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Kiém tra, xir ly, truy tim ngudn gbc thudc gia

¢ | CV 1430/QLD-CL ngiy 28/5/2025 kiém tra, xir ly, truy tim ngudn gbc 14
thudc gia THEOPHYLLINE EXTENDED RELEASE TABLETS 200mg

- | CV 1827/SYT-NVD ngdy 29/5/2025 kiém tra, xtr ly, truy tim ngudn gbc 16
thuée gia THEOPHYLLINE EXTENDED RELEASE TABLETS 200mg

CV 1849/SYT-NVD ngay 30/5/2025 théng bao thudc gia, thudc khong 17
rd ngudn goc va xu ly vi pham
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Ciace thuoe hg dwong huyet va nguy co dot cap bénh phoi
tac nghén man tinh ¢ bénh nhan dai thao dwong type 2

Ngudn: Avik Ray, MD, MS; Julic M. Paik, MD, ScD, MPI; Deborah J. Wexler, MD, MSc: Sushama
K. Sreedhara, MBBS, MSPH; Katsarnya Bykov, PharmD, ScD; William B. Feldman, MD, DPhil, MPIH,
'lisabetta Patorno, MD, DrPH

Nguwoi dich: Ds Phan Thanh Binh

Tam quan trong:

Nhimg nghién ctru gan déy cho thdy rang cac thude tre ché ddng vin chuyén natri-
glucose 2 (SGLT-2), cac thude ddng van thu thé peptide 1 gidng glucagon (GLP-1), va
cac thude re ché men DPP-4 ¢6 thé mang lai l¢i ich cho bénh nhédn c6 bénh phoi tic
nghén man tinh di kém (COPD). Tuy nhién, hién chua c6 du bing chirmg lam sang so
sanh lién quan véi dot cap COPD & bénh nhén dai thao duong type 2 tai Hoa Ky.

Muc tiéu:

So sanh nguy co xay ra cac dot cip COPD mirc do vira hoiic ndng gitra cac nhom
thudc trc ché SGLT-2, déng van GLP-1 va (rc ché DPP-4.

Thiét ké, sip xép, dbi twong:

Nghién cttu so sanh hiéu qua diéu trj nay st dung dir liu tir ba nghién clru doan
h¢ dugc ghép cé@p 1:1, md phdng ba thir nghiém muc tiéu nhim so sénh céc bénh nhan
tir 40 tudi tré 1én véi dai thdo duong type 2 va COPD dang hoat dong, bit ddu didu trj
vai thude tre ché SGLT-2 so sanh v6i rc ché DPP-4, ddng van thu thé GLP-1 so sanh
vai trc ché DPP-4, (rc ché SGLT-2 so sanh véi dong van thu thé GLP-1. Dit lidu duge
ldy tir ba co s& dit liéu bao hiém y té ctia Hoa Ky: Co s& dit liéu duge ma hoa danh tinh
Optum Clinformatics Data Mart (2013-2023), IBM Health MarketScan (2013-2021),
va dir liéu phi dich vu ctiia Medicare (2013-2020). Phan tich dit li¢u dugce thue hi¢n tir
thdng 1 nam 2024 dén thang 6 nam 2024,

Khéi dau diéu tri:

Khai dau diéu trj bing thude tre ché thy thé SGLT-2 hojc we ché DPP-4, ddng vin
GLP-1 hodc trc ché DPP-4, va trc ché thy thé SGLT-2 hoiic ddng vin GLP-1 trong ba
thir nghi¢m mo phong tuong Ung.

Két cyc chinh va do lwong:

Bién ¢b chinh du tién duge xéc dinh 1a dot cdp bénh phdi tic nghén man tinh .
(COPD) mirc dd vira hofic nang, duge dinh nghia [a mdt don thude glucocorticoid dudng
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Thong tin thuoe

uong da duge cap phat, di kem vai mot I kham bénh ngoat (e vi COPD hode mot dot
nhap vign do COPD. Cie chi 5O durge tnh bao pdm ty 1¢ mac mai (HRD), vi ts6 ngay
co (HR), cung vai khoan tin ¢dy 95%,

Két qua:

Co tong cong 27.991, 32,107 va 36.218 ¢ip bénh nhin trong ba nhdom dodan h¢
duge ghép twong tmg gitra (re ché SGLT-2 s0 vai tre ¢hé (hy (hé DPP-4, ddng vin thy
thé GLP-1 so vai tre ché men DPP-4, va (re ché thy (hé SGI,T-2 s0 vai (|(\ng viin thy (hé
GLP-1 (tudi trung binh [do 1éch chudn| 14n Tugt 14 70,8 |8,0] va 70,7 |8.8], 70,4 |8.5] v

70,4 [8.2], va 69,8 [8,7] wdi; s& lwgng nir wrong (g 14 13.767 [49,2%] va
13.847

[49,5%], 17.622 [54,9%] va 17.620 [54,9%], va 18.807 [51,9%] va 18.854
[52,1%]).

