké nghién ctru

| Dan sé nghién ctru (4,304 BN) Tiéu chi nghién ciru
i
| thoi gian xay ra mét trong o Bénh than giai doan cubi (ESRD)

nhiing bien co o Tt vong tim mach hay than

; oBién cé than (Giam > 50%
|

4th thé gidi, 11 trung tdm Tiéu chi phu: eGFR, ESRD, t&r vong than
27 chau A 9 bénh vién thoi gian xay ra mét trong oBién c6 tim mach: Nhap vién suy
1\ nhirng bién cé: tim /t& vong tim mach

K oTlr vong do moi nguyén nhan

1) Théng tin k& toa clia Forxiga dwoc phé duyét tai Viet Nam — 86 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

28
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Tai liéu théng tin thudc
Forxiga hiéu qua giap giam bién cé tim mach-than cho BN bénh than man () | " DapaCKD o
NGHIEN CU*U DAPA — CKD (
Két qua nghién ctru

247 HR: 0.61 (95% CI: 0.51, 0.72)
20 P<0.001 Placebo
1 (n=2152) 3
31& o
12 7 s P<0.001
-5
= FORXIGA 10 mg
44 (n=2152)
0 T —_IH £ T T

0 4 8 12 16 20 24 28 32
Thei gian tir phan ngiu nhién (thang)
Théi gian theo doi trung binh 2.4 nam

Tiéu chi chinh trong nghién ciru DAPA-CKD:
T hop bién cb giam lién tuc eGFR 250%, tién trién dén ESKD, tl& vong do tim mach hodc do bénh than

1) Théng tin ké toa cua Forxiga duoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

29
T R e e e o e T e e TR e
Forxiga hiéu qua gitp giam bién cé tim mach-than cho BN bénh than man (" ( 'papackD @
NGHIEN CU’U DAPA - CKD ()
Tiéu chi chinh nhat quan gitra cac nguyén nhan BTM

FORXIGA FORXIGA Ti 6 nguy cor
Tiéu chi chinh 10 mg Placebo 10 mg (95% CI)
Sé lvong BN/tdng dan sé Bién c6 %100 BN - nam
. -
Dan sé chung 197/2152  312/2152 4.6 7.5 : 0.61(0.51,0.72)
Bénh than BTH 139/1271  207/1239 5.4 8.5 '“"' 0.63(0.51,0.78) 0.53
Bénh than trén BN — 0.75 (0.44,
THA/BMY 24/324 35/363 38 49 E 1.26)
Bénh cdu than 22/343 49/352 3.4 7.5 i 0.43 (0.26, 0.71)
Nguyén nhan khac 12214 211198 29 55 o e
f | l: TTT T 1
0.1 06 1.0 2.0 3.0

FORXIGA Better  Placebo Better

(1) Théng tin k& toa cla Forxiga duoc phé duyét tai Viét Nam — Sé dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

30
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Tai liéu thong tin thuéc

Forxiga hiéu qua gitp giam bién cé tim mach-than cho BN bénh than man (" Y DAPACKD 0

NGHIEN CU'U DAPA - CKD
Tiéu chi chinh nhat quén gitra cac phan nhém dwoc khao sat

Stiathish 113 0 T

T4 hop bién cé giam lién tuc eGFR 250%, tlén trién den ESKD, tir vong do tim mach hodc dp bénh than

Téat ca bénh nhan 197 312 0.61 (0.51,0.72)
Co hoac khong cé dai thao dwong 0.24
Co —_— 152 229 0.64 (0.52,0.79)
Khéng e 45 83 0.50 (0.35,0.72)
UACR (mglig) 0.52
=1000 —_— 44 34 0.54 (0.37,0.77)
>1000 —— 183 228 0.62 (0.50, 0.76)
eGFR (mL/phut/1.73m?) 0.22
<45 = 152 217 0.63 (0.51,0.78)
245 = 45 95 0.49 (0.34, 0.69)
0 [|3 0. I5CI 100 1 IZS

——— m—
FORXIGA 10 mg Better  Placebo Better

(1) Théng tin k& toa cua Forxiga duoc phé duyét tai Viét Nam — Sé dang
ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

31

Tai liéu théng tin thuéc

Forxiga hiéu qua gitp giam bién cé tim mach-than cho BN bénh than man () (| "' DapaCkD @

NGHIEN CU’U DAPA — CKD ()
Két qua nghién ctru: Tiéu chi phu

Bénh nhén xay ra bién cé
(ty 1& bién c)

Tidu chi danh aia FORXIGA 10 mg Placebo Ty sé nguy co S
oH SR e N=2152 N=2152 (95% Cl) Slp

Gié]m lién tuc eGFR 2 50%, bénh than giai doan
cudi (ESKD) hoac t vong do tim mach (CV) 197 (4,6) 312:(7.5) 0,61 (0,51; 0,72) <0,0001
hoéc ttr vong do bénh than

Giam lién tuc eGFR = 50%, bénh than giai doan 45 <0.0001
cudi (ESKD) hodc tir vong do bénh than e ien) 2R 9,95/(0,45; 0.68) ;

Ti vong tim mach (CV) 1 - 0,92 0,0089
Fo ot ey i 100 (2,2) 138 (3.0) 0,71 (0,55; 0,92) i

T vong do moi nguyén nhan 101 (2,2) 146 (3,1) 0,69 (0,53; 0,88) 0,0035

(1) Théng tin ké toa cua Forxiga dwoc phé duyét tai Viét Nam — S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (Smg)
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& X % 5 : =i ‘I‘ajliéumﬁnthudc 2 i
Forxiga hiéu qua giup giam bién c6 tim mach-than cho BN bénh than man O GARKCKD o

NGHIEN CU*U DAPA — CKD
Tiéu chi phu trong nghién ciru DAPA-CKD:
Nguy co tir vong do moi nguyén nhéan

127 HR: 0.69 (95% CI: 0.53, 0.88)
10 P=0.004
‘é? Placebo 3 1 0/0
: o _ﬂ:J
= E
s 6 s RRR
- ff'"/
2 4 e
= _— FORXIGA 10 mg
2 /_’p,f‘
0 T 1 T 1 T 1

0 4 8 12 16 20 24 28 32
The&i gian tir phan ngau nhién (thang)

(1) Théng tin ké toa cua Forxiga duoc phé duyét tai Viet Nam - Sé gang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

33

FORXIGA: hd so an toan & dung nap dwoc danh gia trén hon 32.000 BN
qua cac nghién ctvu DECLARE TIMI 58, DAPA-HF, DAPA-CKD, DELIVER (")

