et CONG TY TNHH CONG HOA XA HOQI CHU NGHIA VIET NAM
ASTRAZENECA VIET NAM DPoc lap - Tw do - Hanh phic
S8:445/BA-1225 e

- sioddg|  VANBANTHONG BAO
Ngaydl)../44./12085]  TO CHUC HOI THAO GIOI THIEU THUOC

R ooiiiciiiaminiis Kinh ot SGY TE HA TINI
S6'vaky hiéu HS.......| IR ,
I Témcosothongbio t6 chire hoi thao gidi thiéu thude:

Cong ty TNHH AstraZeneca Viét Nam

2. Dia chi: Tang 18, tda nha A&B, s6 76A dudmg Lé Lai, phuong Bén Thanh, TP H6 Chi Minh
3. SH dién thoai: (028) 383278088 Fax: (028) 38278089

4. Ho, tén, sb dién thoai cua nguoi lién hé khi can: Nguyén Hai Yén-0983839359

5. Danh muc thudc duoc thong tin theo hinh thire hdi thao gidi thiéu thude:

S6 gidy diang ky lwu hanh thu’(‘)c/sé gidy phép nhip

Tén thub 2 £
i khau thuoc

Breztri Aerosphere 300110445423

(Moi liéu phong thich chita: Budesonid 1 60mcg.  |Co so dang ky: Cong ty TNHH AstraZeneca Viét Nam (dia chi: Tci'fr o 18, toa

. tha A&B, 5o 76 dwong Lé Lai, phuwong Bén Thanh, qudn 1, TP. Ho Chi Minh)

Glycopyrronium 7,2mcg, Formoterol fumarat :

dilvdrat Smee Co so san xuat: AstraZeneca Dunkerque Production (Dia chi.: 224, Avenue
< o

de la Dordogne, 59640 Dunkerque, France)
Theo qrrvél dinh gia han s6: 796/0D-0OLD ngay 27/10/2023

6. Thanh phan tham du: 25 Duoc si ciia céc nha thude trén dia ban Ha Tinh.

7. Dia diém va thoi gian du kién td chic:
Dia diém: Nha hang Dai Huong Bién- 140- DPuong Ham Nghi, Phuong Thanh Sen, Ha Tinh

Thoi gian: 11:00-13:00, ngay 18 thang 12 nam 2025

8. Tai liéu kém theo:

E Chuong trinh hdi thao gidi thiéu thudc bao gdm: thai gian, dia diém, thanh phan tham du.
. Bai trinh bay vé Thong tin thudc

9. Cam két cua co so:

Co s& dd nghién ciru va cam két tuén thu day du cac quy dinh cta ¢6 lién quan trong linh vuc dugc.

Phat trién thwong mai







AstraZeneca

CHUONG TRINH HOI THAO
GIOI THIEU THUOC BREZTRI AEROSPHERE

Thoi gian: 18/12/2025
Dia diém: Nha hang Pai Hiong Bién- 140- Puong Ham Nghi, Phuwong Thanh Sen, Ha Tinh
86 heong: 25 Durgc sT cua cdc nha thudc trén dia ban Ha Tinh

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

Coéng ty TNHH AstraZeneca Viét Nam

CHUONG TRINH

11:00 -11:25 Pon khach

Phit biéu khai mac.

11:25-11:30
Dai dién Cong ty TNHH AstraZeneca Viét Nam

11:30 — 11:45 Gii thi¢u thudc Breztri Aerosphere
DS: Nguyén Thi Nhan - Trinh dugc vién - Cong ty TNHH Astrazeneca Viét Nam
Thao luin va tong két

11:45-12:00

DS: Nguyén Thi Nhan - Trinh duwoc vién - Cong ty TNHH Astrazeneca Viét Nam

12:00-13:00 Tiéc trua
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\ ASTRAZENECA )2
VIETNAM /3

BREZTRI AEROSPHERE

(Budesonid /Glycopyrronium /Formoterol)

Thanh phan hoat chit:

| BREZTRI | Liéu dinh chuan twong (rng (mcg) Mai nhat xit (lieu phong thich, Ivgng thudc roi
AEROSP khdi dau ngam) (mcg) chira:
HERE
Budesonid | Glycopyrronium | Formoterol | Budesonid Glycopyrronium | Formoterol
fumarat fumarat
dihydrat dihydrat
160/7,2/5 | 170 1.0 5,3 160 1.2 5
(twong duong | (twong (twong duong 9 | (twong
9,6 mcg | duong 5,1 mcg duong 4,8
glycopyrronium | mcg glycopyrronium | mcg
bromid  hoac | formoterol bromid  hoac | formoterol
glycopyrrolat) fumarat) glycopyrrolat) fumarat)
i 1
Vui long tham khao Théng tin ké toa Breztri Tai liéu théng tin thudc danh cho can bd y té (:?

Tai liéu nay khéng duoc chia sé hay phan phat dudi bat ki hinh thire nao, vui long khéng sao chép hodc ehup man hinh

PromoMats ID: VN-3077 | Date of preparation: 02 2025 Date of Expiration 02 2027

1
(Budesonid /Glycopyrronium /Formoterol)
CHi BINH
BREZTRI AEROSPHERE duwoc chi dinh dé diéu tri duy tri bénh phdi tdc nghén man tinh
(COPD).
DANG BAO CHE QUY CACH DONG GOI:
Hbn dich nén duwéi ap suat ding dé hit. Hop gém 1 tdi nhém chira binh xit 120 liéu.
Hén dich mau tréng.
Vui léng tham khao Théng tin ké toa Breztri
2
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THONG TIN SAN PHAM

BREZTRI AEROSPHERE

(Budesonid /Glycopyrronium /Formoterol)

4
Vui long tham khao Thdng tin ké toa Breztri ?

HWONG DAN SU’ DUNG

Cac bé phan cua binh xit cqtB G e = 5 oox L 2
B& chi thi liéu B0 phan chi thi liéu sé déem ngwoc 1 liéu sau mai lan xit thudc.

Gan trén binh xit. . h

Vach chi thi lieu

R My Cho thay sé liéu xit con lai

Binh xit (bén trong)

Chira thude. Vung vang

Pat mua mét binh xit méi khi

Thiét bi truyén dong vach chi thi liéu & trong ving
Chira binh xit thuoc vang

Ving do
Loai bo binh xit khi vach chi thi
liéu da & vach 0 trong ving dé

Pau ngam
Xit thude.

Nip diu ngam
Bao vé dau ngam khi binh xit khéng str dung.

Vui Iéng tham khao Thaong tin ké toa Breztri
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BREZTRI AEROSPHERE

(Budesonid /Glycopyrronium /Formoterol)

CACH DUNG, LIEU DUNG

Liéu khuyén cao va cach dung

Liéu BREZTRI AEROSPHERE khuyén cao |a budesonid 320 mcg, glycopyrrolat 18 mcg va
AEROSPHERE

[budesonid/glycopyrrolat/formoterol fumarat 160 meg/9 mcg/4,8 meg]) hai lan méi ngay, vao

formoterol

budi sang va téi qua dudng hit bang miéng. Khéng sir dung nhiéu hon hai hit hai lan méi

ngay.

fumarat 9,6 mcg

(twong

ng 2 hit

Suc miéng bang nudc sau khi hit thuée nhung khéng nuét.

