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THUOC CHU VAN BETA 2 TAC DUNG NGAN (SABA)
(SALBUTAMOL VA TERBUTALINE) - RUI RO KHI SU
DUNG QUA LIEU




Nguon: https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-
salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-
aware-of-changes-in-the-saba-prescribing-guidelines
Co quan Quan 1y Dwge phim Anh (MHRA) di
. nhic nhé vé nhirng rii ro khi sit dung qua liéu
trong bénh hen suyén va hru y nhitng thay doi
trong hwéng dian ké don SABA.

% Sabutamol  Faa ,

@ el 5T Salbutamol va Terbutaline la thuoc SABA chi duoc
@ ké don, ding dé diéu tri cic van dé vé ho hap ¢

N\ nhimg ngudi mic bénh hen suyén va cac bénh Iy
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©  Cdp nhit théng tin sin phim SABA

Nim 2022, MHRA va Uy ban Danh gia Rui ro Canh gidc Duoc (PRAC) da khoi xudng
danh gia nguy co lam dung SABA tai Vuong qudc Anh. Cac bang ching duoc xem xét
bao gdm dir liéu quan sat di cong bd tir 187.675 hd so chim soc stre khoe dién tir cham
soc strc khoe ban dau tai Vuwong quéc Anh cua bénh nhin hen suyén tir 12 tudi trd 1én,
cling nhu dir liéu tuong tu tir cac qudc gia tham gia khac'. Mot mbi lién quan da dugc xac
dinh tai Vuong qudc Anh trén tit ca cac mic d6 nghiém trong ctia bénh hen suyén gitta
viéc str dung 3 don thudc SABA tré 1én trong thdi gian nghién ctru 1 ndm va viée trai qua
céc dot kich phat hen suyén nghiém trong. Méi lién quan nay khong phy thudc vao viéc
str dung liéu phap diéu trj hen suyén duy tri bang thudc chong viém.

Duya trén nhitng phat hién cta bai danh gia>* hanh dong quan 1y da dugc thuc hién vao
nam 2023 dé ting cudng cic canh bao trong thong tin san phiam dugc phé duyét cua

I Scientific Conclusions of the Review of Terbutaline. ‘Terbutaline: CMDh scientific

conclusions and grounds for the variation, amendments to the product information and timetable
for the implementation - PSUSA/00002897/202112°.13-14 September 2022

2 Scientific Conclusions of the Review of Salbutamol. ‘Levosalbutamol, Salbutamol: CMDh
scientific conclusions and grounds for the variation, amendments to the product information and
timetable for the implementation — PSUSA/00010330/202301°. 10-11 October 2023
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https://www.ema.europa.eu/en/documents/psusa/terbutaline-cmdh-scientific-conclusions-and-grounds-variation-terms-marketing-authorisations-psusa00002897202112_en.pdf
https://www.ema.europa.eu/en/documents/psusa/terbutaline-cmdh-scientific-conclusions-and-grounds-variation-terms-marketing-authorisations-psusa00002897202112_en.pdf
https://www.ema.europa.eu/en/documents/psusa/terbutaline-cmdh-scientific-conclusions-and-grounds-variation-terms-marketing-authorisations-psusa00002897202112_en.pdf
https://www.ema.europa.eu/en/documents/psusa/levosalbutamol-salbutamol-cmdh-scientific-conclusions-and-grounds-variation-amendments-product-information-and-timetable-implementation-psusa-00010330-202301_en.pdf
https://www.ema.europa.eu/en/documents/psusa/levosalbutamol-salbutamol-cmdh-scientific-conclusions-and-grounds-variation-amendments-product-information-and-timetable-implementation-psusa-00010330-202301_en.pdf
https://www.ema.europa.eu/en/documents/psusa/levosalbutamol-salbutamol-cmdh-scientific-conclusions-and-grounds-variation-amendments-product-information-and-timetable-implementation-psusa-00010330-202301_en.pdf

Vuong qubc Anh d6i véi cac loai thuéec SABA vé nguy co che gidu tinh trang hen suyén
xau di do st dung quéa nhiéu thudc cit con SABA .43

