SO Y TE QUANG NINH CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM Y TE TX QUANG YEN Déc 1ap - Tw do - Hanh phic
S6: 360/QD-TTYT Qudng Yén, ngay 14 thang 10 ndam 2025
QUYET PINH

Ban hanh bén théng tin thudc lwru hanh ndi bd
lan thir hai nam 2025 tai Trung tim Y té thi xa Quing Yén

GIAM POC TRUNG TAM Y TE THI XA QUANG YEN

Can cu Quyet dinh s6 2023/QD-UBND ngay 2 1/7/2023 cua Uy ban nhan tinh
Quang Ninh “Ve viéc quy dinh churc ndng, nhiém vy, quyen han va co céu t6 chirc ciia
Trung tim Y té thi xd Quang Yén tryc thudc S¢' Y té Quang Ninh";

Cin cir Nghi dinh s6 131/2020/ND-CP ngay 02/11/2020 ctia Chinh phu vé
Quy dinh vé t6 chire, hoat dong dugc 1am sang cia co s& kham bénh, chita bénh.

Can ctr Thong tu s6 23/2011/TT-BYT ngay 10/6/2011 vé viéc Huong dén sir
dung thudc trong céc co sd y té co giudng bénh;

Cén cir vao Thong tu 0 21/2013/TT- BYT ngay 08/8/2013 vé t6 chirc va hoat
dong cua Hoi dong thuoc va di€u tri trong bénh vién;

Xét dé nghi cta Ho1 déng thudc va diéu tri Trung tam Y té,
QUYET PINH:

Piéu 1. Ban hanh ban thong tin thude luu hanh nodi bo lan tha hai nam 2025
tai Trung tAm Y té thi x3 Quang Yén (¢ ndi dung bdn théng tin thuéc dinh kém).
Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky.

Piéu 3. Hoi dong thude va diéu tri, Khoa Dugc - TTB - VTYT, cic Khoa,
Phong c6 lién quan cin ctr Quyét dinh thi hanh./.
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BAN TIN THONG TIN THUOC
LAN THU HAI NAM 2025
(Lwu hanh ngi bp)

*\ M DPIEM TIN

1. ANSM: Cap nhat canh bao nguy co nhiém toan
Ceton va hoai t Fournier khi str dung cac thudc
uc ché SGLT-2.

2. Mot s6 diém tin an toan c4p nhat tir Ban tin WHO
s0 03/2025.

3. EMA: Nguy co soc tuan hoan khi sir dung khang
sinh  Cotrimoxazol  (Sulfamethoxazol  va
Trimethoprim).

4. Nguy co rdi loan tam than lién quan dén
finasterid: canh bao cua EMA va céac bién phap
quan ly méi tit ANSM.

5. EMA: Nguy co bénh nao do ting amoniac mau
khi str dung regorafenib.

6. HSA: Nguy co thoat mach nghiém trong tai vi tri
truyén tinh mach polatuzumab vedotin.

7. HSA: Nguy co 1di loan ngoai thap khi sir dung
metoclopramid & tré em.

8. Tong hop Thong bao cta Trung tim Y té thi xa
Quang Yén vé hinh anh thudc gia, thudc khong ro
ngudn gdc va xur 1y vi pham.

SUDUNG THUOC

ANTOAN HOP LY
1. Twong tac thudc lién quan hoi chimg Serotoin:
Luu y tr ca bao cdo ADR.
2. Téong quan vé d6 an toan cua khang sinh
Fluoroquinolon.
3. Tong hop bao céo phan tng c6 hai cta thudc tai
TTYT TX Quang Yén quy III nam 2025.
4. Béo céo danh gia st dung thudc nam 2025 (Thoi
diem tinh tor ngay 01/10/2024 den ngay 30/9/2025).

Chiu trach nhiém phé duyét: BS CKIL Dinh Thi Lan Oanh
Chiu trach nhiém kiém tra: BS CKIL Tran Hiru Thach
Chiu trach nhiém ngi dung: DS CKI. b6 btc Huy

Soan thao:

DSDPH. Vii Thé Diing

Quang Yén, thang 10/2025
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ANSM: Cép nhit cinh bao nguy co' nhiém toan ceton va hoai tir Fournier

khi sir dung cac thudc trc ché SGLT-2

Canagliflozin 13 thudc tht 3 thuéc nhom gliflozin duoc cip phép luu hanh
tai Phap, bat dau tir thang 1/2024. Tuong tu dapagliflozin va empagliflozin, cac
thudc c6 chtra canagliflozin ciing lién quan dén nguy co nhiém toan ceton va hoai
tr Fournier (hay viém cin hoai tir viing tang sinh mon).

Trude do, thong qua danh gia cac bao cdo ca trong co s¢ dit licu Canh gidc Duoc,
EMA d3 chi ra ¢c6 mdi lién quan giita nguy co nhiém toan ceton dai thdo dudng
va hoai ti Fournier ddi voi viée sir dung cac thude e ché SGLT-2 trong nam
2016 va 2018.

Do d6, nhan vién y té can canh bao cho bénh nhan vé cac nguy co nay khi
ké don cac thuoc trc ché SGLT-2, bao gom canagliflozin.

Nguy co nhiém toan ceton

Can luu y nguy co nhiém toan trong trudong hop bénh nhan xuat hién nhiing
tri¢u chimg khong dac hiéu nhu: buon ndn, noén, chan an, dau bung, khat nhiéu,
kho tho, 1a 1an, mét moi bat thuong hodc budn ngu.

Néu céc triéu ching nay xuat hién, cin ngay lap turc kiém tra tinh trang
nhiém toan ceton trén bénh nhén, bat ké mic dudng huyét.

Bénh nhédn can ngay lap tc dén co sd'y té dé tham kham trong trudong hop
xuat hién dau hi¢u va triéu chirng nhiém toan chuyén hoa.

- Can phai ngimg diéu tri voi thude e ché SGLT-2 ngay trén bénh nhan c6
nghi ngd hodc chan doan nhiém toan ceton.

- Khong khuyén céo tai diéu tri v6i thude e ché SGLT-2 trén bénh nhan
co tién sit nhiém toan ceton khi dung thuoc nay, trtr truong hop cod yéu to khaoi
phat khac da dugc xac dinh 1o rang va xu ly.

- Céan ngumng diéu tri trén bénh nhan nhap vién dé thyuc hién cac can thiép
phau thuét 16n hodc diéu tri bénh 1y cip tinh nghiém trong. Trong hai truong hop
nay, co thé can nhéc tai diéu trj voi gliflozin khi néng do ceton da tro vé binh
thuong va tinh trang bénh nhan da 6 6n dinh.

Nguy co hoai tir Fournier

Hién di c6 cac truong hop hoai tir Fournier (viém can hoai tr ving tang
sinh mon) dugc bao cao cé lién quan dén viéc diéu tri v&i thude e ché SGLT-2.
Hoai tir Fournier 1a mot tinh trang nhiém tring hiém gip, nhung nghiém trong va
c6 kha nang de doa tinh mang. Bénh nhéan c6 thé xuét hién mot nhiém trung duong
ni¢u - sinh duc hodc ap-xe tﬁng sinh moOn trudc viém can mac hoai tir.



Bénh nhan can ngay lap tic dén co so y t€ dé tham kham trong trudong hop
xuat hi¢n cdac triéu ching sau: dau dir doi, nhay cam khi cham vao, dé hodc sung
tai vung sinh duc hodac tang sinh mon, kém s6t hodc mét moi.

Néu nghi ngo hoai tir Fournier, can ngung diéu tri véi gliflozin va som thuc
hién cac can thi€p x1r tri, bao gom stir dung khang sinh va phau thuét cat loc.

Ngudn:https://ansm.sante.fr/informations-de-securite/forxiga-r-10-mg-
dapagliflozine-xigduo-r-dapagliflozine-metformine-recommandations-pour-
prevenir-les-risques-dacidocetose-diabetique-et-de-gangrene-de-fournier-
fasciite-necrosante-perineale



https://ansm.sante.fr/informations-de-securite/forxiga-r-10-mg-dapagliflozine-xigduo-r-dapagliflozine-metformine-recommandations-pour-prevenir-les-risques-dacidocetose-diabetique-et-de-gangrene-de-fournier-fasciite-necrosante-perineale
https://ansm.sante.fr/informations-de-securite/forxiga-r-10-mg-dapagliflozine-xigduo-r-dapagliflozine-metformine-recommandations-pour-prevenir-les-risques-dacidocetose-diabetique-et-de-gangrene-de-fournier-fasciite-necrosante-perineale
https://ansm.sante.fr/informations-de-securite/forxiga-r-10-mg-dapagliflozine-xigduo-r-dapagliflozine-metformine-recommandations-pour-prevenir-les-risques-dacidocetose-diabetique-et-de-gangrene-de-fournier-fasciite-necrosante-perineale
https://ansm.sante.fr/informations-de-securite/forxiga-r-10-mg-dapagliflozine-xigduo-r-dapagliflozine-metformine-recommandations-pour-prevenir-les-risques-dacidocetose-diabetique-et-de-gangrene-de-fournier-fasciite-necrosante-perineale

Mot so diém tin an toan cip nhat tir Ban tin WHO s6 03/2025

1. HPRA: Nguy co ting ap luc ndi so vo can khi sir dung mesalazin

Mesalazin (axit 5-aminosalicylic) la thudc chong viém, duogc st dung dé
di€u tri cac giai doan khac nhau cua viém loét dai trang va bénh Crohn.

Trude day, Uy ban Panh gia Nguy co Canh giac Duoc (PRAC) cling da
tién hanh ra soat tit ca dit liéu hién c6 vé tinh trang tang ap luc ndi so trong cac
tai liéu y van va bao céo tu nguyén. Trong do, két qua ghi nhan dugc mot )
truong hop c6 mbi lién hé chit chd vé mit thoi gian va biéu hién ctia phan tng
dugc mo ta co cai thién khi nglmg va/hodc lap lai khi tai sir dung thudc mesalazin.

Theo do, Co quan Quan ly Duoc pham Ireland (HPRA) thong bao cap nhat
thong tin san pham thudc mesalazin nham bo sung canh bao vé nguy co ting ap
luc ndi so vO cin (idiopathic intracranial hypertension). Can nhic
ngirng mesalazin khi xay ra tinh trang tang ap luc ndi s¢ vo can.

2. HPRA: Cip nhit vé nguy co kéo dai khoiang QT va xoan dinh ciia
bilastin dwong uong

Bilastin duong udng dugc chi dinh dé di€u tri tri¢u chiing viém miii di tng
(theo mua va quanh nam) va n61 me day.

Sau khi tién hanh ra soat dinh ky dit liéu an toan hau mai seclr} co, Uy ban
Danh gia Nguy co Canh giac Dugc (PRAC) cua EMA nhan dinh rang nguy co
keo dai khoang QT trén dién tam do khi st dung bilastin duong uéng chua duge
thtra nhan day du. Nhilng bénh nhan c6 nguy co cao bao gdm: bénh nhén co tién
su roi 1oaq nhip tim; bénh nhan ha kali méu, ha magie mau, ha galci mau; bénh
nhan ¢ tién sfr‘ kéo dai khoéng QT hodc nhip tim ch,aflrn dang ké; va bénh nhan
dang st dung dong thoi cac thude khac ¢o6 1ién quan dén kéo dai khoang QT/QTec.

Tai Ireland, Co quan Quan ly San pham Y té Ireland (HPRA) dé cép nhat
canh bao vé nguy co kéo dai khoang QT va xoan dinh trén cac to thong tin san
pham cua bilastin (dudng udng).

3. ANVISA: Nguy co vi-rit viem gan B (HBV) tai hoat dong khi s
dung secukinumab

Secukinumab 1a mot khang thé don dong khang IL-17A, dugc chi dinh

trong diéu tri cac bénh da man tinh nhu vay nén thé mang va viém tuyén mo hoi
mu (Hidradenitis Suppurativa - HS).

Gan day, Co quan Quan ly Y té Brazil (ANVISA) dua ra thong bao cap
nhat thong tin san pham cta secukinumab nham bo sung nguy co tai hoat dong
vi-rat viém gan B (HBV). Pong thoi, ANVISA khuyén cdo nhan vién y té:

- Can nhéc xét nghiém HBV trude khi bat dau diéu tri bang secukinumab.

- Khong nén ké don secukinumab cho bénh nhan viém gan B thé hoat dong.



- B4i v6i bénh nhén c6 xét nghiém huyét thanh HBV duong tinh, can theo
doi lam sang va xét nghiém dinh ky trong sudt quad trinh diéu tri.
- Can nhac ngung secukinumab khi bénh nhan c6 tinh trang vi-rat HBV tai hoat
dong.

4. PMDA: Canh bao vé nguy co suy giam chirc ning gan ciia dulaglutid

Dulaglutid 14 chat cht van GLP-1 va duoc chi dinh trong diéu tri di thao
duong typ 2.

Co quan Dugc pham va Thiét bi Y té (PMDA) da danh gia cac bao cao ca
bénh trong nude va quoc té vé suy giam chirc ning gan lién quan dén viéc sir dung
dulaglutid, cling nhu két qua cta nghién ctru dich t& hoc dya trén ho so sire khoe
dién tir do mang ludi bénh vién tai Nhat Ban (MID-NET) quan 1y.

Quara sgét, BO Y té, Lao déng va Phuc lgi Nhat Ban (MHLW) cuing PMDA
da thong bao rang thong tin san phdm cua Dulaglutid (Biét dugc: Trulicity®) s&
duogc cap nhat dé bo sung nguy co suy giam chirc nang gan la bién cb bét loi co y
nghia lam sang. D01 v6i cac ché pham GLP-1 khac (vi du: liraglutid), cac blen co
lién quan dén réi loan chirc nang gan da duoc liét ké trong muc cac bién cb bat
lo1 khac, va ndi dung nay khong bi anh hudng boi danh gia doi voi dulaglutid.
5. MFDS: Canh b4o vé nguy co phan vé ciia lidocain dwdng tiém
_ Lidocain dang ti€ém duoc chi dinh dé gay té ngoai mang cung, giy té dan
truyén than kinh va gay t€ tai cho.
~ Bo Antoan Thuc pham va Duogc pham Han Qudc (MFDS) va Vién An toan
Thuoc va Quan ly Nguy co Han Quoc (KIDS) da danh gia mot bao cdo ca bénh
v€ nguy co phan ng phan vé ¢ mét bénh nhan dugc dung lidocain nhu mét thuée
gay te tai cho.
~ Theo do, MFDS két luan rang khong thé loai trir mbi quan hé nhan qua gitra
thudc va phan ing c6 hai nay.

Ngudn: https:/iris.who.int/bitstream/handle/10665/382839/9789240115521-
eng.pdf?sequence=1&isAllowed=y
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EMA: Nguy co soc tuin hoan khi sir dung khang sinh cotrimoxazol

(sulfamethoxazol va trimethoprim)

Cotrimoxazol 1a mot khang sinh ké don, dugc chi dinh trong diéu tri nhiém
khuéan do nhiéu loai chung vi khuan.