Trong thoi gian theo ddi trung vi 1 145 ngay (khodang (& phiin vj tr 61 dén 355
ngdy), nguy co xay ra dot cip COPD mirc d§ vira hoiic niing thép hon & nhém didu trj
bing tc ché thu thé SGLT-2 so vai nhom (e ché men DPP-4 (9,26 so véi 11,4 ca trén
100 nguoi- nam; ti sé nguy co [HR]: 0,81; khoang tin cdy 95%: 0,76 dén 0,86; chénh
léch ty 16 mdc mai trén 100 ngudi-nim [IRD]: =2,20; khoang tin cfy 95%: 2,83 dén
~1,58) va ciing thap hon & nhém diéu trj bing ddng vin thy thé GLP-1 so vai (e ché
men DPP-4 (9,89 so vdi 11,49 ca trén 100 ngudi-ndm; HR: 0,86; khodng tin ¢fy 95%:
0,81 dén 0,91; IRD: —1,60; khoang tin ciy 95%: —2,18 dén —1,02), trong khi sy khae
biét gitta nhom tre ché thy thé SGLT-2 va ddng vén thy thé GLP-1 1 rfit nho (9,47 so
v6i 10,00 ca trén 100 nguoi-nam; HR: 0,94; khoang tin cfly 95%: 0,89 dén 1,00; IRD:
~0,55; khoang tin cdy 95%: —1,09 dén —0,01). Két qua nhit quan trong cdc phén tich
nhay cam va phan tich theo phan nhom.

Két ludn va lién quan:

Két qua nghién ctru so sanh hi¢u qua diu trj nay cho thdy cdc thude ire ché thy thé
SGLT-2 va ddng van thu thd GLP-1 ¢6 lién quan dén nguy co thip hon xdy ra dot cép
COPD mire d9 vira hogic niing so vdi tre ché men DPP-4 & ngudi 16m mic dai thdo dudmg
type 2 va COPD hoat dong. Nhirng phdt hi¢n ndy c6 thé cung cip co sé cho vige lya
chon thude ha duomg huyét trong ké don didu trj cho bénh nhén déi thio dudng type 2
kem COPD hoat djng.
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Mikacin dang hit phong ngira viém phoi lién quan thé may

Ngudn: Ehrmann § et al, Inhaled Amikacin to Prevent Ventilator-Associated Pneumonia, The new
England journal of medicine, DOI: 10.1056/NEJMoa2310307
Nguoi dich: Ds Phan Thanh Binh

VAN DE LAM SANG

Viém phdi lién quan thé may 12 biéu hién phé bién nhét ciia nhidm tring méc phai tai
bénh vién ¢ dudng hd hap dudi. Cac vi hit (microaspiration) quanh béng chén ctia dng noi
khi quan va sy hinh thanh mang sinh hoc (biofilm) ¢6 thé d&n dén su lan rong tién trién cia
vi khuan trong cdy khi — phé quén, cubi cung gdy ra viém phdi. Liéu phép khang sinh dang
hit cho phép dua n(“)r)g d6 khang sinh rit cao dén cay khi — phé quan, nhu md phéiva mang
sinh hoc trén 6ng néi khi quan. Viéc liéu sir dung khang sinh dang hit dé du phong c6 thé

lam giam ty 1& mac viém phdi lién quan th may hay khong van chua rd rang.

Giddugchit  Viém phdi bénhvién

Amikacin hit rloni B
do tha may (VAP)
i N\
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Uhidt ké: MOt nghi¢m da trung thm, ma doi, ngdu nhicén, c6 dbi chimg vai gia
duoe i Phap dd ddnh gid hidu qua v 4o an toan cia amikacin dang hit & nhimg ngrani
o benh ndng dd duge ddendi Khi quan va tha may xam l4n trong thaoi gian ~72 gidr

Can thi¢p: 847 bénh nhan duge phan ngdu nhién dé nhin amikacin dang hit véi licu
20 mg mai Kilogram can ndng ly tudng hoje gia duge, ding mdi ngay mot lin trong 3 ngay.
K&t eue chinh 1 dot ddu tién cva viem phéi lién quan tho may xay ra trong vong 28 ngay.
KET QUA

Trial-Related Serious Adverse Effects
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100 :
90
2 8o
@
2 70-
v
o w0
L
o 50
o
b
8 40-
=
8 30-
o
& 20.
10- 2 !
(27400 (4/430)
0
Inhaled Amikacin Inhaled Placebo

Hi¢u qua: Dén ngay thir 28, s6 bénh nhan méc viém phdi lién quan thd mdy it hon
& nhom dung amikacin so vdi nhom dung gia dugc.

An toan: Céc tac dung bit lgi nghiém trong lién quan dén thir nghi¢m dugce ghi
nhin ¢ 7 bénh nhan trong nhom amikacin va 4 bénh nhén trong nhém gia dugc.

HAN CHE VA NHUNG CAU HOI CON BO NGO

m Thir nghi¢m khong dugc thiét ké véi du cd miu dé danh gid cdc két cuc khac
ldy ngudi bénh 1am trung tam, chiing han nhu tir vong hoiic thoi gian ndm & ICU va b¢nh
vién,

m Thu nghiém cling khong du co méu dé xdc dinh lidu vi¢e sir dung khéng sinh
dang hit dé dy phong ¢6 thé lam giam nhu cdu dung khang sinh toan than nhdm han ché
ap luc chon loc khang thude hay khong.

KET LUAN
() nhirng bénh nhén niing da trai qua thé mdy hon 3 ngay, li¢u trinh 3 ngdy sir dung

amikacin dgng hit sau d6 da lam giam gdanh ning viém phdi lién quan tho méy trong
subt 28 ngay theo doi.
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HUONG DAN SU DUNG BUT TIEM INSULIN

Phin I: Céce buée siv dung

Bwde 1: Chuin bi

l,fly but ra khoi i lanh truede khi tiém 30 phat dé insulin trong bt vé nhiét do
phong. Sau khi rira tay sach vgi xa phong, ban hiy thao nép bat bz‘"mg cach kéo lhéng.
Tiép dé, ban lan nhe bt trong long ban tay 10 lin, déc nguge bt 1én xudng 10 lan dé
tron déu insulin trong but.