©  Cép nhat huéng din vé bénh hen suyén ciia Vwong quoc Anh nim 2024

Huéng dan vé hen suyén ciia Vuong quéc Anh dd dugc cip nhat vao thang 11 nam 2024
sau khi xem xét bang chtng tir nhiéu ngudn, bao gdm cac danh gia qudc gia vé s ca tir
vong do hen suyén & ca nguoi 16n va tré em. Cac bang ching nhidn manh rang két qua
lam sang cta bénh hen suyén kém nhit & moi nhom tudi khi chi st dung SABA. Lam
dung SABA c¢6 lién quan dén viéc ting nguy co mic cac dot kich phat hen suyén ning,
nhap vién va tir vong bat ké mirc d6 nghiém trong ctia bénh hen suyén hay viéc ding
dong thoi liéu phap chong viém. Do dé, theo hudng dan vé hen suyén duoc cap nhat cia
Vuong qudc Anh, viéc ké don liéu phap don tri SABA dang hit cho nhitng ngudi ¢ moi
Ira tudi bi hen suyén ma khong ké don thudc chong viém du phong hen suyén dugc chap
thuan dong thoi khong con dugc khuyén céo nira. Hudng dan hién khuyén nghi rang
phan 16n nhitng ngudi bi hen suyén nén duoc kiém soat bang phuong phap diéu tri AIR
hoic MART ma khong can ding SABA. Ké hoach hanh dong hen suyén dugc ca nhan
hoa nén duge xem xét lai tai mdi lan déanh gia hen suyén dé dam bao diéu tri dugc ly
duogc toi vu héa néu viée kiém soat hen suyén khong tdi uu.

©  Bdo cdo Co sé dir liéu quoc gia ve

tir vong tré em$
There are 54 child
deaths due to
asthma between
April 2019 and
March 2023

Mot bao cao da dugc cong bd vao thang 12
nam 2024 boi Chuong trinh Co s¢ dit liéu T
vong Tré em Qudc gia ciia Vuong quc Anh

vé cac truong hop tir vong ¢ tré em xdy ra
trong khoang thoi gian tur thdng 4 nam 2019
dén thang 3 nam 2023 do hen suyén hoic
phan vé. Cac phat hién di xac nhan bang
ching trudc diy vé cac rui ro lién quan dén
viéc str dung qua mic SABA. Trong s 54
trudng hop tir vong & tré em do hen suyén duoc xac dinh, 47 tré (87%) da duoc cép qua
nhiéu binh xit cit con (ba binh tré 1én) trong ndm trudc khi tir vong, voi 27 tré (50%)
dugc cip 12 binh xit ¢t con trd 1én. Hon nita, d6i voi 35 tré (65%) khong c6 du binh xit
du phong voi it hon 9 binh duoc cap trong nam trude khi tir vong va 23 tré (43%) duoc
cip 4 binh xit du phong hodc it hon.

3 Salbutamol product information

4 Terbutaline product information

> Primary Care Respiratory Society (PCRS) Guide. ‘New asthma guidelines infographic -
FINAL’ 2024

® National Child Mortality Database Programme Thematic Report. ‘Asthma-and-
anaphylaxis.pdf” December 2024
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https://www.medicines.org.uk/emc/search?q=%22Salbutamol%22
https://www.medicines.org.uk/emc/search?q=terbutaline
https://www.pcrs-uk.org/sites/default/files/resource/New_asthma_guidelines_first_steps.pdf
https://www.pcrs-uk.org/sites/default/files/resource/New_asthma_guidelines_first_steps.pdf
https://www.ncmd.info/wp-content/uploads/2024/12/Asthma-and-anaphylaxis.pdf
https://www.ncmd.info/wp-content/uploads/2024/12/Asthma-and-anaphylaxis.pdf

. Str dung qua nhiéu SABA dé lam giam céc triéu chirng hen
suyén cap tinh c6 thé che gidu su tién trién clia bénh tiém an, gop

phan lam ting nguy co mic cac dot hen suyén nghiém trong va c6
kha nang de doa tinh mang.

. Khong ké don SABA cho nhitng nguoi & moi Iira tudi bi hen
suyén ma khong c6 don thudc corticosteroid dang hit kém theo.

. Dam bao tat ca bénh nhan hen suyén déu duoc diéu tri duy tri
chéng viém t6i wu ngay ca khi bénh hen suyén cta ho duoc kiém

soat tot va vi¢c dicu tri dugc ca nhan hoa cho tirng bénh nhan.

. Xem xét va diéu chinh phuong phap diéu tri hen suyén &
nhimg bénh nhan ding SABA nhiéu hon hai lan mot tuan "KHI
CAN THIET”

. Xem xét khan cép nhitng bénh nhan c6 sb luong don thube
yéu cau dung thudc hit giam tridu chimg SABA ting 1én hodc khong
thu thap duoc thudc diéu tri duy tri chdng viém theo don.