Vui léng tham khao Théng tin ké toa Breztri

BREZTRI

NP

BREZTRI AEROSPHERE

(Budesonid /Glycopyrronium /Formoterol)

Bang 1: Cac tac dung ngoai y theo tin sudt va hé co quan (SOC)

7H(c; quan

Tac dung ngoai y Thn suit

Nmhiém khuén va loan
khuan

Réi loan hé mien dicn

| Réi loan néi tiét

Nhiém nam Candida viing miéng Thuong gap
Viém phdi sl |

| Qua man Litgap

| Phu mach | Chua bigt

| Cae dau hiéu hodc triéu ching cua tac dung | Ral hieém gap
glucocorticaid toan than, vi du: suy tuyén

_| thugng than

"Réi loan chuyén hoa va
| dinh dut
Roi loan tam than

RGi loan hé than kinh

Roi loan thi grac

Tang duéng huyét Thuong gap
Lo lang Thuong gap
Mat ngu
Trdm cam | itgap

| Kich déng

| Bén chén

| Lo lang |

| Roi loan haoh vi - Rat hiém gap
Bau dau Thuong gap
Chang mat It gap
Run ray

Nhin mé (Xem muc Canh béo va than trong | Chua biét
khi ding thudc)
Buc thiy tinh the

_ Glaucom

Vui léng tham khao Thdng tin ké toa Breztri

Réi loan hé tm mach

lgr— ¥ T ha b A
. | Roi loan hé hé hap long

ngut va trung that

" Ror loan hé tiéu hoa

| Roi loan da va mo dut

da

~ Budn nén

Danhtrongnguc IS
Con dau thal nguc
Nhip tim nhanh
Loan nhip tim (rung nhi, nhip nhanh trén that

Khan tieng
Ho

Viém hong

Co:thil phat gin L
Kh migng
Bam lim

Roi loan co iz._mng mo
lien ket

Chudtrit

_Thuénggdp

it gap

~ | Thueng gap
- itgap

TThuénggdp

|ogp
Itgap

Roi loan hé than-tiet niéu

Cac rdi loan chung va tai

vi tri diing thudc

_ Bitieu

Nhi&m triing duéng it nigu

Pau nguc

[Thuénggap |
_ ltgap

It gap

Thuong gap

-4 “A’ AVA\
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NGHIEN CU’U LAM SANG

Ther nghiém 1 (NCT02465567) (ETHOS) duoc thuc hién trong 52 tuan véi téng sé 8588 bénh
nhan phan ngau nhién (1:1:1:1) dung BREZTRI AEROSPHERE
(budesonid/glycopyrrolat/formoterol fumarat 320 mcg/18 mcg/9,6 mcg), budesonid,
glycopyrrolat va formoterol fumarat [BGF MDI 160 mcg/18 mcg/9,6 mcg] (BGF MDI 160
mcg/18 mcg/9,6 mcg khéng duoc phé duyét), glycopyrrolat va formoterol fumarat [GFF MDI
18 mcg/9,6 mcg], hoac budesonid va formoterol fumarat [BFF MDI 320 mcg/9,6 mcg], tat ca
déu duoc dung hai lan/ngay. GFF MDI va BFF MDI dwoc str dung trong cuing mét éng hit va
ta dwoc nhu BREZTRI AEROSPHERE.

Thir nghiém 1 duoc thuc hién trén bénh nhan co tién st mét hoac nhiéu lan xay ra con kich
phat COPD mirc dé tir trung binh hodc nang trong 1 nam trwdc khi tham gia nghién clru, ty
Ié FEV1/FVC sau khi dung thudc gian phé quan dudi 0,7 va ty 1é FEV: sau khi dung thudc
gian phé quan duéi 65% so vdi gia tri binh thwdng duw doan.

Vui léng tham khao Théng tin ké toa Breztri

A
4

NGHIEN ClPU LAM SANG

Ther nghiém 2 (NCT02497001) (KRONOS) duoc tién hanh trong 24 tuan véi tdng sé 1896
bénh nhadn phan ngau nhién (2:2:1:1) dung BREZTRI AEROSPHERE
(budesonid/glycopyrrolat/formoterol fumarat 320 mcg/18 mcg/9,6 mcg), glycopyrrolat va
formoterol fumarat [GFF MDI 18 mcg/9,6 mcg], budesonid va formoterol fumarat [BFF MDI
320 mcg/9,6 mcg], hodc chat déi chirng cé hoat tinh, nhan mé, tat ca déu duoc dung hai
lan/ngay. GFF MDI va BFF MDI dwoc st dung cung mét éng hit va ta dwoc nhu BREZTRI
AEROSPHERE. Thir nghiém 2 duoc thuc hién trén cac déi twong & thei diém tham gia nghién
clru, co ty 1é FEV1/FVC sau khi dung thudc gian phé quan nhd hon 0,7 va FEV1 sau khi dung
thudc gian phé quan thap hon 80% so véi gia tri du doan binh thueng. Bénh nhan trong Thir
nghiém 2 khéng bat budc phai co tién sir cac dot cap COPD mirc do trung binh hoac nang
trong 1 nam trudc khi tham gia nghién clru.

Vui 1dng tham khao Thong tin ké toa Breziri
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CHU'C NANG PHOI

Hinh 1: Gia trj thay déi trung binh hiéu chinh cua day FEV: so véi ban diu theo thoi

gian (Th& nghiém 1)"

0.20

o
w
i

Gid tri thay déi trung binh hiéu chinh
s0 vai ban diu cta day FEV, (L)
) o
& 2
L I

0.00 4

'Phan tich loai trir di¥ liéu do hé hap ky duwoc thu thap sau khi ngirng diéu tri theo nghién ciru.

Vui long tham khao Théng tin ké toa Breztri

Nhom didu tri
O BREZTRI AEROSPHERE 320/18/9.6 mcq
e GFF MDI 18/9.6 mcg

=0~ BFF MDI 320/9.6 mcg

%
(4

T
24

S8 tun dung thude

*GFF: glycopyrrolat va formoterol fumarat

BFF: budesonid va formoterol fumarat

R

Bang 2: Thay déi AUCe4cua FEV: va thay ddi trung binh binh phwrong téi thiéu (LS) cua
day FEV: (mL) vao budi sang trwrére khi diing thubc & tudn 24 so véi ban diu trong thir
nghiém 1 (Nghién ciru phu do hé hép ky) va thir nghiém 2

Vui long tham khao Théng tin ké toa Breztri

Thubc sur dung

FEV:iAUCos & Tudn 24 |

| Thay déi cua day FEVvao |
budi séng trwéc khi ding
thudc & tuan 24 so v&i ban

N N dél-l
= ~ Khac biét Khac biét
GFF MDI BFF MDI GFFMDI | BFF MDI
" Thir nghiém 1 (Nghién ciru phy) - o a -
[BREZTRI | 633 N=588 N=605 | 634 N=586 N=608 |
AEROBPHERE 53 mL 119 mL 35 mL 76 mL
(29, 77) (95, 143) (12.57) (54, 99)
Thir nghiém 2 S Mg L
"BREZTRI 4367 N=403 N=201 | 565 N=522 | N=266
e SmL 116 mL 13mL 74 mL
(-25, 34) (80, 152) (-8, 36) (47, 102)

'Phan tich loai trir dir liéu do ho hap ky dugc thu thap sau khi ngirng diéu tri theo nghién ciru,|

“GFF: glycopyrrolat va formoterol fumarat

BFF: budesonid va formoterol fumarat

10

w

-

LV
o“»(

"

]

= =
I

1§

"



12/2/202¢

CHU'C NANG PHOI

Trong Thir nghiém 2, trung vi thi gian khéi phat vao ngay 1, duwoc xac dinh la mirc FEV1 tang
100 mL so véi ban dau, la trong vong 5 phat trén bénh nhan diung BREZTRI AEROSPHERE
320 mcg/18 mcg/9,6 mcg. Trong Ther nghiém 1, bénh nhan duoc didu tri bang BREZTRI
AEROSPHERE 320 mcg/18 mcg/9,6 mcg trung binh st dung it thudc diéu tri cat con hang
ngay hon trong 24 tudn so véi bénh nhan diéu tri bang GFF MDI 18 mcg/9,6mcg va BFF MDI
320 mcg/9,6 mcg.