Trudce khi g'fm kim, ban nén sat khuan khu vuc ném cao su béng bong tam con va
thdo bé miéng dan bao vé & kim tiém. Kim tiém dugc gén vao but bang cach xoay theo
chiéu kim dbng hd 3 — 4 vong. Luu y khong nén vin qué chit vi ban s& phai liy dau kim
nay ra khoi buat tiém sau khi sir dung.

M®di kim s& c6 2 nép, ndp ngoai va nép trong. Sau khi thao 2 ndp nay, ban nén giir
lai ndp ngoai. Chiéc ndp ndy s& gitip ban théo kim tiém d& dang hon.

Buéc 2: Pubi bot khi

Ban can nhin vao dau but, & dé s& co 1 cira sb nhd ghi cac sb 1,2,3... Ban xoay
vong chon liéu theo chiéu kim déng hd dén vach sé “2”. Sau d6 dung thiang but, bing
nhe vao buéng chira insulin dé bot khi ndi 1én trén va nhan nat tiém dé day bot khi. Néu
khong théy co giot insulin & déu kim, thir lai tir bude chon vach sb “2”. Két thac budc
nay, ctra sb chi liéu phai & vach “0”.

Buée 3: Chon liéu insulin

Ban xoay vong chon liéu theo chiéu kim dong hd cho dén khi trén cira sb hién sb
don vi insulin ma ban dugc chi dinh. Néu vé tinh chon sai, hiy xoay nguoc lai vé diung
con sb can tiém.

Budc 4: Tiém insulin

Dung cdn lam sach da ving tiém, sau d6 cAm but tiém nhu cach ban cim but binh
thuong. Pam kim vudng géc vao bé mat da va nhin nit tiém tir tir cho dén khi cira s6
chi liéu v& s6 “0”. Khi nay, ban nén ch& khoang 5 — 10 gidy sau d6 méi rat kim ra. Ban
c6 thé thiy con 1 giot insulin & dAu kim, tuy nhién ddy Ia hién tugng binh thuong. Ban
khéng cén lo ling, minh chua tiém du insulin

Budce 5. Thao va hiy kim tiém

LAy nip ngoai cta kim tiém, ép lai vao bat. Sau dé ban xoay ca nip va kim bén
7
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trong theo chicu nguece Kim dc‘\ng hd dé loai bo diu kim ra khoi but. Cudi cung dong nfxp
bt va bao quan cho cae lan tiém ké tiép.

Phan 11: Céch bido quan bt tiém insulin

Céc yéu t6 moi trudng nhu anh sang, nhiét do co thé anh hudng dén tac dung cua
insulin. Do d6, ban cin biét cach bao quan dé dam bao hiéu qua cuia but tiém.

Vi cac but tiém da dugce sir dung, ban dé & nhiét do phong (< 30°C), tai noi khong
b1 anh sang chiéu truc tiép. Trudng hop bt tiém insulin mdi mua, ban bdo quan trong
ngan mat ti lanh (2 — 8°C). Ban nén dit but tiém ¢ khu vuc gitta ti lanh, khong dat qua
sdu hodc ¢ cra td. Boi nhiét d§ ¢ nhiing vi tri nay khong dn dinh hoic thudng xuyén bi
rung lac, ¢6 thé anh hudng dén tudi tho cla insulin.

Phén III: Luu y khi str dung biit tiém insulin

Ngoai viéc nim rd cac budc sir dung bt tiém, ban can thuc hién ding cac luu y
sau dé dam bao an toan va c¢6 hiéu qua giam dudng huyét tt nhét.

Kiém tra han str dung ctia bt tiém truéc khi dung.

Insulin qué han s€ giam tdc dung va anh huéng x4u dén duong huyét cia ban. Do
do, trude khi dung, ban can kiém tra han sir dung cuta but tiém.

Tudi tho ctia bt tiém mdi thudng 12 1 ndm. Véi céc but tiém da dung thi han sir
dung sé roi vao khoang 10 — 28 ngay.

Phin IV: Chon diing vi tri tiém

Vi tri tiém t6t nhét 1a ving bung, mit ngodi cénh tay, mong va dui. Ban nén tiém
insulin xoay vong, khong 1dp lai vi tri ti€ém trong 15 ngay dé tranh bi ndi cuc. Ngoai ra,
cac vung da tham tim, sung, dau, vét thuong hd, sat rén hay cac vét seo ciing khong nén
tiém insulin.

TAI LIEU THAM KHAO

1. T& huéng dén sir dung but tiém Lantus SoloStar
2. To hudng dan sir dung bat tiém Mixtard 30 Flexpen
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Phan ang ¢6 hai do thuoc va cach han che
\'guon hips./suckhoedoisong v phan-ung-co-hai-do-thuoc-va-cach-han-che-1693 340 htm

Suckhoedoisong.vn- Thube 13 nhirng chiit dung cho co thé ngudi aé phong
bénh, chian dodn hojc chira bénh, hodic IAm thay d6i mét chire niing sinh Iy. Khi
vio co the, mdt thude c6 thé gdy ra nhidu tic dung nhung thuwong chi ¢6 mot
trong s6 cdc tac dung do dap ing dung muc dich st dung va dwge goi la tic dung
chinh, tic dung co loi.

Phin 16n céc tac dung khac dugc goi 1a tac dung khong mong mudn, téc dung
phu hodc phan g ¢6 hai do thudc géy ra.