DECLARE-TIMI 58 DAPA-HF DAPA-CKD DELIVER

Téc dung ngoai y |
|

DAPA 10 mg Placebo DAPA 10 mg Placebo DAPA 10 mg Placebo DAPA 10 mg Placebo
(n=8574) (n=2368) (n=2368) (n=2149) (n=2149) {N=3131) (n=3127)

Gay xuong e . 5.3% 5.1% 2.1% : 2.1% | 4.0% 3.2% Not reported Not reported
Ha thé tich 2.5% 2.4% 7.5% 6.8% 5.9% 4.2% 1 13% 1.0%
--'I:I:;P trén thén. | 1.5% 2.6% ‘ 6.5% 7.2% i 72% 8.7% - 2.3% 2.5%
Doan chi : 14% 1.3% 0.5% 0.5% 1.6% :83;— 0.6% 0.8%
Ha dutng huyét ning 0.7% 1.0% | 0.2% 0.2% 0.7% 1.3% I 0.2% 0.2%
DKA 0.3% 0.1% 0.1% 0.0% 0.0% <0.1% 0.1% 0.0%

(1) Théng tin ké toa cla Forxiga dugc phé duyét tai Viét Nam - S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg)

34
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Hanh trinh 10 nam FORXIGA déng hanh cung bénh nhan Viét Nam

D Qf) DapaHF DAPAC KD %’) DELIVER

DECLARE
The-55

. Suy tim 2 Suy tim
DTD tip 2 o Bénh than man y
@ PSTM giam . @ PSTM béo ton

Thong tin ké toa cda Forxiga duoc phé duyét tai Viét Nam - S6 dang ky: VN3-37-18 (10mg) va VN3-38-18 (5mg) 0

35

Tai lieu thong tin thuoc

THUOC NAY CHi DUNG THEO BON THUOC. " i ; 0
DE XA TAM TAY TRE EM. DOC KY HUONG DAN SU* DUNG TRUO'C KHI DUNG.

THANH PHAN CONG THU'C THUOC

Thanh phan hoat chét

FORXIGA 5mg:

Mai vién chira 6,15 mg dapaglifiozin propanediol monohydrat twong duong véi 5 mg dapaglifiozin.
Ta dwoc: M&i vién chira 25 mg lactose khan.

FORXIGA 10mg:

Mai vién chira 12,3 mg dapaglifiozin propanediol monohydrat twong dwrong véi 10 mg dapaglifiozin.
Ta dwoc: MSi vién chira 50 mg lactose khan.

Thanh phén ta dugc:

Vién nhan: Celulose vi tinh thé; lactose khan; crospovidon; silicon dioxyd; magnesi stearat.

Bao vién: Polyvinyl alcohol; titan dioxyd (E171); macrogol 3350; talc; oxyd sét vang (E172).

DANG BAO CHE
Vién nén bao phim.
FORXIGA 5mg: vién nén bao phim mau vang, 2 mat 1&i, hinh tron dwéng kinh 0,7 cm, 1 mat khac sé “5", mat kia khac sb “1427",

FORXIGA 10mg: vién nén bac phim mau vang, 2 mat 18i, hinh thoi kich thwdc dwéng chéo 1,1 x 0,8 cm, 1 mat khac sé “10", mat kia khac sé
“1428".

36
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Tailicu thong tin thudc
CHi BINH 0

Pai thao dwong typ 2

FORXIGA duoc chi dinh nhu la liéu phap bd sung vac ché dd an kiéng va tap thé duc dé diéu tri cho bénh nhan trwéng thanh bi dai thao
dwéng typ 2 khong kiém soat tot duéng huyét trong:

Bon tri liéu & bénh nhan khong thich hop str dung metformin do khéng dung nap.

Phéi ho'p voi cac thube khac dé diéu tri gai thao duong typ 2.

FORXIGA duorc chi dinh dé lam gidam nguy co' nhap vién do suy tim & bénh nhan trrdng thanh bi dai thao dwéng typ 2 va hodc co tién str
bénh Iy tim mach hoac nhiéu yéu td nguy co tim mach.

Suy tim

FORXIGA dwoc chi dinh dé lam giam nguy co' tir vong tim mach, nhap vién do suy tim va kham cap ctru do suy tim & bé&nh nhan tréng thanh
bi suy tim.

Bénh than man tinh

FORXIGA duwoc chi dinh dé lam gidm nguy co suy gidm eGFR kéo dai, bénh than giai doan cudi. tir vong tim mach va nhap vién do suy tim &
bénh nhan trwdng thanh bi bénh than man tinh cé nguy co tien trien.

Gi¢i han st dung

FORXIGA khéng duoc khuyen khich diéu tri bénh than man tinh & bénh nhan cé bénh than da nang hodc bénh nhan can hodc co tién siv gan
day st dung cac thudc e ché mién dich dé diéu tri bénh ly than. Thudc duw kién s& khdng co hiéu qua trén nhdm bénh nhan nay.

- a7

Ihdngtinké toa Forxiga
37
Tai ieu tﬁ3ng Tin thuoc
; " A @
CACH DUNG, LIEU DUNG
Trwére khi kheoi tri voi FORXIGA
Panh gia chirc nang than trwéc khi khéi tri véi FORXIGA va khi ¢é chi dinh Iam sang.
Panh gia tinh trang khéi lweng dung dich va, néu can thiét, diéu chinh tinh trang thiéu dich tredc khi ding FORXIGA.
Liéu dung
Xem Bang 1 @& biét cac khuyén cao vé liéu dung dwa trén do loc cau than woc tinh (eGFR).
Bang 1. Liéu khuyén cdo
eGFR Liéu khuyén cao
(mL/phat/1,73 m?)
eGFR tir 45 tro lén 10 mg duwong uong, 1 lan/ngay.
eGFR tir 25 dén duwéi 45 Khéng khuyén cao dung FORXIGA trong kiém soat dudng huyét & bénh nhan truéng
thanh bi dai thao dwong typ 2.
Dai voi tat ca cac chi dinh khac, 10 mg dudng udng, 1 lan/ngay
eGFR duoi 25 Khéng khuyén cao khéi tri, tuy nhién, bénh nhan ca the tiep tuc dung 10 mg duong uong,
1 laningay dé lam gidm nguy co suy g:am eGFR kéo dai, bénh than giai doan cudi
(ESKD). tir vong tim mach (CV) va nhap vién do suy tim (hHF).
hHF. nhap vién do suy tim, CV: Tim mach, ESKD: Bénh than giai doan cudi
. < 38
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CACH DUNG, LIEU DUNG 0

Suy giam chue ndng gan

Khang can diéu chinh liéu cho bénh nhan suy gidm chirc nang gan nhe hodc trung binh. O bénh nhan suy giam chirc nang gan nang. liéu khai
dau khuyén cao 1a 5 mg. Neu dung nap tot, co thé tang lieu dén 10 mg (xem phan “Canh Bao va Than Trong Khi Dung Thuoc" va “Bac Tinh
Duoc Bong Hoc").