Vui long tham khao Thong tin ké toa Breztri *GFF: glycopyrrolat va formoterol fumarat  BFF: budesonid va formoterol fumarat

11

CON KICH PHAT COPD

Bang 3: Ty Ié con kich phat COPD mirc dd trung binh hodc nidng trong 52 tuin
trong thir nghiém 1’

Vui 16ng tham khdo Théng tin ké toa Breztri

“GFF: glycopyrrolat va formoterol fumarat

Diéutri‘(N) | Tylétrung Ty s ty suat % Ty légiam | GiatriP |
' binh hang (RR) so v&i con kich phat |
nam thuoc doi chiéu COPD ‘
{95% CI) (95% CI)
BREZTRI
AEROSPHERE 1,08 N/A N/A N/A
(N=2137)
|
| 0,76 24
GFF MDI (N=2120) | 1,42 p<0,0001
| (0,69; 0,83) (17, 31) ‘
0,87 13
BFF MDI (N=2131) 1,24 p=0,0027
(0,79; 0,95) (5, 21)

Trong Thir nghiém 1, diéu tri bang BREZTRI AEROSPHERE 320 mcg/18 mcg/9,6 meg cho
thay ty I& xay ra con kich phat COPD muc dd trung binh hoac ndng trong thai gian diéu tri
giam di trong 52 tuan so vai khi dung GFF MDI va BFF MDI (xem Bang 3).

BFF: budesonid va formoterol fumarat

12
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CON KICH PHAT COPD

Trong Thir nghiém 2, diéu tri bAng BREZTRI AEROSPHERE 320 mcg/18 mcg/9,6 mcg lam
giam ty |é xay ra con kich phat COPD mrc d6 trung binh hodc nang hang nam trong théi gian
diéu tri so véi khi dung GFF MDI 18 mcg/9,6 meg (RR [95% CI]: 0,48 [0,37; 0,64]) va so v&i
BFF MDI 320 mcg/9,6 mcg (RR [95% CI]: 0,82 [0,58; 1,17]). Swr khac biét gilra BREZTRI
AEROSPHERE véi BFF MDI khéng cé y nghia théng ké phan nhiéu do phan tich theo thir

bac.

(\is

Vui long tham khae Thong tin ké toa Breztri “GFF: glycopyrrolat va formoterol fumarat BFF: budesonid va formoterol fumarat

13

CHAT LUWQNG CUQC SONG LIEN QUAN DBEN SUC KHOE

Trong thir nghiém 1, ty I& bénh nhan dang diéu tri c6 cai thién SGRQ & tuan 24 cao hon &
nhom dung BREZTRI AEROSPHERE 320 mcg/18 mcg/9,6 mcg (50%) so voi ca nhom GFF
MDI 18 mcg/9,6 mcg (43%: ty sé chénh 1,4; [95% CI: 1,2 : 1,5]) va nhém BFF MDI 320 mcg/9,6
mcg (45%; ty s6 chénh 1,2; [95% CI: 1,1 ; 1,4]). Sw khac biét twong tw gitra cac nhom diéu tri
cling duoc ghi nhan & tuan 52.
Trong thir nghiém 2, ty 1é bénh nhan dang diéu tri co cai thién diém SGRQ & tuan 24 cao hon
¢ nhom dung BREZTRI AEROSPHERE 320 mcg/18 mcg/9,6 mcg (50%) so véi ca GFF MDI
18 mcg/9,6 mcg (44%; ty sé chénh 1,3; [95%CI: 1,0 ; 1,6]) va BFF MDI 320 mcg/9,6 mcg

(43%; ty s6 chénh 1,3; [95%CI: 1,0 - 1,7]).

Vui long tham khao Théng tin ké toa Breztri “GFF: glycopyrrolat va formoterol fumarat  BFF: budesonid va formoterol fumarat

14
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R.
BREZTRI AEROSPHERE
Budesonid 150 mogiGiycopytionium 7.2 meg/Fornmolerl fumarat dinydal § meg
HBn dich nén dusi dp sult ding dé nit

THUOC NAY CHI DUNG THED DON THUOG.

BE XA TAM TAY TRE EM. BOC KY HUOUNG DAN SU DUNG TRUGT KNI DUNG.
LAC KY TRUTT KHI DUNG.

THANH PHAN CONG THUC THUOC

Thanh phin haat chit

[ erieziin | i de e wrog v

| 445t o i ey B, spme i o |
i cnim

sEROSE | | 2 s el (g |
L |
I el b el e I e T
! ‘ | namaca |
| e
T 1\; 1w
(wrorg Sy | iworg
| % meg | dwong ot
gy | g
et e | tormotered
R on el
|
Thanh phin ta duoc
Neouran
1 2dutaaroyanghyowrs-3-phosphachoin
Caio ciord
DANG BAO CHE

#4dn e ran duoh e wult ding &b it
3 2 mau g
CHI Do

BREZTR! AEROSPHERE duoc oni dinn 84 déu i duy 1 oinn onds the ngnin man tinn
COPD)

Han crd s arg
SREITR) AEROSPHERE Andng Juot chi AN 58 gukm <o M Bhé quin <80 tinh nosc ddu
0 han ond Quln (Xem muc SN 20 v Miln Fong 46 dung mude

CACH DUNG, LIEU DUNG

Lty khuy#n cac v cach dung

Ly SREZTRI AERDSPHERE Wupdn éc 1 Dudwians 120 meg ghecoynow 18 meg v
formaecl umem 95 meg (wong Ung 2 ki BREZTRI  AEROSPHERE
[pusesondgycapyaial tormatarst humarat 160 meg G mogid 8 magl) har tn mb nghy e
Sub ing 4 15 qua duang nit slng ming Kndng s dung Ny hon har it hm Ui mb
Ll

iz Mg nhng NYOT Sau AN Nt hudc nhung kndng nudt

Chuan bi

Ay #50g binh wt BREZTRI AEROSPERE ruoc whi s dung @ dhu tén Knoi 30ng Bnh
14 2o trdt G dim B Wang thusdc thicn Kap & mi i Kt Knd: ddng bink «t SREZTRI
AEROSPHERE bing céch ot 4 in o wing ahtng khi cdch m mit e iy e mdi ln ot
hude