- Liéu phap chong viém giam triéu ching (AIR), liéu phap duy
tri va giam triéu ching (MART) la nhitng phuong phéap thay thé
duoc khuyén nghi cho nhitng nguoi trén 12 tudi bi hen suyén khong
duoc kiém soat tot.

. Tim kiém su tro gitip y té khan cép néu cac triéu chimg
hen suyén tré nén tram trong hon (vi du: tic nguc, thd kho kheé,
ho hoic kho thd) khong thuyén giam khi sir dung thudc giam hen
suyén do chuyén gia cham soc sirc khoe ké don dé sir dung trong

con hen suyén.

. Str dung thube chdng viém duy tri hen suyén theo chi dinh
ngay ca khi bénh hen suyén di dugc kiém soat tot.

. Néu ong hit khong c¢6 bo chia lidu, hiy theo ddi thi cong
lidu da str dung va dam bao ludn c6 sin dng hit du phong trude
khi 6ng hit hién tai hét hodc hét han.

. Tuan theo phac dd diéu trj hen suyén .




( A

METFORMIN - GIAM NGUY CO ME SANG O NGUOI
LON TUOI MAC BENH DAI THAO PUONG TUYP 2




Nguon: https://diabetesjournals.org/care/article/48/7/1172/157302/Metformin-Use-and-

Risk-of-Delirium-in-Older-Adults

TOM TAT

Mé sang 13 bién chimg cép tinh thuong
gip O nguoi 16n tudi mac dai thao dudng
type 2 (T2D), lién quan dén réi loan
mach mau — chuyén hoa, ting nguy co tir
vong va dac biét la tién than cua sa sut tri
tué. Nhiéu nghién ctru cho thiy mé sang
c6 thé thuc ddy suy giam nhédn thic va
lam ting ty 1é mac cac dang sa sut tri tug,
gdy ganh ndng chuc nang va chi phi
cham soc.” Vi vay, viéc phong ngira mé
sang ¢ bénh nhan T2D la uu tién quan
trong.

7 Gordon

EH, WardDD, XiongH, BerkovskyS, Hubba
rdRE. Delirtum and incident dementia in
hospital patients in New South Wales,
Australia: retrospective cohort
study. BMJ2024;384:¢077634

Metformin, thudc diéu tri dau tay cho
T2D, ngay cang dugc chli y nho tac dung
bao vé than kinh tiém ning bén canh
kiém soat dudng huyét. Thube c6 co ché
cai thién do nhay insulin, gidm san Xuat
glucose & gan, dong thoi chong viém,
chéng oxy hoa, kich hoat AMPK, giam
tich tu amyloid-p va tang cuong tinh déo
than kinh.® Nh¢ tinh an toan cao va it
gdy ha duong huyét, Metformin duoc
xem 13 lya chon tiém nang gitp giam ti
16 mé sang & nguoi 16n tudi méac T2D.
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CaoG, GongT, DuY, WangY, GeT, LiuJ. M
echanism of metformin regulation in central
nervous system: progression and future

perspectives. Biomed Pharmacother
2022;156:113686


https://diabetesjournals.org/care/article/48/7/1172/157302/Metformin-Use-and-Risk-of-Delirium-in-Older-Adults
https://diabetesjournals.org/care/article/48/7/1172/157302/Metformin-Use-and-Risk-of-Delirium-in-Older-Adults

© Pai twong va phwong phap nghién ciru
Nghién ctru bao gdm 133.136 bénh nhan > 65 tudi dugc chan doan T2D, xac dinh bang
ti€u chi nhap vién it nhat mot lan hodc kham ngoai tra tdi thiéu hai 1an trong vong 1 ndm,
vo1 ma [CD-9-CM 250.xx (tror 250.1x) va ICD-10-CM E11. Murc d0 nang cua T2D duoc
danh gia bang chi s6 mirc do nghiém trong bién chiing tiéu dudng da hiéu chinh (aDCSI).
Sau sang loc, bénh nhan dugc chia thanh hai nhém can bé“mg, mdi nhém 66.568 nguoi:

« Nhéom Metformin: Metformin chiém > 80% ty 1¢ s¢ hitu thubc (MPR) trong tong
s6 thudc ha duong huyét, voi mic st dung > 28 tong lidu dung hang ngdy xac
dinh tich Ity (¢cDDD) trong 3 thang.