Nguéi cao tudi (= 65 tubi)

Nhin chung, khéng khuyén céo diéu chinh liéu theo d6 tudi. Nén xem xét chire nang than va nguy co giam thé tich tuan hoan (xem phan “Canh
Bdo va Than Trong Khi Dung Thudc” va “Béc Tinh Duoc Bong Hoc”).

Tré em

Hiéu qua va an toan cua dapaglifiozin & tré em tir 0 dén dwoi 18 tudi chwa dwoc thiét [ap. Hién chua co di ligu.

Cach dung

Cé thé ubng FORXIGA 1 Ian/ ngay vao bét ky lic nao trong ngay. trong hoac ngoai bira &n. Nén uéng nguyén vién thuée.

39
héng tin k& toa Forxios
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~F »
CHONG CHI DINH 0
Qua man va&i hoat chat hoac bat ky thanh phan ta dwoc nao liét ké trong phan “Thanh phén Ta Duoc’.
40
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Tong guat

Khéng duoc sir dung FORXIGA cho bénh nhan dai thao dudng typ 1 hodc @€ diéu tri nhiém toan ceton do dai thao duong.

Suy giam churc nang than

FORXIGA dugc danh gia trén 4304 bénh nhan bi bénh than man tinh (eGFR tir 25 dén 75 mL/phat/1,73 m?) trong nghién clru DAPA-CKD.

FORXIGA ciing dwoc danh gia & 1926 bénh nhan véi eGFR tir 30 dén 60 mL/phit/1.73 m? trong nghién ciru DAPA-HF. Ho so an toan cla
FORXIGA trén cac phan nhoém eGFR trong cac nghién clru nay thong nhat véi ho so' an toan da biet (xem phan “Bac Tinh Duoc Luc Hoc").

FORXIGA dugc danh gia trong hai nghién ciru kiém soat dwéng huyét trén bénh nhan bi dai thao dwong typ 2 co suy gidm chirc nang than
murc 46 trung binh (eGFR tir 45 dén nhé hon 60 mL/phut/1,73 m? (xem phan “B&c Tinh Duoc Luc Hoc'). va bénh nhan co eGFR tir 30 den
nhé hen 60 mL/phut/1,73 m?2, twong tng). Bénh nhan bj dai thao dwdng va suy giam chirc ndng than str dung FORXIGA co thé dé bi ha huyét
4p va co nguy co cao hon bi tdn thueng than cap tinh thir phat sau giam thé tich tudn hoan. Trong nghién clru trén cac bénh nhan co eGFR tlr
30 dén nhé hon 60 mL/phit/1,73 m2, ¢d 13 bénh nhan bi gay xwong trong nhém dung FORXIGA so véi khong cé bénh nhan nao & nhém dung
gia dwoc. Khong khuyén cao sir dung FORXIGA Gé kiém soat duong huyét & nhirng bénh nhan khéng c¢d tién si bénh ly tim mach hodc nhiéu
yéu té nguy co tim mach khi eGFR nhd hon 45 mUphit/1,73 m? (xem phan “Céch Dung. Liéu Dung’).

Cac nghién ctru vé hiéu qua va an toan clia FORXIGA khdng thu nhan bénh nhan cé eGFR nhd hon 25 mL/phut/1,73 m? hodc dang loc mau.

Bénh nhan suy giam chire néng gan

Kinh nghiém 1am sang trén bénh nhan suy gidm chirc nang gan con han ché. Nong do va thoi gian tiép xUc cua dapagliflozin tdng & bénh nhan
suy giam chirc nang gan nang (xem phan “Céch Dung. Liéu Dung” va “B&c Tinh Duoc Bong Hoc”).

CANH BAO VA THAN TRONG KHI DUNG THUGC 0

a1
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Nauwoi cao tudi (= 85 tudi)
Bénh nhan cao tudi cd thé c6 nguy co' giam thé tich tudn hodn cao hon va ¢ khuynh hwong duoc diéu tri vei thude loi tiéu.

Bénh nhan cao tudi thueng co suy gidm chirc ndng than va/ hodc sir dung thudc ha ap cé thé 1am thay déi chirc nang than nhw thude tc ché
men chuyén angiotensin (ACE-I) va thubc chen thu thé angiotensin Il typ 1 (ARB). Nhirng khuyén céo v& chirc nang than ciing dwoc ap dung
cho bénh nhan cao tudi va tat ca cac ddi twong bénh nhan (xem phan “Cach Dung, Liéu Dung", “Canh Bao va Than Trong Khi Dung Thudc”,
“Téc Dung Khéng Mong Mubn Cua Thudc' va “Béc Tinh Duoc Luc Hoc").

Trong nghién ciru DAPA-CKD, DAPA-HF va DELIVER, tinh an toan va hiéu qua la twong dwong & bénh nhan ti 65 tudi tré’ xudng va bénh
nhan trén 65 tudi. Trong nghién clru DAPA-HF, cé 2714 (57%) bénh nhan trén 65 tudi trong tdng 0 4744 bénh nhan suy tim v&i phan suét tong
mau giam. Trong nghién ctru DELIVER, ¢6 4759 (76%) bénh nhan trén 65 tudi trong tdng s& 6263 bénh nhan suy tim (LVEF >40%). Trong
nghién ciru DAPA-CKD, c6 1818 (42%) bénh nhan trén 65 tudi trong tdng s6 4303 bénh nhan bi bénh than man tinh.

Sty dung cho bénh nhan cé nguy co' gidm thé tich tudn hoan va/hodc ha huyét ap

Do co ché tac dung, dapaglifiozin lam tang bai tiét nudc tiéu co thé ddn dén giam huyét ap & mikc trung binh duoc quan sat thdy trong cac
nghién clu 1am sang (xem phan “Bdc Tinh Duoc Luc Hoc) co thé biéu hién rd hon & bénh nhan co ndng dd glucose trong mau rét cao.