Theo dinh nghia ctia TS chie Y té Thé gidi, phan (g c6 hai cta thudc (Adverse
Drug Reaction - ADR) la mdt phan ing ddc hai, khong duge dinh trude, xay ra ¢ licu
thudng ding cho ngudi dé phong bénh, chin doan hojc diéu tri bénh. Nhu vy, ADR
1 tén goi chung cho moi téc dung khong mong mudn xéy ra khi dung thude ding licu.

Cic loai tac dung c6 hai ciia thude

Theo truyén thdng, cac ADR dugc chia lam hai loai:

Phan tmg dang A: La céc phan (g ting ning bao gdm tdc dung ddc nguyén phat
hoiic tac dung md rong cla thude; tic dung khong mong mudn ¢6 lién quan dén diic
tinh dugc ly cua thude; véi cac dic diém tién luong duge (du dodn trude duge),
thudng phu thude vao lidu dung, 1a tdc dung dugc ly qua mire hodc la bidu hién cua tac
dung dugc ly ¢ mot vi tri khac.

Tén thuong da do tde dung phu cva thuée.
Phan (mg dang B: La phan (g la bao gdm phan (g di (mg, phn img diic img

9
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(1a nhimg ADR dae bict khie thirdmg khong lién quan dén tac dung duge Iy da biét, do
nhay cam e nhan bam sinh) va hi¢n tugng phu thuge thude. Phan img dang nay c6 cac
dac dicm Khong dir dodn trudce duge, khong lién quan dén tac dung dugc ly da biét cua
thuoe. 1a tie dung la va kKhong phu thudc rd rang vao licu dung. Khi gap phai ADR
dqngndythuhngphdidﬁngthuéengayléptﬁo

Vi sao thuoc ¢é tac dung co hai?

Cac ADR du ¢ dang nao ciing lién quan dén 3 nhém nguyén nhén co ban:

Nhom nguyén nhan lién quan dén bao ché: Nhom nguyén nhan nay thuong gap ¢
ca hai typ. trong d6 cic nguyén nhan gdy ra ADR typ A phai ké dén 1a ham lugng
thude va téc do giai phong hoat chét; trong khi d6 cac nguyén nhan vé bao ché giy ra
ADR typ B lai phai ké dén su phan huy céc thanh phin dugc chét, tic dung cua céc té
duoc o trong thanh phan dugc phdm, tic dung cia cac san phidm phu trong qua trinh
ténghqphéahocduqcchét

Nhom nguyén nhan dugc dong hoc: Nguyén nhdn nay thudng xay ra ¢ typ A,
trong d6 nguyén nhan lién quan dén ADR & typ A 14 tit ca cac yéu t6 din dén thay doi
vé kha nang hép thu, phan bd, chuyén hoa, thai trir thudc gdy ting nong do thude co
trong huyét trong hoic mé dich. Céc yéu té d6 thudng la tinh chat dugc hoc va hoa ly
cua thudc, thirc 3n & trong dudng ti€u hda, nhu dong cua dudng ti€u hda, bénh ly cua
duong tiéu hoa di kém, kha nang chuyén héa thudc & gan, kha nang gin thudc vao
protein huyét twong... trong khi d6 yéu té gdy ra ADR typ B lai 12 kha ning chuyén
héa thudc sinh ra cac chit doc cho co thé.

Nhom nguyén nhan duoc luc hoc: Véi typ A thudng la su tang tinh nhay cam cua
co quan dich véi thude, con véi typ B thuong 14 phan tmg di ing hodc lién quan d&én
thiéu hut di truyén.

Cic yéu t6 lién quan dén sy phat sinh ADR

Cac yéu t6 thudc vé bénh nhan: Tré so sinh va ngudi cao tudi 1a ddi tuong co
nguy co cao; mot s& ADR hay gip ¢ phu nit hon nam gidi; cé cac bénh ly mic kém;
tién sir dj img hodc phan tmg véi thudc; thiéu mot sé enzym chuyén hoa.

Cac yéu 16 lién quan dén thude: Dic tinh ly hoa va duge dong hoc cua thude;
cong thirc bao ché, thanh phan td dugc; liéu dung thude, dudng ding va thoi gian

dung.
10
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_Thong tin thudc

Diéu trj nhi¢u thude trong mdt phac dd diéu tri: Thn sudt ADR tang lén theo chp
sO nhin véi sb lugng thude co trong mét dot diéu tri, twong tac gitra cac thude ciing 1a
véu td lam tang ADR.

Cic bién phap dé han ché ADR

Han ché s6 thude dang. chi ké don nhimg thube thuc su cén thiét.

Nim vimg thong tin vé loai thudc dang dung cho bénh nhan, xem x¢ét k§ ¢o
twong tac thudc hay khong.

Nim vimg thong tin vé bénh nhan, dic biét 1a cac dbi tugng bénh nhan ¢6 nguy
o cao (tré em, ngudi cao tudi, phu nir mang thai, phy nir cho con ba, bénh 1y gan théin,
tién sir di img...).

Chi dén rd rang cho ngudi bénh hiéu vé bénh tat va cach sir dung thuée cho dang,
cach nhn biét sém céc triéu trimg cua ADR.

Theo dbi sat bénh nhan, phat hién sém cac biéu hién cua phan (mg bt lgi do
thudc va c6 nhitng xir tri kip thoi.

Thoéng tin trd lai cac truong hop da gip ADR & lam sang dé cé4c thdy thude c6
nhimg chi ¥ khi sir dung thubc.