« Nhém ddi chirng: sir dung cac thudc ha duong huyét khac (insulin, sulfonylurea,
GLP-1 RA, a-glucosidase inhibitor, SGLT2i, thiazolidinedione) chiém >80%
MPR, v6i mtc sir dung >28 cDDD trong 3 thang, dong thoi gan nhu khong dung
Metformin (<28 cDDD).

Phén tich hoi quy Cox da bién, phuong phap Fine va Gray va phuong phap phan tich
Kaplan—meier duoc sir dung dé danh gia.

© Két qua

Nguy co mé sang va tir vong do moi

nguyén nhan & nhom Metformin so
v6i nhom dbi chung (tom tit tai
Bang 1). Cac diéu chinh da dugc
thuc hién cho cac yéu to gay nhiéu

PHAN TiCH HOI QUY COX PA
BIEN, PHUO'NG PHAP FINE VA
GRAY

khac nhau trén ndm moé hinh: mo
hinh 1 (don bién), mé hinh 2 (diéu
chinh theo d6 tudi va gidi tinh), mé hinh 3 (diéu chinh theo d tudi, gidi tinh, murc thu
nhap, d6 thi hoa, thoi gian méc bénh tiéu duong, loai thube diéu tri tiéu duong va
aDCSI), m6 hinh 4 (m6 hinh 3 cng véi cac bénh di kém va thdi quen) va mo hinh 5 (mo
hinh 4 cong véi viée st dung thude va diém CCI). Phén tich hdi quy Cox da bién cho
thdy viéc str dung Metformin c6 lién quan dén nguy co mé sang thap hon dang ké, voi
HR diéu chinh (aHR) dao dong tir 0,77 dén 0,81 (P < 0,0001). Phwong phap Fine va
Gray duoc st dung dé phan tich rui ro canh tranh nham tinh dén sai sb tiém 4n tir cac rui
ro tir vong canh tranh, v4i aHR dao dong tir 0,81 dén 0,84 (P <0,0001). Tuong tu, nguy
co tir vong do moi nguyén nhan thap hon dang ké & nhom Metformin, véi aHR dao dong
tir 0,59 dén 0,62 (P < 0,0001).




Bang 1

Phan tich rii ro canh tranh

Ho6i quy Cox da bién cho t 18 tir vong
Mau HR da HR da
diéu 95% CI P diéu 95% CI P
chinh chinh
Mé sang
1 0,81 0,75 - 0,86 < 0,0001 0,83 0,77 -0,89 | <0,0001
2 0,81 0,76 — 0,87 < 0,0001 0,84 0,79 - 0,90 | <0,0001
3 0,81 0,75 - 0,86 < 0,0001 0,84 0,78 - 0,90 | <0,0001
4 0,79 0,74 — 0,85 <0,0001 0,83 0,77 -0,89 | <0,0001
5 0,77 0,71 — 0,82 < 0,0001 0,81 0,76 — 0,87 | <0,0001
T vong
do moi
nguyén
nhan
1 0,61 0,59 - 0,64 < 0,0001 - - -
2 0,62 0,59 - 0,64 <0,0001 - - -
3 0,61 0,59 - 0,64 < 0,0001 - - -
4 0,60 0,58 — 0,63 < 0,0001 - - -
5 0,59 0,57 -0,61 < 0,001 - - -

Ngoai ra, mbi quan hé lidu—dap tng ciing duoc ghi nhan rd rét. Khi phan ting theo lidu
tich lily (cDDD), nhom bénh nhan nam & tir phan vi cao nhat (Q4) co nguy co mé sang
thap hon dang ké, vdi aHR = 0,53 (95% CI 0,46-0,61; P < 0,0001). Tuong tu, khi phan
tich theo cuong d hang ngay, bénh nhan dung DDD > 1 ¢6 nguy co mé sang giam (aHR
=0,83; 95% CI 0,76-0,90; P < 0,0001). Gia tri P cho xu hudéng ¢ ca hai phan tich déu
< 0,0001, cang cd bang chung cho thdy Metformin c¢6 hiéu tng lidu—dap tng ro rét
trong vi¢c giam nguy co mé sang.