Trén 1am sang d3 ghi nhan nhing truong hop xuét hién sdc tudn hoan,
thuong kém theo sdt va khong dap tmg véi phac d6 tiéu chuan dé xtr tri cac phan
tmg qua man khi str dung cotrimoxazol. Hau hét, cac truong hop nay dugc bao
cdo & bénh nhan suy gidm mién dich.

Sau khi danh gia céc bang chtng hién c6 tiry vin va CSDL EudraVigilance,
Uy ban Panh gia Nguy co Canh giac Dugc (PRAC) cua Co quan Quan ly Dugc
pham Chau Au (EMA) khuyén cao bd sung tac dung khong mong mudn 1 sbc
tuan hoan (circulatory shock) véi tan xuit khong rd vao thong tin san pham d6i
thudc khang sinh cotrimoxazol (sulfamethoxazol va trimethoprim). Pong thoi,
khuyén céo bénh nhan lién hé ngay voi co so y té gan nhat dé duoc xir tri kip thoi
khi ¢6 nhiing ddu hiéu ctia sé¢c tuan hoan nhu sét, huyét ap tut hay ting nhip tim
sau khi str dung cotrimaxazol.

Ngudn: https://iris.who.int/bitstream/handle/10665/382839/9789240115521-
eng.pdf?sequence=1&isAllowed=y
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Nguy co roi loan tim than lién quan dén finasterid: canh bao cia

EMA va cac bién phap quéan ly méi tir ANSM

Finasterid 1 mg duong uéng va finasterid 2,275 mg/mL dang dung dich xit
ngoai da dugc chi dinh diéu tri chung rung téc do androgen giai doan dau ¢ nam
gidi tir 18 dén 41 tudi (khong chi dinh sir dung cho phu nit). Finasterid 5 mg va
dutasterid 0,5 mg dugc sir dung dé diéu tri phi dai tuyén tién liét lanh tinh va du
phong cac roi loan tiét niéu lién quan. Céc thude nay c6 nguy co giy rdi loan tam
than va réi loan chirc ning tinh duc, cic phan tng nay c6 thé kéo dai sau khi
ngimg diéu tri .

Trudc cac tin hiéu lién tuc vé cac phan tng ¢ hai nghiém trong nay, thang
09 nam 2024, ANSM da dé xuat Co quan Duoc pham Chau Au (EMA) danh gia
lai can bang loi ich - nguy co cla cac thudc chura finasterid va cac thudc chua
dutasterid (thudc cung nhém duoc ly voi finasterid).

Sau khi tién hanh danh gia lai, Uy ban Panh gia nguy co Canh giac Dugc
(PRAC) da xac dinh finasterid duong uong (1 mg va 5 mg) co lién quan dén nguy
co xuét hién y dinh ty sat va khuyen c40 bd sung nguy co nay vao muc tac dung
khong mong mudn cua tat ca cac ché pham chua finasterid. Tuy nhién, PRAC cho
rang loi ich cua cac thudc nay van 16n hon nguy co lién quann khi thuc hién tang
cuong cung cap thong tin cho bénh nhan va nhan vién y té. Cu thé, can bo sung
thong tin canh bao vé nguy co 6 y dinh tu sat va huong dan bién phap xir tri néu
xuat hién cac rdi loan tdm than hodc tinh duc (véi finasterid 1 mg).

Sau khi nhiing két luan duoc Uy ban Chau Au dua ra, cac cong ty can tién
hanh:

- Cap nhat to tom tat dic tinh san pham va t& hudng dan sir dung clia cac
thudc lién quan & cac muc vé tac dung khong mong muodn va/hoac canh bao va
than trong khi str dung thudc;

- B6 sung thé canh bao bénh nhan trong mdi hop finasterid 1 mg;
- Giri théng tin canh bao t6i cac nhan vién y té vao thang 9 nam 2025.

Quan diém ciia ANSM vé ting cwong bién phap quan 1y nguy co cho
bénh nhan

ANSM di yéu cau Trung tim Canh giac Duoc khu vuc tai Limoges thuc
hién danh gid canh giac duogc vé céc rdi loan tAm than nhu trAm cam, y dinh tu
sat, cd géng tu sat, tu sat, tu co 1ap hodc lién quan dén rdi loan tinh duc gay ra boi
finasterid trong diéu tri rung toéc do androgen. Theo do, co s¢ dit licu Canh giac
dugc qudc gia Phap (BNBV) ghi nhén c6 110 bao cao roi loan tAm than ty c6 lap
hodc lién quan dén rdi loan tinh duc xdy ra tai Phap trong khoang thoi gian tur
ngay 01/01/1985 dén ngay 31/05/2024. Phan 16n 1a cac bénh nhan tré tuo1 (trung
binh 30 tudi) va da duoc diéu tri bang finasterid trong trung binh gan 6 nam;
67,3% béo cao dugc phan loai Nghiém trong, bao gdm 1 ca tir vong do tu sat va
4 ca c6 hanh vi cd gang tu sat; 29,1% bénh nhan ghi nhan anh hudéng nghiém



trong cua thudc toi cudc séng hang ngay, cong viéc hodc cac mdi quan hé gia
dinh. Di voi mot nira s6 bénh nhan (56 ca), cac réi loan tdm than hodc tinh duc
khong hoi phuc tai thoi diém bao cao, mic du bénh nhan da ngimg dleu tri voi
thudc. Trong s6 56 trudng hop nay, mot nira sd bénh nhén van con rdi loan sau
khoang 3 nim va 25% sau hon 8 nam. Nhiing rdi loan dai dang duoc bao co &
nhitg bénh nhan c¢6 kha ning van con tiép dién dén hién tai. Tir sau 31/05/2024,
c6 thém 2 truong hop tu sat da duoc bao cao.

Nhitng di liéu nay ciing cho thay can can loi ich - nguy co cta finasterid 1
mg trong diéu tri rung toc androgenetic nghiéng vé bét loi. Cac bién phap duoc
dé xut & cdp d6 chau Au 1a khong du dé giam thiéu nguy co phat sinh y dinh tu
sat. Boi tir nam 2019, cac truong hop rdi loan tam than va rdi loan tinh duc nghiém
trong van tiép tuc dugc bao cdo, dac biét 1a voi finasterid 1 mg duoc st dung trong
diéu tri rung toc do androgen.

Do d6, ANSM da dua ra cac bién phap & cap d6 qudc gia nham muc dich
tang cuong hon nira hoat dong cung cap thong tin vé nguy co nay cho bénh nhan
va nhan vién y té.

Cac khuyén cdo méi ciia ANSM
DPdi v6i vé finasterid 1 mg chi dinh diéu tri rung toc do androgen:
Khuyén cio danh cho bénh nhén

- Ty ngung str dung thudc va tham khao y kién bac si néu c6 thay doi tim
trang (nhu cam gidc tram cam, buon ba kéo dai hodc co6 y dinh tu sat).

- Thong bao va tham khao y kién bac si vé viéc co hay khong tiép tuc str
dung thude néu xuét hién rdi loan chirc ning tinh duc (nhu rdi loan  cuong duong,
Xuat tinh, giam ham muon) hoic bat ky tac dung khong mong mudn nao khac. O
mot s trudng hop, cac roi loan nay co thé anh | huong dén tam trang, bao gom ca
y dinh tu sat. Nhiing r6i loan tinh duc c6 thé van tlep dién sau khi ngung thudc.

- Can tai kham dinh ky v&i bac si dé can nhéc viée tiép tuc str dung thude
vo1 cac truong hop bénh nhan sir dung finasterid trong thoi gian dai.

Khuyén cdo danh cho bac si

- Theo ddi nhitng thay doi vé tdm trang va chic ning tinh duc ctia bénh
nhan trong khi dung finasterid.

- Ngimg diéu tri finasterid cho bénh nhan néu bénh nhan c6 nhiing thay doi
veé tam trang, tdm trang chan nan, tram cam hoac y dinh tu sat.

- Péanh gia lai dé ra quyét dinh c6 hay khong tiép tuc ké don finasterid néu
bénh nhan xuat hién tinh trang ro1 loan churc nang tinh duc hoac bat ky tac dung
khong mong mudn nao khac. Can luu y céc 161 loan chirc nang tinh duc c6 thé
g6p phan gay thay do6i tam trang, bao gom cd y dinh tu sat.

- Danh g1a dinh ky su phu hop cua viée c6 hay khong tiép tuc diéu tri bang

finasterid tai mdi 1an tai kham va kiém tra kha ning dung nap cua thudc trén bénh
nhan.



Khuyén cdo danh cho dwoc si

- Tu van bénh nhan ngung thude va tham khao y kién béc si néu bénh nhan
dang diéu tri bang finasterid xuat hi¢n van dé vé tam ly nhu cam gidc budn ba, lo
au, mét moi, kho tap trung....

- Tu van bénh nhan tham khao ¥ kién bac si vé viéc tiép tuc str dung thude
néu bénh nhan dang dung finasterid xuét hién rdi loan chuc nang tinh duc hoac
bat ky tac dung khéng mong mudn nao khac. Can luu ¥ rang rdi loan chirc ning
tinh duc c6 thé gy thay doi tAm trang, bao gdm ca ¥ dinh tu sat.

Ngudn: https://ansm.sante.fr/actualites/finasteride-et-risque-didees-suicidaires-
nouvelles-mesures
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EMA: Nguy co bénh nao do ting amoniac mau khi str dung regorafenib

Regorafenib dang uéng, dang duoc chi dinh trong diéu trj ung thu dai truc
trang di can.

Uy ban Panh gia Nguy co Canh giac Duoc (PRAC) thudc Co quan Quan
Iy Dugc pham Chau Au (EMA) da ghi nhan dugc bién c6 bénh nao do tang
amoniac mau (hyperammonaemia encephalopathy) & bénh nhan su dung
regorafenib, bao gom ca nhiing truong hop gay tr vong trén bénh nhan.

Do d6, PRAC yéu cau nha san xudt cdp nhat thong tin san pham cua
regorafenib (Biét dugc: Stivarga®) nham canh bao vé nguy co bénh nao do tang
amoniac mau.

PRAC khuyén cao nhan vién y té:

- Po ndng do amoniac trong mau d6i voi nhitng bénh nhan xuat hién tinh
trang lo mo khong rd nguyén nhan hodc thay doi trang thai tinh than khi sir dung
regorafenib.

- Can nhic nging vinh vién viéc diéu tri bang regorafenib khi xac dinh
bénh nhan mac bénh ndo do tdng amoniac mau gay ra boi regorafenib.

Ngudn: https://iris.who.int/server/api/core/bitstreams/25d 1 d2ab-7b37-4553-
93fc-c93fef6c025f/content
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HSA: Nguy co thoat mach nghiém trong tai vi tri truyén tinh mach

polatuzumab vedotin

Cong ty Roche Singapore Pte. Ltd. d giri thu canh bao dén cac nhan vién
y té vé nguy co méi duge xac dinh lién quan dén thude polatuzumab vedotin (Biét
dugc: Polivy). Cu thé, dir liéu phan tich trén lam sang va dur liéu giam sat hdu mai
d3 cung cap bang chimg day du vé méi lién hé nhan qua gitra vi¢c st dung
polatuzumab vedotin va bién cb thoat mach tai vi tri truyén thudc .

Do d6, khuyén céo nhan vién y té dam bao thiét 1ap duong truyén tinh mach
day du trude khi bat dau truyén va duy tri viéc theo ddi chit ché trong sudt qua
trinh truyén thudc dé phét hién céc dau higu thoat mach. Néu nghi ngo thoat mach,
can ngung truyen ngay lap tic, kim truyén nén duoc rit ra sau khi dugc hit nhe
dé kiém tra, dong thoi nang cao chi bi anh huong. Can nhac khoi dau cac bién
phap diéu tri triéu chtng thich hop néu can thiét. Cong ty Roche sé& tién hanh cap
nhat canh bao nay vao thong tin san pham cta ché pham polatuzumab vedotin.

Ngudn: https://www.hsa.gov.sg/announcements/dear-healthcare-professional-
letter/polivy-%28polatuzumab-vedotin%29--new-identified-risk-of-severe-
infusion-site-extravasation-events
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HSA: Nguy co rdi loan ngoai thap khi sir dung metoclopramid ¢ tré em

Tai Singapore, metoclopramid dugc cip phép luu hanh ké tir naim 1989,
duoc chi dinh dé du phong va diéu tri cac triéu ching budn non, ndn do nhiéu
nguyén nhan. Metoclopramid c6 tac dung trc ché thu thé dopamin & ca trung tAm
kich thich cam thu hoa hoc (CTZ) va ca ngoai vi tai duong tiéu hoa trén, dong
thoi, e ché tic dung cia serotonin trén thu thé 5-hydroxytryptamine (5-HT3) tai
CTZ va tang nhu dong rudt. Metoclopramid dang dugc luu hanh tai Viét Nam
dudi nhiéu dang bao ché khac nhau nhu vién nén, dung dich uéng, dang dung dich
tiém bap, tiém tinh mach.

Ké tir nam 2023, Co quan Khoa hoc Y té Singapore (HSA) di ghi nhan
dugc nhiéu bao cio mé ta bién cb rdi loan ngoai thap giy ra do metoclopramid
trén bénh nhan nhi (< 18 tudi). Tai co s cham séc y té ban dau, phan 16n bénh
nhan (chiém khoang 82,6%) duogc ké don metoclopramid duong udng cho céc chi
dinh off-label nhur non do viém dudng tiéu hoa, viém da day, ruét va mot s bénh
Iy do vi-rat khac. Ngoai ra, liéu metoclopramid 10mg x 3 lan/ngay thudong dugc
chi dinh bat ké can nang cuia bénh nhan.

Str dung cua metoclopramid ¢ tré em

HSA da dua ra mot s6 khuyén cao cho nhan vién y té nham giam thiéu nguy
co trén hé than kinh va cic bién c6 bat loi khac lién quan dén liéu dung khi st
dung céac ché phém chira metoclopramid. Metoclopramid chdng chi dinh cho tré
dudi 1 nam tudi. Tré tir 1 dén 18 tudi, metoclopramid dugc phé duyét nhu lya
chon hang hai (sencond-line) trong diéu trj triéu chirg budn nén, ndn sau phau
thuat. Muc lidu dung metoclopramid dugc phé duyét cho tré em 1a tir 0,10 - 0,15
mg/kg can ning, sir dung khong qua 3 lan/ngay. Muc lidu tdi da duoc khuyén cao
l1a 0.5 mg/kg/ngay va khong dugc vuot qua 30mg/ngay.

Do tic dung khong mong mudn trén than kinh cua thudce phu thudc vao
liéu, bac si nén ké don metoclopramid véi murc lidu thip nhat c6 hidu qua va st
dung trong thoi gian ngan nhat c6 thé va han ché sir dung metoclopramid kéo dai
qua 12 tuan trir khi loi ich diéu tri vuot qua nguy co.