Nén than trong ddi v&i bénh nhan cé nguy co tut huyét 4p do dapaglifiozin, nhw bénh nhan dang diéu tri véi thudc ha huyét ap co tién s huyét
ap thap hoac bénh nhan cao tudi.

Trong trwéng hop xuét hién nhirng diéu kién cé thé din dén gidm thé tich tudn hoan (nhw bénh dudng tiéu hoa), can theo ddi can than tinh
trang thé tich (nhw kham téng quat, do huyét ap, xét nghiém bao gém hematocrit) va chét dién gidi. Nén tam ngung diéu tri véi dapaglifiozin
cho bénh nhan dang bi giam thé tich tudn hoan cho dén khi da diéu chinh dwoc tinh trang gidm thé tich (xem phan “Téc Dung Khéng Mong
Muén Cua Thudc”).

CANH BAO VA THAN TRONG KHI DUNG THUOC @
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Nhiém toan ceton do dai thao duwéng

Nén sir dung cac thudc trc ché protein déng van chuyén Na-glucose 2 (SGLT2) than trong & nhing bénh nhan tng nguy co’ nhiém toan ceton
do dai thao dudng (DKA). Bénh nhan cé thé cé nguy co cao nhiém toan ceton do dai thac dwong gom bénh nhan ¢é du tri chirc nang té bao
beta thap (nhw bénh nhan dai thao dudng typ 2 co C-peptid thap hodc dai thao dwong tr mién tiém an & ngudi In (LADA) hodc bénh nhan
co tién st viém tuy), bénh nhan bi han ché hap thu lveng thirc an hodc mat nwdc nang, bénh nhan gidm lidu insulin va bénh nhan tang nhu
cau insulin do bénh cép tinh, phdu thuat hodc nghién rou. Nén sir dung cac thube e ché SGLT2 than trong & nhing bénh nhan nay.

Nguy cor nhiém toan ceton do dai thdo dudng phai duoc xem xét trong trudng hop cé nhirng triéu chirng khéng dién hinh nhuw budn nén, nn
0i, chan an. dau bung, khat nwéc, kho thd, boi rdi. mét méi bat thueng hodc budn ngl. B&nh nhan nén dwoc danh gia nhiém toan ceton ngay
1ap tre neu xuat hién cac triéu chirng trén, bat ké mirc dwdng huyét 1a bao nhiéu.

Trwdc khi bat dau dung dapaglifiozin, nén xem xét cac yéu té cé thé dan dén nhidm toan ceton trong tién st bénh nhan.

Nén tam ngung diéu tri & nhirng bé&nh nhan nhap vién & phau thuat Ién hoac bénh nghiém trong cap tinh. Trong ca hai trung hop, co thé s
dung lai dapagliflozin khi tinh trang bénh nhan da on dinh.

Nhing trueéng hop hi_ém_ gdp cua nhiém toan ceten do dai thao dung (DKA), bao gém ca nhiing trwéng hop de doa tinh mang va gay ti
vong. da duoc ghi nhan & bénh nhan duoc diéu tri bang cac thudc e ché SGLT2, bao gbm dapagliflozin. Trong mét s6 truérng hop, bénh xuat
hién khéng dién hinh v&i mirc dudng huyét mau chi tng trung binh, duéi 14 mmol/L (250 mg/dL).

Nén ngung diéu tr dapaglifiozin ngay lap tirc & nhirng bénh nhan nghi ngé hodc chan doan nhiém toan ceton do dai thao dwdng.

Khéng khuyén cao sir dung lai thudc rc ché SGLT2 & nhitng bénh nhan ¢ DKA khi diéu tri bang thudc tre ché SGLT2 trude day, trir khi yéu té
rd rang khac duoc xac dinh va giai quyét triét Gé.

. 43
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CANH BAO VA THAN TRONG KHI DUNG THUOC o
Bénh nhan dai thao dwéng typ 1
DKA d3 dwoc bao cdo voi tan sudt thudng gap trong cac nghién ciru dapaglifiozin trén bénh nhan dai thao duéng typ 1. Khdng nén dung
dapaglifiozin dé diéu tri bénh nhan dai thao duong typ 1.
Nhiém triing dwéng tiét niéu
S bai tiét glucose niéu cé thé lién quan dén tang nguy co' nhiém trang duwdng tiét niéu; do d6, nén xem xét tam ngung dapaglifiozin trong khi
dang diéu tri viém than-bé than hoac nhiém tring duong tiét nidu.
Xét nghiém nuwoc tidu
Do co' ché tac dung cla thudc, bénh nhan sir dung FORXIGA sé co két qua dwong tinh véi glucose trong nudr tiéu.
Lactose
Vién thuéc co chira lactose (khan). Bénh nhan co cac rdi loan di truyén hiém gap nhw réi loan dung nap galactose, thiéu Lapp lactase hoc bat
thuding hép thu glucose-galactose khéng nén str dung thudc nay.
Viém mé hoai tl viing day chau (hoai ti Fournier)
Céac truéng hop bi viém mo hoai tr vung day chau (con duoc goi la hoai tir Fournier) sau khi thude lwu hanh trén thj trwdng da duoc bao céo
& bénh nhan n&¥ va nam dung thudc (rc ché SGLT2. Day la mét bién cb hiém gap nhwng nghiém trong va co kha nang de doa tinh mang can
can thiép phau thuat khan cip va diéu tri khang sinh.
Bénh nhan nén tim kiém sw cham séc y té néu co céc triéu chirng két hop cla dau, nhirc, ban d6 hodc swng & ving sinh duc hodc day chau,
kém theo sot hodc kho chiu. Can biét rang nhiém tring niéu sinh duc hodc ap xe vung day chau co thé bao truéc viém mo hoai tlr. Néu nghi
ngd hoai t&r Fournier, nén ngirng ding FORXIGA va tién hanh diéu tri kip théi (bao gém ca khang sinh va phau thuat cét bo).
Cét cut chi dudi
S gia tdng cac trueng hop cét cut chi dwéi (chi yéu 1a ngdn chan) da dwoc quan sat thay trong cac nghién clru 1am sang dai han & bénh
nhan dai thao duong typ 2 voi thude trc ché SGLT2. Khéng biét ligu day cé phai anh hwedng cla nhom thudc hay khéng. Diéu quan trong 12
phai tw van cho bénh nhan dai thao dudng cach cham séc ban chan dinh ky dé phong ngira.
aa
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Phu ni c6 thai

Chua co dir lidu v& st dung dapaglifiozin & phu n¥ co thai. Cac nghién clru trén chudt cho thay dac tinh trén than dang phat trién & giai doan
twong (ng véi 3 thang gilra va 3 thang cudi cia thai ky & ngudi. Do d6, khéng khuyén cao sl dung dapaglifiozin trong 3 thang gilra va 3
thang cudi cla thai ky.

Khi phat hién co thai, nén ngung diéu tri voi dapaglifiozin.

Cho con bu

Chua biét dwoc dapaglifiozin va/ hodc chat chuyén hoa co bai tiét vao sira & nguei hay khong. DI liéu duoc lwc hoc/ doc tinh trén déng vat
cho thay dapaglifiozin/ chat chuyén hoa bai tiét vao sra, cling nhw cé tac dong dwoc ly dén thu con duoc nudi bang sira me. Khong the bo
qua nguy co trén tré so sinh/ tré nhd. Khéng nén sir dung dapagliflozin khi dang cho con bu

Kha nang sinh san
Chua nghién clru tac dong cla dapagliflozin dé&n kha nang sinh san & ngudi. & chudt duc va chudt cai. dapaglifiozin khéng c6 tac dong dén
kha nang sinh san & bat ky lieu thir nghiém nao.

SU’ DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU 0
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ANH HUO'NG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 0
FORXIGA khéng &nh hudng hodc &nh huwdng khong dang ké dén kha nang lai xe va van hanh may. Bénh
nhan nén dwoc canh bao vé nguy co ha dwéng huyét khi siv dung dapaglifiozin phoi hep voi sulfonyluré hodc
insulin.
Tha . E -AS
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Twong tac dworc lyc hoc

Thudc loi tigu

Dapaglifiozin c6 thé Iam tang tac dung loi tiéu cua thiazid. thudc loi tiéu quai va c6 thé 1am tang nguy co' mét nuéc va ha huyét ap (xem phan
“Canh Bao va Than Trong Khi Dung Thuéc”).

Insulin va cac thubc kich thich tiét insulin

Insulin va cac thuoc kich thich tiét insulin nhuw sulfonyluré co thé gay ha du‘crng huyét. Do @6, cn slr dung liéu thap insulin hodc thuéc kich
thich tiét insulin de han ché nguy co' ha dwong huyét khi stk dung phoi hop véi dapaglifiozin (xem phan “Céch Dung, Liéu Dung” va “Tac Dung
Khéng Mong Muén Cia Thuéc").

Twong tac duoe ddng hoc
Dapaglifiozin chuyén hoa chi yéu theo con duéng két hop glucuronid gian tiép qua UDP glucuronosyltransferase 1A9 (UGT1A9).

Trong cac nghién cvu in vitro, dapaglifiozin khéng e ché cytochrom P450 (CYP) 1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19,
CYP2D8, CYP3A4, cling khong gay cam (ng CYP1A2, CYP2B6 hoac CYP3A4. Do do, dapaglifiozin khong anh hwdng dén sw thanh thai qua
chuyén hoa cla cac thude duoc chuyén hda qua cac enzym trén khi dung chung.

Tac déng clia cac thude khac trén dapaglifiozin

Cac nghién clru vé tong tac tién hanh trén nguoi khde manh, chi yéu stk dung thiét ké liéu don, cho thay duoc dong hoc cla dapaglifiozin
khéng bi anh hwédng béi metformin, pioglitazon, sitagliptin, glimepirid, voglibose, hydrochlorothiazid, bumetanid, valsartan, hodc simvastatin.

Khi s dung dong thevi dapaghﬂozm voi l'lfal'nplCIrl (chat cdm (ng nhigu chat van chuyén tich cwe va cac enzym chuyén héa thudc), da ghi
nhan néng d6 va théi gian tiép xuc (AUC) cla dapagliflozin giam 22%, nhieng khéng ¢ tac dong co y nghia lam sang dén bai tiét glucose vao
nuwéc tidu trong 24 gio. Khdng khuyén cao diéu chinh liéu. Khong co tac déng co y nghia Iam sang v&i cac chat cdm (g khac (nhu
carbamazepin, phenytoin, phenobarbital).

Khi str dung ddng thoi dapaglifiozin véi mefenamic acid (chat rc ché UGT1A9), da ghi nhan néng dd va thoi gian nep xuc cua dapagliflozin
tang 55%. nhung khéng cd tac dong ¢ y nghia lam sang dén bai tiét glucose vao nudc tiéu trong 24 giér. Khdng khuyén cao diéu chinh liéu.

TU'ONG TAC, TWUONG KY CUA THUOC O
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TUONG TAC, TUONG KY CUATHUOC @
Tac dong cia dapagliflozin trén cac thude khac
Dapaglifiozin co thé lam tang bai tiét lithi & than va néng do lithi trong mau cé thé gidm. Néng dé lithi trong huyét thanh nén dwoc theo doi
thwdng xuyén hon sau khi khéi tri va thay ddi liéu dapaglifiozin. Bénh nhan nén dén bac si da ké don lithi @& theo ddi ndng do lithi trong huyét
thanh.
Trong céc nghién ctru vé twong tac duoc tién hanh trén nguoi khde manh, chu yéu st dung thiét ké liéu don, dapaglifiozin khong &nh hudng
den duoc dong hoc cla metformin, pioglitazon, sitagliptin. glimepirid, hydrochlorothiazid, bumetamd valsartan, digoxin (mét chai nén cua P-
gp) hodc warfarin (S-warfarin, mét chat nén cula CYP2CQ) hodc tac dung chéng dong cta warfarin do bang INR. Phéi hop liéu don
dapaglifiozin 20 mg va simvastatin (moi chét nén clia CYP3A4) lam tang 19% AUC cla simvastatin va tang 31% AUC cla acid simvastatin.
Tang ndng d6 va théi gian llep xuc clia simvastatin va acid simvastatin khong cé y nghia lam sang.
Xeét nghiém dinh lugng 1,5-anhydroglucitol (1,5-AG)
Theo ddi viéc kiém scét duong huyét bang xét nghiém dinh lvong 1,5-AG khong duoc khuyén cao vi phép do 1,5-AG khéng tin cy trong
danh gia kiém soat dwdng huyét & bénh nhan st dung thudc (e ché SGLT2. Khuyén dung cac phuong phap thay thé dé theo doi viéc kiém
soat dudng huyét,
Tréem
Céac nghién clru vé tuong tac chi dwoc thuc hién trén ngudi lon.
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TAC DUNG KHONG MONG MUON CUA THUOC &)

Tom tat dir liéu an toan
Trong cac nghién clru lam sang trén bénh nhan dai thao dwéng typ 2, hon 15.000 bénh nhan duoc diéu tri bing dapaglifiozin.

Panh gia chd yéu vé d an toan va dung nap 1hu0c da dwoc tién hanh trong mét phan tich gop tir 13 nghién ctru ngan han (1én dén 24 tuan)
¢6 ddi chirng véi gia dwoc, 2.360 bénh nhan diéu tri véi dapaglifiozin 10 mg va 2.295 bénh nhan dung gia duoc.

Trong nghién ctru dur héu tim mach clia dapaglifiozin (xem phén “Ddc Tinh Duoc Luc Hoc"), 8.574 bénh nhan d|eu tri bang thudc dapaglifiozin
10 mg va 8.569 bénh nhan dung gia dwoc trong khoang thei gian diéu tri trung binh I 48 thang. Trong téng s6 30.623 bénh nhan-nam dung
thudc dapagliflozin

Phan (rng ngoai y thuéng gap nhét duoc bao cao trong cac nghién clru lam sang la nhiém trung duéng sinh duc.

FORXIGA da dwoc danh gia trong cac nghién clru lam sang trén cac bénh nhan dai thao dwong typ 2. cac bénh nhan suy tim va cac bénh
nhan bénh than man tinh. HS so an toan téng thé cua FORXIGA théng nhat nhau trén cac chi dinh da dwoc nghién ctru. Ha duong huyét
nghiém trong va nhiém toan ceton do dai dwéng chi duoc ghi nhan & cac bénh nhan dai thao duéng.

Bang cac phan &ng ngoai ¥

Cac phan (rng ngoai y dudi day dwoc ghi nhan trong cac thiy nghiém I&m sang c6 ddi chirng v&i gia droc va theo ddi trong qua trinh lwu hanh
thuéc. Khéng co phan ng nao lién quan dén liéu dung. Céac phan ing ngoai y dwoc phan loai theo tan sudt va hé co quan (SOC). Cac nhém
tan sudt dwroc xac dinh theo quy wdc nhw sau: rat theong gap (= 1/10). thwong gap (2 1/100 dén <1/10), it gap (= 1/1.000 dén < 1/100), hiém
gap (= 1/10.000 dén < 1/1.000), rat hiém gdp (< 1/10.000) va khdng xac dinh (khong thé wéc tinh tir diF liéu co san).
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TAC DUNG KHONG MONG MUON CUA THUOC @

Bang 2. Cac phan (rng ngoai y trong thir nghiém 1am sang c6 déi chirng véi gia dwoc * va theo déi trong qua trinh Iwu hanh thuée

Hé co quan Rat thuong Thwong gap * It gap ** Hiém gdp
94p
Nhim trong va Vimamhé-am | Nhiém nam
nhiém ky sinh dao, viém quy dau
trén da va phan va cac nhidém tring
phu duong sinh duc* **
Nhi&m trang duéng
et nidy =2
Rai loan chuyén | Ha dudng Giam thé tich Nhiém toan
nhéa va dinh nuyét (ki siz tudn hoan®* ceton do dai thac
dudng dung vei SU Khat duéng®
hoac insulin
Réi loan than Chong mat
xinh
Réi loan héu Taobon~
hoa Khd miéng
Réiloan da va Phat ban*
| mé dudida
Rdi loan co Bau lung
xuong va md
lién ket
Réi loan tai than Tiéu kho Tidu dém ™
va dudng nidu Tidu nhidu
Rdi loan sinh Ngua am dao-
duc va tuyén vu amha
Ngua duong
sinh duc
Can lam sang Tang nematocrit | Tang uré trong
Ro1 loan lipid mau’ mau
Giam can”

2 Bang nay trinh bay di¥ liéu dén 24 tuén (ngdn han) khéng tinh dén diéu tri tang cuéng
® Xem thém théng tin & cac muc twong &ng bén dudi.
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©Viém am dao — am hd, viém quy dau va cac nhiém triung duéng sinh duc bao gdm cac thuat ngir khac thuong duwoc dung nhu: viém nhiém
am dao - am hd do ndm, nhiém trung 4m dao, viém quy dau, nhiém nam sinh duc, nhiém nam Candida &m dao — am ho, viém am dao — am
hé, nhiém nam Candida quy dau, nhi¢m nam Candida sinh duc, nhidm trung sinh duc, nhiém tring sinh duc nam giéi, nhiém trung duong vat,
viém am ho, viém am dao do vi khuan, ap-xe am hd.

3 Nhiém tring dwong tiét nidu bao gdm cac thuat ngl thuong duoc dung sau day, duoc liét ké theo thir tw tan sudt bao cdo: nhiém tring
dwong tiét niéu, viém bang quang, nhidm tring duéng tiét niéu do Escherichia, nhiém trung dwéng niéu sinh duc, viém bé than, viém vung tam
giac bang quang, viém niéu dao, nhiém trung than va viém tuyén tién liét.

= Giam thé tich tuan hoan bao gdm cac thuat ngir khac thudng dwoc dung nhu: mét nude, gidm thé tich mau, ha huyét ap.

“Tidu nhiéu bao gbm cac thuat nglr khac thueng duoc dung nhw: tiéu nhat, tidu nhidu, tang luong nwdc tiéu.

aThay ddi trung binh hematocrit so v&i ban dau ddi véi dapaglifiozin 10 mg la 2,30% va doi véi gia duoc la -0,33%. Gia tri hematocrit >55%
dwoc ghi nhan & 1,3% bénh nhan diéu tri véi dapaglifliozin 10 mg va 0,4% doi véi gia duoc.

" Phan tram thay ddi trung binh so v&i ban dau cua dapaglifiozin 10 mg so véi gid dug'c trong (ng nhw sau: cholesterol toan phan 2.5% so véi
0.0%: HDL cholesterol 6,0% so v&i 2,7%; LDL cholesterol 2,3% so v&i =1.0%; triglycerid =2,7% so v&i =0,7%.

' Xem phan “Canh Bao va Than Trong Khi Dung Thudc’.
| Bao cao trong nghién ciru du hau tim mach & bénh nhan dai thao duong typ 2. Tan sb dua trén ty 1& hang nam.