Song song voi hdi quy Cox, ty 16 mac méi (incidence rate — IR) va ty s6 mac bénh (IRR)
duogc tinh toan bang mo hinh hdi quy Poisson. IR ctia mé sang & nhém dung Metformin
1a 35,92/10.000 nguoi-nim, thdp hon dang ké so v6i nhom khong dung (50,09/10.000
nguoi-nam), véi IRR = 0,81 (95% CI 0,76-0,87; P < 0,0001). Bac bi¢t, & nhom Q4 cua
lidu tich lity, IR chi con 20,59/10.000 ngudi-nam, va IRR = 0,47 (95% CI 0,41-0,53;
P < 0,0001). Véi cuong d6 hang ngay > 1 DDD, IR giam xubng con 34,95/10.000
ngudi-nam, voi IRR = 0,79 (95% CI; 0,73-0,86; P < 0,0001). Nhiing két qua nay khang
dinh Metformin khong chi lam gidm nguy co mé sang theo ty 1¢ nguy co (HR) ma con
thé hién su giam ty 16 mac thuc té trong cong dong nghién ciru.

Bang phwong phip Phéan tich
Kaplan—Meier cho thiy viéc sir

PHUO'NG PHAP PHAN TiCH
KAPLAN-MEIER

dung Metformin c6 lién quan dén
nguy co mé sang thip hon dang ké
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& ngudi 16n tudi mic T2D. Cu thé, dwdng cong sdng sot (Hinh 1) cho thdy nhom dung
Metformin c6 ty 1& mic mé sang thap hon rd rét so v6i nhém khong dung, véi su khac
biét c6 ¥ nghia thong ké (log-rank test, P < 0,0001). Ngoai ra, phén tich lidu—dap ng
(Hinh 2) cho thiy nguy co mé sang giam dan theo muc ting liéu tich liy Metformin
(cDDD va DDD), véi két qua c6 ¥ nghia thong ké (log-rank test, P < 0,0001).

Hinh 1
0.06 | Log-rank test P = 0.0001
Nonmetformin
005 4 —— Metformin
8 0.04
B
2
2 0.03
5
=
50.02
0.01
0.00 —
T T T T T T T T T
1 2 3 4 5 (53 7 8 9
No. at risk Follow-Up Time (years)
Nonmetformin 66568 59363 44025 21435 4292
Metformin 66568 60549 46027 22973 4749
Hinh 2
0.06 4 Log-rank test P < 0.0001
—— Nonmetformin users
005 4 — Metformin users cDDD, Q1

Metformin users cDDD, Q2
Metformin users cDDD, Q3
0.04 Metformin users cDDD, Q4

Cumulative Incidence
o
o
®
1

0.01
0.00 —
T T T T T T T T T
1 2 3 4 5 6 ré 8 9
No. at risk Follow-Up Time (years)
Nonmetformin users 66568 59363 44025 21435 4292
[\/Ietform!n users, Q1 16717 14359 9960 4724 896
[\/Ietform!n users, Q2 16605 14193 4474 9808 869
l\/Ietform!n users, Q3 16613 15505 11437 5165 1000
Metformin users, Q4 16633 16492 14822 8610 1984



© Két lugn
Metformin khong chi 1a thudc nén tang trong diéu tri T2D ma con ¢ tiém ning cai thién
sttc khoe nhan thirc va chit luong cudc sdng cua ngudi cao tudi. Két qua nghién ctru nay
goi v rang viée sit dung Metformin, dic biét ¢ liéu duy tri du cao va lau dai, co thé tre
thanh mot chién lugc hiéu qua nham giam thiéu nguy co mé sang, gdp phan nang cao két

qua diéu tri tong thé & nhom bénh nhan dé ton thuong nay.
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KHONG SU DUNG DUNG DICH XIT MUI
EPINEPHRINE CUA BPI LABS VA ENDO USA

11




Nguon:  https://www.fda.gov/drugs/drug-safety-and-availability/fda-warns-health-care-

professionals-not-use-Epinephrine-nasal-solutions-bpi-labs-and-endo-usa

Ngay 16/01/2025 Cyc Quan Iy Thyc phim va Dugc phdm Hoa Ky

(FDA) céanh bao cac chuyén gia cham séc suc khde khong st dung dung

dich xit mlii Epinephrine chua dugc phé duyét do BPI Labs LLC tai

Largo, Florida va Endo USA tai Malvern, Pennsylvania san xuat. Cac

chuyén gia chim soc sic khoe da nham 1an cic san pham nay véi cac
san pham Epinephrine tiém tinh mach d& dugc FDA phé duyét. Cac san pham dung dich
xit miii cia BPI Labs va Endo USA khong bao gid dugc tiém tinh mach.

