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TOM TAT

Muc tiéu nghién ctru 1a phan tich thuc trang
hoat dong bao cdo phan ting c6 hai cta thube
(ADR) tai bénh vién da khoa Qudc té Hai Phong
trong giai doan 03/2020 - 02/2021. Nghién ciru
hdi ctru mé ta duge thyc hién véi 128 bao céo
ADR tai bénh vién da khoa Qudc té Hai Phong.
S6 lugng bao céo trung binh 1a 11 bao cao/thang.
Thudc gip ADR dugc bio cdo nhidu nhit la
nhom khang sinh beta-lactam, nhom giam dau
chbng viém khong steroid. Hoat chat thuong gip
giy ADR bao gdém diclofenac va paracetamol.
Panh gia chat lugng bao cao ADR cho thiy c6
61 bao cao co chat lugng tdt (diém > 0,8) chiém
47,66%; 67 bao cao co chat lugng chua tdt (diém
<0,8) chiém ty 1& 52,34%. Két qua dé ra tinh cap
thiét trién khai hoat ddng bao cdo ADR mot cach
hiéu qua trén pham vi toan bénh vién..

Tir khoa: phan ung c6 hai, ADR, Da khoa
Qudc té Hai Phong.
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INTERNATIONAL HOSPITAL FROM
03/2020 TO 2/2021

This study aimed to analysis the current
practices regarding adverse drug reaction (ADR)
reporting at Haiphong International Hospital
from March 2020 to February 2021. A
retrospective study was performed with 128
ADR reports at Hai Phong International General
Hospital. The average number of reports is 11
reports per month. The group of drugs that cause
the most ADR reactions are beta-lactam
antibiotics, non-steroidal  anti-inflammatory
drugs; and active ingredients caused ADR
include diclofenac and paracetamol. Assessment
of ADR reports quality showed that reports of
good quality (score > 0.8) were 61 reports,
accounting for 47.66%; 67 reports of poor quality
(score < 0.8), accounting for 52.34%. The results
highlight the urgency of implementing effective
ADR reporting across the hospital.

Keywords: adverse drug reactions, ADR,
Haiphong international hospital.

I. DAT VAN DE

Phan tng c6 hai cia thudc (ADR) 1a mot
trong nhitng nguyén nhan din dén ting chi
phi diéu tri, kéo dai thoi gian nam vién, tang
ti 1& nhap vién, ti 1¢ that bai diéu tri, cham chi
gay tir vong [5]. Viéc bdo cdo ADR tir cac co
s¢ kham, chira bénh dong vai tro vO cung
quan trong trong vi¢c phat hién cac ADR
nghiém trong va cac ADR cua thuéc moi
dugc dua vao st dung, lam co s¢ dé cac co
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sO thuc hanh c¢6 nhitng bién phap giadm sat s
dung thudc phii hop va cac co quan quan 1y
c¢6 nhitg danh gia ddy du vé do an toan cua
thuc khi dua ra thi truong [6]. Trong giai
doan 2019 - 2020, Bénh vién da khoa Qudc
té Hai Phong (PKQTHP) 1a bénh vién co s6
luong bio cdo ADR nhiéu nhit thanh phd
Hai Phong [1]. Tuy nhién, chat luvong cua cac
bdo cdo ADR nay va anh hudng cta cac bao
cdo ADR nay trong hoat dong thyc hanh 1am
sang tai bénh vién chua duoc danh gia day
du. Nhim ndm bét thyc trang cong tac giam
sat ADR dé trién khai cic bién phap nang
cao hi¢u qua hoat dong canh giac dugc trong
thoi gian toi, ching t6i tién hanh nghién ciru
nay véi muc ti€u phan tich thuc trang hoat
dong bdo cao ADR tai bénh vién trong giai
doan tir thang 03/2020 dén thang 02/2021.

Il. DOI TUONG VA PHUONG PHAP NGHIEN CU'U

2.1. P6i twong nghién ciru

Tiéu chuin lya chon: tit ca cac béo cdo
ADR duoc ghi nhan tir ngay 01/03/2020 dén
ngay 28/02/2021 va dugc luu tritr tai khoa
Duoc - Bénh vién DPKQTHP.

2.2. Phwong phap nghién ctu: mo
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Phuong phap thu thap dir liéu: hoi ctru dir
ligu tir co so dir ligu vé béo cdo ADR dugc
Iuu trir tai khoa Duoc - Bénh vién BPKQTHP.

Cac chi tiéu nghién ciru:

- S6 lugng bao cao ADR theo thang.

- Chét luong bao cdo ADR theo thang
diém VigiGrade ctia T6 chic Y té thé gisi
(WHO) [7]. