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|. TONG QUAN

Phan tng c6 hai cta thudc (ADR) 1a nhimg tac dung khong mong mudn c6
hai dén strc khoe, c¢6 thé xuat hi¢n ¢ li€éu dung binh thuong.

Theo dinh nghia cta T6 chic Y té The gi01, phan mg c6 hai cua thude 1a
phan mg doc hai, khong dinh trudc va xuat hién ¢ lidu thudng dung cho nguoi
v61 muc dich phong bénh, chan doan, diéu tri bénh hodc lam thay ddi chuc nang
sinh 1y cta co thé.

Phéan mg c6 hai cua thude 1a mot trong nhu’ng nguyén nhan lam tang ty 1€
mic bénh, ty 1é tir vong, kéo dai thoi gian nam vién, tang chi phi va anh huong
dén chit luong diéu trj cho nguoi bénh.

Tai Viét Nam, cong tac theo doi phan ting c6 hai cua thudc duge bit dau
trién khai tir nim 1994, tir d6 dén nay hoat dong nay luon dugc Bo Y té quan
tam chi dao va nhan dugc su tham gia tich cuc cta cac co sé kham bénh, chira
bénh va nhan vién y té.
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I1. POI TUQNG VA PHUONG PHAP PANH GIA
2.1. Péi twong danh gia
2.1.1. Pdi twong
Bénh nhan diéu tri noi tru tai Bénh vién Quan Dan y Soc Trang.
2.1.2. Pia diém va thoi gian danh gia
Diéu tra tai khoa 14m sang Bénh vién Quan Dan y Soc Tring.
Thoi gian tir thang 01/2025 dén hét thang 12/2025.
2.2. Phwong phap danh gia
Trén tat ca mau ngau nhién xay ra tai bénh vién.
2.3. Tién hanh thu thip thong tin va xir Iy s6 li¢u

S6 lugng ADR xay ra tai don vi duoc ghi nhan tir thang 01/2025 dén hét thang
12/20254 dugc trinh bay trong hinh 1.

2.3.1 Thong tin chung:
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Hinh 1: Sé lwong xdy ra ADR tir thang 01 ndm 2025 dén hét thang 12 nam 2025

S6 luong ADR duoc ghi nhin dén hét thang 12 nim 2025 1a 38 trudong hop, trong do
thang 1(01 truwong hop), thang 2 (02 truwong hop), thang 3 (02 trueong hop), thang 4 (07
truong hop), thang 5 (03 truong hop), thang 6 (04 truong hop), thang 7 (06 truong hop),
thang 8 (02 truong hop), thang 9 (03 truong hop), thang 10 (01 truwong hop), thang 11 (03
truong hop), thang 12 (04 truong hop). Cu thé khoa ghi nhan nhiéu truong hop ADR la
khoa Noi-Nhi-Nhiém, khoa Hoéi strc tich cuc & chéng ddc dugc trinh bay trong Bang 1.

Bang 1: Danh sdach cac khoa lam sang bao cao ADR

Khoa lam sang S6 lwong Ty 18 %
Hoi stre tich cu’c&chéng doc 19 50
No6i-Nhi-Nhiém 18 47
Ngoai-san 01 3
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M Hdi stre tich cuc
B Nbi-Nhi-Nhiém

O Ngoai-san

Hinh 2: Céc khoa y té giti bdo cdo ADR

S6 luong xay ra ADR dugc phan loai theo nghi ngd lién quan dén phan ng ¢6 hai
cua thuoc, dén chat lugng thuoc va nguyén nhan sai sot trong st dung thuoc trinh bay
theo bang 2.

Bang 2: Phan loai nghi ngo lién quan ADR

Nghi ngo lién quan S6 lwong Ty 1€ % (n=38)
Phan tmg c6 hai ctia thudc 32 84
Chat luong thudc 0 0
Sai sot trong su dung 0 0
Khac 06 16

Nhu vay da sd truong hop xdy ra ADR tai don vi, nguyén nhén 1a do phan tmg c6
hai cta thudc, ngoai 18 ¢6 06 truong hop (khac) khong 16 nguyén nhén vi bénh nhéan tu
mua thudc tai nha thube khong ¢ don thudc va mau thude di sir dung.