Tém lai, khi sir dung thudc dé diéu tri, phai xem xét cin nhic gitra lgi ich va
nguy co cia thudc, dé hra chon thube phil hop véi dic diém bénh nhan va tinh trang
bénh tat. Bénh nhan tuyét di khong nén ty ¥ ding thude, chi dang thude khi ¢6 ¥ kién

cua béc si.
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KIEM TRA, XU LY, TRUY TIM NGUON GOC THUOC GIA

Ny 28052025 Cue Quan 1y Duge giri Cong van s6 1430/QLD-CL vé vige kiém
tra. NIV, truy tim nguon gée thude gia THEOPHYLINE EXTENDED-RELEASI

FABLETS 200MG.

Neav 29/05/2025 Cue Quan ly Duge giri Cong vin s6 1444/QLD-CL vé viéc thong
bao thude gid. thude khdng rd ngudn gde va xir ly vi pham.

[0 TTT-DLS thong tin chi tiét nhu sau:

1. Ngay 28/5/2025, Cuc Quan ly Dugc nhian duge cong van s& 941/KNTMPTP
KHTCKT dé ngay 27/5/2025, kém theo Phiéu phan tich s 624/KNT-25 ngay 27/5/2025
cua Trung tdm kiém nghi¢m thude, my phém thue phém Ha Noi bao cao vé viéc mau
san phdm ¢6 thong tin ghi trén nhin: THEOPHYLLINE EXTENDED RELEASE
TABLETS 200mg (Theophylin 200mg), s 16 21127, NSX 26/02/2022, HD 26/02/2026;
noi san xudt Pharmacy Laboratories Plus; mau thudc khong c6 thong tin vé s6 GPKLH
vi/hodc s& GPNK, co s& nhdp khiu trén nhan. Mau thudc trén do Trung tim kiém
nghiém thude, my phim thue phim Ha Noi 1dy tai Nha thudc An An (dia chi: s6 153, T6
dan phd 14, phuong Kién Hung, quin Ha Pong, Tp. Ha Noi); khong dat yéu cau chét
luong vé chi tiéu Dinh lugng Theophylin (chi dat 6,3% so v6i ham lugng ghi trén nhan).

2. Ngay 31/12/2024 Cuc Quan ly Dugc da ban hanh cong vin s6 4229/QLD CL
olri S&' Y té cac tinh, thanh phé truc thude Trung wong théng bao vé viée thude gia
THEOPHYLLINE 200mg, trén nhan c6 thong tin: s& 16 21127, NSX 20/8/2022, HD
20/8/2026; noi san xuét: Pharmacy Laboratories Plus (Warszawa); mau thude khong c6
thong tin vé s6 GPKLH va/hojc s6 GPNK trén nhan. Tai cong vin nay, Cuc Quan ly
Duogc da dé nghi cac S Y té phdi hgp véi cdc co quan chire ning kiém tra, xdc minh,
truy tim ngudn gdc thudc gia néu trén; chi dao Trung tm kiém nghiém ting cudng iy
mau, kiém tra chit lugng thude.

3. Cuc Quan ly Dugc nhén duge Cong vin sé 942/KNTMPTP-KHTCKT dé ngay
27/5/2025 cta Trung tdm kiém nghiém thudc, my pham thyc pham Ha Noi, giri kém
Bién ban ldy mau thubc, my phdm dé kiém tra chat lugng dé ngay 12/5/2025 va Phiéu
phn tich sb 625/KNT-25 ngay 27/5/2024, bao cdo vé viéc mau san phim c¢6 thong tin
ghi trén nhan: DIAMICRON ® MR 60mg (Gliklazid), s6 16: 23F603, Han dung:

04.2026, khong dat yéu ciu chét lugng vé chi tiéu Dinh lugng Gliclazid theo Duge dién
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Bénh vien Mit-TMH-RHM An Giang Thang 06/2025
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Vict Nam V - chuyén ludn Vien nén Gliclazid ¢6 két qua 1a 42.5mg/vién (70.83%
SO VO ham hugng ghi trén nhan).

Mau thude DIAMICRON ® MR 60mg néu trén va 06 mau thude khac liy dé kiém
tra chat lwgng tai Nha thude Pire Anh trye thugce Cong ty TNHH Duoc phﬁm thiét bi y
t& Dire Anh - S5 08 duwong Huynh Thue Khang kéo dai, Lang Thuong. quan Dong Da.
Ha Noi déu khong ¢6 thong tin s Gidy ding ky lwu hanh vi/hodc sé Gidy phép nhip

Khdu: thong tin ¢o s¢ san xudt thude. co s¢ nhdp khau thude. cu thé:

|

STT | Tén thude 616 Han diing
f 1 | DIAMICRON ® MR 60mg (Gliklazid). 23F603 04.2026 |
| 2 | Oseltamivir MI1164B01 | 03.2023

3 | Crestor 20mg (Rosuvastatin) A23237030 04.2026

4 | Janumet 50/1000mg (Sitagliptin/Metformin) 24497505A 07/2026

5 | Plavix (Clopidogrel); ELB04027 05/2027
NEXIUM® 40mg Enterik Kapli Pellet Tablet

6 23H420 09.2027
(Esomeprazol)

7 Crestor 10mg (Rosuvastatin) A24236004 07.2027

Pé dam bao an toan cho ngudi st dung, Thong bdo tdi cac ¢co s& kinh doanh, st
dung thudc va ngudi dan biét dé khong mua/béan, sir dung sin phim THEOPHYLLINE
EXTENDED-RELEASE TABLETS 200mg (Theophylin 200mg) va 07 1 san phim
khong c6 thong tin vé s6 GPKLH vi/hoic sb GPNK, co s0 san xuét, co sO nhip Khau
néu trén; kip thoi thong bdo céc diu hi¢u nghi ngd vé san xudt, kinh doanh thude gia,
thudc khong ro ngudn gde téi co quan y té va co quan ¢ chire nang lién quan. Xin thong
béo thong tin ndy dén tat ca nhan vién y té trong don vi biét dé thue hién (Cong vin chi
tiét dugc dinh kém trang sau).
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Benh vien Mat-TMH-RHM An Giang Thdng 06/2025
Thong tin thiuoe