Dir li€u tai Singapore

Ngay 01/08/2025, HSA da ghi nhan duoc tong sd 84 bao céo ca vé cac rdi
loan ngoai thap do metoclopramid (nhu: rung giat nhan cau, liét van nhan, loan
truong luc co, ching “dimg ngdi khong yén” va chung loan van dong mudn) 6
bénh nhén nhi trong vong 5 ndm tro lai. Trong tong 50 84 truong hop, tré em nir
chlem ty 1& cao hon (chiém 61.9%), va voi do tudi tir 8-18 tu01 voi trung vi la 16
tudi. Trong do, tré em c6 qudc tich Trung Quoc chiém da s (67.8%), theo sau 13
An Do (16.7%), Malaysia (9.5%) va tir cac qudc gia khac (6.0%). Khong ghi nhan
duogc trudng nao gip chimg loan van dong mudn khong hodi phuc.

Trong 69 bao cdo ca c6 day du thong tin vé thude st dung trén bénh nhan,
82,6% bénh nhan dugc chi dinh metoclopramid dudong uong. Hau hét bénh nhan



(chiém 90.6%) sir dung metoclopramid diéu tri triéu chimg nén mira do viém da
day - rudt va nhitng tinh trang bénh phd bién khac. Liéu dung phd bién duoc ghi
nhan 1a 10mg, 3 lﬁn/ngéy, voi can nang cua bénh nhan dugc ghi nhan trong
khoang tir 34 - 82kg. Pic biét hon, 7 truong hop bénh nhan c6 sir dung dong thoi
nhimg thuéc hudng than khac nhu nhém thudc an than, chong trim cam, chong
nén khac (fluoxetin, olanzapin, domperidon va prochlorperazin) c6 thé 1am ting
nguy co mac roi loan ngoai thap.

Luwa chon chong non cho tré em

Bac sico thé can nhac liéu phap chdng non thay thé metoclopramid cho tré
em c6 do tudi tir 18 trd xudng do nhimg tac dung khong mong mudn nghiém trong
trén than kinh va tim mach cua metoclopramid. M6t phan tich gop (meta-analysis)
cho thay ti 1¢ mac phai rdi loan ngoai thap do metoclopramid ¢ tr¢ em la khoang
9% (CI 95: 5% - 17%) Cac yéu td nguy co lam mac rdi loan ngoai thap do
metoclopramid bao gom:

- Bénh nhan 1a tré em

- Bénh nhan nit gi61

- Str dung qua liéu thude

- biéu tri kéo dai (>12 tuan)

- Bénh nhan c6 ton thuong hodc bénh 1y ¢ than

- Pang st dung déqg thoi nhirng nhém thude cling ¢co thé gy hoi chimg
ngoai thap (vi du nhu: thudc an than, thudc chong loan than...)

- Pang str dung dong thdi nhém thude e ché enzym chuyén hoa CYP2D6
(vi du: flouxetin, paroxetin, bupropion...)

Mot du 4n thi diém ctia Bénh vién danh cho phuy nit va tré em va Bénh vién
Pai hoc Quéc gia, phdi hop voi cac bac si da khoa trén toan Sigapore (Vlet tat
PaedsENGAGE) di dugc trién khai nham ciing xac dinh liéu phap diéu tri tdi uu
cho bénh nhan nhi. Theo PaedsENGAGE, domperidon, promethazin va

ondansetron 1a nhiing thudc chong nén duoc khuyén cdo cho phuy nit va tré em.
Khoang liéu cho tré em chi tiét dugc trinh bay trong bang 1.

Thubc Liéu cho Liéu ciia Luuy
tré em nguoi lom
Domperidon 0.25mg/kg, 3 10mg x 3 Diéu tri ti da trong 1 tuan
(udng) lan/ngay lan/ngay
Promethazin 0.25-0.5mg/kg 12.5-25mg Cl}éng chi dinh & tré em dudi 2
(udng) moi 6-8 gio moi 4-6 gio | tuodi
Ondansetron 0.1-0.2mg/kg | 4-8mg mdi 8- | Dung cho tré nho tir 6 thang tudi
(udéng) moi 8 gid 12 g1o tr¢d 1én, chi duoc dung khi c6 chi

(dit dudi ludi)

dinh cua bac si




Luwu ¥ khi thudc chong nén cho tré em

Domperidon ¢6 co ché tac dung tuong tu metoclopramid, nhung c6 nguy
co gay hoi ching ngoai thap thap hon do ¢ kha ning thAm qua hang rao mau nio
kém dan dén it phan bd duge vao trung tam than kinh hon. Promethazin 1a mot
thudc d6i khang histamin va dopamin, phai chdng chi dinh cho tré em dudi 2 tudi
do nguy co an than qua mirc va lam cham nhip thd sinh 1y cta tré. Cac nghién ciru
cung chira rang dung ondansetron s& hiéu qua lam chéng non, giam nguy co phai
truyén dich va dién giai, nguy co nhap vién ké ca khi chi sir dung 1 liéu diéu tri
duy nhét. Theo mot phan tich tong hop, ondansetron c6 tac dung chéng noén do
viém da day-rudt ¢ tré em hiéu qua hon so voi domperidon. Ondansetron nhin
chung dung nap tot, tuy nhién mot s6 bang chimg chi ra rang ondansetron gay
tang tan suat tiéu chay ¢ tre mac viém da day-rudt. Do d6, ondansetron can c6 su
theo ddi ctia nhan vién y té nham theo ddi lugng nude va dién giai trong co thé va
tranh che lap triéu chtng non dai dang ctia mot sd tinh trang bénh 1y can can thiép
ngoai khoa. Ngoai ra, viéc str dung da liéu ondansetron ciing lién quan dén nguy
co kéo dai khoang QT trén dién tdm d6, c6 thé din dén loan nhip tim tham chi tir
vong, mic du bién cb nay chii yéu dugc ghi nhan trén bénh nhan truong thanh.
Nguy co ndy s& ting 1én khi bénh nhan sir dung ondansetron liéu cao hodc c6 tién
st bénh Iy tim mach hodc roi loan lién quan dén bat thuong trén di¢n tam do.

Khuyén cso ciia HSA

Mic du rdi loan ngoai thap gay ra do thudc co thé hoi phuc sau khi ngimg
thuoc va diéu tri phu hop. Tuy nhién, do thudng Xuat hi¢n bat ngd, bién cd nay
van can dugc luu ¥ dbi voi ca nguoi bénh va nhan vién y té. HSA khuyén cdo céac
nhan vién y té can nhac liéu phap chéng non thay thé metoclopramid khi str dung
cho tré em. Can diéu chinh liéu metoclopramid phu hop theo can nang bénh nhan
va diéu tri voi muc lidu thap nhat trong khoang thoi gian ngan nhat c¢6 hiéu qua.

Ngudn: https://www.hsa.gov.sg/announcements/safety-alert/reminder-on-risk-
of-extrapyramidal-side-effects-with-metoclopramide-in-paediatric-patients-
aged-18-years-and-below
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hinh anh vé thuoc gia, thuoc khong ro nguon goc va xir ly vi pham

Tong hop Thong bao ciia Trung tAim Y té thi xd Quang Yén

- Tén thudc: DIAMICRON ® MR 60mg (Gliklazid), S6 16: 23F603,
Han dung: 04.2026

- Tén thudc: Janumet 50/1000mg (Sitagliptin/Metformin); So6 16:
24497505A, Han dung: 07/2026
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sitagliptin/metformin hidroklorir

56 Film Kaph Tablet
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50/1000mg

Film Kaph Tablet

- Tén thubec:

NEXIUM® 40mg Enterik Kapli Pellet Tablet

(Esomeprazol), s6 16: 23H420, Han dung: 09.2027
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Nnmadan Sdnce kullanma
tir okuy s

Beklenmeyen bir etki gdridldagldande

doktorunuza basvurunuz.

Cocuklarnn gdremeyecedi. erisemeyecedi
de ve ambalajinda saklayiniz.

25°C altindaki oda sicakhiginda

sakiayiniz.

Kesilmis veya acilimis ambalajlar:

satin almayiniz.
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Kullanma talimatini okumadan
arag/makine kullanmayiniz.

- Tén thudc: Plavix (Klopidogrel); S6 16: ELB04027, Han dung:
05/2027

FPl=~/s13<.75 mg Film Kaph Tablet
Klopidogrel

sanofi

e W
Plavix® 75 mg Film Kapl Tablet
" Klopidogrel

Formiilii: Her bir film kapli tablet 75 mg klopidogrele esdeger 97,875 mg klopidogrel hidrojen sulfat icerir
vardimc madde olarak laktoz menohidrat ve hidrojene hint yag icerir. (ilave bilgi icin kullanma talimatina bakiniz.)
Beklenmeyen bir etki goruldugunde doktorunuza basvurunuz.

kullanmadan once kullanma talimatim okuyunuz.

Cocuklarin géremeyecegi, erisemeyecegi yerlerde ve ambalajinda saklayimz.

25°C altindaki oda sicakhginda saklayiniz.

Kesilmis veya agilmis ambalajlar satin almayiniz.

Recete ile satilir.
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- Tén thudc: Oseltamivir; S0 16: M1164B01; Ngay sén xuat: 03.2021,
S6 16: Han dung: 03.2023
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- Tén thudc: Crestor 10mg (Rosuvastatin); S6 16: A24236004, Han
dung: 07.2027

- CRESTOR
FiLM KAPLI TABLET
~rosuvastatin

CRESTOR’

FILM KAPLI TABLET
rosuvastatin

Her bir film kaph tablet. 10 mg
miktarda 10,4 mg

yardimes madde olarak lakioz monohidrat igerir '-""M!
Gilave bilgi iin

Ruhsat no: 05.11.2019-2019/577

Regete ile satilir.
® Tescil edilmis marka
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- Tén thudc: Crestor 20mg (Rosuvastatin); S6 16: A23237030, Han
dung: 04.2026

CRESTOR 20 mg )

FILM KAPLI TABLET
rosuvastatin

FiLM KAPLI TABLET
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rosuvastatin
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- DAu xo0a bép Su Tong, s ding ky V367-H12-10; Dau phong thap trat
da Chanh Pai, s6 ding ky V1624 H12-10
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TUONG TAC THUOC LIEN QUAN HQI CHUNG SEROTONIN: LUU Y

TU CA BAO CAO ADR

Tém tit

B4o cdo ca lam sang: Gan day, Trung tim DI & ADR Quéc gia da ghi nhan
mot trudng hop xay ra hoi ching serotonin & bénh nhén str dung dong thoi nhiéu
thudc trong qua trinh diéu trj tai khoa Hoi st tich cuc. Bénh nhin nam, 79 tudi,
can ning 65 kg, chan doan: viém phoi do Klebsiella da khang, suy tim, theo ddi
sau phau thuat vét thuong thanh nguc. Ngay 06/07/2025, bénh nhan dugc chi dinh
nefopam dé giam dau. Sau 2 ngdy, bénh nhan chuyén phac do giam dau opioid
béng tramadol. Ngoai ra, bénh nhan dang duoc chi dinh cac thube chéng loan than
bao gdm quetiapin va olanzapin do c6 biéu hién kich thich, dong thoi, c6 str dung
linezolid trong phac d6 khang sinh diéu tri nhiém khuan. Sau 2 liéu tramadol bénh
nhan xuit hién néi nham, kich thich, nhip tim nhanh, sét, va duoc chan doan hoi
ching serotonin do thudc. Ngay sau khi co chan doan xac dinh, bénh nhan duoc
ngirng tramadol, sau d6 céc tri¢u chirng nhanh chong cai thién.

Tu khoa: "serotonin";"opioid"

Noi dung bai

Dich té va tri¢u chimg 1am sang

Hoi chimg serotonin 12 hoi chimg giy ra do cac thudc co tac dung 1én
hé serotonergic, tuy hiém gip nhung c6 kha ning de doa tinh mang, tham chi gay
tu vong trén bénh nhan [1]. Triéu chimg cta hdi ching serotonin dic trung boi bo
ba triéu ching, bao g6m thay do6i nhan thtrc hodc hanh vi (c6 thé biéu hién lo lang,
bon chon, mat phuong huong, kich dong, mé sang, dé giat minh), réi loan than
kinh thuc vat (ting tiét md hoi, nhip tim nhanh, ting than nhiét, ting huyét ap,
gian dong tir, tiéu chay, n6n mura) va kich thich than kinh co (run, ting rung giat
co, tang phan xa, dau hiéu Babinski duong tinh 2 bén) [2], [3]. Trong thyc hanh
lam sang, hoi ching nay thuong xudt hién voi cac biéu hién rat da dang, voi nhiéu
murc d6 khac nhau tir nhe dén ning, do do, gy kho khin trong viéc chan doan xéac
dinh trén bénh nhan. Pa sb cac dau hiéu khoi phat ciia hoi ching serotonin xuat
hién trong vong vai gio sau khi str dung mot hoac nhiéu thude tac dong 1én hé
serotoninergic [1], [4]. Cac triu ching cta hoi ching serotonin thudng xay ra tai
thoi diém bat dau diéu tri, khi thay ddi hoic ting cuong cac thude tac dung 1én hé
serotonergic [1].

Co ché giy héi chirng serotonin

Hoi ching serotonin 1a hau qua ctia qua trinh hoat héa qua murc cac thu thé
serotonin sau synap ¢ ca hé than kinh trung wong va ngoai vi [1]. Cac thudc va
nhém thude c6 kha ning giy su hoat hoa nay theo nhiéu co ché khac nhau nhu
tang giai phong serotonin, trc ché tai thu hoi serotonin & mang sau synap, uc ché
qua trinh chuyén hoa serotonin hodc gy hoat hoa truc tiép thu thé serotonin. Cac
thudc va nhom thude gay hoi chimg serotonin va co ché cuia chung duoc trinh bay



chi tiét tai Bang 1 [5]. Gan day, y van di ghi nhan dugc mot sé ca 1am sang mé
ta biéu hién ctia hdi ching serotonin lién quan dén cac thude chéng loan than thé
h¢ hai (nhu: clozapin, risperidon, olanzapin, quetiapin) [6], [7], [8]. Co ché cua
mébi lién quan nay chua r6 rang, tuy nhién, mot gia thiét dugc dé xuat 1a thong qua
tac dung d6i khang thu thé 5-HT2A, dan dén tich tu serotonin va hoat hoa thu thé
5-HTI1A [7]. Ngoai ra, viéc sir dung dong thdi cung cac thude e ché enzyme
chuyén hoa thuéc CYP450 cling tiém an gia tang nguy co hoi ching serotonin
trén bénh nhan do gay tang nong do trong huyét thanh cta mét sd thude tac dung
trén hé serotonergic dugc chuyén hoda qua cac enzym nay [9].

