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BENH VIEN PKKV QUANG YEN Déc 1ap - Tw do - Hanh phuc
Sb: 518/QP-BVQY Qudng Yén, ngay 06 thang 4 ndm 2026
QUYET PINH

V/v ban hanh Ban tin thong tin thudc luu hanh ndi bd
lan thir nhat nam 2026 tai Bénh vién Da khoa khu vuc Quing Yén

GIAM POC BENH VIEN PA KHOA KHU VUC QUANG YEN

~ Can cir Nghi dinh s6 131/2020/NP-CP ngay 02/11/2020 ciia Chinh phii
vé qQuy dinh vé to chirc, hoat dong dwoc lam sang cua co so kham bénh, chita
bénh;
Can cir Théng tw s6 23/2011/TT-BYT ngay 10/6/2011 cia Bo Y té vé viéc
huedng dan sir dung thudc trong cdc co sy té cé givong bénh;
Can cir Théng tw sé 21/2013/TT-BYT ngay 08/8/2013 ciia BJ Y té vé to

chirc va hoat dong cua Hoi dong thuoc va diéu tri trong bénh vién,

Can cir Quyét dinh sé 3895/0D-UBND ngay 15/10/2025 ciia UBND tinh
Quang Ninh vé viéc thanh ldp Bénh vién Pa khoa khu vuc Quang Yén truc thuoc
S6 Y té tinh Qudng Ninh;

Theo ¢ nghi cua Hoi déng thuée va diéu tri,

QUYET PINH:

Pi¢u 1. Ban hanh Ban tin thong tin thudc lvu hanh ndi bo 1an thir nhat
nam 2026 tai Bénh vién Pa khoa khu vuc Quang Yén (co Ban tin dinh kem).
Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky.
Picu 3. Hoi dong thudc va diéu tri, Khoa Dugc — Vat tu thiét bi y té va
cac Khoa, Phong c6 lién quan cin ctr Quyét dinh thi hanh./.
Noi nhdn:
- Nhu Diéu 3 (Th/hién);

- Phong Truyén thong (dang tai 1én website);
- Luu: VT, KD-VTTBYT.
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4. BIP OCCITANIE: than trong khi sit dung
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SU DUNG THUOC

ANTOAN HQP LY

1. Hwéng din vé danh gia va quan ly bénh
nhan di wng khang sinh

3. Téng hop bédo cdo phan wng c6 hai caa
thuoc tai Bénh vién PKKV Quéng Yén Quy
112026

4. Quyét dinh s6 161/QP-BVQY ngay
15/01/20@6 cia BVQY VIv ban P)anh Danh
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Chiu trach nhiém phé duyét: BS CKII. PBinh Thi Lan Oanh
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Soan thao:

BS CKIL. TNrﬁn Hitu Thach
DS CKI. b6 buc Huy
DSDBH. Pham Thi Viét Anh

Qudng Yén, thang 3/2026
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MEDSAFE: NGUY CO PHU MACH PUONG RUQT KHI SU DUNG
CAC THUOC UC CHE MEN CHUYEN VA THUOC CHEN THU THE
ANGIOTENSIN 11

PIEM TIN

Thudc e ché men chuyén (ACEI) va thudc chen thu thé angiotensin II
(ARB) 14 2 nhom thudc tac dong 1én hé renin—angiotensin—aldosteron (RAA -
mot hé thdng quan trong gitp dicu hoa thé tich mau, can bang dién giai va sic
can mach mau).

Bang 1: Cac thudc trc ché men chuyén va chen thu thé
angiotensin II tai Viét Nam

Thuf')c trc ché men Thudc ddi chen thu thé
chuyén (ACEI) angiotensin Il (ARB)
Captopril Candesartan
Enalapril Irbesartan
Lisinopril Losartan
Perindopril Valsartan
Quinapril
Ramipril

Phu mach lién quan ACEI/ARB

Phu mach 1a tinh trang sung cuc b dudi da hoac dudi niém mac do dich
thoat ra khoi long mach vao cac mo ké&. Bat ky moé ni€ém mac nao cling co6 thé bi



anh huong, tuy nhién phu mach thuong gap nhat & ludi, mat va duong ho hép
trén. Thudc e ché men chuyen (ACEI) gay phu mach do lam tich tu bradykinin.
Pht mach do ACEI c6 tan sudt hiém gip, xut hién ¢ khoang 0,1-0,7% bénh
nhan st dung nhom thubc nay.

Céc thuéc ACEI chdng chi dinh ¢ nhitng ngudi c¢6 tién st phu mach do
cac thudce trong nhom. So voi ACEIL nguy co phu mach khi str dung ARB thap
hon. M6t s6 nghién ctru da cho thiy nguy co phu mach do ARB la tuong tu voi
cac nhom thude ha huyét ap khac nhu thude chen beta va véi gia duogc. Dén hién
tai, co ché gay phit mach do ARB hién van chua 13 rang.

Mic di, ARB khong chdng chi dinh & nhiing bénh nhan co6 tién sir phu
mach do ACEI, nhung tinh trang phu mach tai phat van dugc ghi nhén trén
khoang 1,5% bénh nhén khi chuyen sang ARB. Ngoai ra, cic ché pham phdi
hop sacubitril/valsartan c6 chéng chi dinh ¢ nhitng bénh nhan c6 tién st phu
mach lién quan dén ACEI/ARB.

Phu mach dwong ru¢t do ACEI/ARB

Phu mach ciing c¢6 thé xdy ra ¢ niém mac rudt c6 hoic khong kém phu &
cac vi tri khac. Tuy nhién, bién c6 nay thudng kho phat hién va khong duoc bao
céo day du do biéu hién 1am sang khong dién hinh. Bénh nhan c6 thé xuat hién
cac triéu ching trén tiéu héa nhu dau bung, ti€u chay, budn noén hodc nén. Do
nhiéu bénh 1y khac ciing c6 triéu chimg twong tu, nén viéc chan doan pht mach
duong rudt gap nhiéu kho khin.

Mot sb truong hop bénh nhan dé phai tién hanh mot s6 thu thuat khong
can thiét chi dé loai trir nhiing nguyén nhan bénh ly khac. Mot s6 bénh nhan cho
biét cac triéu chimg ciia ho c6 thé tu cai thién trong vong 2— 3 ngay, ngay ca khi
ho khong ngimg st dung thude nghi ngd. Tuy nhién, mot s6 khéc lai xuat hién
céc triéu ching cua phi mach dudng rudt trong nhiéu nam trude khi duoc chan
doan xac dinh.

Khuyén cdo danh cho nhén vién y té

’ Can can nhic dén nguy co phﬁvmach tai rudt & bénh nhan dang sur dung
thuoc ACEI/ARB khi bénh nhan cé biéu hién sau:

- Xuat hién dau bung c6 hodc khéng kém céc triéu chimg trén dudng tiéu
hoa khac.

- Hinh anh cit 16p vi tinh hodc siéu 4m bung/khung chau cho thiy thanh
rudt day, c6 hodc khong co dich 6 bung.

- Nong d6 chat trc ché Cl-esterase binh thuong.

- Céc triéu chung giam 13 rét sau khi ngimg thubc ACEI/ARB.

Néu xac dinh phi mach rudt, cin ngimg ngay cac thuc nghi ngo.



ANSM: THUOQ LOQI TIEU HYDROCHLOROTHIAZID
VA NGUY CO UNG THU DA

Hydrochlorothiazid 1a mét trong nhitng thudc loi tiéu duoc sir dung phd
bién nhét tai Phap va chau Au, do kha niang dung nap t6t va hiéu qua cao trong
diéu tri tdng huyét ap. Theo théng ke, tai Phap, c6 hon mot triéu bénh nhan dugce
ké don hydrochlorothiazid mdi ndm (bao gdm ca dang don doc va két hop).

Mang ludi cac Trung tdm Canh gidc Duoc ving ctia Phap di chi ra rang
hydrochlorothiazid c6 lién quan dén nguy co ung thu da trén bénh nhan va nguy
co nay phu thudc vao licu, thoi gian diéu tri, dic biét khi liéu tich liy 16n hon
50.000mg.

Céac nghién ctru thyc nghiém gan day cho thiy viée st dung cac thude loi
tiéu hydrochlorothiazid c6 thé lam tdng do nhay cam cua da v61 anh sang, do do
de giy ton thuong da khi tiép xtic v&i anh sang va lam tang nguy co ung thu
biéu mo té bao vay & da va moi. Theo do, Vién Han 1am Y khoa Phap nhac lai
cac khuyén cao dy phong nguy co nhu sau:

D6i vé6i bac si:

- Khi bat dau diéu tri, bac si can khai thac tién str ung thu da va thyc hién
kham da, moi cho bénh nhan. Mic du tién sir ung thu bleu mo té bao vay khong

phai 1a chong chi dinh cua hydrochlorothiazid, nhung can theo ddi bién co trén
da trén nhom bénh nhan nay véi tan suat it nhat 2 lan/nam.

- Khi ké lai don thudc, bac si can kiém tra da 1-2 1an mdi nam, dic biét
chu y dén nhitng vung da thuong xuyén tiép xiac vdi anh sang.

Poi voi bénh nhan:



- Chii dong kiém tra da dé phat hién sém nhiing thay doi bat thudng.