2.3.2. Théng tin vé bénh nhan
2.3.2.1. Phén bé vé tubi
Thong tin vé tudi va phan b tudi bénh nhan dugc thé hién trong bang 3.

Bing 3: Phén bé tuéi ciia bénh nhin xdy ra ADR

P tudi Tan s6 Ty 18 %

<1 tudi 0 0
>1-12 tudi 03 8
> 12 - 18 tudi 02 5
> 18 - 60 tudi 22 58
> 60 tudi 11 29
Khdng c6 thdng tin 0 0

Tong 38 100

~ ADR thuong gap tai don vi la ¢ nhém déi tugng nguoi truong thanh tu 18 - 60
tu6i chiém 58%, nhom doi tuong > 60 tudi chiém 29%, nhom doi tuong 12 - 18 tudi
chiém 5%, nhom doi tuong > 1 - 12 tuoi chiém 8%.

2.3.2.2. Phin bé vé gidi

Thong tin vé gi6i tinh clia bénh nhan xdy ra ADR tai bénh vién gip nhiéu ¢ nit giéi
dugc trinh bay trong bang 4.

Bing 4: Phén bé vé gidi ciia bénh nhin xdy ra ADR
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Gié6i tinh Tan sb Ty 18 %
N 25 66
Nam 13 34
Khong ro 0 0
Ty I€¢ nir : nam 19

2.3.3. Théng tin vé thudc nghi ngo gdy ADR

Nhom tac dung dugc 1y va thude gay ADR tai bénh vién duoc thé hién trong bang 5.

Bing 5: Nhéom tic dung dwoc Iy - thudc nghi ngo gdy ADR

STT Tén thudc S6 lwong | Ty 18 %
I Thudc gidm dau, ha sdt, chéng viém khong steroid 5 13
1 | Diclofenac 3
2 | Meloxicam 1
3 | lIbuprofen 1
Il | Thudc chong di ing va dung trong cc trirong 1 3

hop qui mén
1 | Chlorpheniramine 1
I11 | Thudc chdng nhiém khuén 22 56
2.1 | Thudéc nhém beta — lactam 17
1 | Amoxicilin+ acid clavulanic 2
2 | Cephalexin 1
3 | Cefotaxim 11
4 | Cefuroxim 2
5 | Ceftizoxim 1
2.2 | Thuoc nhém quinolon 5
1 | Ofloxacin 5
IV | Thudc tic dong 1én hé than Kinh 3 8
1 | Acetyl leucin 2
2 | Citicoline 1
V | Thudc duoe liéu, thudc cé két hop dwge chat véi 1 3
cac duoc liéu, thudce co truyén
1 |Hoang ba+Tri mau+Tran bi+Bach thugc+Can 1
khuong+Thuc dia
VI | Vaccin 1 3
1 | Globulin khang doc to uon van 1
VIl | Khong ro loai 6 14
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Thuéc nghing ADR

Diclofenac

Globulin khéng gop  Veloxicam :
doc t6 ubn van 2%
_Hoang ba+Tri 3% Chlorpheniramine
mau+Tran bi+Bach . 204
thuge+Can \ Khong 16 loai Amoxicilin+ acid
knrong+Thyc dia 15% clavulanic
"\ Cephalexin 504

3%  Citicoline —___
3%
Acetyl leucin
5%

3%

Ceftizoxim ———
3%

Cefuroxim
5%

Nhu vy da sd cac truong hop gdy ADR thuong gip 1a thuéc nhém chéng nhiém
khuan (chiém 56%), khong rd loai (chiém 14%), nhém thubc giam dau, ha sét, chéng
viém khong steroid (chiém 13%), thudc tac dong Ién hé than kinh (chlem 8%), thudc
chong di ing va dung trong cac truong hop qua man (chlem 3%), thudc duge liéu, thude
c6 két hop duoc chét véi cac duoc lidu, thude cd truyén (chiém 3%), vaccin (chiém 3%).

Phan tng c6 hai xay ra da s6 khi dung thubc bang duong dudng tiém, truyén tinh
mach (chiém 64%), uong (chiém 33%) va dung ngoai (chiém 3%) chi tict tai bang 6.