@ L BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
h y .- (‘l.’("QUAN LY DUQC Déc 1gp - Ty do - Hanh phiic
So: 1430 /QLD-CL Ha Noi, ngay 2% thdng 05 nam 2025

VAV ki¢m tra, xu Iy, truy tim
ngudn gde thude gia
THEOPHYLLINE EXTENDED-
RELEASE TABLETS 200mg

Kinhgui:  SoY té céc tinh, thanh phé truc thue Trung uong

Ngay 28/5/2025, Cyc Quan ly Dugc nhin dugce cong vin s6 941/KNTMPTP-
KHTCKT dé ngay 27/5/2025, kem theo Phiéu phan tich s6 624/KNT-25 ngay
27/5/2025 cua Trung tam kiém nghi¢m thubc, my phém thyc pham Ha Néi béo céo
vé viée mau san pham c6 thong tin ghi trén nhan: THEOPHYLLINE EXTENDED-
RELEASE TABLETS 200mg (Theophylin 200mg), s6 16 21127, NSX 26/02/2022,
HD 26/02/2026; noi san xuét Pharmacy Laboratories Plus; miu thubc khong c6
thong tin vé sé GDKLH vihodc sé GPNK, co s¢ nhip khiu trén nhin. Miu thude
trén do Trung tam kiém nghiém thubc, my phim thyc pham Ha N¢i ldy tai Nha
thudc An An (dia chi: sé 153, Té din phé 14, phuimg Kién Hung, quin Ha Dong,
Tp. Ha Noi); khong dat yéu céu chit lugng vé chi tiéu Dinh lugng Theophylin (chi
dat 6,3% so vdi ham lugng ghi trén nhin).

Cuc Quan Iy Duge ¢6 ¥ kién nhu sau:

1. Ngay 31/12/2024 Cyc Quan Iy Dugc d ban hanh cong van s6 4229/QLD-
CL giri S& Y té céc tinh, thanh phd truc thuge Trung wong thong bao vé viée thube
gia THEOPHYLLINE 200mg, trén nhiin c6 thong tin: s6 16 21127, NSX 20/8/2022,
HD 20/8/2026; noi san xuét: Pharmacy Laboratories Plus (Warszawa); miu thude
khéng c6 thong tin vé s6 GDKLH va/hodic sé GPNK trén nhan. Tai cdng vin nay,
Cuc Quan 1y Dugc da dé nghi cac S Y té phdi hgp véi cac co quan chire ning kiém
tra, x4dc minh, truy tim ngudn gdc thude gia néu trén; chi dao Trung tim kiém
nghiém ting cudmg ldy miu, kiém tra chét lugng thudc lwu hanh trén dia ban déi
véi thube ¢6 nguy co bi 1am gia hodic kém chét lugng.

2. Dé dam béo an toan cho ngudi sir dung, Cuc Quan ly Dugc dé nghi:

2.1.S6 Y té Tp. Ha Noi

Khin truong bio cdo Ban chi dao 389 va phdi hgp véi co quan cdng an, quan
Iy thi truémg, Ban chi dao 389 dia phuong va céc co quan chirc nang lién quan tién
hanh thanh tra, kiém tra Nha thubc An An (dja chi: s6 153, Té din phé 14, phuong
Kién Hung, quin Ha Déng, Tp. Ha Ni); truy tim ngudn gbc 16 san phim c¢6 thong
tin ght trén nhain THEOPHYLLINE EXTENDED-RELEASE TABLETS 200mg
(Theophylin 200mg), noi san xufit: Pharmacy Laboratories Plus, trén nhan khong
¢6 thong tin vé GDKLH vi/hojc s& GPNK, thdng tin vé co s& nhip khiu; xir Iy
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Bénh vién Uﬁ{- TMH-RHM An Giang Thdang 06/2025
_Thong tin thuoc I

nghiém co sd vi pham theo qui dinh; bio cdo két qua thanh tra, kiém tra, xir Iy vé
Cuc Quan ly Duge tnnde ngdy 31/05/2025.

2.2. Sd Y té céc tinh, thanh phé Trung wong

Thong bdo t&i céc co s kinh doanh, sir dung thudc va ngudi din biét dé
khong mua/bén. sir dung sin phim THEOPHYLLINE EXTENDED-RELEASE
TABLETS 200mg (Theophylin 200mg) néu trén; kip thdi thong bdo cic ddu hiéu
nghi ngd vé san xudt, kinh doanh thudc gia, thudc khdng rd ngudn gbc 16i co quan
¥ ® vi 00 quan ¢ chirc ning lién quan.

Tai lidu gini kém Céng vin:

(1) Céng vin so 941/KNTMPTP-KHTCKT ngay 27/05/2025 cia Trung tim
Kiém nghiém thuoc, my: pham, thue pham Ha Noi thong bdo vé mau ldy khong du diéu
kién heu hanh;

(2) Phieu phan tich so 624/KNT-25 ngay 27/05/2024 cua Trung tim kiém
nghiém thuoc, my pham thiec pham Ha Noi;

(3) Cong van so 4229/QLD-CL ngay 31/12/2024 cia Cuc Quan Iy Duwge giii cac
SYT tinh, thank pho théng béo thuoc gia THEOPHYLLINE 200mg.