Ny Dinh it Ahgeg BUOC ding rong RON 7 nGly BAR KT 0 101 NOAC Lk AN T SACH hang
twln et dong i binn ot bing cich et 2 \n 0 Anéng Al caich  mit o i truds mi
4 o e

B0 phan dém Wy e

Finn snas tde BREITRI AERDSPHERE o4 wem theo bd onin rac dah iy cho Dt 8
Lrong M ot con @ uay ™S N s Aung Man tink bea by ding 00 mét vach ohi B bbu s
Ben chupkn sy md Bn et Kini ash G T b ndm reng ving vang fuc i 23 gdn ndt 5
M thube 20 i 8 dung Khong s Jung BREZTRI AERDSPHERE A vach ol thy by 4
Adm & v in vich O trong veng mi &

CHONG CHI DINH

néng cni den dung BREZTRI AEROSPHERE & nnimg bnn nhin miin cim v busesenss
Sheceyroiat. formolersl hoM: Bt Xy W GOC ks (rem tong Tt Thana pndn weg MUC
thuadic v TG CAnN 549 b tnlin bong M dung udc)

CANM BAO VA THAN TRONG KHI DUNG THUOC

Bidn cé nghiém trong lién quan dén hen phé quan - nhip vign, 431 nol khi quan, hr
o

15
R 0 ché 4 dug
BREZTRI AEROSPHERE Ahong Auoc o Sion 34 gudm <o tnke D Gutn 2D tinh Rl S
BREZTRI AEROSPHERE 1 nan piad quin (Nem muc Cank o i thin bong ah Jung frude)
Budesond 160 meg/Glycopyromum 7.2 meg/Formoterdl umarst difydrat 5 m:
. = CACH DUNG, UEU DUNG
Hin dich nen dudn dp sult dung da hit
Lidu xhuyén céo va cach ding
Ldu BREZTRI AEROSPHERE wuyin 280 W tutesorsa X2 meg ghecopraiat 18 mog
THUOC NAY CHI DUNG THEO BON THUOC. lormcierst  Wmerst 28 meg (worg wng I he SREZTRI  AERGSPHERE
DE XA TAM TAY TRE EM. DOC KY HUONG DAN SUf DUNG TRUTC KHI DUNG. budsscn < piyeosymalaformarerol fumarat 160 meg® megid 8 megl) v tn m ngay @
Bud sang va 1 qua JuSng Nt Bing Teing Khing s Sung AMehu RN har At ha 0 S
LAC XY TRUGC Kil DUNG. -
v
THANH PHAN CONG THUT THUOC
Sz meng bing MUOT 3w AN Mt thutic nhiung Anng nudt
Thanh phin hoat chit
Chuan &

{21 | L e ks g g i s k(s g Tk, g e v | Kn1 S sinn ot BREZTRI AEROSPHERE nusc ani adr dung de by tén Anéy ding &
agzose | ek Zhes rnplem ) o) Wi | ey 1l o6 o . Ay e BREZTRY
ot o ia =i it 3 2hm Bdo ONG IS Mish MOP & T sy wt A0 dng tiah ot BAE
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Ramax ramacr
syorat myors Shuce
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b hok | omoieres | e fosc et il e,
| avepwmuon | nemsery ‘MI. RaA
| I 86 phin dém lidu thude
Binn cnun thude B 5 wtm thea 20 pdn e den i cho bt 38
Thanh phin ta duec: womg b v con @ sm i ln 50 dung Mam niny pho ey dung o8 et wach e Th b s
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v CANM BAQ VA THAN TRONG KMI DUNG THUOC
Sibn cé nghitm frong lien quan dén hen e quan - nhip vidn, 43 néi ki quan, ti
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Tinh 8 tokn @ teu Oub co8 BREZTR) AEROSPHERE tnin tieh hin hen phi quin vin
“hus Suoc wac den BREITRY AEROSPHERE anang uoc o Sen 3k Sdu I hen phd uln
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i vong do hen DO by N0 66 1 e thir nghem i seng oo dd chimg clng cha thily wéc
s dung LABA don e 1m 141G nguy 50 NNAR v 30 e B Gudn & 1 sm o thanh Iy
nidn Nndng e 480G iy duOS xem 16 Shung e 68 nham LABA Ahi sir dung dan e Khi
sir dung i o8 dinh LABA kit nop vO ICS. Gl 4 tir s thix ngnem 1dm sang idn Ahéng
ano thily w0 tng 34ng kb rguy SO wly M Shc tain od nghidem ong ken quan Mn hen ohé
uadn (i win SM A A Guin. b vong) 30 w1 105 don in

D eu s o0 chud Cho thilly Agur O 11 vang g W R 5 dung LABA e baen chin
cocPo

Didn tién nang cua DANN vh che 301 cip tnh

Wnbng nbn W Shu ddu tn vtn SREZTRI AERDSPHERE & nimg tden nhdn mie COPD
o hin ndng oo thd din 1 de 208 tinh mang Chus o6 aghwe Ciu Ais W BREZTRI
AERCSPHERE in nhom Dith rhin mic COPD 3dn tdn niing Do %0 wit s aurg
BREZTR! AEROSPHERE trong tuang oD niy i shong ohi "D

BREZTRI AEROSPHERE Andng ndn ot sur oung 38 lm gim caa tnéu chirng oD tinh W
du b 11 cM con zo thit pnd guin clp Chus 26 nghién s v vide [pilm clio ik chimg
cdp timh it ding BREZTRI AEROSPHERE w Andng nén sir dung thém sy che ohi dnn
trén Cae iy chirg o Unh nén duoe Sdu tn 6ng thudc chi viln betsy the dung ngln aang
at

K bl 2 deu i ebng BREZTRI AEROSPHERE nhimg bénn nhiln dang s dung thudc
PG v betm e ung ngin 38 WL Iong vl (4 di bl ivmgty) ndn duoe udng
30 AQUNG s Jung TAAONG mupkn che B TR niy W8 SN 8l Sung ching O gdm by
‘ehirng O hilp cip tinh. Ko kb don BREZTRI AEROSPHERE ande wie y i cOng née b don
Thudt SR e Betey 8¢ 3ung rghn 38ng N W hutng din BEnh nhkn chen wr dung Ve
g e sl w0 dung Pude ol vi betey dang M cho iy DEnk o5 thi dang adn tin
nghem tTong Nan & chn Uot CREM 46¢ v i 0D Y

COPO co 1 adn tin chp tink Tong MOt W GO ROSE Shupdn Ak Man Tinh nhg W8I NpRY
fodc By non Ny wie 80 dung BREZTRY AEROSPHERE andng con wdm soll duoe e
trdu ENing NBBE INLGS Rl VN et 162 Dung NGAN dang N TS nén ke N Guk hosa brn
nhn chn hit Ardu Mgt ehd vin beta; the ung ngln Ron Binh huBng i diy oo thd
hiing abu R tha Iy tink g Binn whu & Trang trrong hop ny. G A8rh 38 I tinh

Targ Cla DheA ndn d8ng O vOn N 3 Sdu T COPD Kndeg ~n thrg i nang ngay
s BREZTRI AEROSPHERE wrof qué Wy dhuyin <o

Tranh dang qui iy BREZTRI AEROSPHERE vk tranh két hop vor cac Mudc chu vin
etay the dung keo dai khde