Bing 6: Téng hop cdc trwong hop xdy ra ADR theo dwong ding thudc

STT Puong ding S6 lwong Ty 18 %
1 | Ubng 13 33
2 | Tiém, truyén tinh mach 25 64
3 | Dung ngoai 01 3

2.4. Két qua thAm dinh tai bénh vién

Tong s6 38 trudng hop to duoc 1am sang-thdng tin thude thu thap tir cac khoa 1am
sang cua bénh vién di duoc tham dinh va goi bao cdo vé Trung tdm Qudc gia vé Thong
tin thudc va Theo dbi phan g ¢ hai ciia thudc. Theo tong hop tai bang 7. Cac t6 chirc
co thé bi anh hudng nhiéu 1a rdi loan da va mé dudi da véi cac phan (mg ngoai da.
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Bing 7: Thuéc - Trigu chitng ADR dwoc ghi nhin xdy ra tai bénh vién

STT Thudc Triéu chitng ADR Tén suat | Ty 18 %
Ngtra, do mdt, hoi hop, nang
1 | Diclofenac nguc trai, man do, kho thé, danh 3 8
trong nguc
2 Meloxicam KE]O thd, mét, hoi hop, danh 1 9
trong nguc
3 | Ibuprofen Phl‘,l mi mat, ngira da, mét, kho 1 5
khe
4 Chlorpheniramine Ngua 2 tay, tai, n6i man doé vung 1 2
bung nguc
Meét, kho thd, vA mo héi, nang
Amoxicilin+ acid nguc, hoi hdp, tim dap nhanh, da
5 - “ A AR A 9 ” - 2 5
clavulanic niém nhot, nd6i man do, do mat,
chong mat
6 | Cephalexin Me::t, noi may day, sung phu mat, 1 3
nhip tim nhanh
Ngua, noi may da}{, meét, o1, té
lud1i, dau bung, buon noén, kho
. thd, hoi hop, nong bing mit, da
7| Cefotaxim niém nhot, kho khe, vd md hoi, 10 28
chc')ng mat, bun run tay chan, chi
lanh am
Phu 2 mat, n61 may day rai rac
8 | Cefuroxim toan than kém hoi hop, dau dau, 2 5
chong mit, mét, ndng nguc trai
o Maét, va md hoi, buén nén, thd
9 | Ceftizoxim kho, ndi ban dé toan than 1 3
10 | Ofloxacin Mét, ngtra, ndi man do, thd kho 4 13
. Nbi ban do, sung, dau, ngua,
11 | Acetyl leucin budn nén, thé kho 2 5
12 | citicoline M?t, k~10h thich, va md hoi, khé 1 3
thd, nang nguc, nglra
Hoang ba+Tri
mau+Tran bi+ Bach A
13 thuoetCan Phu méi, ngua 1 3
khuong+Thuc dia
14 C:;lolzuhn’ khdng doc Ngura da, ndi man do, mét 1 3
to uon van

Mbi quan h¢ nhan qua gitra thudc va ADR duoc thim dinh tai don vi theo thang danh
gia cua To chic Y t€ thé gidi (WHO). Két qua danh gia dugc thong ké trong bang 8§,
trong d6 cac ADR xay ra tai bénh vién ¢ 3 murc d6 la chac chan, c6 kha nang va coé the.
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Bing 8: Thong tin vé quy két quan hé ADR - thuéc

Mikc quy két S6 lwong Ty 18 %
1. Chéc chan 22 58
2. C6 kha nang 02 5
3. Co thé 14 37
4. Khong chic chan 0 0
5. Chua phan loai duogc 0 0
6. Khong thé phan loai duoc 0 0
Téong 38 100

Va danh gia vé muc do nghiém trong cua ADR trén bénh nhan theo doi tai bénh vién
la cac truong hop ¢ muic nhap vién/kéo dai thoi gian nam vién, khong nghi€ém trong va de
doa tinh mang, chi tiét tai bang 9.

Bang 9: Mirc dp nghiém trong ciia ADR tai don vi

Mirc do nghiém trong S6 lwong Ty 1€ %

1. Khong nghiém trong 01 2,5
2. Nhap vién/ kéo dai thoi gian nam vién 33 87
3. Di tat thai nhi 0 0
4. Tan tat vinh vién ning né 0 0
5. Pe doa tinh mang 04 10,5
6. Tu vong 0 0

Tong 38 100

Cac truong hop xdy ra ADR tai don vi khi ghi nhén va bao cao déu co dién tién 1am
sang la dang hoi phuc, theo thong ké tai bang 10.