Dung dich xit miii va san phém tiém c6 bao bi va hop dung tuong tu nhau va dugc san
xudt boi cing mot cong ty. Sy gidng nhau vé nhén chai va bao bi giita san phdm xit mii
va thudc tiém vo trung khién viéc phan bi¢t ching tré nén kho khan, dan dén viéc nhan
vién y té v6 tinh tiém dung dich xit mii thay vi tiém thudc.

Khong gidng nhu thube tiém, dung dich xit mili khong bat budc phai vo tring. Tiém
thudc khong vo tring co thé dan dén nhiém trung, gdy nguy hiém dén tinh mang cho mot
s6 bénh nhan.

I g Ty ~ " o - .y o % =y :
Lo s 30w ? ‘1‘/'-,'\ L1 Y Ny '\".'.: g DIy N YRLSS &

- L e b L AT . .

(Bén phdi: Dung dich miii Epinephrine Chloride chwa dwgc chap thuan ciia BPI Labs ¢ nip
méu d6 trén chai; Bén trdi: Thudc tiém Epinephrine dwoc FDA chép thuan ctia BPI Labs c6 nap
mau xanh trén chai)
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https://www.fda.gov/drugs/drug-safety-and-availability/fda-warns-health-care-professionals-not-use-epinephrine-nasal-solutions-bpi-labs-and-endo-usa
https://www.fda.gov/drugs/drug-safety-and-availability/fda-warns-health-care-professionals-not-use-epinephrine-nasal-solutions-bpi-labs-and-endo-usa
https://www.fda.gov/drugs/enforcement-activities-fda/unapproved-drugs

Hinh 4

WmgN0ml (1 mgiml)

(Bén phai: Thudc tiém Epinephrine di dugc FDA phé duyét ctia BPI Labs v6i nap chai mau
xanh lam va diém nhan mau tim trén chai va bao bi; Bén trdi: BPI Labs gan day da cap nhat
nhén va bao bi. Dung dich miii Epinephrine Chloride méi chua duoc phé duyét véi nap chai mau
dé va nhan mau nau do trong hop mau nau do)

Hinh 5

w03 by § N 188 1

. .‘M .
Adrenalin® ‘Adren alin®
Chloride Solution APocpvin jectin, Usp)
(EPINEPHMME 1 —— :
" IS l |'. u” UUMJ;_.‘JO ""U
10 mg/30 ml ro e

(Bén phdi: Thubc tiém Adrenalin (Epinephrine) d3 duoc FDA phé duyét ciia Endo USA, dugc
dan nhan la Par Pharmaceuticals véi n'flp mau do trén chai; Bén trai: Dung dich xit miii
Adrenalin Chloride (Epinephrine) chua dugc phé duyét ctia Endo USA, dugc dan nhan 1a Par
Pharmaceuticals v6i ndp mau xanh trén chai)
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Vao ngay 20 thang 12 nam 2024, Endo
USA di tr nguyén thu hdi Dung dich
Adrenalin Chloride (Dung dich mii
Epinephrine, USP) chua dugc phé duyét
do ¢6 kha nang cac chuyén gia cham soc
stc khoe vo tinh tiém dung dich miii thay
vi tiém san pham.

FDA di khuyén cédo BPI Labs thu hdi
dung dich miii Epinephrine chua dugc phé
duyét vao ngay 12 thang 12 nam 2024. Co
quan nay d lién hé véi cong ty nhiéu lan
dé nhic lai khuyén nghi nay. Bao céo tac
dung phu mdi nhat ma FDA nhéan duoc
lién quan dén san pham c6 nhin di dugc
sira doi gan day nhat ciia BPI Labs (hinh
4, anh bén trai). Cong ty van chua c6 dong
thai nao dé loai bo loai thudc chua duoc phé
duyét nay khoi thi truong.

ctl‘r nam 2016, FDA da nhan d

dung dich xit miii Epinephrine ¢
Epinephrine da dwoc phé duyét,

mac va bao bi san pham. Gan day,

nam 2024, co’ quan nay da nhan d

da tiém dung dich xit miii nay.

\_

hon 25 bao cdo vé sw nham lan giira

dwoc phé duyét va thudc tiém

quan dén sy twong dong vé nhan

bdo céo lién quan dén mot bénh nhan

~

wo'c
hwa
lién

vao

wo'c

/
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https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/endo-usa-inc-issues-voluntary-nationwide-recall-adrenalinr-chloride-solution-epinephrine-nasal