Tuang fu nhis cac lom MUAC R 56 GRUA TRANN DA DetaradrenerGc Al khang nén
ung BREZTRI AEROSOHERE thuong wuybn Non 14n sult duoc snurén cio ndng men
dung W cao RO khupdn cae RoBE KM ROD var che thudE Ahac o8 chia LABA do o6 thé gily
b by DA 08 beo cho vk cac 18G dung Ahang mong Mudn 1A tm mAch c0 § ngn'a tén dm
287G v I veng ko quan ddn wit S 3ung Jul A Thude CuDng gus Cam dang At B
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s LABA (v 0 nemretersl formcters fumanat. arforotenst el mdscaters @ S 6
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Nh#m ndm Candida h3u hong

BREZTRI AEROSPHERE 6 crul budesond MGX ICS Wndm Casgde abcans 1= ond &
Anoang muing v nbu fong 33 sy ™8 & nhdng bich nnin Buot ddu h Blng i nE T
uong meng o5 chir Dudesond. Ahi nndm nAm. banh nhen nén 0T deu tn téng thse
Nhang abm 1w chd hode toan thiln icu ik 8 dutng ulng) trong i vn D tuT & dung
BREZTRI AERCSPHERE Trong mat o4 truong nop cdn tam ngurg s dung BREZTI
AEROSPHERE Tu vin tdon nhdn suc mudng bling Ause Ahung kdng mal sai Wi diry
BREITRI AEROSPHERE dé guis gim nguy 0 rim ném Candide hilu hang

Vidm phol
0 26 bao sho vé nedm Wnudn dudng hd ABD Juth rong 33 b wim phE sau A &I UG
cancoMeina 1ang Kt Céc Bc 81 nén CEAN s N W DAL NN vbm DN 50 T iy T &
e ndn COPD 30 cac S dm 1m 180G i wim ph v 085 GO0 Nch phit Turtng tnirg
0 wn nhas

Tromg e T rghebm aaG 4 52 24l tree cac bR hde e COPD in = 3528) % & i
MSn b G B0 xbc A3 h £2% 5 nhbm BREZTR! AEROSPHERE 320 meg:"8 meg® 6
mog (v @ J144) 35% A5 vor budemsond. gheopyroiat W formoters fumanst [BOF MIDH 150
i8S 6 megl in = 2124) 23% o ver GFF MDI 18 meg 98 meq (n = 21261 v 154
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T uong hop 1 vong do wer Shé dly m 3 2 bden ahan ding BOF KIDI 150 mag'B
meg/ 6 meg. 3 i rhdn ding GFF 1AOH 18 mogB 8 meg wh Khdeg 8 Tedng Ko o v

oénn ~nan Jung BREZTRI AEROSPHERE 120 meg/18 mog 9  meg
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B wnan o0 T ikt i 282 QB TR W8 T TNGNG DB Sy TAGONG AN A O SN
thong. i el Rkt ndm ehuln (d)c ¢ 18 wim 53 Gy TGl OB SAC tinn Yang Kac
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belaadreeagic ChUc AMNG CHR mic cUb cie thu Id nby v chus 80T bt ddn. nhurg
0 N Adng cae thubE N VN betey B 1k Shon G2 S8 CANG 54 T 56 tic dung ke Sm
T Bung SUSS Iy S8 Shs Thube S VAN Beay ong B0 50 Smolercl fumant IR i@ 4
AR MO 3NAN adery! Cyclase N BAC. SN K WE Chuvln 35 Bdencan TORCADNE (ATR)
hinh cycics) §-ademosn moncphoachat (AMP wng) Mg 30 AUP wing 1ng i Gy Gén
0 #rom o culin 8 e o i ohtng o chilt nung Gien hda noc tr 8 peo i ot 1 N
4 585 mast gy B prdn Ung oua mlin cip tinn

Dups s hes

Do ann y tm

Nghan cuy TQT kheng Guot Muc hin v BREZTRI AEROSPHERE 40 tudetond whing
doh nutng W inoing OT Tuy nhia khd ning héo oM knoing QT
aiyoonitolatiormotersl lumart 48 Grot dANh g4 1rong MOL this Aghwm hm sang bt s
mu 581 don . A UG n G TUTE 8 NG UONG e B ngud: khde mann Sur ke
Ea trung Sk 90 R 08 gl tn DTl 23 ey RN v0 Bam S (G0 Nan Sm cly tnkn S5
My 2 M ghoopymoimiamotes fumart B3 mog @ ghtooymoisfomoters famarm
T219 2 mag 50 vor b duoe. rong Gng 8 31 (A7) me b 78 (53) . wk ARGng ndm trong
nguOng Min Tusn wh mit lim sang @ 10 ™. Su ting nhp tm oy T My cing 8 duos
% PR Su ARk Dl trung Bk 10n I v A Sem A1 M SN w04 Ben Ty (DOr NN I
iy trén S0%) 50 ven pd ouce i 33 (45) nhoiphut W 74 851 nhobhi duox phi Tin
Forg vong 10 phut seu I M1 Twong UG Ghresoyrolalicmactesdl At 948 mog &
PvccoyTomtformatesl fumanst T218 2 mop

Be0n 20 1 ngndn man oy
A g cia BREZTRI 99 hg tim & ARG COPD duos i
8 6Ang may Hatar 24 0 8 tuln 16 1oy MAt thi ngNA ko dili 52 hube (Thir nghm 1

Cudn I DENN AR AUOE theo a6 ANG Lm BANG My Hole onyg TG ngHem T beo gbm
180 b han wr oung BREZTRI AEROSPHERE 320 meg'18 meg® 4 meg 160 oénn nhan
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% g giyeaoyToiel @ formeters) hemarm [GFF MDH 18 megB 8 mogl v 153 bion
Gung Sudessrdiormeters fumerst [BFF MDI 300 map®8 meg) Chus g nhln duoe e
dung 2o § gnla i sang i Ao tm

Tos oung s g+

Ao rustng cls BREITRY AEROSFHERE 1en NG HPA Buos 2300 o bing chen 35 néng
33 coriac frong Puyi thank 24 G & hin dm Ban A v & Tulln 28 trén b i COPD.
Ti  trung St (a0 24%an dhu) aia BREZTRI AEROSPHERE 120 megiiBmeg® Gmeg
GFF WDI 18 mog® 8 mog in wot uang Ung 18 055 hé 54 bin thin (CVI3P%) v 084
ICV=36.6%)

BAC TiNH DUDT DONG HOG

Pruong trinn st 38ng hoo fuykn Hian 8 duoe ching minh 34 von budesond (80 dén 320
meg) glycosymaiat (18 dn 144 mep) v formoterdl fumarat (24 3dn 384 meg) Thsng tn w
Suoe d8ng hoc e gheooyToe W formoter fumane duoc e dinn dua TN SAS INANR
Bhdn mang RO lih WONG UNG 18 Jeseymorum W formasel Duoe Goeg Nee ale
Sudescnic. giycopyonam W formolersl trong BREZTRI AERDSPHERE tuang duang v
2u0C dOng MO A Sudesond . PrEcoyORm W formatecsl K BUOE S dung Gt g
Dudmonciomoivnl hole ghiooyrout tormoter Irong SBC aghde Tind ke AU, e
mann (500 M) 8 nguts mic COPD 18