Bing 10: Dién tién ADR da dwoc ghi nhin

Dién tién S6 lwong Ty 1€ %
1. Hoi phyc khong di chimg 0 0
2. Hoi phuyc c6 di ching 0 0
3. Tir vong khong lién quan dén thuoc 0 0
4. Tir vong do phan mg c6 hai ctia thudc 0 0
5. Pang hoi phuc 38 100
6. Chua hoi phuc 0 0
7. Khong ro 0 0
Tong 38 100

Trong thoi gian diéu tri ndi trd tai bénh vién cac truong hop ADR déu da xuit vién
v6i tinh trang theo ddi 1a hoi phuc khong dé lai di chimg, v6i thoi gian diéu tri thuong tir
1-6 ngay ch1em 81%, > 6-11 chiém 19% ngay truong hop nam vién diéu tri ADR nhiéu
ngay hon chu yéu 1a cac d6i twong nguoi 16n tudi, chi tiét tai bang 11.

Bing 11: Thoi gian diéu tri ciia bénh nhén khi xay ra ADR

Thoi gian nam vién (ngay) S6 lwong Ty 1€ %
1 -6 ngay 31 82
> 6 - 11 ngay 7 18
Tong 38 100
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2.5. Nhan xét danh gia

Nhin chung tir thang 01 nam 2025 dén hét thang thang 12 nam 2025 c6 38 trudong
hop ADR duogc ghi nhén tai bénh vién, da sb 12 bénh nhan sir dung thude noi trd, thube
nghi ngd gy ADR Ia thudc tan duoc phan 16n 1a nhém thude chéng nhiém khuan (beta-
lactam va quinolon). Triéu chimg thuong gip nhat 1a cic phan tng ngoai da (ndi man do,
ngira), mét, kho thd va sbt.

Phén tmg c6 hai c6 cta thudc (ADR) duoc ghi nhan tai bénh vién Quan Dan y Séc
Trang anh huong dén kinh té (hao ton chi phi di€u tri) va dén chat lugng cudc song cho
bénh nhan.

Ty 1é bao cao ADR c6 day du thong tin duoc tong hop chi tiét tai bang sau:

Thong tin bao cdo ADR So lwong | Ty 18 %

A.Thong tin vé bénh nhén

Muc 1: Ho va tén 38 100

Muc 2: Ngay sinh 38 100

Muc 3: Gi6i tinh 38 100

Muc 4: Can nang 38 100
B.Thong tin vé phan tng c6 hai (ADR)

Muc 5: Ngay xuat hién phan tng 38 100

Muc 6: Phan ing xuat hién 38 100

Muc 7: M0 ta biéu hién ADR 38 100

Muc 8: Cac xét nghiém lién quan dén phan tng 21 95

Muc 9: Tién sur 38 100

Muc 10: Cach x1r tri phan ung 38 100

Muc 11: Muac do nghiém trong cua phan ing 38 100

Muc 12: Két qua sau khi xir tri phan tng 38 100
C.Thong tin vé thudc nghi ngd gdy ADR

Muc 13: Thudc nghi ngd gdy ADR 38 100

Muc 14: Dién bién ADR sau khi ngimg thudc hodc giam liéu 38 100
thudc nghi ngd

Muc 15: Dién bién ADR sau khi tai str dung lai thudc nghi ngd 38 100

Muc 16: Céc thudc dung dong thoi 08 21
D.Phan thim dinh ADR cta don vi

Muc 17: Panh gid mai lién quan giita thuoc va ADR 38 100

Muc 18: Pon vi tham dinh ADR theo thang 38 100

Muc 19: Phan binh luan ciia cdn bd y té (néu co) 00 0
E.Thong tin vé nguoi bdo C4o

Muc 20: Ho va tén, chirc danh/churc vy, khoa phong, dién thoai 38 100
lién lac hodc dia chi, email (néu c6)