CucQuénlyDuvcd\éngbéodédonvibiétvimuchiénj.

A;oaf:unm: KT. CUC TRUONG
 Thar trweg Db Xioka Tuyén (3 Blcx PHO CUC TRUONG
-CT.Va Cuimg (&¢ brc)

- Cuc Quin Y- B§ Quéx Phong:

- Cuc An ninh chinh tri ndi bd (Cuc A03);

Cuc Y té: Cuc Cinh sit Dicu tra ti pham vé

tham nhing, kinh té. budn Lju (Cuc C03) - B$ Céng an;
- Cyc Y t¢ Giao thong vin tii - B§ Xiy dvng;

- VKN TW. VKN Tp. HCM (dé ph);

- TTKN TMPTP Ha Ngi (& ph);

- Website Cuc QLD;

- Lara: VT, CL (HD).
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Bénh vién Mat-TMH-RHM An Giang Thdng 06/2025
Thong tin thuoc

UBND TINH AN GIANG ~ CQNG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Déc Hp - Tu do - Hanh phiic
So: 1827/SYT-NVD An Giang. ngady 29 thdng 05 nam 2025
VA ki¢m tra. xu Iy, truy tim
ngudn gbc thude gia
THEOPHYLLINE EXTENDED-
RELEASE TABLETS 200mg

Kinh gun:
- Vin phong HDND va UBND huyén. thi, thinh phd trong tinh:
- Gidm déc cic 0o so kham, chira bénh trong tinh;
- Giam ddc¢ Trung tim Kiém nghiém Thudc, My phim, Thuc pham.

Cin cir Cong vin so 1430/QLD-CL ngiy 28052025 cua Cuc Quan ly
Dugc vé viée kiém tra, xir Iy, truy tim ngudn géc thudce gia THEOPHYLLINE
EXTENDED-RELEASE TABLETS 200mg (dinh kém cic tai licu. cong vam
thong tin vé thuoc gia).

Dé dam bao an todn cho nguvi sir dung, S6 Y 1 d& nghi cic don vi thue
hién nhur sau:

1. Vin phong HDND va UBND cic huyén, thi, thinh phd trong tinh
théng bio t6i cic co so kinh doanh, sir dung thudc va ngudi din trén dia ban biét
dé khong muabin, sir dung sin pham THEOPHYLLINE EXTENDED-
RELEASE TABLETS 200mg (Theophylin 200mg) néu trén; kip thdi théng bdo
céc diu hi¢u nghi ngd vé san xuit, kinh doanh thudc gia, thude khong rd ngudn
26c 161 co quan y té va co quan c6 chirc ning lién quan.

2. Giam dbc cic co so kham, chira bénh trong tinh théng tin cho tit ca céc
nhan vién y té trong don vi biét dé thyc hién.

3. Trung tim Kiém nghi¢ém Thudc, My phim, Thyc phim thudmg xuyén
16 chirc ldy miu thudc tai cic co so trén dia ban tinh.

4. Thanh tra S6 Y té ting cudng thanh tra, kiém tra, kiém soét chit hugng
ngudn gdc, xudt xir ciia thude va hoat dng kinh doanh cua cic co so kinh doanh
durge trong tinh, tip trung viéc kiém tra d6i véi sin phim c6 thdng tin néu trén.

S& Y té thong béo dé cic don vi biét va khin truong thye hién/.

N:ih:lnﬂu: KT. GIAM bOC
- rén; R

g ns‘m&w o PHO GIAM POC
- Cong thong tin dign s LT

- Lz VT, NVD. 3; \\

so‘%

Tir Hodng Twée

-
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Bénh vién A ’('III' TMHIH-RHM An Giang, Thang 06/2025
Thong tin thuoc

UBND TINH AN GIANG  CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Djc 1ap - Ty do - Hanh phic

S6:1849 /SYT-NVD An Giang, ngay 30 thang 5 nam 2025

V/v thong bio lhum 1.,1:\
thude khong rd ngudn gée va
xir ly vi pham

Kinh guri:
- Viin phong HDND & UBND cic huyén, thi xa, thanh pho;
- Thu truong céc don vi y té trong tinh;
- Trung tim Kiém nghi¢m thude, my phim va thuc pham tinh.

S Y té An Giang nhin duge Cong w’m so 1444/QLD-CL nga)' 29 thang 5
ndm 2025 cua Cuc Quan 1y Duge, Bo Y té vé viée théng bio thude gia, thude
khong rd ngudn gbe va xir 1y vi pham.

Théng tin cia Cuc Quan 1y Dugc:

Cuc Quan Iy Dugc nhéan duge Cong vin $6 942/KNTMPTP-KHTCKT dé
ngay 27/5/2025 cua Trung tam klém nghi¢m thudc, my pham thue pham Ha
Noi, guri kém Blén ban lay mau thuoc my phim dé kiém tra chit lugng dc ngay
I2/S/2025 va Phiéu phin tich sé 625/KNT-25 ngdy 27/5/2024, bio cdo vé vice
mdu san phim c6 théng tin ghi trén nhin: DIAMICRON ® MR 60mg
(Gliklazid), s6 16: 23F603, Han dung: 04.2026, khong dat yéu cau chit lugng vé
chi tiéu Dinh luqng Gliclazid theo Dugc dién Viét Nam V — chuyén luin Vién
nén Gliclazid ¢6 két qua 12 42,5mg/vién (70,83% so véi ham lugng ghi trén
nhin).