Bang 1: Cac thuoc va nhom thuoc lién quan dén hdi chirng serotonin [5]

Thuoc tang giai phong serotonin

Thuoc chong tram cam 4 vong: mirtazapin

Opioid: oxycodon, tramadol

Thudc khong ké ddn (OTC): dextromethorphan

Thuoc irc ché tai thu hoi serotonin

Thudc fc ché chon loc tai thu hoi serotonin (SSRI): fluoxetin, sertralin, paroxetin,
citalopram, escitalopram

Thudc e ché tai thu hoi serotonin - noradrenalin (SNRI): venlafaxin, duloxetin
Thudc chong tram cam 3 vong: clomipramin, imipramin, amitriptylin

Opioid: methadon, tramadol, penthidin

Thuoc khong ké dan (OTC): dextromethorphan

Thudc irc ché qua trinh chuyén hoa serotonin

Thuodc e ché fc ché monoamine oxidase (MAQ): xanh methylen

Khang sinh: linezolid

Thuéc hoat héa thu thé serotonin

Thuoc chong tram cam: trazodon

Opioid: fentanyl

Thuoc khac

Thuoc chong dong kinh: lamotrigin, carbamazepin, acid valproic

Thudc chong non: ondansetron, metoclopramid

Thudc tac dong Ién hé than kinh khac: bupropion, dan chét triptan (sumatriptan)
Uc ché& CYP 450

CYP2D6: chat (c ché (SSRI: fluoxetin), cd chat (dextromethorphan, oxycodon,
tramadol)

CYP3A4: chat c ché (ciprofloxacin, ritonavir), cd chat (methadon, oxycodon,
venlafaxin)

CYP2C19: chat (c ché (fluconazol), ad chat (citalopram)




Nguy co mac hoi chirng serotonin

Hbi chtng serotonin c6 thé xay ra ké ca khi bénh nhan dugc diéu tri don tri
liéu v&i mot thude tic dong trén hé serotonergic du & lidu diéu tri hay khi qua lidu
[1]. Tuy nhién, nguy co cao hon va nghiém trong hon thuong duoc ghi nhén khi
két hop hai hodc nhiéu thudc c6 tic dong trén hé serotonergic [1]. Nhirng ca bao
cao ADR nghiém trong nhat dugc mé ta trong y van thuong lién quan dén su két
hop gitta thudc e ché MAO véi cac thude tac dong trén hé serotonergic khac,
dién hinh 1a SSRI [10]. Tramadol va thudc chéng trdim cam 1a cip phdi hop phé
bién nhit duoc ghi nhan gy hoi chimg serotonin [10]. Nguy co cta hdi ching
serotonin ciia modi bénh nhan khac nhau do mirc d6 nhay cam véi serotonin cé su
bién thién 16n giita cac ca thé [11]. Bén canh do, nguy co nay cing khac nhau VO’i
tung phdi hop gitra opioid va cac nhom thudc chong trdim cam khac nhau [3]. C
thé, nguy co méc hoi chimg serotonin do tuong tac thudc giita thuéc chong tram
cam va thudc giam dau opioid duoc trinh bay tai Bang 2.

Bang 2. Nguy co mac hoi chirng serotonin khi két hop thudc chong tram cam

va nhom thuoc opioid [3]

Thuoc chong tram cam

Opioid Nguy g thép Nguy g cao
(SSRI, SNRI, TCA) (thudc Uc ché MAD)

Nguy od thap ) ) '
(morphin . Hiem khi gap tudng tac
b e An toan ) )
uprenorphin, Than trong khi phéi hop

oxycodon, codein)

f(‘:%l;raﬁ Itmng binh Hiém khi gdp tuong tac Téng nguy oo hdi ching
methad[};'lj Than trong khi phai hgp serotonin

Nguy o cao

Tang nguy cd hoi chithg

serotonin Chong chidinh

(tramadol, pethidin,
dextromethorphan)

Danh myc tuong tac thudc chéng chi dinh ctia B6 Y té ban hanh theo Quyet
dinh s6 5948/QD-BYT ngay 30/12/2021 ciing dé cap dén 2 cdp tuong tac thude
¢6 hau qua tang nguy co hoi chimg serotonin. Chi tiét cac cip tuong tac nay duoc
trinh bay chi tiét tai Bang 3.



Bang 3: Cap tuong tac thuoc chong chi dinh theo nhom dugc ly tang nguy co hoi

chirng serotonin theo Quyet dinh so 5948/Qb- BYT

Ten thuoc/
nhom thuoc 1

Ten thuoc/
nhom thuoc 2

Co che

Xur tri

Paroxetin, fluoxetin
'c ché CYP2D6 lam
giam chuyén hoa ala

SSRI (paroxetin, dextromethorphan, — - =
Dextromethorphan fluoxetin) din dén ting nong Chong chi dinh phoi hop
do dextromethorphan
hoac hoi chiing
serotonin
Thuoc c ché Cac thudc ldm  Hiép dong ticdung 1. C6 gang tranh s dung ddng
IMAQ: xanh tdngnong do serotonin, téng nguy  thdi cac thudc IMAO va cac
methylen, serotonin: cd hai chihg thudc lam tdng nong do
linezolid, TCA: serotonin serotonin. Tot nhat cac thuac
furazolidon amitriptylin, Tac dung uc ché nay nén su dung cach nhau 2
clomipramin. MAO cua furazolidon  tuan (hodc 5 tuan vdi fluoxetin).
SSRI: paroxetin, do chat chuyen hoa  Can nhac thay doi sang cac
fluvoxamin, cua thudc, xuat hien  thudc nhom khac co aing chi
fluoxetin, chamsau 5 - 10 dinh va it co nguy od tudng tac
sertralin, ngay. han. Trong trudng hgp bat budc
citalopram, suf dyng opioid, co the doi sang
escitalopram, cac opiod khac khong co hoat
venlafaxin, tinh (fc ché thu hoi serotonin
duloxetin. (morphin, codein, oxycodon,
Dan chat buprenorphin) 1
triptan: 2. Trong hdp khong thé tn hoan
sumatriptan diéu tri dutjc 2 tuan, bat budc sir
Opioid: pethidin, dung dai ngay hodc khan cap
tramadol, bang cac thuoc IMAO va khong
fentanyl, co thuoc khac thay thé, can bang
dextromethorph Igi ich va nguy cd xay ra hoi
an, methadon chuhg serotonin. Néu Igi ich vugt
Cac thuoc khac: tri nguy ad, van co thé sif dung
trazodon, dong thai nhung can giam sat
bupropion, chét ché chit ché bénh nhan,
mirtazapin, ddc biét trong thang dau tién si
methylphenidat, dung dong thai 2 thudc.
milnacipran, Lut y: xanh methylen sif dung
carbamazepin, dudng tiém tinh madh.
doxylamin

Theo doi va xw tri

TAt ca bénh nhan nén duoc giam sat chat ch€ cac dAu hiéu cua hoi ching
serotonin (nhu nhiét dg, huyét ap, dau hi¢u than kinh khu tr) khi dugc chi dinh
cac cac thudc tac dung trén hé serotoninergic. Trong truong hop nghi ngd hoi




chtng serotonin do thudc, can ngimg tat ca thude tac dong 1én hé serotoninergic
dang sur dung cho bénh nhan, diéu tri hd tro dé duy tri cac d4u hiéu sinh ton (cu
thé: dam bao cung cip du oxy, bu dich duong tinh mach) va can nhéc bo sung
thuoc an than (benzodiazepin) hoic thuc dbi khang serotonin (cyproheptadin)
khi can thiét. Hoi chtng serotonin thudng co tién lugng tdt, cac triéu chimg s& hoi
phuc trong vong 24 - 72 gid khi bénh nhan dugc chan doan kip thoi va xu tri phu
hop. Sau do can danh gia lai nguy co — loi ich cua viéc tiép tuc diéu tri voi céac
thude tac dung trén hé serotonergic sau khi xtr tri hdi chirng serotonin trén bénh
nhan [1].

Két luan

Hoi chimg serotonin la mot tinh trang tang hoat dong cua hé serotonergic
do thudc, tuy hiém gip nhung co6 thé giy de doa tinh mang cua bénh nhan. Triéu
chung trén lam sang cua hoi chimg serotonin rat da dang voi nhiéu mirc d6 tir nhe
dén nang, dic trung boi nhitng rdi loan trén than kinh — co, tdm than va than kinh
thuc vat. Cac triéu chirng nay co thé xay ra ké ca khi bénh nhan six dung mot thudc
hoic két hop hai hay nhiéu loai thubc tac dung 1én hé serotonergic. Bing ching y
van & thoi diém hién tai cho théy héi ching serotonin lién quan dén nhiéu loai
thuéc va nhiéu twong tac thubc phirc tap giita cac thuoc tac dong trén hé
serotonergic. Do d6, viéc nhan biét va nang cao canh giac vé cac tuong tac thude
lién quan dong vai tro quan trong trong viéc phong tranh hoi chiing serotonin.
Trong truong hgp nghi ngd hdi ching serotonin, viéc phat hién sébm va ngung
thudc tac dong trén hé serotonergic dang str dung sé gitip cai thién nhanh chong
cac tri€u chirng trén bénh nhan.
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TONG QUAN VE PO AN TOAN CUA KHANG SINH

FLUOROQUINOLON

NOi dung bai

1. Cac yéu td nguy co din dén tac dung bét loi lién quan dén
fluoroquinolon

Nguy co gap tac dung bat lgi nghiém trong ting 1én khi co6 cac yéu té nguy
co lién quan dén dic diém ngudi bénh va bénh mic kém, cach dung

fluoroquinolon (liéu va/hodc thoi gian dung) va cac thudc phdi hop. Cac yéu tb
nguy co ndy dugc tom tat trong Bang 1.




Bang 1: Cac y&u t5 nguy oo chinh din dé&n tac dung bat loi nghiém trong khi

s dung fluoroquinolon (FQ)

Yéu to nguy oo

Tac dung bat loi

Yé&u tdé veé ngudi bénh va bénh mac kém

Tudi > 60

- Viégm/dat gan
- Co giat
- ROi loan tam than

Suy giam chdc nang than, suy than cap hoac
man, chay than nhan tao

- Wiem,/ddat gan
- Co giat
- RGi loan tam than

Ghép tang dac

- Wiégm/dat gan

BPai thao dudng

- Ha hoac tang dudng huy&t

Thieu hut enzym glucose-6-phosphate
dehydrogenase (GePD) liégn guan dén di truyén

- Tan huy&t

MNhwdc cd

- Con nhudc od cap

Tien s co giat

- Co giat chong <hi dinh s dung
levofloxacin hoac ofloxacin

Tién s bénh tam than

- RGi loan tam than

Tign s loan nhip tim cd v nghia lam sang

- Kéo dai khoang QT, xo3n dinh
chdng chi dinh sir dung
moxifloxacin

R&iI loan dién giai dhua dudc digu chinh
(ha kali, ha magne, ha natri)

- Ké&o dai khoang QT, xo3n dinh (ndu
ha kali hodac ha magne chua du'gc =
tri) chéng chi dinh sir dung
moxifloxacin

- Co giat (néu ha natri)

Mat nudc

- £0i vwdi ciprofloxacin hoac
norfloxacin: suy than cadp do k&t tinh
trong du@ng niéu

Kéo dai khoang QT bam sinh hodc mé:—slcphéi,
nhip cham nang, suy tim (giam dang k& phan
suat tOng mau that trai)

- Ké&o dai khoang QT, xoian dinh
chong chi dinh sur dung
moxifloxacin

Phinh ddng madh chd, tién s boc tach dGong
mach chd, tiégn s gia dinh cd phinh ddng
mach, rdi loan md lién k&t (viém khdp dang
thap), rdi loan madh mau (Eng huy&t ap, xd
wira da bidt), viégm mach (viégm ddng madh t&
bao khdng I5)

f":fﬁ' phinh hoac boc tadch dong mach
chu

Bénh wan tim, tién s gia dinh < bénh wvan tim
bam sinh, viégm ndi t3m mac nhiégm khuan

- Co theé lién gquan dé&n bénh wvan dong
mach chd hodc van hai la

MNudc tidu kigm

- P8i vwdi ciprofloxacin va norfloxacin:
suy than cap (do két tinh trong dudng
niéu)

Yeu to ve thuodc

Ligu cao hodc khdng dugdc hiéu chinh theo
chirfc nang than

- Co giat

- RGi loan tam than

- Ké&o dai khoang QT, xo3n dinh {(d3c
bi&t vwdi moxifloxacin)

Thdi gian digu tri kéo dai hodc tong ligu tich
10y cao

- Wiem,/dat gan
- Bé&nh Iy than kinh ngoai bién

Toc d6 truyéEn thudc nhanh (moxifloxacin)

- Kéo dai khoang QT, xoan dinh

Twong tac thuoc - thuoc

Corticosteroid (dac biét khi dang toan than
hodc kéo dai)

- Wiém gan/ddt gan (nguy od ta3ng gap
20 lan)

-%Wd phinh hodc bdac tach ddng mach
chi, co thé lién guan dén van dong
mach chd hodc van hai la

Thudc gay xoan dinh (xem Bang 2)

- Keo dai khoang QT, xoan dinh

Thudc lam giam ngudng co giat (xem Bang 2)

- Co giat

Thudc gay doc trén than: NSAIDs, thudc rc
ché& hé renin-angiotensin, thudc Igi tiéu...

- ©48i vwdi ciprofloxacin va norfloxacin:
suy than cap (do két tinh trong dudng
niéu)

Thudc chdng viéeém khong steroid (NS AIDs)

- Co giat




2. Nhom ddi twong diic biét
Ngwoi cao tudi

Tubi tac khong hoan toan 13 nguyén nhan truc tiép 1am thay doi tinh an toan
ctia FQ ma hon hét 13 cac bénh mic kém, cac thay doi trong sinh 1y than va cac
phéac dd diéu tri lién quan dén mot s6 phan Gmg c6 hai nhét dinh duoc ghi nhan
trén nhom bénh nhan nay.

Nguoi cao tu01 c0 nguy co cao hon vé ton thuong gan (bao gom dat gan).
Hau qua ctia bién ¢b nay doi hoi can ra soat mot cach hé théng cac yéu td nguy co
va hudng dan ngudi bénh theo di tir nhitng dau hiéu dau tién cua viém gan. Nguy
co rdi loan than kinh - tdim than nhu co giat cling tang 1én, dac biét 6 nguoi > 80
tu01 thuong gdp hon khi c6 cac bénh nén vé than kinh (tién st co giat, dot quy
gan day...) hodc néu liéu FQ qua cao va khong duoc hiéu chinh theo chirc ning
than.

Nguy co loan nhip tim lién quan dén kéo dai khoang QT co nhitng yéu tb
nguy co nhu r61 loan dién giai (ha kali mau, ha magne mau) va cham nhip tim do
thude chong loan nhip (quinidin, procainamid, amiodaron, sotalol ...). Tuong tu,
cac yéu to nguy co trén tim mach dic trung & nguoi cao tudi (phinh dong mach
chu, bénh van tim, cac bénh 1y mach mau ...) lam tdng thém nguy co phinh dong
mach, boc tach dong mach chu va hé van tim.

Nguy co ton thuong than cip ciing ting & cac bénh nhan trén 65 tudi, co
the lién quan to1 sy két tinh ciprofloxacin va norfloxacin (mat nude, thude c6 doc
tinh trén than). Mot s6 nghién ctru cling ghi nhan nguy co nhiém C. difficile tang
1én & nhitng bénh nhan cao tudi. Khi chirc ning than suy giam theo do tudi va khi
d6 thanh thai creatinin giam dén muc c6 y nghia 1am sang, can hiéu chinh liéu ctia
cac thuoc FQ thai trir qua than.