Muc 21: Chir ky 38 100

Muc 22: Dang bdo cdo 38 100

Muc 23: Ngay bdo cao. 38 100

Tong 38 90

Danh gid ADR tai bénh viéen Quan Dan 'y Soc Trang nam 2025
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KET LUAN

Phan tng c6 hai ciia thuéc dd duoc ghi nhan 1a mét trong nhitng nguyén nhéan lam
tang ti 16 mac bénh, ti 1& tir vong. Vi vy, dé giam thiéu nguy co lién quan dén thudc
trong qua trinh sir dung cho ngudi bénh, cong tac gidm sat phan tng c6 hai cua thude bao
gdém: phat hién, xir tri, bao céo, danh gia va du phong ADR 14 nhiém vu chuyén mén
trong thuc hanh 1am sang va 1a trach nhiém, dao dtrc nghé nghiép cia nguoi can bo v té,
bao gdm bac si, duoc si, diéu dudng vién, ho sinh vién, k§ thuit vién va cac can bo y té
khac tai cic co s& kham chita bénh, nhim gitip phat hién sém cac van dé an ‘toan vé
thude, kip thoi xtr tri va cha dong thuc hién cac bién phap dy phong cac bién cb bat loi
xay ra trong qua trinh su dung thudc, tang cuong su dung thudc an toan hop 1y, do d6 doi
hoi ngudi can bd y té can tudn thu, cin nhic khi ké don thude cho bénh nhan, tuan tha
quy trinh bao quan va str dung thudc, cip nhat cac thong tin thude kip thoi, tap huin dinh
ky vé k¥ nang phat hién va xir tri ADR tai bénh vién.

KIEN NGHI

- Khoa 1am sang: bac si, diéu dudng, ho sinh.. .tang cuong giam sat nhimg bénh
nhan c6 nguy co cao (tién sir di ung, st dung nhitng thudc cé ty 1& gip ADR cao...)
nhim ngin ngira va kip thot xur tri khi ADR xay ra thong qua cac quy trinh huéng dan va
giam sét st dung thudc c¢6 nguy co cao xuat hién ADR da dugc ban hanh.

- T6 duogc 1am sang, thong tin thudc: ap dung cac bién phap thuc day viéc bao cdo
ADR nhu dio tao va tap huan vé Canh giac dugce cho can bo y té, ting cuong hoat dong
dugc 1am sang trong bénh vién, giri phan hoi chi tiét vé bao cao ADR cho ngudi bao cio,
guri thong tin vé ADR dén cac bac si... nhdm thu duge bao cdo v6i sé lugng nhiéu hon,
nhiing thong tin tir bdo cao day di1 va chinh xac hon.

- Trién khai nhan béo cdo qua zalo, mail cho t6 dugc 1am siang nham giam thiéu
thoi gian tri hoan gui bdo cdo cling nhu tang tinh chinh x4c ctua thong tin thu nhéan dugc,
tranh tinh trang chit viét xdu thudng xuyén khong dich duoc.

- T6 dugc 1am sang thuc hién viéc giri bao cdo truc tuyén hang thang hoic trong
thoi gian quy dinh dbi v4i bao cdo ADR nghiém trong theo hudng dan ctia B Y té nham
lam gidm tho1t gian tri hodn gui bao céo.
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TAI LIEU THAM KHAO

1. Huéng dan hoat dong giam sat phan Gng co hai cta thuc (ADR) tai cac co s&
kham bénh, chira bénh (2022 - B y te).

2. Danh gia tinh hinh phan tng c6 hai cua thudc (ADR) xay ra tai Bénh vién Quan
Dan y tir nam 2015 dén nam 2019.

3. Danh gia tinh hinh phan tmg c6 hai cua thudc (ADR) xay ra tai Bénh vién Quan
Déan y tir thdng 01 nam 2023 dén thang 12 nam 2023.

4. Danh gia tinh hinh phan Gng c6 hai cua thudc (ADR) xay ra tai Bénh vién Quan
Dén y tir thdng 01 nam 2024 dén thang 12 nam 2024.

5. Tong hop s6 lugng bao cao ADR giai doan thang 01/2025 dén thang 12/2025
ctia Trung tdm Qudc gia vé thong tin thude va theo ddi phan tmg c6 hai cua thude.
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