“Phan (rng ngoai y dwoc ghi nhan trong sudt qua trinh luu hanh thuéc. Phat ban bao gém cac thuat ngi sau, duoc liét ké theo thir tu tan suat
trong thir nghiém lam sang: phat ban, ndi ban toan than. ban ngi¥a, ban dang phang, phat ban dat san, ban c6 mun mu, ban mun nudc. ban
dd. Trong thir nghiém lam sang co ddi chirng va doi chirng gia duoc (dagagliflozin, N=5936, nhém chirng. N=3403), tan suat phat ban twong
tw voi dagaglifiozin (1,4%) va nhém ching (1,4%).

* Ghi nhan & = 2% bénh nhan va co thém 2 1% va it nhat 3 bénh nhan ni¥a diéu tri voi dapaglifiozin 10 mg so véi gia duoc.

** Ghi nhan béi nghién clru vién la co thé lién quan, hiu nhu lién quan hoac lién quan dén diéu tri cia nghién ctru va ghi nhan & = 0.2% bénh
nhan va cé thém 2 1% va it nhat 3 bénh nhan nira diéu tri voi dapagliflozin 10 mg so v gia dworc.

TAC DUNG KHONG MONG MUON CUA THUGC O
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TAC DUNG KHONG MONG MUON CUA THUOC 0
M6 ta cac phan (rng ngoai y chon loc
Viém am dao — 4m hé. viém quy dau va cdc nhiém trung dudng sinh duc
Trong phén tich gdp di liéu an toan cua 13 nghién clru Iam sang, viém am dao - &m hd, viém quy dau va cac nhiém trung dwdng sinh duc
duoc ghi nhan & nhom dang dapaglifiozin 10 mg va & nhom dung gia duoc twong éng 1a 5,5% va 0,6%. Hau hét cac nhiém trung ti nhe den
trung binh va bénh nhan dap (g véi dot dau dieu tri bang phwrong phap diéu tri chuan va hiem khi phai ngung diéu tri véi dapaglifiozin. Cac
nhiém trung nay thueng xdy ra hon & nir gidi (tuong (bng la 8,4% va 1,2% @i voi dapaglifiozin va giad dwoc) va bénh nhan co tien st nhiém
trung thwéng hay tai phat hon.
Trong nghién ciru di hau tim mach, s long bénh nhan méc phai bién cb ngoai y nghiém trong Ia nhiém tring sinh duc thi it va phan bd déu:
2 bénh nhan trong m&i nhém dapaglifiozin va gia duoc.
Ha duéng huyét
Tan suét ha durdng huyét phu thude vao tri lidu nén st dung trong mdi nghién clru.
Trong cac nghién ciru dapaglifiozin don tri ligu, tri liéu phdi hop bé sung véi metformin hodc phdi hop bd sung voi sitagliptin (cung hoéc khong
cung voi metformin) dén 102 tudn diéu tri, tan sudt cac con ha dudng huyét nhe twong duong nhau (< 5%) gida cac nhom diéu tri, ké ca
nhém dung gia duoc. Trong tat ca cac nghién clru, cac con ha duéng huyét nang it gép va twong dwong nhau & nhom didu tri voi
dagagliﬂozin hodc gia duoc. Cac nghién ciru tri liéu phdi hop bd sung véi sulfonyluré (SU) va voi insulin o ty 1é ha dudng huyét cao hon (xem
phan “Twong Tac, Tuong Ky Cua Thuoc”).
52
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TAC DUNG KHONG MONG MUON CUA THUOC 0

Trong mdt nghién clru phéi hop bd sung véi glimepirid, & tudn 24 va 48, cac con ha dwdng huyét nhe thwong gdp hon & nhém diéu tri véi
dapaglifiozin 10 mg va glimepirid (twong rng la 8.0% va 7.9%) so v&i nhém dung gia dwoc va glimepirid (twong wng l1a 2.1% va 2,1%).

Trong mét nghién clru phdi hop bd sung véi insulin, & tudn 24 va tudn 104 cac con ha dwéng huyét nang & nhom diéu tri véi dapaglifiozin 10
mg phoi he'p véi insulin twong (ng 1a 0,5% va 1.0% va & nhom dung gid duoc phdi hop véi insulin 1a 0,5%. O tuan 24 va tuan 104, cac con ha
dwéng huyet nhe & nhom dieu tri voi dapaglifiozin 10 mg phdi hep véi insulin twong ng 1a 40.3% va 53,1% va & nhém dung gia dwoc phoi
hop v&i insulin twong wng 1a 34,0% va 41,6%.

Trong mét nghién ciru phdi hep bé sung véi metformin va 1 thuée sulfonyluré, 1én dén 24 tudn, khdng ghi nhan cac con ha duéng huyét nang.
Cac con ha dwéng huyét nhe duoc ghi nhan & 12,8% bénh nhan & nhom diéu tri voi dapaglifiozin 10 mg phéi hop véi metformin va 1 thudc
sulfonyluré va & 3.7% bénh nhan & nhém dung gid dwoc phoi hop véi metformin va 1 thude sulfonyluré.

Trong nghién clru dy hau tim mach cua dapaglifiozin. khdng c6 tang nguy co' ha dwéng huyét ndng & nhém diéu tri bang thuéc dapaglifiozin so
vgi nhom dung gia duoc. Bién cb ha dwéng huyét nang duoc ghi nhan & 58 bénh nhan (0,7%) dang diéu tri bang thudc dapaglifiozin va 83
bénh nhan (1.0%) dang dieu tri bang gia duorc.

Gidm thé tich tudn hoan

Trong phén tich gdp dir liéu an toan thude clia 13 nghién clru 1am sang, cac phan (¢ng lién quan dén giam thé tich (bao gdm maét nudc, giam
the tich mau hodc ha huyét ap) da dwoc ghi nhan & nhom dung dapaglifiozin 10 mg va & nhém ding gid dwoc twong (ng 1a 1.1% va 0,7%:
cac phan (rng nghiém trong xay ra & < 0,2% bénh nhan trong dwong nhau & nhdm dung dapaglifiozin 10 mg va nhém ding gid dwgc (xem
phan “Cénh Bao va Than Trong Khi Dung Thuéc”).