- Che chén can than khi tiép xuc vo1 anh sdng mat troi béng viéc mac
quan 4o che nang, st dung kem chong nang phd rong dé bao vé da khai tac dong
cua tia UVB va UVA - nhiing nguyén nhan lién quan tryc ti€p dén nguy co ung
thu da.

Poi voi dwgec si:

- Nhic nhé bénh nhan vé cac bién phap bao vé da va tu kiém tra da
thuong xuyén.

- Khuyén c4o bénh nhan thong bao ngay cho bac si khi xuat hién bat ky
ton thuong nao trén da.



TGA: CAP NHAT VE NGUY CO ROI LOAN TAM THAN LIEN QUAN
THUOC CHU VAN THU THE GLP-1

TGA da tién hanh mot cudc danh gia toan dién sau khi nhan dugc thong

bao vé& mot tin hiéu an toan thudc tiém an ddi vai viée st dung thudc chu van
thu thé GLP-1 va nguy co xuat hién y dinh tu sat hoac tu gay thuong tich.

Trong khuon khéqcu@c danh gia nay, TGA da tham khao y kién cua cac
chuyén gia doc l1ap tir Uy ban Co6 van vé Thuoc (ACM) tai cudc hop thang 6
nam 2025.

Mic du chua tim thay du bang ching vé mdi quan h¢ nhan qua, ACM ghi
nhén co6 sy lién quan phirc tap gitra cac roi loan tam than va cac bénh 1y noi tiét

man tinh dang dleu trj v6i thue chta van GLP-1, va méi lién quan tiém an giira
giam can va xuat hién ¥ y dinh tu sat hodc tu gay thu:ong tich.

Cac thube déng van thu thé GLP-1 hién dang luu hanh trén thi truong
Viét Nam bao gom: Ozempic (semaglutid), Saxenda (liraglutid), Trulicity
(dulaglutid).

Cép nhit trong thong tin sin phim

Thong tin san phém clia tat ca cac thude déng van thu thé GLP-1 duoc
cap nhat nhu sau (ngoai trir thong tin ctia Biét dugce: Saxenda do da c¢6 ndi dung
phu hop):

Réi loan tAm than



Hanh vi va y dinh tu sat da duoc bao cdo khi st dung thuéc dong van thu
thé GLP-1. Theo doi sy xuat hién hodc tram trong hon cua tinh trang tram cam,
suy nghi hodc hanh vi tu sat va/hodc bat ky thay doi bat thuong nao vé tam trang
hoac hanh vi cia bénh nhan. Can nhac lgi ich va nguy co d61 véi tung bénh
nhan trudc khi bat dau hodc tiép tuc di€u tri & nhitng bénh nhan cé suy nghi
hodc hanh vi tu sat hoac co6 y dinh tu sat.

Cic tac dung khong mong mudn dwoc bio cio

Tim kiém Co s& dir liéu vé Thong bao Bién cb bét loi (DAEN) cia TGA
vao ngay 23 thang 9 nam 2025 d6i v&i nhom thude dong van thu thé GLP-1
(semaglutid, liraglutid, dulaglutid va tirzepatid) da cho thay:

- 72 béo cao vé y dinh ty sat

- 6 bao cdo vé tu sat do trAm cam

- 4 bao c4o vé hanh vi tyr sat

- 2 bao céo vé tu sat

- 1 bao cao vé ¥ dinh tu gdy thuwong tich

Khuyén cao cho nhan vién y té

Cac Chuyen giay té nén theo ddi sy xuét hién hodc tram trong hon cua
tinh trang tram cam, suy nghi hoac hanh vi tu tir, hodc bat ky thay doi bat
thuong nao vé thm trang hodc hanh vi.

Can nhiac loi ich va nguy co d6i véi timg bénh nhéan trude khi bat dau
hoac tiép tuc dicu tri & nhitng bénh nhan c6 suy nghi hoac hanh vi tu sat.

Khuyén cao nguodi bénh bdo cdo nhan vién y té néu gap phai tinh trang
tram cam mo1 xuat hién hodc tram trong hon, c6 y dinh tu sat hoac bat ky thay
doi bat thuong nao vé tam trang hoac hanh vi.



BIP OCCITANIE: THAN TRONG KHI SU DUNG DOXYLAMIN,
PYRIDOXIN (VITAMIN B6) KEO DAI TRONG SUOT THAI KY

Céc ché pham phdi hop doxylamin v6i pyridoxin (vitamin B6) thuong
dugc chi dinh dé diéu tri triéu chimg budn nén, noén cho phu nit trong thoi ky
mang thai. Trong d6, doxylamin 1a thudc khang histamin H1 c6 tac dung an than
va khang cholinergic.

Thoi gian ban thai cua thudc 1a 10 gid, do do, thudc dugc thai trir sau
khoang 3 ngay ¢ ngudi 16n va du kién kéo dai hon & tré so sinh. V& 1y thuyét,
doxylamin c6 thé dugc sir dung o bat ky giai doan nao cua thai ky, tuy nhién
viéc st dung kéo dai dén giai doan gan cudi thai ky c6 thé dan dén phoi nhiém
thudc & tré so sinh va gy ra cic bién cb bat loi & tré nhu rdi loan tiéu hoa
va/hoidc roi loan than kinh (cham dao thai phan su, kho bu, kich dong, nhip tim
nhanh, run va an than).

Tuy nhién, giéng nhu hau hét cac anh hudng do phoi nhiém thudc & trong
tir cung, cac phan rng nay da phan & mirc do nhe va tu hoi phuc sau khi thude
duoc thai trir hoan toan.

Méi day, Co quan Quan Iy Dugc pham va Sinh pham y té Phap (ANSM)
lwu ¥ v& mot trudng hop bé gai so sinh du thang (40 tuan) c6 biéu hién khé chiu
nghiém trong kém giam bao hoa oxy thtr phat do cac con nging thd hdn hop,
ngoai tam thu, do d6 phai cham soc tich cuc tai khoa so sinh trong 10 ngay va
diéu tri bang caffein. Chua tim thiy nguyén nhan hay yéu t6 nguy co nao khac
ngoai viéc me c6 diéu tri véi doxylamin va pyridoxin (biét dugc: CARIBAN®)
véi lidu luong 4 vién/ngay cho dén thang tha 4 cia thai ky, sau do la 1
vién/ngay kéo dai trong sudt thai ky do tinh trang budn nén dai dang.

Tac dung an than cua doxylamin duoc cho la c6 lién quan dén sy khoi
phét nhiing con ngung thd do hé than kinh trung wong va tinh trang ngoai tam



thu do tac dung gay kéo dai khoang QT cua doxylamin. Céc tac dung ciing da
dugc ghi nhan day du véi cac thude khang histamin H1 khac nhu hydroxyzin.
Hai trudng hop twong tu khac lién quan dén doxylamin dd duoc ghi nhén trong
Co s¢ dit liéu Canh giac Dugc Qudc gia tai Phap.

Co quan nay cling da nhan dugc cac bao cdo khong chinh thirc vé viéc
doxylamin dugc sir dung trong sudt thai ky & cac bénh nhan ban dau duoc diéu
tri chimg budn noén va nén trong 3 thang dau, nhung van tiép tuc diéu tri ma
khong ¢o6 chi dinh duogc xac dinh 10 rang.

Doxylamin c6 thé dugc chi dinh cho phu nit mang thai, tuy nhién khong
nén str dung thude kéo dai ma khong dinh ky danh gia lai can béng loi ich/nguy
co. Pong thoi khuyén cdo nhén vién y té theo ddi thuong quy dbi véi tré so sinh
trong truong hop phu nit mang thai str dung thudc nay kéo dai cho dén khi sinh
con.



HSA: CANH BAO VE NGUY CO TUONG TAC THUOC GIUA
TICAGRELOR VA ATORVASTATIN

Bao céo case lam sang:

Bénh nhin nam 52 tudi, duoc chan doan nhdi mau co tim cip c6 ST
chénh 1én (STEMI) tir nam 30 tudi, dd duoc dat stent va diéu tri noi khoa bang
aspirin, enalapril, lovastatin. 17 nim sau, bénh nhan xuét hién tinh trang ting
sinh ndi mac v6i hoa nghi€m trong tai vi tri dat stent va duoc diéu tri bﬁng nong
bong (balloon angioplasty) va két hop pha voi long mach (intravascular
lithotripsy).

Liéu phap diéu tri noi khoa sau d6 doi thanh aspirin 100mg, ezetimib
10mg mdi sang, atorvastatin 10mg mdi t6i. Khi 51 tudi, bénh nhan co dot
STEMI lan 2, bac si phau thuat sau d6 da tién hanh loai bé huyét khdi dong
mach vanh, nong bong va truyén tinh mach eptifibatid trong 24 gio.

Do xuit hién dot STEMI lan 2, liéu phap khang tiéu cau dugc thay doi
thanh ticagrelor 90mg, 2 lan/ngdy, va tiép tuc duy tri ezetimib 10mg,
atorvastatin 10mg. 4 thang sau khi khdi tri v6i ticagrelor, phat hién néng do
creatin kinase (CK) trong huyét thanh ting cao 2.222 U/L, va tiép tuc ting dén
3.225 U/L trong 4 ngay tiép theo.