Nguwoi suy than hodc suy gan

Suy giam churc nang than

Ngoai trir moxifloxacin, hau hét FQ duogc thai trr qua duong tiét niéu &
dang chua chuyén hoa (40 - 90%). Do d6, & nguoi suy giam chirc nang than, licu
dung cia nhitng thuéc FQ nay phai duoc hi¢u chinh dya trén cong thirc Cockroft-
Gault d€ han ché cac tac dung khong mong mudn phu thudc nong do thuoc.

— Ciprofloxacin: chinh liéu ngay khi d6 thanh thai creatinin < 60 ml/phuat

— Levofloxacin va ofloxacin: chinh lidu ngay khi d6 thanh thai creatinin <
50 ml/phut

— Norfloxacin, lomefloxacin: chinh liéu ngay khi d6 thanh thai creatinin <
30 ml/phut

— Moxifloxacin: khong can chinh liéu

Suy giam chirc nang gan



Dua trén dir liéu 1am sang han ché, moxifloxacin duoc chéng chi dinh trén
cac bénh nhan suy giam chic nang gan nghiém trong (Child-Pugh C) hoac c6
ndng do transaminase vuot qua 5 1an so véi ngudng binh thudng. Véi ofloxacin,
do kha ning thai trir bi gidm & cac bénh nhan suy gan, liéu khong nén qua 400
mg/ngay. Khong can diéu chinh liéu véi cac FQ con lai.

Bénh nhi

O mot s6 bénh 1y nhiém tring nghiém trong rat dic thu, ciprofloxacin va
ofloxacin c6 thé duoc st dung cho tré em va thanh thiéu nién, tuy nhién, do da
ghi nhan nhimg ca bénh 1y khdp ning anh huéng dén cac khdp 16n, cac FQ khac
bi chéng chi dinh cho t6i két thuc giai doan ting trudng. Nguy co ton thuong khop
nay da dugc chiing minh trén dong vat va ghi nhan ¢ bénh nhi.

Mot phan tich gdp ctia 51 nghién ctru (phan 16n véi ciprofloxacin) cho thay
nguy co gip tac dung bat loi trén co xuwong khdp ting gap doi o tré em. Phan tich
dir liéu an toan ctia FDA vé ciprofloxacin va levofloxacin trong cic nghién ctru
1am sang trén tré em két luan rang nguy co gip tac dung bét loi trén hé co xuong
khdp khi ding FQ cao hon mot chit so véi cac khang sinh khac. Vé nguy co dut
gan Achilles, hai nghién ctu dich t& hoc tip trung riéng vao d6i tuong bénh nhi
khong tim thay moi lién h¢ gitra FQ va dut gan Achilles. Déi voi ton thuong khép
nghiém trong, Von rat hiém gip, quy mo cta cac nghién ciru 1am sang chua du lon
dé 1am ndi bat vé nguy co nay. Tém lai, viéc st dung FQ trong nhi khoa can duoc
han ché t6i da va chi nén chi dinh boi nhitng nha 1am sang ¢6 kinh nghiém trong
viéc diéu tri cac nhiém khuan niang hoic trong bénh 1y xo nang.

Phu nii mang thai

Levofloxacin va moxifloxacin bi chong chi dinh trong thai ky va cac FQ
khac khong dugc khuyén céo do doc tinh dbi vaéi sun dang phat trién, da duoc ghi
nhan & cac nghién clru thuc nghiém trén dong vat. Vi nguy co nay cing da duoc
xac nhan ¢ tré em, van dé doc tinh trén khép sau khi tiép xuc trong giai doan thai
ky van chua duogc giai dap, ké ca khi chua ¢ trudng hop ton thuong sun tht phat
nao duoc ghi nhan cho té1 hién tai. Vé nguy co di tat, phan tich gop cua 8 nghién
ctru thuan tap va 2 nghién ctru bénh - chirmg khong ghi nhén su gia tang c6 y nghia
vé ty 1¢ di tat bam sinh dang ké khi diéu tri bang FQ (RR = 0,89 [0,70-1,14]) trong
3 thang dau tién cua thai ky, ké ca vai riéng ciprofloxacin (RR = 0,72 [0,43-1,19]).
Trong mdt vai truong hop rat dic biét, viéc st dung FQ (thuong la ciprofloxacin)
trong thai ky c6 thé duoc can nhic, nhung chi véi vai tro lua chon hang hai khi
khong c6 phuong an thay thé nao khac.

Phu nii cho con bu

Céac FQ duoc chéng chi dinh trong giai doan cho con bt do kha ning di vao
stra me va nguy co anh hudng t6i khép cua tré so sinh. Tuy nhién, mot sb it cac
nghién ctru voi ¢ mau nho cho thay mirc phoi nhiém 1a thap, c6 thé do su tao
phtic cua FQ voi calci trong sira lam gidi han kha niang hap thu thude & tré ba me.
Véi ciprofloxacin, udc tinh khoang 3,5% liéu dung cho tré em duoc hap thu qua
stta nhung khong ghi nhan tac dung bat loi ndo. Do d9, ciprofloxacin cé thé duoc



dung cho phu nit cho con b, nhung can tranh cho bu trong vong tir 3 tdi 4 gid sau
khi dung thuoc va theo doi nguy co ti€u chay hoac nhiém nam Candida.

Nguwoi bénh thira cdn

Ngoai trir levofloxacin c¢6 tinh than lipid & mirc do trung binh, cac FQ khac
la thudc than nuéc. Dir liéu vé diéu chinh lidu dung cia cic FQ ngoai
ciprofloxacin va levofloxacin rat han ché va khong dong nhat. Mot s6 tac gia dé
xuat sir dung liéu cao hon tinh theo cong thirc can nang hiéu chinh (cdn ndng hiéu
chinh = cdn ndng Iy twong + 0,45*(cdn ndng thuc té - can nang Iy twéng)) nhung
khong qua 800 mg/12 gio véi ciprofloxacin. Cac chuyén gia khac khong tim thy
c6 thay ddi vé dugc dong hoc nén khong khuyén khich viéc diéu chinh liéu, nhung
nhén dinh liéu cao hon c6 thé st dung véi nhitng bénh nhiém trung kho tiép can.
Vi levofloxacin, chua ghi nhan tang do thanh thai & ngudi bénh thira can, mac
du liéu dung hiéu chinh duoc dua trén d6 thanh thai creatinin (uoc luong bang
cong thue Cockeroft-Gault) va can nang ly tuong. Mot vai chudi ca bénh da goi
¥ rang can dung liéu cao hon (1000 mg mdi 12 gi0) cho nhimg nguoi béo phi dé
dat dugc muc tiéu diéu tri. Dt liéu han ché vé moxifloxacin va delafloxacin chua
cho thay viéc chinh liéu 1a can thiét.

3. Twong tic thude - thudce

Nguy co vé tuong tac thude voi FQ co thé xay ra theo 2 co ché: dugc dong
hoc (khi FQ lam thay doi néng do cua cac thude khac) va dugc luc hoc (khi tac
dung bét loi do FQ dugc khuéch dai vé tan suat hodc cuong do bai viéc phdi hop
v6i thude khac). Tuong tac duge dong hoc hau hét chi xay ra véi ciprofloxacin 13
mot thude e ché enzyme P450 1A2 va chét van chuyén OAT1/3 ¢ 6ng than dan
dén kha nang lam tang noéng d6 cua thudc khac. Cac twong tac duoc luc hoc quan
trong bao gom nguy co keo dai khoang QT, co gidt va bénh 1y gan/dut gan. Thong
tin vé cac tuong tac thude - thudc trén duoc tong hop & Bang 2.



Bang 2. Tuong tac thudc - thudc quan trong aila cac fluoroquinolon

Twong tac duwogc dong hoc

Tat ca FQ

Thudc ddi khang vitamin K: tang INR

Kiém soat INR

Thudc tac dung tru'c tiép trén dudng
tiéu hda, sucralfat, calci, mudi sat,
didanosin: giam sy’ hdp thu cla FQ

Dung cach nhau 2 gid

My cophenolat: giam ndng dd con lai ala
mycophenolat & giai doan dau diéu tri

Ciprofloxacin

Tizanidin: tang ndng dd ala tizanidin

Chdng chi dinh

Methotrexat, zolpidem, agomelatin:
tang ndng dd ala methotrexat,
zolpidem hoac agomelatin

Khdng khuyén khich k&t hgp

Cyclosporin, phenvyvtoin, sildenafil,
duloxetin, ropinirol, clozapin,
olanzapin, theophylin, lidocain: tang
nong dd ala cac thudc nay

Co thé ké hdp nhung <an
giam lidgu ala thudc diang
dong thdi va theo doi dac biét

Probenecid: ting ndng do¢ cla
ciprofloxacin

Levofloxacin

Methotrexat, cyclosporin: tdng nong
do cia methotrexat hodc coyclosporin

Ccé thé ké& hdp nhung <an
giam ligu ala thudc dang
dong thdi va theo doi dac biét

MNorfloxacin

Theophylin (caffein): tdng ndng dd ala
caffein

Co thé két hdp nhung <an
giam ligu ala thudc diang
dong thdi va theo doi dac biét

Ofloxacin

Methotrexat, glibenclamid, furosemid,
probenecid, cimetidin: tadng nong ddé
cua cac thudc nay

Co thé ké hdp nhung <an
giam lidu ala thudc duang
dong thdi va theo doi dac biét

Twong tac duwgc luc hoc

Nguy cor ko dai khoang QT

Moxifloxacin,
ciprofloxacin,
levofloxacing,
norfloxacin,
ofloxacin

Thudc keo dai khoang QT: thudc
chdng loan nhip nhom IA hodc III,
thudc chdng loan than, thudc chong
tram cam ba vong, thudc khang khuan
(saquinavir, sparfloxacin, erythromycin
IV, pentamidin, thudc chdng sot rét cu
thé& Iad halofantrin), thudc khang
histamin (hydroxyzin, astemizol,
mizolastin)

Chdng chi dinh

Co thé két hdp nhung can
theo doi khoang QT

Thudc cd thé gay ha kali mau:

thudc Igi tidu quai hodc nhom thiazid,
amphotericin B, thudc nhuan trang va
thudc thut (d lidu cao), corticosteroid...

S dung than trong:
can theo doi mdc kali mau va
nhip tim

Thudc lam cham nhip <o v nghia

lam sang: thudc khang cholinesterase,
thudc chen beta, diltiazem, digoxin,
fingolimod, pilocarpin, sofosbuwir,
thalidomid, crizotinib, nilotinib,
trametinib...

Nguy cor co giaf

Tat ca FQ

Thudc lam giam ngudng co giat:
tramadol, thudc chdng tram cam
(imipramin, SRI), thudc chdng loan
than (cac phenothiazin va
butyrophenon), mefloguin, chloroguin,
bupropion.

C6 thé két hgp nhuhg can can
nhac can than nguy cd co giat

Nguy co bénh v gan va ot gan

T&t ca FQ

Mhom corticosteroid (ngoai trir
hydrocortison), dac biét thudc tac
dung toan than (hoac digu tri keo dai)
dudng udng, tang nguy od bénh kv gan
va dit gan, dac biét ddi vdi digu tri
corticosteroid kéo dai

C6 thé két hgp nhuhg can can
nhac can than nguy cd bénh Iy
gan




4. Khuyén cao veé viéc xir tri mot so phan rng

- Ngtmg FQ khi c6 dau hiéu dau tién cta viém gan (vi du: viém, sung dau)
va can nhac li€u phap di€u tri thay thé.

- Ngtng FQ khi xuét hién céac triéu chung go1y vé bénh 1y than kinh (vi du:
cam giac dau, nong rat, ram ran, té bi, yéu, rdi loan cam giac)

- Néu nghi ngd hodc di xac dinh tidu chay lién quan toi C. difficile, ngimg
ngay FQ va khong tri hoan viéc xtr tri bang cac bién phap phu hop. Chong chi
dinh céac thuoc gay uc ché nhu dong rudt.

Cubi cung, can ghi nhan va gii bao cdo vé nhimg trudng hop tac dung bat
loi lién quan dén FQ, dac biét 1a nhiing truong hop nghiém trong (nhap vién/kéo
dai thot gian nam vién, di tat, de doa tinh mang hodc tir vong).

Tom lai, nguy co Xuat hién phan tng lién quan dén khang sinh FQ tang lén
v6i cac yéu tb lién quan dén tudi, bénh 1y mac kém cta ngudi bénh, lidu dung va
thoi gian diéu tri va tuong tac thuoc Mic du nguy co gip tac dung bat loi do F Q
duoc ghi nhan cao hon so vo1 mot s6 nhom khang sinh khac ¢6 cung chi dinh diéu
tri, mot s6 phan ung bat loi cua thudc c6 thé phong tranh duoc thong qua viéc
danh gia than trong cac yéu td nguy co va st dung thude hop 1. Khi xuét hién cac
dau hiéu dau tién cua cac phan ung nghiém trong nhu viém gan, bénh ly than kinh
- tam than, can ngung ngay FQ dé phong tranh phan tmg dién tién nang hon khong
thé phuc hdi.



TONG HQP BAO CAO PHAN UNG CO HAI CUA THUOC

TAI TRUNG TAM Y TE TX QUANG YEN QUY III NAM 2025

Q'dn ctr B tiéu chi chat luong bénh vién, phiérg ban 2.0, muc C9.5 “‘T hong
tin thuoc, theo doi bao cao phan wng co hai cua thuoc (ADR) kip thoi, day du va
co chat luong”.

Can cir cdc bdo cdo phan ing co hai cua thuée dwoc givi t6i Pon vi Tl hong
tin thuoc — Duoc lam sang, Khoa Dwoc — TTB — VTYT tie ngay 01/7/2025 dén
30/9/2025.

Hoi dong thude va diéu tri gui t6i cac Khoa, Phong béo cdo tong hop vé
cong tac theo ddi, giam sat cac phan img c6 hai cua thudc tai Trung tim Y té thi
xa Quang Yén quy I11/2025 nhu sau:

1. Phan b6 s6 hrong bio cao ADR theo tirng thing

Trong quy I11/2025, Trung tim Y té thi x Quang Yén thuc hién gui day du
cac bao cao gui 1én Trung tim ADR qudc gia. Chi tiét s6 luong bao cao ADR theo
ting thang dugc tong hop nhu sau:

Thang 7 8 9
S0 lwgng bao cio ADR 04 01 05
Bang 1. T(x)ng hop s0 lwgng bao cao ADR theo thang

Nhan xét:

- Tong s6 lugng bao cao ADR quy I111/2025 tai Trung tam Y té thi x3 Quang
Yén 1a 10 bao cdo ADR.

- S6 lwong bao cdo phan bo khong déng déu: cao nhat & thang 9 c6 05 bao
cao; thang 7 c6 04 bao céo, thang 8 c6 01 bao cdo dugc ghi nhan.

- S6 lugng bao cao ADR trung binh quy I11/2025: 1a 3,33 béo cao/thang.