Miu thuéc DIAMICRON ® MR 60mg néu trén va 06 mau thude khac liy
aé kném tra chét luqng tai Nha thuée Dirc Anh truc thude Cong ty TNHH Duoc
phim thiét bi y té Dc Anh - S6 08 duong Huynh Thic Khéng kéo dai, Ling
Thugng, quéin Dong Pa, Ha N§i déu khong c6 théng tin sb G:ay dﬁn‘g k¥ luu
hanh va/hodc sé Gidy phép nhédp khau; thong tin co s¢ san xudt thude, co so
nhap khiu thuéc cu thé:

- Tén thuée: DIAMICRON ® MR 60mg (Gliklazid), So 5 16: 23F603, Han
ding: 04.2026;

- Tén thude: Oseltamivir; S6 16: M1164B01; Ngdy san xudt: 03.2021, S6
16: Han dung: 03.2023;

- Tén thube: Crestor 20mg (Rosuvastatin); S6 16: A23237030, Han ding:
04.2026;

- Tén thubc: Janumet 50/1000mg (SitagliptinMetformin); Sé 16:
24497505A, Han ding: 07/2026;
1
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Bénh vicn My-TMH-RHM An Giang Thang 06/20)25

[ iong tin thiak

- Tén thude: Plavix (Klopidogrel); S8 10: ELB04027, Hagn dung: 05/2027,
- Tén thude: NEXIUM® 40mg Enterik Kapli Pellet Tablet (Esomeprazol),
sd 10: 23H420, Han dang: 09.2027;

- Tén thudc: Crestor 10mg (Rosuvastatin); S6 16: A24236004, Hyn ding:
07.2027.

S& Y 1 An Giang dé nghj:
I. Van phong HDND & UBND céc huyén, thij xa, thanh phé:

a) Truyén thong, thong tin tdi céc co s& budn ban, sir dung thude va n%uéi
dan bidt ¢ khong mua/bén, sir dung 07 16 san phim khong c6 thong tin vé sb
GDKLH va/hodc sé GPNK, co so san xudl, co so nhip khiu néu trén; chi mua
ban thude tai cde co so kinh doanh duge hgp phép; khong mua/bén thudc khong
rd ngudn goe, xuft xir; kip thi thong béo cdc ddu hi¢u nghi ngd vé san xuit,
kinh doanh thudc gia, thm{)c khong 1o ngudn gdc 16 co quan y tg va co quan cd
chire ndng lién quan.

b) Tang cudng kiém tra hoat dng kinh doanh cua céc co sé kinh doanh
duge trén dja ban, tdp trung viée kiém tra dbi véi san phim c6 thong tin nhu md
ta néu trén.

¢) Tiép nhin va xdc minh thong tin; béo cédo Ban chi dgo 389 tinh, thinh
phé va phdi hop véi céc co quan chire ning lién quan kiém tra xdc minh, truy
tim ngugn gbe xult xir dbi véi cdc san pham c6 thong tin nhu md ta néu trén néu
phat hi¢n trén dia ban. Khin truong tién hanh kiém tra hoat ddng kinh doanh
thude ddi véi cic co sdr kinh doanh, sir dung thube néu trén; xir 1§ nghiém cic
trudmg hop vi pham.

- Két qua béo cdo kip thoi vé So Y té An Giang dé tdng hop béo cdo Cuc
Quin ly Duge, B3 Y té.

2. Thu truomg cdc don vj y té trong tinh thong tin cho tt ca cic nhin
vién y té trong don vj biét dé thyc hién.

3. Trung tim Kiém nghi¢m thudc, m§ phim va thyc phim tinh ting
cudng ldy miu, kiém tra chit lugng thudc luu hanh trén dja ban ddi véi che
thube ¢6 nguy co bj 1am gia hodc kém chét lugng; béo cdo kip thdi cac vy vide
phat hi¢n t6i SG'Y té va co quan chirc nang lién quan.

4. Cdc Cong ty sin xudt, kinh doanh, nhip khiu, phin phdi lién quan
dén céc san phim c6 thong tin nhu md ta néu trén:

- Ngimg ngay vi¢c phan phdi, lru hinh thudc; thdng béo cho cdc co s&

kinh doanh, sir dung da mua thudc dimg phan phdi, sir dung va trd v& co s& cung
img.

- Cung cdp thdng tin, phdi hop v6i S6 Y 1é va cde co quan chirc nng cb
lién quan trong viée truy tim ngudn gdc ddi véi cdc sin phim c6 thdng tin nhu
md i néu trén.
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Bénh vién Mar-TMH-RHM An Giang Thing 06/2025
_Thong tin thuoc

Tai li¢u guri kém Cong vin:

(1) Céng van so 1444/QLD-CL ngay 29 thang 5 nam 2025 cua Cuc Quan
Iy Duye;

(2) Cong van sé 942/KN7:MPTP—KHTCKT ngay 27/05/2025 cua Z‘rung
tam Kiem nghi¢m thuoc, my pham, thwc pham Ha Ngi thong bdo vé mau lay
khong du diéu kién liew hanh;

(3) Phiéu phan tich s6 625/KNT-25 ngay 27/05/2025 ciia Trung tim kiém
nghi¢m thuoe, my pham thue pham Ha Noi;

(4) Cong van so 1395/QLD-CL ngay 23/05/2025 ciia C we Quan Iy Dugc.

(5) Hinh anh cac 7 thuoc.

S& Y té thong béo dé cac don vi biét va khin tnrong thyc hién./.

KT. GIAM bOC
Noi nhin: PHO GIAM bOC
- Nhu trén;
- Ban Giam déc SYT;
- Thanh tra SYT; AR
- Céng thong tin dién tir SYT; < s8] -
- Lunu: VT, NVD. Y TEV =
Tir Hoang Tude
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