Cac xét nghiém chic ning gan ALT, AST, ALP ciing déu ting cao.
Ngoai tinh trang yéu co toan than, kham 1am sang khong phat hién bat thuong
nao khac, két qua troponin I do nhay cao ¢ muc binh thuong, khong co béng
chtmg rd rang vé cac bat thudng trong mau sic clia nudc tiéu .

Ban dau, tinh trang CK trong huyét thanh tang cao bat thu’O’ng duoc quy
két do bénh 1y tim mach sin c6 trén nguoi bénh, viém co do mién dich hodc ton
thuong co do statin. Tuy nhién, xét nghiém dién tam d6 (ECG), troponin I do



nhay cao (hs-TNI) déu cho két qua binh thuong, do d6 loai trir kha ning bénh
nhan bi nh6i mau co tim cip tai phat.

Dong thoi, cac két qua can 1am sang sau d6 ciing loai trir nguyén nhan do
mién dich. Khi danh gia téng thé, tinh trang tang cao CK, ALT, AST va ALP
trong huyét thanh cho thdy bénh nhan c6 thé bi tén thuong co xuong hon 13 co
tim. Mic du liéu atorvastatin st dung trén bénh nhan twong d6i thip, song cac
bang ching 1am sang xac dinh cac triéu chimg cua bénh nhan lién quan dén
statin.

Mot nghién ctru trudc d6 cling dd ching minh twong tac thudc giita
ticagrelor va atorvastatin 1am ting néng do atorvastatin trong huyét thanh 1én
khoang 1,3 lan. Tuy nhién, khong giy gia tang dang ké sy phoi nhiém toan than
clia atorvastatin nén khong co chéng chi dinh st dung dong thoi ticagrelor va
atorvastatin.

Twong tac thudc - thudc giira ticagrelor va cac statin

Ticagrelor 1a mot thude we ché thy thé P2Y 12 thuan nghich duong uéng,
c6 tac dung urc ché tiéu cau manh giup ngan ngtra bién cd tim mach do huyét
khoi, bao gdm tir vong do nguyén nhan tim mach, nhéi mau co tim va dot quy.

Trén bénh nhan co6 nguy co cao mic bién c6 huyét khodi cép tinh,
ticagrelor thuong dugc st dung dong thoi véi aspirin, véi muc licu khuyen cao
90mg, 2 lan/ngay trong nam dau, sau dé6 diéu tri duy tri v6i 60mg, 2 lan/ngay.

Tuong tac giita ticagrelor va cac statin ¢6 thé xay ra theo nhiéu co ché
dugc dong hoc khac nhau, tuy nhién hé qua cudi cung 13 gy ting ndng do cac
statin trong mau. Trong do, c6 sy tham gia cua co ché e ché ABCG2 - mot
protein trc ché ung thu vii (BCPR) va 1a chat trung gian trong qua trinh thai trir
nhiéu loai thudc & rudt non.

Mot sb bao céo di xac dinh kha nang Urc ché BCPR cua ticagrelor va rc
ché qua trinh thai trir cia cac thude qua rudt non, qua d6 gbp phan lam ting
néong do cta cac thudc 1a co chit cia protein ndy nhu atorvastatin va
rosuvastatin. P6i v6i bénh nhan ngudi chau A 13 nhém ddi twong cé nhiéu bién
thé di truyén gen ABCG2, gop phan giam thai trir thudc ¢ rudt non, tuong tac
nay c6 thé co nhiéu ¥ nghia trén 1am sang hon cac nhém bénh nhan khac.

Mot co ché khac c6 thé giai thich cho tuong tac gitta ticagrelor va
atorvastatin lién quan dén qua trinh ¢ ché enzym CYP3A4. Ticagrelor thudc
nhom thude e ché enzym CYP3A4, trong khi d6 enzym nay chiu trach nhiém
cho qua trinh chuyén hoa atorvastatin va simvastatin, su két hop cac thudc nay
co kha nang lam tang ndng do cac statin trong huyét tuong dan dén ting nguy co
xuat hién cac tac dung khong mong muédn cia cac thudc nhom e ché HMG-
CoA (hay céc statin).

Tuy nhién, ticagrelor khong dugc coi la chat (rc ché CYP3A4 du manh dé
gay ra cac tac dung khong mong mubn ¢o y nghia trén lam sang d6i v6i nhom
thudc trén. Mat khac, d6i voi cac thude e ché HMG-CoA khac nhu pravastatin,



pitavastatin khc:)ng chuyén hoa dang ké qua CYP3A4, do d6, tuong tic voi
ticagrelor co thé it y nghia trén 1am sang hon.

Khuyén cdo tir HSA

Pén thoi diém hién tai, Co quan Khoa hoc Y té Singapore (HSA) chua
ghi nhan dugc thém béo cdo nao khac lién quan dén bién cb bat loi trén co khi
str dung dong thoi ticagrelor va chat tc ché HMG-CoA.

Y nghia trén lam sang cua tuong tac gitra ticagrelor va thudc @e ché
HMG-CoA van chua day du di mot sd bao cao bién cb bat loi Ve tuong tac nay
da duoc cong bd. Theo d6, HSA khuyén céo cac chuyén gia y té can nhic dén
nguy co tuong tac thude-thude nay trén bénh nhan, ké ca nhimg nguoi bénh
khong c6 tién sir bénh co khi diéu tri bang cac thudc tc ché HMG-CoA trudc
day.



MEDSAFE: MAT CAN BANG NOI TIET TO DO THUOC

X Muscle
. Muscle
Fat
‘ Fat
Glandular
Tissue

NORMAL MALE BREAST GYNECOMASTIA

Chirng vu to ¢ nam gidi

Chtng vl to & nam gidi (gynaecomastia) xay ra do mat can bang cic
hormon sinh duc & nam giéi, dan dén ting sinh lanh tinh ciia mé tuyén v,
thudng kém theo ling dong md khu trd tai ving vii. Cac biéu hién 1am sang bao
gém md dudi quang vi chic hodc dan hoi, kém theo ting kich thudc v hodc
dau vung vu.

Tinh trang r01 loan ndi tiét tb lién quan su gia ting ty 1¢ estrogen so voi
androgen. Cac yéu to nguy co lién quan tinh trang nay bao gom:

- Do thay ddi sinh 1y nhu day thi hodc 130 hoa

- Céc bénh 1y tiém an: suy giam chirc nang sinh duc nam, bénh gan man
tinh, bénh than man tinh, cudong giap va roi loan chirc nang tinh hoan hoac tuyén
thuong than.

- Yéu t6 lién quan chuyén héa: béo phi

- Lam dung chat gay nghién: can sa, ruou, steroid déng hoa

- St dung mdt s6 loai thude

Chirng vii to & nam gi6i giy ra do thudc

Thudc 14 nguyén nhan cta xap xi 10-25% cac truong hop xuit hién chimg
vl to & nam gid1. Thoi gian khoi phat cac triéu chung thuong mudn c6 thé nhiéu
nam ké tur khi bat dau diéu tri.

Cac thudc, nhom thude co thé gay rdi loan noi tiét té dan dén ching va to
0 nam gidi thong qua nhi€u co ché khac nhau nhu:

- Giam tac dung cua hormon androgen tai mo vi, thong qua déi khang thu
thé androgen hodc urc ché tong hop androgen

- Giam san xuat testosteron, dan dén tang hormon estrogen



- Tang nong do prolactin, thuc day tang sinh mo tuyén via

- Tang cudng qua trinh chuyén héa androgen thanh estrogen & ngoai vi,
dac biét tai mé6 mo

- Gay tac dung tuong tu estrogen hodc thay d6i chuyén hoa estrogen, lam
tang phoi nhiém estrogen tai mo vu.

Nhiéu loai thube c6 lién quan d&én chimg vii to & nam gidi. Bang 1 cung
cap vi du vé cac loai thudc dugc phé duyét tai New Zealand ma trong d6 ching
VU to, phi dai tuyén va hodc cac rdi loan lién quan dén va duoc liét ké 13 phan
tmg phu trong t& huéng dan sir dung tuong tng.

Bdang 1: Phdn loai cdc thuoc lién quan dén chirng vu to hodc cdc roi
loan tuyén v 6 nam gioi

Phéan loai Thudc
theo nhom ATC
H¢ tiéu hoa omeprazol, domperidon
H¢ tim mach digoxin, spironolacton, amlodipin, verapamil,

diltiazem, simvastatin, atorvastatin, rosuvastatin

Da liéu isotretinoin

Hé tiét niéu sinh duc va | testosteron, cyproteron, finasterid
hormon gidi tinh

Thudc chéng nhiém trung  darunavir, zidovudin, efavirenz
duong toan than

Thube dicu tri ung thu va  methotrexat, flutamid, bicalutamid
diéu hoa mién dich

Hé than kinh risperidon paliperidon, olanzapin, sertralin,
fluoxetin, amitriptylin, methylphenidat

Can nhic khi ké don

Khi bénh nhin nam xuat hién ching v to can cin nhic dén nguyén nhan
lién quan dén cac thuoc bénh nhan da va dang st dung.

Céc triéu chung c6 thé cai thién nhanh chong khi giam liéu hodc ngimg
st dung thudc nghi ngo, dac biét khi chung vu to & nam gidi dugc phat hién
som.