- S6 lugng bao cao ADR quy I11/2025 ting 01 bao cao ADR (ting 11,11%)
so voi cung ky nam 2024 (09 bao cdo)
2. Phan bo so lugng bao cao ADR theo khoa

STT Tén don vi S°7l“"-mg BC8 ADR/th;“g Téng T(%e
1 | Khoa PT — GMHS 01 0 0 01 10
3 Khoa Ngoai 01 01 04 06 60
4 | Khoa Nhi 01 0 0 01 10
Khoa Phu san —

5 | CSSKSS 01 0 0 01 10
6 | Khoa Noi 0 0 01 01 10

Tong cong: 04 01 05 10 100

Bang 2. Phan bo ty 1¢ bao cao ADR theo tirng khoa 1Am sang




Biéu do phan bo ty 1é bio cao ADR theo
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Hinh 2. Biéu dé phan bo ty 1é bao cio ADR theo tirng khoa IAm sang
Nhan xét:
Sd luong bido cao ADR dugce ghi nhan tai cac khoa lam sang nhu sau:
- Xép thir nhat: Khoa Ngoai c¢6 06 bao cdo ADR chiém 60 %/ tong s6 béo
cao ADR;
- Xép thir 2: Khoa PT-GMHS, Nhi, Phu san- CSSKSS, Noi déu c6 01 bao
cao ADR chiém 40 %/ tong s0 bao cao ADR;

Tuy nhién, tai mdt s6 khoa hién nay chua c¢é ghi nhan b4do cdo ADR nhu:
Khoa Truyén nhiém, Khoa Chan doan hinh anh, Khoa YHCT, Khoa Héi suc, ...
Day la cac khoa ¢6 nhiéu bénh nhan di€u tri, s6 luong thudc str dung 16n, can luu
tam hon trong qua trinh b4o cdo phan ing c6 hai cua thudec.

3. Panh gia chat 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
SO lwong 09 01
Ty 1€ (%) 90% 10 %
Bang 3.1. Tong hop s6 lwong bio cao ADR diy di thong tin

Nhan xét:

- Trong tér}g s6 10 bao cao ADR di ghi nhan c6 09 bao cao ADR du thong
tin can thiét chiém 90%; 01 bao cdo ADR chua du thong tin chiém 10 %.

Viéc bao cao ADR dﬁy du cac thong tin can thiét s& thuén tién cho viéc theo
ddi, giam sat, quan 1y cac bao cao ADR tai Trung tim Y té va cung céap thong tin
cho Trung tam DI&ADR Quéc gia trong viéc theo doi phan tmg co hai cua thude
va chat lugng thudc trén quy mo toan qudc.



3.2. Cdc triweong thong tin con thiéu trong bdo cdo ADR

sau:

Trong tat ca cac bao cdo ADR chua ghi nhan du cac truong thong tin theo
quy dinh, chung t6i da tong hop nhitng ndi dung thong tin con thiéu, két qua nhu

STT

Tén trwdong thong tin

S6 bio cao ADR thiéu thong tin

Tén khoa

01

Tén thude (tén gbc)

M0 ta biéu hién ADR

Tai sir dung thudc bi nghi ngd ¢o
xuat hién lai phan img khong?

Phan thdm dinh ADR cuta don vi
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Thong tin cua bénh nhan (gidi,
can nang, tudi)
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Bang 3.2. TV 1& cac thong tin bi thiéu trong cic bao cao ADR

Nhan xét:
C6 01 bao cao ADR dugc danh gia 1a khong day du thong tin.

Céc 16i thudng gip trong bao cdo ADR:

- Thiéu thong tin vé khoa phong bao cdo dugc ghi nhan tai Khoa Noi

3.3. Phan bo s6 lwong bao cao ADR theo nhém thudc

C6 11 thube dugc ghi nhan trong cac nhom thude ghi nhan trong bao cao
ADR gui té1 Khoa Duge — TTB - VTYT dugc tong hop tai bang dudi day:

Ty 18 (%) so véi sb

STT Nhém thudc S6 lwong | lwgt thude nghi ngo
¢6 phan ing ADR
I Khang sinh 8 53,33
1 Ampiciclin + Sulbactam 1 6,67
2 Ceftizoxim 1 6,67
3 Cefoperazone 3 20,00
4 Gentamycin 1 6,67
5 Tinidazon 1 6,67
II | Thudc gay té, gdy mé 2 13,33
1 Fentanyl 1 6,67
2 Propofol 1 6,67
III | Thudc gidn co, thudc gidi gidn co 1 6,67
1 Rocuronium bromid 1 6,67
v Thudc khang acid va cac thudc chong 1 6.67

loét khac tac dung trén dwong tieu hoa




, , TY 18 (%) so véi sb
STT Nhoém thuoc So lwgng | lwgt thuoc nghi ngo
¢6 phan wng ADR

1 Famotidin 1 6,67

V | Thudc chéng co thit 1 6,67

1 Phloroglucinol hydrat + trimethyl { 6.67

phloroglucinol ’

VI | Thudc cin quang 2 13,33

| lopamidol 2 13,33

Tong cong: 15 100

Bang 3.3. Phéan bo ty 1é bao cio ADR theo tirng hoat chat cu thé

Phan bé ty 1€ bao ciao ADR
theo tirng hoat chat cu thé
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Hinh 3.3. Biéu d6 phan b ty 1¢ bao cio ADR theo tirng khoa 1am sang
Nhan xét:

- Thube khang sinh la thudc chiém ty 1& cao nhat trong sd cac bao cao ADR
(8/15 luot, chiém 53 ,33%). Xép hang tht 2 1a thude gay t& gay me, thudc can
quang (02/15 luot déu chiém 13,33%), con lai 1a Thudc gian co, thudc giai gian
co, Thube gidn co, thude giai gidn co, Thube chdéng co thit voi 01/15 lugt, déu
chiém 6,67%.

Trong nhém khang sinh, thudc gap ty 1¢ phan tmg cao nhat 1a Cefoperazone
(3/15 luot chiém 20%), con lai l1a thudc Ceftizoxim, ’Ampiciclin + Sulbactam,
Ceftizoxim, Gentamycin, Tinidazon (1/15 lugt déu chiém 6,67%).

Trong quy 3/2025, Trung tam Y té co ghi nhan ADR d6i v6i nhém thube can
quang (02/15 luot chiém 13,33%).

4. Phéan bo s6 lwong bo cao ADR theo mirc d) phan vé

Vé murc 6 nang cua cac phan tng c6 hai ctia thude duoc ghi nhan ching toi
tong hop theo phan loai mic do phan vé dugc quy dinh trong thong tu so




51/2017/TT-BYT ngay 29/12/2017 huéng dan phong, chan doan va xir tri phan

v¢, két qua nhu sau:

Phén vé d I

11

I11

1A%

SO0 lwgng bao cao

ADR, t 1¢ % 08 (80%)

01 (10%)

0 (0%)

01 (10%)

Bang 4. Phan b6 s6 hrgng bao cao ADR theo mirc d9 phan vé

Nhan xét:

Céc béo cdo ADR chii yéu & phan vé do I, v6i 08 béo céo (chiem 80%);
phan v¢ do II vo1 01 bao céo (chiém 10%); phan vé do IV véi 01 bao cao (chiém

10%).

Cac phan tng chu yéu duoc ghi nhan trong cac bao cao ADR la biéu hién
man do, man ngua cuc bo hodc toan than. Da phan cac phan tng nay déu la phan
mg lién quan dén co dia di Gmg ctia ngudi bénh. Bén canh do, can luu tam dén
cac phan ung lién quan dén tac dung kich ung va duoc 1y cua thudc can luu y

trong qué trinh str dung:

- Phan trng d6 da toan than khi tiém Ceftizoxim, Cefoperazone.

- Phan tng hoi hop, tim dap nhanh, kho thd sau khi str dung Ceftizoxim duong

tiém.
2 Quy 3/2025
STT Biéu hién ADR - -
Tan suat gap Ty 1€ (%)
| Ban d6, man, ngua 7 70
2 Kho thé 0 0
3 | Phu,né 0 0
4 Buon non, non, dau bung 1 10
5 | Sét, rét run 1 10
6 | Ha huyét ap 0 0
7 Nhip tim nhanh 0 0
8 Kich thich 0 0
9 Pau dau, hoa mit, chong mat 2 20
10 | Tim tai 1 10




. Quy 3/2025
STT Biéu hién ADR - -
Tan suat gap Ty 1€ (%)
11 | Co that thanh quan 1 10
12 | Ngung tim 1 10

Bang 5. Biéu hién triéu chitng ADR

Biéu hién triéu chirmg ADR
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Hinh 5. Biéu @6 phéan bé biéu hién triéu chimg ADR

Loai bleu hién thudng gip nhat 1a man ngira, ban do véi 07 bao céo (chiém
70%/t6ng sd ca phan tmg). Mirc d6 xuat hién phan tmg dau dau chong mat c6 02
truong hop tuong tmg v4i muic phan vé do 2 chiém 20%. Muc d6 xuét hién tim
tai, co that thanh quan, ngimg tim c6 01 truong hop tuong tng véi mirc dd phan
vé do 4 chiém 10%.

+ Ty 1& phan ng ban d6, man ngira rat cao, trong d6 bao gdm ca phan tng
do da do hoi ching red-man khi khi tiém Ceftizoxim, Cefoperazone. Viéc ghi nhan
ty 1€ rat cao phan tng trén da cho thy hién cic bdo cio ADR méi chi ghi nhan
cht yéu céc phan ung “duoc cho 1a di ung thude” voi biéu hién trén da, mod moi
dugc dem vao bao cdo. Cac phan tmg dugc ghi nhan 13 tic dung phu cua thude
con chua duoc quan tdm ding murc va khong duoc coi 1a ADR theo quan diém
cuia nguoi bao cao.

+ Phan vé do thudc gdy mé chiém khoang 1/10.000—1/20.000 ca giy mé
toan than. Sé¢ phan vé trong gy mé — gy té 1a mot tinh hudng cap ciru toi khan



cip, cép duoc nhian dién sém — xir tri nhanh — chuén bi diy di phwong tién
va thuoc. Dac biét, thude gian co va propofol la nhiing tac nhan thuong gap nhat
trong thyc hanh gady mé do d6, CBYT can luu ¥ tuyét do1 khi str dung:
Thudc c6 thé giy phan vé bao gom:
- Thudc gién co (succinylcholine, atracurium, rocuronium, vecuronium) —
thuong gap nhat.
- Thudc giy mé tinh mach (propofol, thiopental, etomidate, ketamine).
- Thubc gy té tai chd (lidocain, bupivacain, ropivacain — hiém hon).
- Khang sinh, thudc giam dau, latex, chat sat khuan (chlorhexidin) ciing c6
thé gop phan.
Co ché
- Phan vé qua IgE trung gian: xay ra sau khi tiép xuc lai v6i thudc da man
cam truge do.
- Phan vé khong qua IgE: giai phong histamin truc tiép (vi du: morphin,
vancomycin, thudc gian co).
Biéu hién 1am sang
- Xuét hién rat nhanh (vai gidy — vai phut) sau tiém.
- Tri¢u chiing canh bao:
Da, niém mac: may day, ban do, phu mach.
H6 hap: co that phé quan, tho rit, giam SpOs.
Tuan hoan: tut huyét ap dot ngdt, mach nhanh, truy tim mach.
Tiéu hoa: non, dau bung (it gip trong md).
Phong ngura
- Khai thac k¥ tién sur di tng thudc, phan vé, hen phé quan, viém mii di
ung.
- Néu bénh nhan tung c6 phan vé voi thuc mé/té, can xét nghiém test di
ung, thay thé thuoc khac.
- Chuan bi san thudc va phuong tién cap ciru sé¢ phan vé trong phong mo.
Xir tri (theo phac do B Y té va WHO/WAO)
- Ngimg ngay thudc nghi ngo.
- Adrenaline 1a thuoc hang dau: Tiém bap 0,3-0,5 mg (1:1000) mdi 5-15
phut, hodc tiém tinh mach cham néu ngimg tudn hoan.
- Thé oxy, dat noi khi quan/khi quan néu can.
- Truyén dich nhanh (NaCl 0,9% hoic Ringer lactat).
- C6 thé phéi hop: khang histamin, corticosteroid, thudc gidn phé quan.
- Theo déi sat tai phong hdi st tich cuc.
5. Danh gia chung



So v6i cung ky quy 3/2024, s luong bao cao ADR tai Trung tim Y té ting
hon, tir 09 bao cdo 1én 10 bao céo (ting 01 bao cao, ty 18 ting 11,11%), sd luong
nhom thude duge bao cao xuat hién ADR tang 1én va c6 su xuét hién ctia nhom
thudc can quang, thudc gay té gy mé. Nho ¢o sy thay d6i nhan thire cta can bo
y té trong viéc tu nguyén bao cdo ADR, khong chi mang lai 191 ich trong diéu tri
cia nguol bénh tai TTYT ma con gilip cung cap thong tin cho Trung tdm
DI&ADR Qubc gia vé dit liéu an toan sur dung thudc toan qudc, gop phan tu van
cho Cuc Quan ly Duoc ra céac quyet dinh dinh chi, thu hdi, hodc thay doi thong
tin thudc. Do do, cac Khoa, Phong can tiép tuc don ddc thue hién bao cao ADR
thuong xuyén hon.

Theo tong hop bao cdo ADR toan qudc ndm 2024 cta Trung tam ADR qudc
gia: Trung tam Y té thi xa Quang Yén dung tht 3 trén dia ban tinh Quang Ninh
vé bao cdo ADR (34 bao c4o), thir 2 1a Bénh vién Vinmec Ha Long (47 bao c4o),
tht nhat 1a Bénh vién Viét Nam — Thuy Dién Udng Bi (134 béo céo).

Theo tong két bao cao ADR toan quéc quy 1/2025 cta Trung tim ADR
qudc gia: Trung tam Y té thi xa Quang Yén dung thu 4 trén dia ban tinh Quang
Ninh vé bao cdo ADR (06 bao céo), thir 3 1a Trung tim Y té huyén Tién Yén (12
béo c40), thir hai 1a Bénh vién Viét Nam — Thuy Pién Udng Bi (19 bao céo), thir
nhat 1a Bénh vién Bai Chay (27 béo céo).

Theo tong két bao cao ADR toan qudc quy 11/2025 cua Trung tim ADR
quéc gia: Trung tAm Y té thi x3 Quang Yén dung tht 3 trén dia ban tinh Quéang
Ninh vé bao cdo ADR (18 bao céo), thit 2 1a Bénh vién Bii Chay (27 bao c4o),
tht nhat 1a Bénh vién Viét Nam — Thuy Dién Udng Bi (53 bao céo).

Sb luong bao cao ADR tang 1én, chat luong cac bao cdo ADR tai TTYT
dap tmg dugc yéu cau trong Bo tiéu chi chat luong bénh vién do B Y té ban
hanh, dé dat duoc murc 5 cua muc C9.5 theo ké hoach cua TTYT, tat ca cac bao
c40 ADR déu phai co day di thong tin can thiét khi duoc giri toi Trung tam DI &
ADR Qubc gia.

S6 lugng bao cdo ADR ghi nhén lai chil yéu 1 bao cdo vé phan tng ngoai
da, rat it cac phan tng lién quan dén tac dung phu cua thude, ADR hiém gip. Pic
biét, co sy xuat hién ciia cac ADR nghiém trong trong sir dung cac nhom thube
can quang, thudc gay te, gdy mé.