Dude 3ong NoC 1Ung hen pdn trong BREZTRI AEROSPHERE 2wt tnon By Judr diy

o thy

Sudesormg S8a W LN Ahen COPD ni BREZTR: AEROSPHERE C.., dit JuoT ronp wng
20 3én 50 ghit Trang i 8n dinh uoc tink dat Auoc sau kiolng 1 agily Jung M p B
BREZTRI AEROSPHERE duoc e 3nn ihing qua phin tich duoe dong hoo qubn thd
AlUCa 1 can hon keang 13 1N 1o v ey idu dby tén

Giyropproiat Sau whi Dénh nhin COPO hit BREZTRI AEROSPHEAE (., 28l du0c trong
ong 2 3in 6 phit Trang thik &n Anh woc fink dat AUoT 1a Anong 3 gy dung Hu 90 =
BREITR! AEROSPHERE indag gus phdn ten Jucc 30ng noc quln tnd v AUCK o 280 hon
wnoing 18 i 53 vor e ey B 0

Formame! Fumarat Sau o tdet shda COPD ai SREITR AEROSPHERE ., 4 A
tong weg 10 0 50 phut Trang e Sn den u0C Tinh AN Sr0c saw OENG 7 Agly ey
s 39 im BAEITRI AEACSPHERE Ming Tun hin fen Sute Ang Roe Guln T W AUC,
1 238 7on knoling 13 tn ae w0 e b S tem

Poon o

Sudwaonss. Thi tich 97N 00 Db dn LOC tinn T tudesond 3 tTang tha dn den tnén i
rhén SOPO i whoing 1200 L ing Sus chiln tich uoc Bing noc quin I Treng anoing
ning 30 1-100 amoiL 17 1 4 it O DrOTeN MUK WONG CUA Dudesond ting B de0
50 1r 88% Sln 5T

Oiyoopyroist Th tien sham 08 e ioén Uoe Tnh SUs gysepymronum O TaNG Ml &n dnn
18 benn nnan COPD it anoing 5500 L. 1heng oua anen tian owoe B8ng noc Quln né. Trony
Wnoang ndng 39 2500 nmoll 1 i ln Wit v crotein Pupll 1UONG CUS BYRceyTERLM 380
6ng thr 43% din 5%

Farmoternl humarat. T lieh Bhan b trbu kin 4OC tiah 08 tormaeral & rang i &n Snn
trén pdna nhin COPD (4 khodng 2400 L. théng qua philn tich duoe 30ng hoo Guln Ihé. Treng
WNosng nong 39 10-500 amall. 1y W t4n wdt wn proten Nuydt 1WONG Sl formaterol da0 dong
Ha 48 ddn S8%

pi 34

Budetond Budesonad Bs0C Bai T Jus NUGC TéU i OR8N TUOY 3ang CNAE SPupin noa O
mét wong khing ding al Budesonad chus chuydn hoa SUSC phit fein tring Mo biu Than
o Bin T Mo Gl £8 Budeson 5 ndng aguc: mike COPD 18 wnaiing § 90 duoe o
sttty ol tich Aoe 3ang noc quin k-

Grpceopoiat Sau At tin macn mét W 02 mg ghcosymonsm daen oks phong @
351 thude 26 MM rong AUt Thu Lau S8 3B w M chit Reat 33 phong < Sirg duoc tm
by g M Thow gen Sae T me Sl U8 GYCORYTENKM & NG bEnn nnin mic
COPD 8 ahoing 15 50 thes shin tich Suwdc ddng not quin mé

Formotercl fument Su o t4t s formotersl 33 dUDe Aghdn G tén § ngus Whde marn
sau W S Gung 3800 oy fermoteral danh oy shong «a qua dudng uéng va duang Orn
mach Trang ngnn e niy. 32% s thute cis formetersl n Kl vor hoat 43 Breng @
o6 b DAL qun AUOE Ty tiong A 24% Suoc tnbi T qua phAn Thor gin Dl fruks <6 e
b C formetarl & nNIng Binn nhin mic GOPD 1 xhodng 10 0. theo Shin tich troe
5069 PoE Gubn T4

Ghurdo hoe

Susesene Chc AgAAn Tl 1 7T ¥ 3CN w0 MO g Ind gan ngUtr o iy budesond
Buot chupkn Nes Pk @ Thann SPong Tus gan i CAM cPupln hoa SRR CU Dudesand
350C R AR NG U8 Tl 1NN CHURR ROR BN NG TR Tec the cul CYRIAS 43 duos
ot B0 & wht Gon @ N - 3 HOM e
ontcoumsa ia b ol Chupn ade by Sh 170m 1% host it gt Chua phst s T
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0 ANaC Anau v G G cac b ChUEN NGa ko w1 vive Su B haal Shuvén hém
22 o ghe rln Andng ding kb trbn DA QU vl ks ché ohim Ny tharn
Giycooymoiar. Dus trén y ¥ e 26 b 1l Dghen S 0 w0 Iren 28 680 gan Ngudn che Tl
chuyh noa dong M3t vm S ho vong qua irinn 380 Nl gSopyTTomUm Nés Thung. SYPZDS
18 SR2ym N i TN G 485 GUB NN ChUEN FG8 GYCORYONLM

Foematers! furmeat Con 30n chupda how shinn sba farmoters W giveETEnG no8 i pde
8 qun prin (mg ey eyl & vt O- 583 % W nap tann cac okt chupdn nae AnGng o8
ot tieh, Cét con duting o 35 Tl tu CAD baa GAM KN ANGM formyt A 6 NOD Sutat
CYPI0E i CYFIC 21 Su0t whs B I anaym sinn e TG S qud N K metn B v
o-

Mngm Jin 30 dic talf

Pnin tich dues dng hoc quin d cra Iy crua 26 pling ening wh dnn nUBng <6 ¥ ngria
M 5ang OB fud Gn 1Nk CRGNG 15CITAN 15 ROl kN IUCAG €0 Thi M Suoe Bang hot ol
Sudesond. ghycooymonium holl formotensl

Bann ondn suy gan

Knéng 28 nghib Cuu Gtk néng cho BREZTRI AEROSPHERE nhdm danh gé #nn nudng
i sy AN 4 DT déng hoC SR DUTENONG GHCODYTONIUM W oMMoter

Chic niing gan tuy gEM o T AN nudng 3N T I sadcoslamid Duoe 3803 hos Al
budesons oy dr hudng shi chirc ning gan B tn thuong. var dilng cnimg uen Wl ung
toan i 14ng gio 381 sau am Lang Tuy PMn. UDC 38ng NOC S8 BUCESCA e TN mach
& DEnh nhln & gan luong fu & ngud hde manh

Do dudesorid «a formoneeoi Aoz TR trx <TG iU Ul GaN. 3 DEND AREN Suy gan TANG 6
il ndng tng ning 39 thude trong ey

Bdnn nide suy iR

®hsng 20 nghn SU aknh rdng ana BREZTRI AEROSPHERE nnim daen ga dan hudrg
S sy than Wn duot ding hoo Cla budesond gYSoDYrORUM 8 Srmoterol