Khi tinh trang nay kéo dai hon 12 thang, kha nang tu hoi phuc ma khong
c6 can thi€p y té s€ thap hon.




TANG CUONG GIAM SAT NGUY CO VIEM DAI TRANG KHI SU
DUNG OCRELIZUMAB: THONG TIN TU BAN TIN CANH GIAC
DUQC LIEN VUNG PHAP SO 55

PIEM TIN

Tang cuong giam sat nguy co viem dai trang
khi s&r dung khang thé don dong khang CD20

Ocrelizumab va cac tac dung khong mong mudn trén dwong rudt, diic
biét l1a dai trang

Ocrelizumab la mot khang thé don dong nhan héa khang CD20, duoc chi
dinh trong bénh da xo cung thé tai phat thuyén giam (SEP-RR) va da xo clng
thé tién trién nguyén phat (SEP-PP). Méc du dung nap tot nhung vao ndm 2018,
Phap di dua ra canh bao vé tic dung khong mong mudn cia thudc bao gém
viém dai trang.

Thue té, mot sb truong hop viém dai trang lién quan dén ocrelizumab da
dugc ghi nhan trong Co so Dit liu Canh giac duoc Qudc gia Phap (BNPV) va
trong y van. Tat ca bénh nhan, cha yéu 1a nit, déu dang diéu tri bénh da xo cing
bang ocrelizumab, voi d6 tudi trung binh 1a 41 tudi. Cac tac dung khong mong
mudn dugce bo céo bao gém viém dai trang, ti€éu chay man tinh, bénh Crohn, va
hiém gdp hon 13 xuat huyét truc trang.

Bang chung tong hop tir BNPV va y van cho thay thoi gian trung binh
xuat hién triéu chtng sau 1an dua dau tién 1a 12 - 18 thang. Mirc do nghiém
trong cua cac trudng hop nay 1a rat dang luu y. Liéu phap corticosteroid phan
16n dem lai két qua diéu tri kha quan, tuy nhién mot sé bénh nhan van can dén
phuong phap diéu tri khac nhu thudc chéng viém duong rudt, vedolizumab,
tham chi phau thuét cat bo dai trang. Trong phan 16n trudng hop, bénh nhan phai
dirng diéu tri bang ocrelizumab. Viéc ti sir dung thudc trén bénh nhan van chua



r0 rang, do da ghi nhan ca céac truong hop tai st dung thudc co6 hoac khong co
ghi nhan lai céc tac dung khong mong mudn néu trén.

31 trudong hop khac tir dir liéu FDA cling da xac nhan cac thong tin lién
quan: biéu hién 1am sang (bénh Crohn, viém dai trang vi thé/loét) cling nhu thoi
gian khoi phét va cach xur tri twong tmg (ngung str dung ocrelizumab vinh vién,
liéu phap corticosteroid toan than, phau thuat dudng rudt).

Co ché sinh Iy bénh

Nhiéu chuyén gia cho rang co ché cia cac tac dung khong mong mudn
néu trén c6 thé do su can kiét t& bao lympho B dan dén sy biéu hién qué muc
cua cac cytokin gy viém va interleukin-10 trong huyét thanh va mé dai trang,
tor d6 gop phan gay loét dai trang. Té bao lympho B dong vai tro then chot trong
mién dich niém mac thong qua viéc san xuat cac globulin mién dich tiét IgA va
IgM, rt can thiét dé duy tri tinh toan ven ctia hang rao ni€ém mac. Do do, su can
kiét t& bao lympho B do ocrelizumab gy ra c6 thé lam suy giam hang rao bao
V¢ nay.

Ngoai ra, Mehta va cong su nhan manh vai trd ctia cac té bao lympho B ¢
rudt trong dicu hoa hoat dong cua té bao lympho T, gop phan on dinh mién dich
cia niém mach tai dai trang va thic day su dung nap mién dich. Khi té bao
lympho B can kiét, qua trinh diéu hoa nay co thé bi r6i loan, din dén gia ting
dap mg viém va sy thAm nhép cua té bao lympho T vao niém mac dai trang.
Carballo-Folgoso va cong sy ciing cho ring cac thudc khang CD20 c6 thé khoi
phat bénh viém rudt man tinh trén nhiing dbi tugng co yéu td nguy co vé di
truyen



MEDSAFE: CANH BAO VE TINH TRANG KEM DUNG NAP VOI ACID
ZOLEDRONIC O BENH NHAN CAO TUOI

PIEM TIN

Co s¢ dir liéu Canh giac Dugc New Zealand giai doan 2016 - 2025 da
ghi nhén dugc hon 400 bao cao vé phan tng c6 hai li€n quan acid zoledronic.
Trong do, cac bdo cdo trén bénh nhan cao tudi (> 65 tuodi) chiém da so.

Ngoai ra, cac bién cb trén bénh nhan cao tudi thuong nghiém trong hon
va gdy anh huong dén kha nang sinh hoat ctia ngudi bénh. Tinh trang kém dung
nap véi acid zoledronic ndy c6 thé 1y giai do su suy giam chuc ning than, cac
bénh 1y dong mac phirc tap va tinh trang st dung dong thoi nhidu thude & bénh
nhan cao tudi.

Theo do, Medsafe khuyén cdo nhéan vién y té thong bao cho bénh nhan
vé cac phan tmg cap tinh thuong gép lién quan acid zoledronic nhu dau khop,
dau co, hoi chimg gia cam, dau dau va sét. Pong thoi, dam bdo bu du nudc, theo
doi chtre nang than cua bénh nhan trudce va sau khi truyen acid zoledronic nham
giam thiéu nguy co suy than trén bénh nhan. Dic biét, chdng chi dinh st dung
acid zoledronic ¢ bénh nhan ha calci mau.
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ESCMID:HUONG DAN VE

PANH GIA VA QUAN LY BENH NHAN DI UNG KHANG SINH

Khang sinh beta-lactam, dac biét 1a cac penicillin, 12 nhém khang sinh
dugc ké don phd bién nhét do nhitng wu diém vé hiéu qua, d6 an toan va phd tac
dung. Tuy nhién, cac beta-lactam cling 1a nguyén nhan gay di img dugc bao cdo
nhiéu nhat. Tuy nhién, dit liéu tir mot s6 nghién ciru tong quan va phan tich gop
hién nay chi ra ty 1¢ di ing khang sinh beta-lactam thuc té thdp hon dang ké so
voi nhitng gi dugc ghi nhan tr hd so bénh an ctia bénh nhan. Cu thé, chi khoang
1 - 2 trong mdi 20 canh bao “di tng” 1 chinh x4c.

Viéc ghi nhén tién st di tng khong chinh xac d?m dén viéc bac si tranh ké
don cac khang sinh dau tay mac du viéc nay la khong can thlet tr do, gay ra hau
qua nhu lya chon phac d6 thay thé kém tbi wu, thoi gian nam vién kéo dai, chi
phi y té cao hon, gia ting viéc sir dung cac khang sinh pho rong.

Nhiing yéu to nay déu gop phan lam gia tang tinh trang khang khang sinh
trén toan cau. Thyc té ndy nhan manh tinh can thiét ciia viéc danh gia lai tién sir
di tng khang sinh da dugc bdo céo, tir d6 thic viéc quan ly va sir dung khéng
sinh hop 1y. Trudc tinh hinh d6, Hoi Vi sinh 1am sang va cic bénh Truyén nhiém
chau Au (ESCMID) da ban hanh Hudng dan danh gia lai va quan ly di ung
khang sinh nham hd trg tiép can cac truong hop di tng khang sinh mot céch
thong nhat va hiéu qua hon tai Chau Au.

No6i dung tom tat cac khuyén céo chinh trong hudéng dan cua ESCMID
2026 v€ danh gia va quan ly bénh nhan di img khang sinh dugc trinh bay cu the
trong cac phan dudi day.

1. Poi voi treong hop di ing khang sinh beta-lactam

2"} ESCMID DICSADR

I Bénh nhan tw khai hoac dwoc ghi nhan di &wngkhang sinh beta-lactam I
Y
Khai thdc tién sir di @ng va cdc thong tin lién quan khac tir bénh nhéan, ngwoi
chdm séc / nguwdi nha, hd sorbénh dn (néu cé) dé phan ting nguy co

¥ v ¥

Nguy co’ rat thap Nguy co thap

Nguy co cao
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v
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Kham chuyé&n
khoa di ¢rng

Néu can digu tri
trwdc, xerm bén dudi

Ap dung d8ivéi khang sinh nghi
ngd va cac khang sinh khac cang
nhém nghi ngér

Can nhdc thay thé bdng cic cephalosporin hodc monobactam

cd nhém thé R khac, tat ca cac carbapenem

Can nhic hdi chdn chuyén khoa di ¢rng

Sir dung cac khang
sinh khong thudc
nhém beta-lactam

1SCAR: cac phan dng cé hai nghiém trong trénda ( TEN, SIS, ...)