6. D¢ xuit kién nghi

B4o cdo ADR dong vai tro rit quan trong trong cac hoat dong giam sat
ADR tai TTYT. Viéc thiic day béo cdo ADR trong TTYT nham hinh thanh thoi
quen thyc hanh Canh giac dugc cho can b0 y té, déng thoi tao nén moi lién két
gilra cac Khoa 1am sang v&i Pon vi Thong tin thudc — Dugc 1am sang, Khoa Dugc
— TTB - VTYT, Hoi dong Thudc va Piéu tri voi Trung tam DI&ADR Quoc gia,
nham hudng t6i muc dich cudi cung 1a phat hién kip thoi va xir tri phii hop cac
van dé an toan thudc trong TTYT. Muc tiéu dugc ky vong trong cong tac bao céo
ADR la ting s6 lugng béo cdo ADR ghi nhén, trong dé chu trong dén bao céo
ADR hiém gip, ADR nghiém trong va ADR cila c4c thubc méi.



Thuc hién viée gui bao cao hang thang hodc trong thoi gian quy dinh dbi
v6i bao cdo ADR nghiém trong theo hudng dan ciia B§ Y t€ nham lam giam thoi
gian tri hoan gutri bdo céo.

Thuc day viéc giam sat nhiing bénh nhan c6 nguy co cao (tién st dj ung,
st dung nhirng thudc co ty 1€ gdp ADR cao...) nham ngan ngtra va kip thoi xir tri
khi ADR xay ra.

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

Tiép tuc 4p dung sang kién “Tang so lugng bao cao ADR thu thap dugc tir
01/01/2024 -30/6/2024 1én 75% so voi cung ky nam trude” trong cong tac theo
doi, bao céo phan tng c6 hai ciia thudée (ADR) tai Trung tam Y té.

Pay manh truyén thong va gido duc

Viéc phat hanh tap chi, ban tin vé an toan thudc hang quy va giri cho céac
bac si da chung minh hi¢u qua lam gia tang ty 1€ bao cao ADR.

Bién phap cing cb hé thong bao cdo ty nguyén bang cach dinh kém mau

bao céo tu nguyén theo to don thude va vao ban tin ADR r6i giri dén cho béc si
diéu trj da lam ting dang ké ty 18 bao cdo ADR tai TTYT.

Céc thong tin vé ADR c6 thé duoc guri dén cho béc si qua thu tin hodc thu
dién tir. Viéc giri email c6 thong tin vé ADR cho céc can bd y té ciing cho théy da
lam tang ty 1¢ bao cao noi chung. Phuong phap nay co tinh kha thi cao nho ré tién,
dé thuc hién va quan 1y, tuy van c6 han ché vi thoi quen chung la chi doc luot thu
dién tu. Nhimg bién phap nay nham muc dich cung cap thong tin vé nhitng ADR
da dugc bao cdo, tu van diéu tri dya trén bang ching trong nhimg trudng hop nghi
ngd ADR cu thé va nhimng ¥ kién vé quy két mdi quan hé nhan qua cta thude voi
ADR.

Mot sb bién phap khac

Ap dung khen thuong, dong vién cho can b y té cling co th§ dugc sur dung
nhu mot bién phap bo sung lam tang cuong ty 1¢ bao cao ADR. H6 trg nay c6 thé
dudi nhiéu hinh thirc khac nhau.
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PANH GIA SUDUNG THUOC NAM 2025

(Thoi diém tinh tir ngdy 01/10/2024 dén ngay 30/9/2025)

Phan tich ABC la phwong phap phdn tich twong quan giita luong thuéc
tieu thy hang nam va chi phi nham phén dinh ra nhitng thuéc ndo chiém ty 1é lém
trong ngan sach cho thuéc cia bénh vién. Phan tich ABC cho thdy nhitng thuc
duwoc su dung thay thé véi lwong I6n ma cé chi phi thap trong danh muc hodc cé
san trén thi truong, giup cho nha quan Iy lva chon nhirng thuéc thay thé cé chi
phi diéu tri thap hon; Tim ra nhitng lidu phdp diéu tri thay thé va xdc dinh phwong
thite mua cdc thuéc khéng c6 trong danh muc thudc thiét yéu ciia bénh vién.

1. Bao cao chung:
Tong s thude trong danh muc thubec TTYT: 472 khoan
Bang 1. Phéan hang nhém thuéc ABC tai TTYT nam 2025

Nhém ABC | Sé lugng DM | Ty 16 DM (%) | | On& gz;gi)s)“ dyng ng: tl:lt(l:;:;
A (80%) 83 17,58 23.726.985.086 79,83
B (15%) 105 22,25 4.503.520.273 15,15
C (5%) 284 60,17 1.490.364.779 5,01
Téng 472 100,00 29.720.870.138 100,00
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TONG SU DUNG THUOC NAM 2025

284

S6 lwgng DM

60,17

Ty 16 DM (%)

HA (80%) mB(15%)

Téng gia tri sir
dung (VND)

C (5%)

Ty 1€ theo gia tri
(%)

Hinh 1: Phdn hang nhém thuéc ABC theo ching loai va ty 1é % gid tri sir dung

Ty 1€ % gia tr1 sir dung va phan hang nhom ABC co ban phu hop voi quy
dinh cia BO Y té.

2. So sanh sir dung thudc nim 2024 va niim 2025:

2.1. Phan tich sir dung thudc theo nhém tic dung duoc ly:




Badng 2. Gid tri va ty 1é sir dung thuéc theo nhém tdac dung duwoe 1y

GIA TRI . TY LE
A . R 9 * GIA TRI :
TT TEN NHOM THUOC NAM 2024 NAM 2025 (VND) (%)
(VND) 2025/2024
j [Thuoc diew i ky sinh tring, 5 34 461 53 7.556.173.149 127,33
nhiém khuan
Thudc diéu chinh nudc, dién giai,
2 [cn bang acid -base va cac dung 535.846.777 552.987.846 103,20
dich tiém truyén
3 [Céc thude tic dong vao he thong 3 944 15 17 3.416.723.153 88,88
no1 tiet
4  [Khoang chat va vitamin 637.252.435 449.556.357 70,55
5 |Ché pham thudc y hoc ¢ truyén | 4.331.283.760 4.226.597.198 97,58
6 [Thudc Corticoid 634.127.232 732.542.682 115,52
7 Nhém thude tim mach, THA 4.018.362.901 5.453.403.235 135,71
8 (Cac nhom thude khac 8.329.719.421 7.332.886.518 88,03
Téng: 28.265.069.163 29.720.870.138 105,15
Gia tri va ty 1é sit dung thuéc theo nhém tic dung dwoc ly
: 10515
; §8.03
Cac nhém thuée khac
Nhém thude tim mach, THA *&%{3}%
. 115,52
e ot 2 598
. . . N A 97 58
Ché phim thudc v hoc cb truyén -g;'%gg
.. 7053
Khoang chit va vitamin g;ggggigg
Cac thudc tac d6ng vao hé théng néi tiét ﬁ 3.153
ac (uoC C dong vao ne ONZ 1101 116 723,
15.107
Thudc didu chinh mrée, dién gial, cin bang acid -base v cac dung dich ég%gg.}, 846
tiém truyén Isssismi???
Thuéc dié ¢ sinh tring, shidm khuin  RSSER
ude didu tr ky sinh tiing, nhiém khudn m
0 10.000.000 000 20.000.000.000 30.000.000.000

BTY LE (%) 2025/2024 uGIA TRI NAM 2025 (VNB) B GIA TRI NAM 2024 (VND)

Hinh 2: Gia tri va ty l¢ swr dung thuéc theo nhém tdc dung duoc ly

Trong 08 nhom tac dung duoc 1y: 05 nhom thude st dung co gia tri cao nhat
tap trung chi yéu & nhém Thudce diéu tri ky sinh tring, nhiém khuan; Thudc tac dong



vao hé théng ndi tiét; Ché pham thudc y hoc ¢d truyén; Nhém thude tim mach, THA;
Thuoc Corticoid va Cac nhom thudc khac.

Mot s6 nhom thude co gid tri sit dung ting so voi ndm 2024 dic biét nhom
Thudc diéu trj ky sinh trung, nhiém khuan ting 27,33%; nhom Thudc diéu chinh
nuéc, dién giai, can bang acid -base va cac dung dich tiém truyén ting 3,2%;
Thudc Corticoid tang 15,52%; Nhom thude tim mach, THA tang 35,71%. Nguyén
nhan chu yéu la tang sO lugng str dung va tang ) luong danh muc thude duoc sir
dung.

Bén canh d6, mot s6 nhom thude giatri su dung gidm so voi1 nam 2024
nhu: Cac thude tac dong vao hé théng noi tiét giam 11,12%; Ché pham thudc y
hoc ¢b truyén giam 2,42%; Thube Khoang chét va vitamin giam 29,45%; Cac nhém
thudc khac giam 11,97% chi yéu la do giam sb luong sir dung.

Tong gia tri st dung thudc nam 2025 ting 5,15% so véi nam 2024. Nguyén
nhan chu yéu do ting sé luong st dung va ting s6 lwong danh muc thude duoc sir
dung.

2.2. Phan tich sir dung thuéc nhom A:

Bang 3. Gia tri su dung va ty lé cac thuée nhém A

, § , y TY LE
R , i GIA TRI NAM GIA TRI NAM ’
STT | TEN NHOM THUOC : ’ 2025/2024
2024 2025
(%)
I [Thude dieu tri kY sinh tring, g 55 594 779 6.945.243 365 137,32
nhiém khuan
) Thudc dié}l chinh nudc, dién
gidi, can bang acid -base va cac 421.226.473 432.818.228 102,75
dung dich tiém truyén
3 (Cacthubeticdongvao hethong 5 557975 59 3.095.294.080 87,00
not tiet
4 Khoang chét va vitamin 378.030.520 181.933.444 48,13
5 [Ché pham thubc y hoc ¢0 truyén|  3.708.752.733 3.571.266.412 96,29
6 [Thuébc Corticoid 600.739.056 421.719.482 70,20
7 INhém thude tim mach, THA 3.330.281.126 4.627.554.449 138,95
8  [Cac nhom thube khac 5.379.727.883 4.451.155.626 82,74
Téng 22.434.275.790 23.726.985.086 105,76




Gia tri sit dung va ty 1é cac thuéc nhém A

e T opgpesmse

: B2.74
Cac nhém thudc khac 126
83

138 95

Nhém thude tim mach, THA m_ﬂg
81126

Thuéc Corticoid lg%}j %%g 33%
S

- : - - R o629
Ché phim thuéc ¥ hoc cb truyén -qg%
3.

R i . 48
Khoang chat va vitamin L %%

Cac thubc tac déng vao hé théng néi tiét %94_080

23220

Thuéc diéu chinh nwdéc, dién gidi. cdn bing acid -base va 10
cac dung dich tiém truyén I

Thudc diédu tri k¥ sinh tring, nhiém khuin

Q 10.000.000.000 20.000.000.000

TY LE 2025/2024 = GLA TRINAM 2025 = GLA TRI NAM 2024

Hinh 3: Gia tri va ty lé sur dung thuéc theo nhém A

Céc thuéc nhém A thudc 08 phan nhom tac dung dugc ly, chiém ty trong
caothudc 04 nhom: Thuoc diéu tri ky sinh trung, nhlem khuan, Cac thubc tac dong
vao hé thong ndi tiét, Ché pham thudc y hoc cb truyén, Nhom thudc tim mach,
THA.

Mot s6 nhom thude 6 gia tri sir dung ting so voi nam 2024 gom:

+ Thube diéu trj ky sinh tring, nhiém khuan ting 37,32% GTSD, nguyén nhan
chu yéu do tang so luqng st dung ctia cé}c thudc, dac biét Cefopefast 2g sO lugng
st dung tang 2,28 1an; Vinsulin 2g/1g s6 luong stir dung tang gap 5,12 lan...;

+ Thudc diéu chinh nudce, dién gidi, can béng acid -base va cac dung dich tiém
truyén ting 2,75% vé GTSD, nguyén nhan do ting s6 luong sir dung ctia Natri
Clorid 0,9% 500ml gap 1,14 lan.

+ Nhom thubc tim mach, THA tang 38,95% GTSD nguyén nhan do 5O lugng
su dung thu6c Ramizes 10mg tang gap 1,89 lan; Pecrandil Smg tang gap 2,17 lan;
Vastarel OD 80mg tang gap 1,16 lan; Coversyl Smg tang gap 12,38 lan ... Gia tri
st dung thuoc tang phu hop véi xu hudng quan ly bénh khong 1ay nhiém hién nay.

- Mot sé thudc ¢o gia tri str dung ndm 2025 giam so voi ndm 2024, tap trung
cacnhom thudc:

+ Céac thudc tac dong vao he thong ndi tiét giam 13%, chi yéu do giam sb
lugng su dung cua but tiém tiéu duong Polhumin Mix 2 300IU/3ml do khéng co
thau tham du.

+ Khoang chat va vitamin giam 51,87% GTSD, chu yéu do giam s6 luong
cua thuoc Milgamma N (100mg +100mg + 1mg)/2ml do Iugng triing thau la 4.600



6ng (bang % so voi nam 2024).

+ Ché pham thudc y hoc ¢6 truyén giam 3,7% GTSD chu yéu sé luong sir
dung thudc A.T Hoat huyét dudng nio (40mg+120mg) giam 3,72 lan...

S6 lugng thudc ché pham YHCT da duoc can nhic giam s6 lugng st dung.
Tuy nhién can quan tdm xem xeét dé giam sb luong str dung hon nita dé tiét kiém
chi phi cho TTYT nhung van phai dap tng theo chi tiéu 27, tiéu chi 6, Quyét dinh
s6 1300/QD-BYT vé két hop YHCT v6i YHHD (theo Théng tw so 50/2010/TT-
BYT ngay 31/12/2010 vé huéng dan viéc két hop YHCT véi YHHD trong kham,
chita bénh).

ot Thudc Corticoid giam 29,80% nguyén nhan do giam sb luong sir dung
thudc Methylprednisolon 16mg.

Corticoid khi that can thiét, str dung dting phac do diéu tri, khong lam dung
st dung Corticoit trong di€u tri € tranh nhiing hau quéa khong can thiét cho nguoi
bénh.

+ Cac Nhom thube khac giam 17,26% GTSD nguyén nhan do giam so
luong st dung cua mot so thuoc ...