Anh furémg S sy 10 Wn néng 38 budesand gocoyTanUm W formateral trong 1 dy
24 tuln 88 BuDC 48NN G oy MAK phin Th Suoe ong oS qubn e B9 loc b Thin oe
tinh (eGFR] thay o tir 31-152 mi/pnet cho iy mure B3 wuy Miln trong milu nghdn ci aso
8ng 17 trung Dinh Skn Andng suy TN & DAN ARAN COPD 26 Suy N8N trung binh (OFR W
45 mUpNGY. o tich Suth SuSng SoAg (AUCs ) CUB Fiveapyronum 1ang Kang 85% o
vin bénn nhin COPD a6 CUT NN than Bk hudng (JFR > 30 miohil) Sau by chon
35 thani i s thube theo tuts nalc knd: g oo tnd chire ning thin Andag dmn fudng

50y ngils B ndng 30 budesonsd No3C Tommolensi. Theo MAK phin tich duos d4ng hos quin

Tuang the e

Kneng g ohin tuong tac woc dng NOT NBG G tudesond. GhoogyToAL i fommotensl
fumarst Ahi dung phés hOp theo dudng At Cag nghin ciny tuang ts Mube cu thé cia
BREZTR: AEROSPHERE win céic tudc s cua duoe tén naon

Ha10007820! vh TaCONAID! KAOSONATS W ATBSONATOI i S8 MudC Ut ené mann Criochrom
P50 (CVF) mosnzym 3A4 (CYPIAL) enzym chupdn nda chinh cup cotcosiens 1o 35 wm
ting néng 44 Sudwsona Irong Myt TG 384 M LANG 8 a4 AT N Dudesan

Cometan: 3 i ahupd cho. et Mt fhudc c Ed e enzym CYP Andng 296 hebu o
o nong tine va Ahdng o9 ngATE Wm 3Ang M0 SueE B3 Hoc ¢l Sudwiang duong ung
CAC NGHIEN CUU LAM SANG

by b e sing £U2 BREZTRI AERDSPHERE 43 duge dinh g trong han iz nghuém im
sing (Thir nghebm | v 23 nglu nhidn, 5ong sang. mi 384 da trung thm Trén NAImg Eénh nhin
s COPD mue 36 T trung Binh dén rit ndng viln s8n indu cnimg rang kv ddu In COPD.
uy ri g 2 loa tude hiz 18 M trong vang it it § Tudn UGG A tham ga NG S

This ngreem 1 (NCTOZ4S56GT) (ETHOS) s Mut Meen Trong 52 fubl vai 1dag 3 3588 Dion
nnén  pnén nghu mhen  (1TNT) dang  BREZTR)  ACROSPHERE
(budesonargiycopyiroiatiomoters!  fumanit 320 meg/18  meg®6  meg)  budesond
ghrecoymoist 8 formoterol fumarst [BOF MOI 160 mog/1s map®8 mog] (BGF MDI 180
mog/18 meg® s mog Ahing GUOC Ghé ), glvcooyrrolsl Wb formoterct fumarst [GFF DI
18 meg9& meg] hole budescnd vi formoters fman (BFF MDI 120 meg88 meg] it
adu 3uoc Jung han drungay GFF MDI wb BFF MO Suoe sir dung rang sing mit éng hit
1 SwoT neg BREZTRI AEROSPHERE

This ngrdm 1 Guoc Ihuc hin trin DRAN rhan o6 hin 0 MO hase by ihn sty e con ach
phatt COPD mire 48 b tnung binh hole nllng trong 1 ndm tudc ahs tham gin nghin Sl B
% FEV,/FVC sau kb ding thude glln ohé quin owsh 0.7 w Iy 1 FEV, e ki ding Sude
wiin phé quin dutn 55% o v gek tn binn Prrong dy dodn

B4c Sdm nhiin khibu hoc cia milu nghidn cuu & tie ci iz Anem ddu tn Trong Th nghm |
bac pAm i trung binh 55 udk 0% nam. 85% nguon da trdng @ BN S AUt thudc trung
Binh 1@ 48 gaundm wOr 41% nguoy dang Ril Mude. % FEV, trung bink xau ki dung Tubc
@hn DNé Guln Ou 30BN W 41% (Nhodng 6% dén TI%) Tar Ny Adm nghde SUu cée om
thudc COFD duoc sir cung phd tdn Nt ia (S5 + thudc Andng muscannic the Oung dl
LAMA] + LABA [35%) ICS + LABA (31%) w8 LAMA » LABA [14%)
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Trong Thit ngnam 1. te oni ShInh @ 1y % 28c 501 chp COPD mire 30 trung bink hole ning
whi ding BREZTRI AEROSPHERE 30 vén 5FF DI v BFF LDH

Thiz ngiwem 2 (NCTO2437001) (KRONOS) dhroc tin nanh trong 24 nudn wor téng a8 1866
seen  Anse  pnan nglu Anes (2271 ding  BREZTRI | AEROSPHERE
{Budessridigyscoymomtiormoterol umarm 320 megiB megBE meg) ghcooyroa &
“ermotaent fumarat [OFF MD: 98 meg/@6 mog) Dudesond b formoterl fumarst [BFF MK
220 meg% 8 mog. hode chit 9 chimg o8 host tich nnla e tht cB S 4uoc ding ha
dr/ngdy GFF MDI v BFF MDI dunc s& Qung cung M 4ng hil W 14 0uos nhy BREZTRY
AEROSPHERE Thir nghum 2 duoc thut fudn trin caic 2 fuong & thén ddrm tham ga ngndn
Uy 28 T @ FEVEVC Sau i dlng bt gan Bhé 2udn nhé hon O T va FEY, sau an ding
hudc gl O Juln MBE Ko 30% 10 vih ga I dur dodn Bink Mudng Béan nndn rong Thir
nghim 2 andng ot bude pol oo tén sk cc dor clp COPD muc 30 trung Binh nok: Ning
120G 1 MM TTUOE AR tham gia nghin Sy

Dic Gbm nhdin Kby hoc cua miu nghen oy & Ui £8 cac nhom ddu tn trong Tha ngnem 2
a0 g tude trung Dinn 85 1tk T1% nam. S0% nguci da tring. 5% Agud hlu A W bén
30 76t e trung Sinh 18 52 GOVMBM w0\ 40% AMg Nut thude. s FEV, trung binh s AR
ding thudc giin Dnd uln du oin i 50% (Knaling Z2% Gin B4%) Ta: ox dubm nghibn A
282 o thude COPD duoe s dung 5nd badn nndt 18 ICS + LAMA + LABA @7 (CS + L4BA
(38%) v LALIA + LABA 20%)

Trung Thiz nghwm 2.tk 2hi chinh 1 G tich FEV, dut dudng cong 1 02 8 (FEV, AUC,
418 tubh 24 uhi ding BREZTRI AERGSPHERE 10 w1 BFF DI b s thay 8 zim diby
who Dl sing tutc W ding fhudc © fubn 24 so v ban dbu s olng BREZTTRI
AERQSPHERE so ver OFF LIDX

Chirc ndng ped

Teong Thir nghim 1 mdt shdm ang bénh nkiin Juoc s v80 mE nghién o phu 50 A NiD
A O T 381 shinh 16 FEV, AUCa, & Tubn 24 (mL] 8 s thay 85 cia A3y FEV, o Db
BANQ tr0T AN 33ng Tadc 3 1ubn 24 (L) 54 v ban By BREZTAI AEROSPHERE o thiy
m thog FEV, AUCas i dang i 0 @ tng FEV, 3y & Tubn 24 30 v 555 MK @ OFF
MO+ (Bing 2) Cac e 300G ién chut ndng gd nay 6 trung Snh cua diy
NG uSt Am ding e trong MOr g du T e v bae dlul W dung BREZTR