2CDCT: Test tai sir dung thudc cé kifm soat (Controlled Drug Challenge Test)
3khéng phi hgp thyc hign CDCT d6i wéi céc trréing hgp: phy nir ¢é thai, b&nh nh&n ¢é bé&nh Iy tim mach, hé hdp ning hodc dang mic cac
bé&nh Iy c3p tinh hodc tinh trang 1&m sang khéng &n dinh, dang sir dung corticosteroid/ khang histamin lidu cao




Hinh 1: Panh gia va quan ly bénh nhan di ing khang sinh beta-lactam

Quy trinh thwc hién Thiv di vng cé kiém sodt (Controlled Drug
Challenge Test - CDCT):

1. Thong bao cho bénh nhan, ddng thoi danh gia xem bénh nhan c6 phu
hop dé lam thyc hién CDCT hay khong.

2. CDCT can dugce thuc hién tai cac co s& y té c6 kha nang theo doi va xur
tri cac phan trng di img c6 thé xdy ra va trén cac doi tuong bénh nhan phu hop.

3. C6 thé st dung phuong phap CDCT liéu don hoac CDCT liéu ting dan

- CDCT liéu don:

+ St dung 100% lidu day du cta khang sinh nghi ngo.

+ Tt nhat dung duong udng, hoic dudng dung khac (néu can).

+ Néu nghi ngo di ung véi penicillin, thuong str dung amoxicillin 500 mg
& nguoi lon.

- CDCT liéu tang dan:

+ St dung 10% liéu khang sinh nghi ngd (vi du 50 mg amoxicillin &
nguoi 16n) va theo doi trong 30 phut

+ Tiép tuc cho 50% liéu (vi du 250 mg amoxicillin) va theo doi trong 30
phat

+ Pua phan liéu con lai dé da 100% liéu day du (vi du 200 mg
amoxicillin) va theo doi trong 60 phut

4. Néu triéu ching nghi phan vé xuat hién trong qua trinh test, can xir tri
bénh nhan theo hudéng dan vé xur tri phan ve.

5. Bénh nhan phai dugc theo doi it nhat 1 gid sau khi dung liéu cudi cung.

6. Cung cap hudng dan ro rang cho bénh nhan dé theo doi cac tri¢u chung
xuat hién sau khi xuat bénh vién.

7. Tu van bénh nhan vé két qua test va ¥ nghia cta két qua test.



2. Poi voi truomg hop di ing cic khang sinh KHONG thudc nhém

beta-lactam

) ESCMID m(}ma

Bénh nhan ty khai hodc dwgc ghi nhan dj imgkhang sinh KHONG thudc nhom beta-lactam

Khai thdc tién st di trng va cac thong tin lién quan khdc tir bénh nhén, ngudi
chim s6c / ngudi nha, hd so'bénh an (néu co) dé phan tang nguy co

'
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* D4 dung nap dugc véi khing
sinh nghi ngdr dj rng trudc d6

*  The canh béo dj irng chi dya trén
tién st gia dinh hodc tém Iy e
ngai vé di ing

{J
Nguy co thap

*  Phan tng mirc dd nhe > 5 ndm trudc

* Phit ban nhung khdng c0 thém
thdng tin chi tiét

*  Khong nhé rd cac trigu chung dj (g

!

Nguy co cao

* May day (tirc thi hodc mudn)
* Phan (ng mic 46 ndng:
g SeAR?
2 Phanvé
Q  Phan ¢rng mudn nghiém
trong khac

+ Tribu ching khong phd hop vai || 228
dirng
Khong can test di (ng CDCT véi Néu khéng phi
khang sinh nghi hop thuc hién
ngo' cocr
Duong
Bo The canh béo di ing -— tinh
* Amtinh '
1

|

Kham chuyén
khoa di (g

|

Ap dung d6i véi khang sinh nghi
ngo'va cac khangsinh khic cung
nhom nghi nge

Cin nhic hoi chin chuyén khoa di img

Trinh tél sl dung khang sinh nghi ngo
va cic khang sinh khéc cling nhém

hi thy hién Test tai sir dung thude cd kiém soat (Controlled Drug Challenge Test - CDCT) d6i véi céc khang sinh nhw vancomycin, teicoplanin,
quinolon, amphotericin B cén nhic truyén chim, theo ddi v 6 thé st dung phac 46 dy phong (premedication)

*CDCT: Test téi sl dung thudic c6 kiém soét (Controlled Drug Challenge Test)
*héng phi hep thye hién COCT d6i véi cée trurdmg horp: phy ni cd thal, bénh nhén 6 bénh Iy tim mach, hé hép ning hodc dang méc cée
bénh Iy cdp tinh hodc tinh trang lém sing khdng &n dinh, dang sl dung corticosteroid/ khang histamin liéu cao

Hinh 2: Panh gia va QLBN di wng khang sinh khong thugc nhom beta-

lactam



3. Nguy co di irng chéo gitra cac khang sinh nhém beta-lactam

Beta-lactam
Antibiotic

Amoncillin
Penicillin G
Penicillin V
FRucioxacillin
Feneicillin
Pperacilin
Celalexin
Celazolin
Colalothin
Cefuroxme
Celaclor
Celamandole
Caftibuten
Celtriaong
Celotaxime
Ceftandime
Colepime
Cefiderocol
Cattaroline
Ceftolozane
Meropenem

Imipeném

Ertapenem
Adreonam
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Tring tacnhan gay di ing

Nguy codi tng do hinh thanh phiic hop Penicilloyl-poly-L-lysine (PPL)

Nguy co'di ing chéo do tuong dng vé céc nhom thé R1, R2 va/hoic cd bang ching trén 13m sing
Nguy co di img chéo do nhdm thé R1 hodcR2 gidng hét nhau

Khding ¢6 nguy codi img chéo

Hinh 3: Nguy co di ng chéo giira cac khang sinh beta-lactam
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TONG HQP BAO CAO PHAN UNG CO HAI CUA THUOC

TAI BENH VIEN PKKV QUANG YEN QUY I NAM 2026

Can cir Bé tiéu chi chat lwong bénh vién, phién ban 2.0, muc C9.5
“Thong tin thuoc, theo doi bao cao phan wng co hai cua thuéc (ADR) kip thoi,
ddy du va co chat luong”.

Can cir cdc bdo cdo phan ung co hai cua thuéc duoc gui toi Don vi
Thong tin thuoc — Duoc ldm sang, Khoa Duoc Vat tw thiét bi y té tuw ngay
01/01/2026 den 31/3/2026.

Hoi dong thude va diéu tri giri t6i cac Khoa, Phong bao cao tong hop vé cong
tac theo doi, giam sat cac phan mg co hai cua thuoc tai Bénh vién Pa khoa khu
vuc Quang Yén QUy | nam 2025 nhu sau:

1. Tinh hinh bao ciao ADR theo thoi gian

‘Trong quy 1 ndm 2026,‘Bénh vién Pa khoa ld}u vuc Quang Y@;n thuc hién
gui day du cac bao cao gui vé Trung tam ADR quoc gia. Chi tiét sO lugng bao
cao ADR theo tirng thang dugc tong hop nhu sau:

Thang 1 2 3

S6 lwgng bao cdo ADR 01 02 04

Bing 1. Tong hop s6 hrong bio cio ADR theo thang
Nhan xét:

- Tong s luong bao cdo ADR 3 thang dau nim 2026 tai Bénh vién Pa
khoa khu vyc Quang Yén 1a 07 bao cdo ADR.

- S6 luong bao cao ADR trung binh 3 thang dau nam 2026 1a: 2,33 bao
cao/thang.

- S6 lugng bao cao phan bd khong dong déu: cao nhit & thang 3 c6 04 bao
cao; thang 2 c6 02 bao céo; thang 1 ¢6 01 bao cao dugc ghi nhan.

- S6 luong bao cao ADR 3 thang dau nim 2026 bang sd luong bao céo
cung ky nam trudc (07 bao cdo).

- S6 lugng bao cdo ¢ xu hudng ting dan theo thoi gian
- Tuy nhién phan b6 chua dong déu, con phu thudc nhiéu vao timg khoa.

2. Phén b6 s6 lwong bio cio ADR theo khoa 1am sang.



S6 lrgng BC ADR/thang )
STT Tén don vi Tong
1 2 3
1 | Khoa Ngoai Tong hop 01 02 01 04
2 | Khoa Nhi 0 0 02 02
5 | Khoa Phu san 0 0 01 01
Tong cong: 01 02 04 07
Bang 2. Phén bd t¥ 1& bdo cao ADR theo tirng khoa 1Am sang
Biéu d6 phan bd ty 1¢ bao cao ADR
theo tirng khoa lam sang
25
2 2
2
15
Théng 1
1 1 1 Théang 2
1 Thang 3
0.5
0 0 0 0

Tén don vi Khoa Ngoai T6ng hop Khoa Nhi Khoa Phu san

Hinh 1. Biéu dé phan bo ty 1é bao cio ADR theo tirng khoa IAm sang
Nhan xét:
S6 luong bao cao ADR duoc ghi nhan tai cac khoa 14m sang nhu sau:
- Xép thir nhat: Khoa Ngoai Tong hop ¢6 04 béo cdo ADR chiém 57,14%/

tong sO bao cdo ADR;

- Xép thtr 2: Khoa Nhi ¢6 03 bao cao ADR chiém 28,57 %/ tong sd bao céo
ADR;

- Xép thir 3: Khoa Phuy san c6 01 bao cao ADR chiém 14,29%/ tong sb bao
cao ADR;

Béo c4o ADR tép trung chil yéu tai Khoa Ngoai Tong hop

Tuy~nhién, tai mot sb khog hiénNnay chua CQ ghi I}hén bao qcéo ADR nhu:
Khoa Phau thuat GMHS, Truyén nhiém, Y hoc cd truyén, N§i tong hop... Day



la cac khoa c6 nhi€u bénh nhan di€u tri, s6 luong thuoc st dung 16n, can luu tam
hon trong qué trinh b4do céo phan mg c6 hai cua thudc.