Trong nghién ciru dw hau tim mach cla dapaglifiozin, s lvong bénh nhan mac phai bién cé gidm thé tich duoc ghi nhan phan bé déu giva
cac nhom diéu tri: 213 (2,5%) & nhom dung dapagliflozin va 207 (2,4%) trong nhom ding gia duorc. Bién co ngoai y néng dwoc ghi nhan ¢ 81
(0,9%) trong nhém dapagliflozin va 70 (0,8%) trong nhém gid dwoc. Bién cd ngoai y thuwong phan bd déu gitra cac nhom diéu tri trai déu trén
cac phan nhém nhd ve tudi tac. dung thude loi tiéu, tang huyét ap va ding thudc (rc ché thu thé angiotensin/ (rc ché men chuyén angiotensin.
O bénh nhan vao théi diém khdi dau co eGFR < 60 mL/phat/1,73 m?, cd 19 bénh nhan c6 bién cd ngoai y nang lién quan dén gidm thé tich
tudn hoan trong nhém dapaglifiozin va 13 bénh nhan cé bién cb ngoai y trong nhom gia duoc.

L Ihong tin ké toa Forxiga 32
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Nhiém toan ceton do déi théo dudng
Trong nghién clru dw hau tim mach cla dapaglifiozin, v&i thei gian ding thudc 1én dén 48 thang, ghi nhan cé 27 bénh nhan co bién ¢ ngoai y
nhiém toan ceton do dai thao dwéng trong nhém diéu tri v&i dapaglifiozin 10 mg va cé 12 bénh nhan trong nhom diéu tri gia dwoc. Bién co
ngoai y xay ra rai déu trong suét khoang thei gian nghién ciru. Trong sé 27 bénh nhan bi nhiém toan ceton do dai thao dwéng trong nhém
dapaglifiozin, c6 22 bénh nhan dang diéu tri déng théi véi insulin vao théi diém xay ra bién cb ngoai y. Yéu té nguy co nhiém toan ceton do dai
thao dwong da dwoc dw doan & nhom déan sé dai thao dudng typ 2 (xem phan “Canh Bdo va Than Trong Khi Dung Thudc”).
Nhiém trang dudng tiét nigu
Trong phan tich gdp di¥ liéu an toan thudc cta 13 nghién clru Iam sang, nhidm tring dudng tiét niéu duoc ghi nhan thueng xuyén hon dbi véi
bénh nhan dung dapagliflozin 10 mg so véi gid duoc (twong (ng 1a 4,7% va 3,5%: xem phan “Cénh Béo va Thén Trong Khi Dung Thudc”).
Hau hét cac nhiém trung tir nhe dén trung binh va bénh nhan dap (ng véi dot dau diéu tri bing phac @b diéu tri chudn va hiém khi phai ngung
diu tri v&i dapagliflozin. Cac nhiém tring nay thwéng xay ra hon & ni gioi va bénh nhan cé tién sl bénh thwong hay tai phat hon.
Trong nghién clru dy hau tim mach clia dapaglifiozin, bién ¢é ngoai y ndng clia nhiém triing tiét niéu duoc ghi nhan it thwong xuyén & nhom
dapaglifiozin so v&i nhom gia duoc, co 79 (0.9%) bénh nhan bi nhiém trung tiét niéu & nhém dapaglifiozin so voi 109 (1,3%) bénh nhan bj
nhiém tring tiét niéu & nhom gia duorc.
Nghién clru suy tim DAPA-HF va DELIVER
Khoéng co phan ng ngoai y méi duoc xac dinh trong cac nghién clru suy tim DAPA-HF va DELIVER.
Nghién ciru bénh than man tinh DAPA-CKD
Khong cd phan &ng ngoai y méi duwge xac dinh trong nghién clru DAPA-CKD trén bénh nhan bi bénh than man tinh.
Bao cdo vé cac phan (fng ngoai v nghi ngé&
Bao cao cac phan (rng ngoai y nghi ngé sau khi cac san pham duoc duoc cap phép rét quan trong. Didu nay cho phép theo dai lién tuc sy
can bang gitra Ioi ich va nguy co clia cac san pham dugc. Cac chuyén gia y té duwoc yéu cAu bao cao cac phan (¢ng ngoai y nghi ngd:.
54
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QUA LIEU VA CACH XU’ TRi A

Dapagliflozin khéng cho thdy ddc tinh & ngudi khde manh uéng ligu don dén 500 mg (gap 50 1an lidu khuyén cao t6i da & ngudi). Nhirng
nguoi nay co glucose phat hién duoc trong nuéc tiéu trong mét khoang thei gian lién quan aen ligu dung (it nhat 5 ngay déi véi liéu 500 mg).
khéng co6 bao cao nao vé mat nuéc, ha huye1 ap hodc mat can bang dién gidi, va khong co tac dong €O y nghia lam sang aén khoang QTc. Ty
& ha r.!wo-ng huyét twong duong véi gia duoc. Trong cac nghién cutru lam sang st dung liéu 1 1an hang ngay dén 100 mg (gép 10 1an liéu
khuyén cao téi da & ngwm) trén ngudi khoe manh va bénh nhan dai thao duong typ 2 trong 2 tuan, ty I& ha duong huyet cao hon so voi gla
duoc va khéng lién guan dén lleu dung. Ty 1& cac bién cb ngoai y bao gom mat nwoc hodc ha huyét ap tuong duwong voi gia dwoc, va cac chi
sb xét nghiém bao gom cac chét dién giai huyét thanh va chat danh dau sinh hoc cua chirc nang than khéng thay ddi ¢d y nghia [am sang lién
quan dén lieu dung.

Trong trudng hop qua liéu, nén bat dau diéu tri hd tro' thy theo tinh trang 1am sang cla bénh nhan. Viéc loai trir dapaglifiozin qua loc mau chura
dwec nghién clru.

Promomat|Ds: VN-3380
Ngay hiéu luc: ngay 09/09/2025
Ngay hét han: ngay 09/09/2027
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QUY CACH DONG GOI: FORXIGA 5mg, 10mg: Hop 2 vi x 14 vién nén bao phim.

DIEU KIEN BAO QUAN: Bac quan & nhiét d duéi 30°C.

HAN DUNG: 3 nam ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

L@N, DIA CHi CUA CO' SO’ SAN XUAT THUOC: AstraZeneca Pharmaceuticals LP, 4601 Highway 62 East, Mount Vernon, Indiana 47620,
Y.

TEN, DIA CHi CUA CO SO DONG GOI VA XUAT XUWWONG LO: AstraZeneca UK Ltd, Silk Road Business Park, Macclesfield, Cheshire SK10
2NA, Anh,

NGAY XEM XET SUPA BOI, CAP NHAT LAI NOI DUNG HU'O'NG DAN SU DUNG THUOC: 12/02/2025
Doc ID-003852749 V13.0
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