Vo veo tud

AEROSPHERE 50 vt GFF LIDH v BFF MDI uos gh nnbn & 18t =8 o thay Sdm trong suét

2uih trink aghide sl (Hinh 1)

Trang T ngrem 2 BREITRI AEROSAHE
0 1 T 24 30 v0v W

ha thir e 14ng FEV
g BFF LD v 130 thay 3 tung Binh s 4

G tuoe Ay dlng PuAc & tulh 24 50 w3l Ban Ghu W dung OFF

0 BREZTR) AEROSPHERE v OFF MDI wh sur thay o trung oinh cila day FEV, wo bub
sang UGS ahi dung thude & fubn 24 5o vi1 ban du Ahdng cd § nghls thing 1

Trong <3 hai thi nghidm o3 s mibt quin W 2ii thiin chirs nling pRdi & cac phiin nham tinh
nhan Auoc phan 3 thea TS GOn tinh MUrC 46 g1 NaN thong KAl (tung bink. Adng va rit
nng) v wie s dung ICS trnrde 45

Bang 2: Thay 88 AUCa.cun FEV, v thay d6i trung binh binh phuong 181 thidu (LS) cus
Ady FEV, (mL) vao busi skng It khi ding Thusc & tuln 24 3o vt ban dhi trang thir
nghiém 1 (Nghién cuu phu do hé hip ky) va thir nghiem 2

m&mm‘ FEV, AUC,, & Tudn 34 Lu;;u::zﬁ;
dung thude © tudn 24 so.

I - Vo ban abu

; Khas biet Khic bt
[ ] oFruo | eer o GFF MDI | BFF MO

| BREZTRI ) Nesss Neeos [am|  Nesss Neoos |
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Thir nghiém 2
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Hinh 1: Gia tr) thay d6i trung binh hidu chinh cua diy FEV: 8o voi ban diu thes thot
gian (Tha nghism 1)'
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PRAN tich s T o W 30 10 NP hy UGE I INGF Sau AN AgUng dabu I theo nghsa i
Trong Thir nghem 2 tnung v I3 gien kndn shal w0 ngky 1 dUDe xé dnn 4 mue FEV, trg
100 mi. 30 01 ban dbu 1 rong veng § put i bkah nnan dung SREZTRI AZRDSPHERE
320 mep'18 mep@S meg. Trong TR ngmém 1. pina ndn duoe du tn bang BREZTRI
AEROSPHERE 120 meg/t8 meg @5 meg taung BNk 50 g 1t hube Bk In eX SR hang
gy han trang 24 fubn s vi 0énh nhan By T bling GFF MCH 18 meg/B Smeg va BFF MOK
220 megSi6 meg

Con kjch phat COPD

Trong This ngrwm 1. téu chi cninn 1@ 1y 48y ra can ieen i COPD mic 8 trung B
node Ndng 2ang treng Th1 gian diu tn & AhOng Dénh nhin ding BREZTRI AEROSPHERE
320 megi18 mog .6 mog 40 vO1 GFF MDI wh BFF 4DI

Con xen phat SCPD GUDE xac BN A tinh rang diu & rong 96 O 1t AhAL 2 by shimg
ning (Mt tha, wong dam va maw s cia 3om) noll bit iy 1 tréu cning ning alng vér bl
K 1 1Dng a2 i UG Mhe s by o, TG Kho khe. S8 hoRG. A lanh (ehly MGt M
wbihode nghet mii| va 38 ndng 3o ngupen ahiin Ahaz trong [t At 2 ngily n tiép. Con kch
phat COPD duoe 4400 g & MOE 33 trung binh rdu ¢ by b1 bAng sorticosierod tofn thin
Vol anang sinh v duoc 480N gia & M 38 ndng ndu cn NNAP wén Kol 1 vong

Trong Thit nghem | deu I bling BREZTAI AEROSPHERE 320 mog T8 meg® 8 mey oo
Iniy 1y 4 by rm oon lech phat COPD muc 4 trung Binn Nale nAng trong thay gun did tn
@ & trong 52 Tubn 30 v & ding GFF MDI v BFE MOI (rem Bing 3).

Bang 3: Ty i con kich phat COPD mirc 86 trung bink hodc ning trong 52 fudn
trong thir nghism 1!

| Didutr Tylétrung [ Tysdtysult | %Tylgam  Glat P
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Prin tich trong ihon gian 8y 1081 1 o Wy ot cip xly ra tau khi AGUNG dau In heo
nghién G

BREZTRI (BREZTRI AEROSPHERE) = budwsanidigyecoyroitformoters tumant 120

g1 meg.6 meg: GFF MDI = gyzopymoiatformatersi umanat 18 meg/8 8 meg. BFF 1D

* budescnaformatarol fumarat 320 meg/@ 8 meg

Trong Thic ngnem 2 debu in bng BREZTRI AEROSPHERE 320 meg/1B mog 98 meg e
BAm 1y 1@ xiy m con kch phal COPD muc 34 trung binh NA3C nng héng ndm tiang I pan
s 10 30 e Ay dling GFF MDI 18 meg 9.8 meg (RR [85% CI] 048 37 0620 v 10 v0r
BFF MDI 320 mog® 5 meg (RR [95% CI] 082 [0.58 1.17)) Su whac Dt gios SREZTRI
AEROSPHERE von OFF WMD) khéng o6  nghia thing b pran rhehu do orln ticn theo
e

Chit iwong cuge séng lién quan dén si khow

Trong ch hai inl ngnem. chilt iuang cube sdng n quan dén sut khde duoe anh ga bng
néch s durg Bing chu nd né N cia St George (SGRQ) Theo dd 2 o nwn 50 vor pan
#hu duoe sac dinh kiv ddm SCRQ 17 4 1 e

Trong thir ngrém 1. 1y 1 onh nhiin dang ddu in co cir thién SGRA & tudn 73 ca0 ham &
nhem ding BREZTRI AEROSPHERE 120 magi18 meg® 8 meg (50%) sa vor cd nhém GFF
DI 18 meg® B mog (43%: 1 sd chiinh 1.4: [B5% T 1 2. 1.5]) va nnom BFF MDS 320 meg 86

meg (45%: t s cnean 12 [BEN 1 11
sing e ghl nidn & fudn 52

14]) S arde et 1r0ng 1 g cke cham Gl

Trong this nghwm 2.1 4 tnn nhin dang dd tn 6 cii thiin ddm SGRD 0 tuln 24 as hon
& nhom aing BREZTRI AEROSPHERE 320 meg/18 meg® 8 meg (50%) 5a von ci OFF 1O

18 mog® 8 mog (44%: ty 38 shénh 13, [FS%CH 10
42%. 1§ 9 endon 1 3; [65%CH 1.0 - 1.7

HUONG DAN SU DUNG, XUF LY VA LOAI B0

1.51) wn BFF MO 320 mog/® § mog

Bit =y sin prbm chua s dung hode pné idu ~ac Sy pnd dUoc aF [y thes uy dinn cla da
ohuong Traoh ahing lam +0 thing hol chay o thubc ngay &b ahi ia thude duong mer
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