3. Panh gia chit lwong cac bao cio ADR
3.1. Tong hop sé lwong bdo cdo ADR ddy dii théng tin

Bao cao du thong tin Bao cao khong du thong tin
S6 lwong 07 0
Ty I€ (%) 100% 0%

Bing 3.1. Tong hop so lwgng bio cio ADR diy dii thong tin
Nhén xét:
- Trong tong sd 07 bao cdo ADR da ghi nhan, 100% bao cao day du cac
truong thong tin.
Viéc bao cao ADR déy du cac thong tin can thiét s& thun tién cho viéc
theo doi, giam sat, quan 1y cac bdo cdo ADR tai Bénh vién va cung cap thong

tin cho Trung tam DI&ADR Qudc gia trong viéc theo doi phan tmg co6 hai cua
thudc va chat luong thude trén quy mé toan qudc.

3.2. Phén bé sé lwong bdo cdo ADR theo nhém thuéc

C6 06 thude duoc ghi nhan trong cac nhom thudc ghi nhéan trong bao co
ADR gui té1 Khoa Dugc — Vat tu TBYT dugc tong hop tai bang dudi day:

STT Nhém thuéc S6 lwong | Ty 1é (%)

| | Thuodc khang sinh 05 100

1 Ampicillin + Sulbactam 01 20

2 Cefamandol 02 40

3 Ciprofloxacin 01 20

4 Cloxacillin 01 20

Il | Thuoc khu phong trir thap 01 100

1 | Dii thuong linh 01 100
111 | Thudc can quang 01 100

1 lopamidol 01 100

Bang 3.2. Phén bo ty 1 bio cao ADR theo tirng hoat chét cu thé




Nhan xét:

- Thudc khang sinh 1a thudc chiém ty 1é cao nhét trong s cac bio cao ADR
(5/7 truong hop, chiém 71,43%). Xép tht 2 1a thude khu phong trir thap va thude
can quang, mdi nhom thude véi 1/7 trudng hop, chiém 14,29%.

Hoat chit ghi nhan nhiéu:
« Cefamandol: 02 ca (28,57%)
« Ampicillin + Sulbactam, Ciprofloxacin, Cloxacillin: mdi loai 01 ca

- Trong nhom khang sinh, thude gap ty 1€ phan tmg cao nhat 13 Cefamandol
(2/7 chiém 28,57%), cac thudc xép tht 2 1a Ampiciclin + Sulbactam,
Ciprofloxacin, Cloxacillin (déu chiém 14,29%).
- Trong 3 théng dau nam 2026, Bénh vién khong c6 ghi nhan ADR ddi véi
nhoém thudc khéc.
4. Phan tich mirc d9 va biéu hién ADR
4.1. Theo mirc d§ phan vé
7Vé murc do nang cua cac phan ing c6 hai cia thube dugc ghi nhan chl’mg
t61 tong hop theo phan loai mire do phan vé dugc quy dinh trong thong tu 6
51/2017/TT-BYT ngay 29/12/2017 huéng dan phong, chén doan va xu tri
phan v¢, két qua nhu sau:

Phan vé do | [ 1l

S6 lwgng bao cao ADR, % | 04 (57,14%) | 01 (14,29%) | 02 (28,57%)

Bang 4. Phan bd s lwong bao cio ADR theo mirc d) phéan vé
Nhan xét:

Cac bao cdo ADR chii yéu & phan vé do I, voi 04 bao cdo (chiém
57,14%); phan v¢ do II voi 01 bao cao (chi€m 14,29%); phan vé d6 III voi 02
bao cao (chiém 28,57%), khong c6 bdo cao & muc phan v¢ do IV (0%).

Chii yéu la phan (g nhe va trung binh ‘

Tuy nhién da xuat hién ADR mirc d§ nang (d¢ III) — can dac biét luu y.

4.2. Theo biéu hién lam sang



Biéu d6 phan bd ty 1¢ bao cao ADR
theo mirc do phan vé
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Hinh 2: Biéu dd phén bd ty 1¢ bio cio ADR theo mirc d) phén vé
Céc phan tng cht yéu dugc ghi nhan trong cac bao cdo ADR 1a biéu hién
man do, man ngra cuc bo hoac toan than. Pa phan cac phan ing nay déu la phan
ung lién quan dén co dia di ing ctia nguoi bénh. Bén canh do, can luu tdm dén
cdc phan ung lién quan dén tac dung kich tng va dugc 1y cia thudc can luu y
trong qua trinh su dung:
- Phan rng dé da toan than khi tiém Ampicillin + Sulbactam, Cloxacillin.

- Phan tng dau dau, budn non sau khi st dung Cloxacillin duong tiém.

. 3 thang diu nim 2026
STT Biéu hign ADR —
Tan suat gap Ty I€ (%)

1 | Ban d06, man ngta 6 50
2 Kho tho 1 8,33
4 | Budn non, non 1 8,33
6 | Hahuyét &p 1 8,33
9 | Pau dau, hoa mat, chong mat 2 16,67
10 | Dau rat dau ludi 1 8,33

Bang 5: Biéu hién triéu chirng ADR



Biéu d6 phan bd biéu hién triéu chirng ADR

\

= Ban d6, man ngtra
m Khé thé
Budn nén, nén
Ha huyét 4p

® Pau d3u, hoa mit, chéng mit

= Dau rat ddu ludi

L

Hinh 3: Bi¢u @6 phén bo biéu hién triéu chimg ADR

Loai biéu hién thuong gap nhat 1a man ngira, ban do véi 06 bao céo (chiém
50%/tong s6 lugt phan tng). Mic d6 xuat hién phan tung dau dau, hoa mat
chong mat c6 02 truong hop (chiém 16,67%/tong s6 luot phan tng), twong tng
v6i muac phan vé do 2 trd 1én chiém 25%. Mirc do xuat hién budn non, kho tho,
dau rat dau ludi, ha huyét ap c6 1 truong hop (chiém 8,33%/téng sb luot phan
ung)

Ty 1¢ phan tmg ban d6, man ngira rit cao. Viéc ghi nhén ty 18 rat cao phan
g trén da cho thdy hién cac bao cdo ADR mdi chi ghi nhan chi yéu cac phan
ung “duoc cho la di img thudc” vi biéu hién trén da, moé méi duge dem vao bao
c40. Cac phan tmg dugc ghi nhan 13 tac dung phu ciia thude con chua duoc quan
tam dung muc va khong dugc coi 1a ADR theo quan diém ctia nguoi béo céo.

5. Danh gia chung

So véi quy IV nam 2025, s6 lugng bao cao ADR tai Bénh vién duy tri véi
07 bao cdo, sé lwong nhom thude duoc bao cao xuat hién ADR ting 1én (tir 1 1én
3 nhom thuéc). Nho ¢6 su quan tdm, sau sat trong cong tac lanh dao, chi dao cua
Ban Giam déc, Truong cac Khoa, Phong da lam thay d6i nhan thirc cta can bod y
té trong viéc ty nguyén bao cao ADR, khong chi mang lai loi ich trong diéu tri
cua nguoi bénh ma con giip cung cap thong tin cho Trung tam DI&ADR Quéc
gia vé dir liéu an toan sur dung thudc toan quoc gop phan tu vin cho Cuc Quan
1y Duoc ra cac quyét dinh dinh chi, thu hdi, hodc thay dbi thong tin thude. Do
do, cac Khoa, Phong can tiép tuc don ddc thuc hién bao cdo ADR thuong xuyén
hon.



S6 luong bao cao ADR duy tri, chat luong céc bao cdo ADR tai Bénh
vién dap tng dugc yéu cau, dat mic 5 cua muc C,9.5 trong Bo ti€u chi chat
lurong bénh vién Viét Nam (phién ban 2.0) do B Y té ban hanh.

Tuy nhién, s6 luong bao cao ADR ghi nhan lai chu yéu 1a bao céo vé phan
ing ngoai da, rat it cac phan ung lién quan dén tac dung phu cua thuée, ADR
hiém gap.

6. Pé xuit kién nghi

Bao c4o ADR dong vai tro rat quan trong trong cac hoat dong giam sat
ADR tai Bénh vién. Viéc thuc déy bao cao ADR trong Bénh vién nham hinh
thanh théi quen thuc hanh Canh giac dugc cho can b y té, dong thoi tao nén
moi lién két gitta cac Khoa 1am sang v6i Pon vi Thong tin thudc — Dugc 1am
sang, Khoa Duoc — Vat twu TBYT, Hoi dong Thudc va Diéu tr1 voi Trung tam
DI&ADR Qubc gia, nham hudng t6i muc dich cudi cling 1a phat hién kip thoi va
xur tri phtt hop cc van dé an toan thudc trong Bénh vién. Muc tiéu dugc ky vong
trong cong tac bao cido ADR la ting s6 luong bao cdo ADR ghi nhan, trong d6
cha trong dén bao cao ADR hiém gip, ADR nghiém trong va ADR cila céc
thudc méi.