3. Phén tich sir dung nhém thudc chong nhiém khuan:
3.1. Gia tri str dung theo nhom tac dung dwoc ly:
Bang 4. Gia tri su dung theo phdan nhom khang sinh nam 2025

x % s0 hrgn Gia tri sir Yo gid tri| % tong
Nhom tac dung dwge ly | So lwgng DM ° ng : sd ciia | gia tri sw
DM dung .
: nhom dung
Thudc nhom beta-lactam 29 52,73 7.181.690.519 | 95,04 24,16
Thudc nhom quinolon 8 14,55 153.229.280 2,03 0,52
Thude nhém 6 10,91 97.951.090 | 1,30 0,33
aminoglycosid
Thudc nhém nitroimidazol 5 9,09 48.819.159 0,65 0,16
Thudc nhém macrolid 4 7,27 65.986.705 0,87 0,22
Thudc nhém sulfamid 3 5,45 8.496.396 0,11 0,03
Thubc nhém lincosamid 0 0,00 0 0,00 0,00
Thubc nhom tetracyclin 0 0,00 0 0,00 0,00
Thudc nhom phenicol 0 0,00 0 0,00 0,00
Thudc khac 0 0,00 0 0,00 0,00
Tong 55 100 7.556.173.149 100 25,42

Tir bang s6 lidu trén cho thdy nhom beta-lactam 12 nhom chiém ti trong cao
nhét chiém 24,16%: sau d6 1a nhém quinolon chiém 0,52%; nhom aminoglycosid
chiém 0,33%; nhom nitroimidazol chiém 0,16%; nhom macrolid chiém 0,22%:
nhom sulfamid chiém 0,03% gi4 tri str dung thudc toan Trung tim Y té.


https://thuvienphapluat.vn/van-ban/the-thao-y-te/thong-tu-50-2010-tt-byt-huong-dan-ket-hop-y-hoc-co-truyen-voi-hien-dai-118439.aspx
https://thuvienphapluat.vn/van-ban/the-thao-y-te/thong-tu-50-2010-tt-byt-huong-dan-ket-hop-y-hoc-co-truyen-voi-hien-dai-118439.aspx

Mot s6 nhom thude khong st dung nhu: nhom lincosamid, phenicol,
tetracyclin, thudc khac (chiém 0%).

L o S
Gia tri sir dung theo phan nhém khang sinh nam 2025
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Hinh 4: Gia tri su dung theo phdan nhom khang sinh nam 2025

Pé dy phong khang methicillin d6i v6i vi khuan tu cau vang. Trong thoi
gian t&1, Trung tam Y t€ can dy tru b6 sung thudc Vancomycin thuoc nhom thudce
Glycopeptid.

3.2. Tong hop nhém thuéc chéng nhiém khuin theo ABC:
Bang 5. Gia tri su dung khdng sinh theo phan nhom ABC

Nhom S6 lwong vé Ty 1€ % theo Tong gia tri sir Ty 1€ % theo
ABC ching loai ching loai dung gia tri sir dung

18 32,73 6.945.243.365 91,91

12 21,82 448.133.614 5,93

25 45,45 162.796.170 2,15
Téng 55 100 7.556.173.149 100

Gia tri sir dung khang sinh theo phan nhom ABC

7.556.173.149 6.945.243.365

162.796.170
=A =B =C =Tbng

448.133.614

Hinh 5: Gia tri s dung khang sinh theo phan nhom ABC



Cac thude thudce nhom A gom 18 thude chiém 91,91% vé gia tri sir dung ctia
nhom, tap trung chu yéu ¢ nhom beta- lactam (18/18 thudc).

4. Phan tich sir dung thudc theo ma trin ABC/VEN nim 2025:

4.1. Bing tong hop phin logi danh muc thuéc theo VEN:
Bang 6. Gid tri sir dung thudc theo phdn tich VEN

Nhém VEN S6 lu’g’ng Ty 1€ % theg $0 Téng gis tri Ty lé. f%) t.heo
thuoc lwgng thuoc gia tri
\Y 80 16,95 3.446.377.673 11,60
E 325 68,86 21.575.135.066 72,59
N 67 14,19 4.699.357.398 15,81
Téng 472 100 29.720.870.138 100

Gia tri sir dung thudc theo phan tich VEN

=V =E =N

Hinh 6. Gid tri sir dung thuéc theo phdn tich VEN

Ty 18 phan b cac thude trong cac nhém VEN twong d6i hop 1y theo phan
loai cuia WHO:
+ Cac thudc t01 can thiét va rat quan trong (nhom V) chiém 16,95% danh
muc thuéc TTYT vé s6 loai thudc va chiém 11,6% vé gia tri st dung.

~+Cac thuog thiét yéu (nhom E) chiém 68,86% vé s6 luong danh muc va
chiém 72,59% vé gia tri st dung
ot Céac thubc nhom N chiém 14,19% sb lugng danh muc va chiém 15,81%
ve gid tri su dung.
4.2. Phan tich sit dung thuéc theo ma trgn ABC/VEN:



Bang 7. Gid tri sir dung thudc theo phan tich ABC/VEN

Chiing loai Gia tri tiéu thu
ABC/VEN —
£ 2 1A o Tong tién . 1A fo
S0 lwgng Ty 1€ (%) (VND) Ty 1€ (%)
Nhom I:
. 760.343.830 83,31
(AV, AE, AN, BV, €V) 153 32,42 24.760.3
AV: Thudc gid tri sir dung 9 1,91 2.413.018.929 8,12
16m, ti cAn ’ 12088 ’
AE: Thuoc gid tri sir dung 59 12,50 17.560.766.301 59,09
16m, thudc thiét yéu
AN: Thude gid tri sir dung 15 3,18 3.753.199.856 12,63
16n, khong thiét yéu ’ T ’
BV: Thutc gid tri sir dung 19 4,03 782.416.358 2,63
trung binh, t6i can ’ T ’
CV: Thubc gid tri sir dung 51 10,81 250.942.386 0,84
thap, to1 can ’ T ’
Nhom II:
2 1 757.277.547 16,01
(BE. BN, CE) 84 60,17 4.757.277.54
BE: Thuoc gid tr sir dung 69 14,62 2.978.195.134 10,02
trung binh, thiét yéu
BN: Thubc gid tri st dung 17 3,60 742.908.781 2,50
trung binh, khong thiét yéu ’ R ’
CE: Thubc gid tri sir dung 198 41,95 1.036.173.632 3,49
thap, thiét yéu
Nhom I1I:
35 7,42 203.248.761 0,68
(CN)
CN: Thuoc gid tri sir dung 35 7,42 203.248.761 0,68
thap, khong thiét yéu ’ T ’
Téng: 472 100 29.720.870.138 100

- Nhom thuoc quan trong nhat (nhom I) chiém 32,42% so lugng danh muc
va chiém 83,31% vé gi tri st dung. Nhom I tap trung cht yéu cac nhom thude
chéng nhiém khuan, thudc tim mach, thudc tac dung trén duong ho hap... Tuy
nhién, van ton tai nhém thudc hd tro diéu tri nhu: ché phém YHCT, vitamin va
khoang chét, tac dung trén duong tiéu hoa trong nhom nay dic biét thude Bo ich
huyét nao, Diép ha chau, Hoat huyét dudng nao, Vitamin B1 + B6 + B12 (nhém
AN) do d6, can c6 cac danh gia vé viée sir dung cac thudc nhom AN trén vé tinh
hop 1y ciing nhu hiéu qua diéu tri.

- Nhém thude it quan trong nhat (nhém III: CN) chiém 7,42% Vé s6 luong
danh myc va chiém 0,68% vé gia tri sir dung. Nhom nay tap trung chu yéu ¢ nhom
vitamin va khoang chat nhu: Vitamin PP, Vitamin C, Vitamin AD...).

5. Phan tich co cAu va tinh thich #ng ciia DMT niim 2025:
5.1. Co cdu DMT sir dung tai bénh vién nim 2025



Bang 8. Co cdu DMT theo dwong ding

] ; Ty 18 (% Ty 18 (%
TT Co chu Sétwong | YD 1 Gis risidung | 1Y 16 C0)
s0 luwgng gia tri
1 | Thubc ubng 272 57,63 16.835.027.902 56,64
2 | Thubc tiém, tiém truyén 185 39,19 12.704.007.987 42,74
3 | Thudc khac 15 3,18 181.834.249 0,61
Tong 472 100 29.720.870.138 100
Co cau DMT theo dwong diung
&0.00
50,00
4000
30,00
20,00
o iy
0,00

Thudc tiém, tifm Thudc khac

truyén

Thuéc udng

Hinh 8: Co cdu danh muc thuéc theo dwong ding

Co céu DMT uéng cao gap 1,4 1an thudc tiém, gia tri sir dung cua cac thudce
uong cao gap 1,3 lan thuoc tiém. Piéu nay c6 y nghia, chuyén tir thudc tiém sang
thudc udng khi bénh nhan 6 on dinh 1am sang, dung nap dudng tiéu hoa, va co thube udng
tuong duong vé hiéu qua. Pay la thyc hanh an toan — hi¢u qua — tiét kiém, duoc khuyen
c4o boi WHO, IDSA, va nhiéu huéng dan DMT quéc gia.

Bang 9. Co cdu DMT theo nguon goc thudc noi -

ngoai
fg‘; gi“g'gx: atth;:’r Si‘;‘ﬁ“g T§1¢ %| Thanh tién (vnd) g?jtlfi :/;Lh::g
Thubc ndi 332 | 7034 | 20.512.054.586 69,02
Thudc ngoai 140 29,66 9.208.815.552 30,98
Téng: 472 | 100 | 29.720.870.138 100




Co cau DMT theo nguon goc thuoc ndi - ngoai
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Hinh 9: Co cdu DMT theo nguon goc thudc ndi - ngoqi

Thudc n6i chiém 70,34% s6 luong danh muc thude va chiém 69,02% gié tri
st dung thudc — gia tr1 sir dung thudc noi tang so voi nam 2024 (9,42%). TTYT
da cht trong uu tién st dung thudc ndi, tuy nhién ty 1€ st dung thube nodi tai TTYT
chua dat duoc muc tidu dé an “Nguoi Viét Nam wu tién dung thude Viét Nam” (ty
1¢ sir dung thudc san xuét trong nudc chiém 75% & tuyén huyén).

Thube ngoai chiém 29,66% sb lugng danh muc thude va chiém 30,98% gia
tri str dung thuéc — gia tri str dung thube ngoai giam so véi nim 2024 (9,42%).
Ty 18 sir dung thubc ngoai tai TTYT cao >25% do do, trong thoi gian 61 can phai tiép
tuc giam ty 1¢ sur dung dé dat duoc muc tiéu dé an ° ‘Ngudi Viét Nam uu tién dung
thudc Viét Nam” (ty 18 st dung thudc san xuat trong nude chiém 75% ¢ tuyén
huyén).

6. Két luan:

Nam 2025, TTYT dang ap dung va thyc hién mua sam thudc theo cac két qua dau
thau (Tap trung Quoc gia, Tap trung cap dia phuong, Tu d4u thau cua TTYT, Pam
phan gia, Pau thau rong rai, Chi dinh thau). Do tinh hinh chung cua thi truong dugc
pham trong nudc chua dap umg dugc nhu cau mua sam cua cac co sé kham chira
bénh déc biét cac thude hiém, thudc cap ciru, thude ndi tiét, thude tim mach, ting huyét 4 ap,
thude chua 6 s ding ky luu hanh tai Viét Nam. .. anh huong dén hoat dong mua saim
thudc tai TTYT.

Mot s6 nhém thube ¢ gia tri sir dung tang so véi nam 2024 dac bi¢t nhu:
Thudc diéu tri ky sinh tring, nhiém khuan tiang 27,33%; nhom Thudc diéu chinh
nuoc, dién giai, can bﬁng acid -base va cac dung dich tiém truyén tang 3,2%;
Thudc Corticoid ting 15,52%; Nhom thude tim mach, THA ting 35,71%. Nguyén



nhan chu yéu 13 ting s6 luong str dung va ting sd lwong danh muc thude duoc sir
dung.

Bén canh d6, mot s6 nhom thude gia tri st dung giam so voi nam 2024
nhu: Cac thuéc tac dong vao hé thong ndi tiét giam 11,12%; Ché pham thube y
hoc ¢b truyen giam 2,42%; Thuoc Khoang chat va vitamin giam 29,45%; Cac nhém
thudc khac giam 11,97% chu yéu 14 do giam sé luong sir dung.

Céc thudc nhom A nam 2025 co gia tri sa dung ting 5,76% so v6i nam
2024. Gi4 tri stir dung ting so v&i nam 2025 tap trung & cac nhom: Thude diéu tri
ky sinh trung, nhiém khuén tang 37,32%; Thubc diéu chinh nuéde, dién giai, can
béng acid -base va cac dung dich tiém truyén tang 2,75%; Nhom thube tim mach,
THA tang 38,95%.

Nhom khang sinh beta-lactam 1a nhom chiém ti trong cao nhat chiém
24,16%, sau do la nhom quinorlon chiém 0,52%; nhom aminoglycosid chiém
0,33%; nhém nitroimidazol chi€ém 0,16%; nhom macrolid chiém 0,22%; nhém
sulfamid chiém 0,03% gia tri sir dung thuoc toan Trung tam Y t¢.

Mot sd nhom thuc*)c’ khong st dung nhu: nhom lincosamid, phenicol,
tetracyclin, thuoc khac (chiém 0%).

Pé du phong khang methicillin d6i v6i vi khuan tu cau vang. Trong thoi
gian toi, Trung tdm Y té can du tru bo sung thude Vancomycin thudc nhom thude
Glycopeptid.

7. Kién nghi:

DPé dam bao tinh thich ung cﬁa‘danh muc thuéq TTYT voi hoat dong khém,,
chira bénh tai TTYT, dé nghi Hoi dong thuoc va dicu tri TTYT xem xét mdt sO
noi dung sau:

7.1. Vin dé hanh chinh:

Nghiém tac thyc hién quy trinh x4y dung danh muc thuéc TTYT dé dam
bao tinh khoa hoc.

Stra ddi, bo sung cac tiéu chi cu thé cho viéc loai bo thuéc ra khoi DMT,
thude de nghi dua vao DMT dam bao ca nhan dé xuét phai thay rang thudc duoc
dé xudt that sy can thiét hodc khong con can thiét cho viée diéu tri chir khong co
su can thiép cua cac cong ty ban hang va loai bo thue khong phu hop.

7.2. Hoan thién DMTBYV':
Dinh ky thu thap thong tin, phan tich danh gia co cdu, tinh thich ing cta
danh muc thuéec TTYT.

Phan tich m6 hinh bénh tat va tinh hinh str dung thudc. Quan tdm dén cac
thudc cap phat BHYT ngoai tra thuéc nhom A (thudc ché pham YHCT, Vitamin
va khoang chat) dé giam ty 1é ngan sach va tang cuong chi phi cho nhing thudc
can thiét khac, ddm bao chi phi - hiéu qua trong diéu tri.

Tap huén cho nhan vién TTYT trong viéc st dung danh muc thudc va cac



quy dinh lién quan.
7.3. Duy tri danh muc thuéc TTYT

Thudng xuyén cap nhat, hoan thién Hudéng dan chan doan va diéu tri tai
TTYT.

Diéu tra sir dung thudc dé dé ra chién luge quan 1y sir dung khang sinh, sir
dung mot s6 thuoc dac biét.

Thuong xuyén theo ddi, gidm sat ADR./.



TAI LIEU THAM KHAO

1. Truong Pai Hoc Duoc Ha Noi;

2. Trung tam Quéc gia vé Théng tin thuoc va Theo déi phan ieng ¢é hai ciia thudc;

3. 86 liéu tong hop cia T6 Théng tin thubc — Duwoc lam sang.
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