Thuc hién viéc gui bao cao hang thang hoic trong thoi gian quy dinh doi
véi béo cao ADR nghiém trong theo huéng dan cua Bo Y té nham lam giam thoi
gian tri hoan gui bao céo.

Thic day viéc giam séat nhitng bénh nhan c6 nguy co cao (tién s di tng,
st dung nhirng thuéc cd ty 18 gap ADR cao...) nham ngin ngtra va kip thoi xu
tri khi ADR xay ra.

Tang cudng ra soat nhiing bat thuong trong két qua xét nghiém can 1am
sang c6 thé lién quan dén ADR cua thuoc.

Tiép tuc 4p dung sang kién “Tang s6 luong bao cido ADR thu thap duoc
tir 01/01/2024 - 30/6/2024 1€n 75% so v6i cung ky ndm trude” trong cong tac
theo ddi, bdo céo phan ung co hai cua thudc (ADR) tai Bénh vién dé tang s
luong va chat lwong bao cao ADR trong thoi gian tiép theo.

Day manh truyen thong va giao duc

Viéc phat hanh tap chi, ban tin vé an toan thubc hang quy va gt cho cac
bac si da ching minh hiéu qua lam gia tang ty 1€ bdo cdo ADR.

Bién phap cung cd hé théng bao céo tu nguyén bang cach dinh kém mau
béo céo tu nguyén theo to don thude va vao ban tin ADR rdi giri dén cho bac si
diéu tri 43 1am ting dang ké ty 1¢ bao cao ADR tai Bénh vién.

Céc thong tin vé ADR c6 thé duoc giri dén cho bac si qua thu tin hodc thu
dién tir. Viéc giri email c6 thong tin vé ADR cho céac can bo y té ciing cho thiy
da lam tang ty 1€ bao cao noi1 chung. Phuong phéap nay c6 tinh kha thi cao nho ré
tién, dé thuc hién va quan 1y, tuy van c6 han ché vi théi quen chung la chi doc
luot thu dién t. Nhimg bién phap nay nham muc dich cung cap thong tin vé
nhimg ADR d3 dugc bao cdo, tu van diéu tri dua trén bang ching trong nhiing



truong hop nghi ngd ADR cu thé va nhiing ¥ kién vé quy két mbi quan hé nhan
qua cta thude voi ADR.

M&ét s6 bién phap khac

* Co ché khuyén khich

Xem xét khen thudng khoa/phong c6 bao cao ADR tdt.

Pua tiéu chi ADR vao danh gia chat lugng khoa.

* Duy tri va mé rong sang kién

Tiép tuc trién khai sang kién: “Ting s6 luong bao cdo ADR >75% so voi
cung ky”.

7. Két luin

- Cong tac theo doi va bao cao ADR tai Bénh vi¢n trong Quy /2026 dwgc
duy tri on dinh, dam bzo chat lwgng, tuy nhién can tiép tuc:

+ Tang s6 luong bao céo

+ M6 rong pham vi ghi nhan ADR

+ Nang cao vai trd dugc 1am sang trong giam sat an toan thudc



Quyét dinh so 161/Qb-BVQY ngay 15/01/2026 cua Bénh vién Da khoa khu vee Quang Yén V/v ban hanh Danh

muc thudc nhin giong nhau, doc giong nhau tai Bénh vién Pa khoa khu vue Quang Yén nim 2026

DANH MUC THUOC NHIN GIONG NHAU - PQC GIONG NHAU

(LASA - LOOK ALIKE, SOUND ALIKE)

(Ban hanh kém theo Quyét dinh sé: 161/0P-BVQY ngay 15/01/2026

cua Bénh vién Pa khoa khu vic Quang Yeén)

A. NHIN GIONG NHAU, PQC KHAC NHAU

STT Hinh anh/Tén thuéc Luu y
- Khéc hoat chat va nong do.
- Nhan c6 vién xanh dam nhat khac nhau.
1 - Clng nha san xuét
- Hinh dang chai giéng nhau: nhua trong, thé tich 500ml, dung dich

‘
Glucose 10%

Glucose 5%

trong, khéng mau

Glucose 20%




Nobstruct Famotidin 40mg/4ml
(Acetylcystein 300mg/3ml)

* Khéc hoat chét: - Nobstruct: Acetylcystein

- Famotidin: Famotidin
* Cung dang dong goi 1a dng thuy tinh t6i mau (mau nau) véi kich
thudc va mau chir gan gidng nhau.

Metronidazol Kabi ~ Glucose 5%
(Metronidazole 500mg ) (Glucose khan 5g)

- Khéac hoat chit, khac mau sic nhan.

- Cung nha san xuét

- Hinh dang chai giéng nhau: nhya trong, thé tich 100ml, dung dich
trong, khéng mau




Flazenca 750.000/125 Cebest 50mg
(Spiramycin 750.000 IU  (Cefpodoxime 50mg)
+ Metronidazol 125mg)

- Khéac hoat chit
- Hinh dang goi: ¢6 cung kich thude goi va tong mau cam - trang chu
dao.

ko

@

Mulpax S-250

Cefuroxim 250ma
B0t pbin b dieh w0k

Mulpax S-250 Abvaceff 200
(Cefuroxim 250mg) (Cefpodoxim 200mg)

* Khac hoat chat:

- Mulpax S-250. Cefuroxim (dudi dang Cefuroxim axetil)

-Abvaceff 200Cefpodoxim (dudi dang Cefpodoxim proxetil)

* Khac thé hé: + Mulpax S-250. Khang sinh Cephalosporin thé h¢ 2

+ Abvaceff 200. Khéng sinh Cephalosporin thé hé 3

* Cung nha san xudt

* Hinh dang hai san phdm nay c6 kich thudc goi va mau sic nén tring
rat gibng nhau.

* Nhan co6 chir xanh, chir do khac nhau.




Progesterone BP 25mg

Methylergometrine
maleate 0.2mg/ml

- Khac hoat chat

- Cling cong ty san xuét

- Cung dang déng goi 1a dng thuy tinh trong, mau ndu, hinh dang éng
gin gidng nhau, dung dich trong.




Lidocain Hydroclorid o
40mg/2ml

Neostigmin Kabi

(Neostigmine 0,5mg)

Bisoplus HCT 5/12.5
(Bisoprolol; Hydrochlorothiazid) (Lisinopril; Hydrochlorothiazid)

Lisiplus HCT 10/12.5

- Khéac hoat chit

- Khac nha san xuét
- Cung dang dong goi 1a 6ng thuy tinh trong, khong mau, hinh dang
dng gan gidng nhau, dung dich trong, khong mau.

- Khac hoat chit chinh

- Cuing hoat chét phdi hop.

- Cuing nha san xuét

- Quy cach déng goi: Hinh dang vi, kiéu dang hop va nhan dién
thuong hiéu khé4 twong dong.




T

Aspirin 100mg
Acid acetylsalicylic

10

Ciprofloxacin Kabi 200mg
Ciprofloxacin

Nifedipin 20mg
Nifedipin

Khac nhau: Hoat chit va cong dung, Thong tin trén mit sau

Giong nhau: Hinh thirc vi: Ca hai déu c6 mot mat vi mau do ryc, rat
de gy nham lan néu chi nhin vao mau sac cua vi thudc. SO luong
vién: Moi vi déu chira 10 vién nén.

Paracetamol Kabi 1000mg
Acetaminophen

Khéac nhau: Hoat chat; Mau séc nhan

Giong nhau: Cung nha san xuat; Kiéu dang chai: Déu 1a chai thuy
tinh v&i nap cao su bao vé mau xanh 1a; Thé tich: Ca hai déu la chai
100ml.




Khéc nhau: Hoat chét

Piém giong nhau: Hinh déng bao bi; Mau sic chit in; Ky hiéu nhan

1 dién;Thong tin nha san Xuét:
Dexamethasone 4mg Lidocain 40mg
(Dexamethason phosphat) (Lidocain)
= =
Khéc nhau: Hoat chat
12 Pié¢m gidng nhau: Hinh dang bao bi; Mau sic chit in;Thong tin nha

- = e

Magnesi Sulfat 1,59 Kali Kali Clorid Kabi 1g
Magnesium sulfate Kali Clorid

san xuat:




B. NHIN GAN GIONG NHAU, PQC GAN GIONG NHAU
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Axuka Ama-Power

Amoxicilin clavulanat 1000mg

Ampicillin Sulbactam 100mg

Piém khac nhau: Thanh phan hoat chat.

Piém gidng nhau: Bao bi; Nép lo; Thiét ké nhan; Tén thwong mai:
Bat dau bang chir "A" Nha san xuat:




STT Hinh anh/Tén thuéc Luu y

- Khac hoat chat

1 - Cung nha san xuat , ’

il - Cung dang dong gai la ong thuy tinh trong, mau nau, hinh dang ong
gan giong nhau, dung dich trong.
VinPhyton Vinzix
(Vitamin K1 10mg/ml) (Furosemide 20mg/2ml)
* Khéc hoat chat: BFS-Amiron:  Amiodarone hydrochloride
BFS-Nicardipin: Nicardipine hydrochloride
5 * Cung nha san xuat

BFS-Amiron
(Amiodaron
hydroclorid 150m

BFS-Nicardipin
(Nicardipin hydroclorid
g/3ml) 10mg/10ml)

- Hinh déang gan giéng nhau. Sy giéng nhau vé bao bi (vo nhom mau
bac, chir xanh - do, cung nha san xuat CPC1) rat dé dan dén sai sot
trong thao tac:




C. NHIN KHAC NHAU, PQOC GAN GIONG NHAU

STT Hinh anh/Tén thuéc Luu y

- Khéc hoat chat
1 - Cung nha san xuat )
- Cung dang dong goi la lo thay tinh trong, khdng mau, bot mau trang.
Ceftibiotic 500
- Cung hoat chat
2 - Cung ham lugng

- Hinh dang vi thuéc khac nhau.
- Khé&c nha san xuat

Metformin 500mg Mestforilex MR
(Metformin HCL 500mg) (Metformin HCL 500mg)




Khéc nhau: Khéc hoat chat Khac ham lugng , o
- Clng dang dong gbi 1a ong thuy tinh trong, mau nau, hinh dang 6ng gan giong
nhau, dung dich trong. Cung nha san xuat

Adrenalin Noradrenalin
(Adrenalin Img/ml) (Noradrenalin 4mg/4ml)

Piém khac nhau: Thanh phan, ham lugng, co ché hoat dong, nhan dign mau chir.
bieém giong nhau: Nha san xuat, dang bao ché, thanh phan chinh.

Vinsalpium 0,5mg+2,5mg  Visalmol 5mg
Salbutamol + Ipratropium Salbutamol




D. NHIN GAN GIONG NHAU, PQC KHAC NHAU

STT

Hinh anh

/Tén thuéc

Melanov-M

Vastarel OD 80mg

(Gliclazid 80mg, (Trimetazidine

Metformin 500mg)

dihydrochloride 80mg)

Luuy

- Khéc hoat chat

- Hinh dang vi thuéc gidng nhau

- Khéc kich thudce vién.




- Khéc hoat chat
- Khac nha san xuat
- Hinh dang vi thuoc giong nhau.

Diopolol 2.5 Lovastatin DWP 10mg
(Bisoprolol Fumarate 2.5mg)  (Lovastatin 10mg)

- Khéc hoat chat

- Khac nha san xuat

- Cung dang dong goi 1a 6ng thiy tinh trong, khéng mau ,
hinh dang 6ng gan giéng nhau, dung dich trong, khéng mau.

Salbutamol Kabi 0,5 mg/Iml  Atropin sulphat
(Salbutamol 0,5 mg/Iml)  (Atropin sulphat 0,25mg/1ml)




Paracetamol A.T inj

300mg/2ml)

Enaplus HCT 10/12.5
(Enalapril maleate 10
mg,
Hydrochlorothiazide
12,5 mg)

Ketorolac A.T
(Ketorolac Tromethamin
30m

I ——

(Paracetamol

g/2ml)

- Khéc hoat chat

- Cling nha san xuét

- Cuing dang dong goi 1a dng thay tinh trong, mau nu, hinh
dang 6ng gidng nhau.

Daklife 75mg
(Clopidogrel
duai dang Clopidogrel
Bisulfat 75mg)

- Hinh dang vi thudc giong nhau.
- Khéc hoat chat )
- Kh&c nha san xuat.




Periwel 4 Novewel 80
(Perindopril erbumin 4 mg) (Drotaverin Hydroclorid
80mg)

- Khéc hoat chat
- Cung nha san xuat
- Cung dang déng goéi la vién nang cing.




- Cung dang dong goi la dang goi, duong dung déu 1a dang
hon dich uong, thé tich 10ml.
- Khac hoat chat.

Varogel Cratsuca




Tovecor Plus Kozemix
(Perindoprin Arginin 5mg (Perindoprin Erbumin 8mg
Indapamid 1,25mg) Indapamid 2,5mg)

- Hinh dang vi thudc giéng nhau.
- Khéc hoat chat )
- Khac nha san xuat.

Dimedrol

Metoclopramide
10mg/2ml
(Metoclopramide 10mg)

(Diphenhydramin
Hydroclorid 10mg/iml)

- Khéc hoat chat

- Khac nha san xuat

- Cung dang dong goi la bng thuy tinh trong, khéng mau ,
hinh dang 6ng gan giéng nhau, dung dich trong, khéng mau.




mnucto\

Paracetamt;ﬂ 500mg

- Khéc hoat chat
- Khac dang vién:
+ Lo Kagasdine la dang vién nang cting

10 e + Lo Panactol 1 dang vién nén
- Quy cach déng g6i déu la chai 1000 vién
Kagasdin 20mg Panactol
(Omeprazol 20mg) (Paracetamol 500mg)
- Hinh dang vi thudc giong nhau.
11 - Khéc hoat chat

Cinnarizin Pharma
(Cinnarizine 25mg)

Vinzix
(Furosemid 40mg)

- Khac nha san xuit.
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Siro Kién Ty DHD

A.T lbuprofen
(Ibuprofen 100mg)

- Khéc hoat chat

- Cing dang dong goi 1a 6ng nhya, mau nau
- Khéc dang bao cheé.




- Khéc hoat chat
- Khac nha san xuat
- Hinh dang vi thuoc giong nhau.

Partamol tab. Kali clorid

(Paracetamol 500mg) (Kali clorid 500mg)
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Diclovat Efferalgan
(Diclofenac natri 100mg) (Paracetamol 80mg)

- Khéc hoat chat ’
- Cuing dang bao che la thuoe dan
- Khéc cbng ty san xuat.
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Milgamma N Vitamin B12
(Thiamin 100mg (Cyanocobalamin
Pyridoxine 100mg 1000mcg)

Cyanocobalamin 1mg)

- Khéc hoat chat

- Khéc cong ty san xuit

- Cung dang dong goi 1a dng thay tinh trong, mau dé, hinh
dang dng gan gidng nhau.




16

Nudc cat tiém 10ml Magnesi Sullfat Kabi 15%
(Magnesi sulfat 1,59 )

- Khac hoat chat

- Khéc nha san xuat

- Cung dang dong goi 1a éng thay tinh trong, khdng mau ,
hinh dang dng gan giéng nhau, dung dich trong, khéng mau.




- Khac hoat chat

- Khéc nha san xuat

- CUng dang dong goi la bng thuay tinh trong, khong mau ,
hinh dang dng gan giéng nhau, dung dich trong, khéng mau.

Amikacin 250mg/ml Gentamicin 80mg
(Amikacin 250mg/2ml) (Gentamicin 80mg)

- Khéc hoat chat

- Khac nha san xuat

- Cung dang dong g01 1a 6ng thuy tinh trong, khéng mau,
hinh dang 6ng gan giéng nhau, dung dich trong, khéng mau.

Huyét thanh khang doc to Vinphatoxin
uon van tinh ché (Oxytocin 5Ul/ml)




- Khéc hoat chat
- Cung nha san xuat

19 - Hinh dang vi, tén thudc gan gidng nhau
Pecrandil 5 Pectaril 10 mg
(Nicorandil 5mg) (Quinapril hydroclorid 10mg )
E. NHIN KHAC NHAU, PQC GIONG NHAU
STT Hinh anh/Tén thuéc Luu y

COVERSYL

Coversyl 10mg
Perindopril Arginin

Coversyl 10mg
Perindopril Arginin

Khac nhau: Ham lugng, Mau sic bao bi:

Gidng nhau: Tén va Hoat chat: Dang trinh bay:




i | o
v bl B_MWON MR60mg biém giong nhau: Tén thuong mai; Hoat chat; Dang bao
> 60 che; Nha san xuat Cong dung: o
S . biém khac nhau: Ham lugng; S6 lugng; thiét ké bao bi, dac

diém vién thuéc.
Diamicron MR Tab 30mg Diamicron MR tab 60mg

- Khac ham luong

- Cung hoat chat

- Cling nha san xuét

- Khac kich thuéce lo

- Cung dang dong goi 1a lo thay tinh trong, khéng mau, bot
mau trang.

Visulin 1g/0,5¢ Visulin 2g/1g
(1g Ampicilin + 0,59 Sulbactam) (2g Ampicilin + 1g Sulbactam)




T“T'ﬂﬂl

\ " - Khac ham lugng
2iEE - Cuing hoat chit
&sE - 4 .
- CUng nha san xuat
, u&ﬂ " - Cung thé tich, dang déng goi 1a tép nhya trong, khong mau.

Ventolin Nebules 5 Ventolin Nebules 2,5

mg/2,5ml mg/2,5ml

- Khéac ham lugng

- Cung hoat chat

- Clng nha san xuét

- Cung quy cach dong goi, vién nén mau vang giéng nhau.

Drotuc Drotuc Forte
(Drotaverin 40mg) (Drotaverin 80mg)




- Khéc nhau vé ham luong, thé tich dong goi
- Cling nha san xuat
- Cung hoat chat

HoAstex 45 ml HoAstex 90 ml




TAI LIEU THAM KHAO

1. Truong Dai Hoc Duoc Ha Noi,

2. Trung tam Quéc gia vé Théng tin thuéc va Theo déi phdn iing c¢6 hai
cua thuoc;

3. 86 liéu tong hop ciia Té Théng tin thubc — Duwoc lam sang.
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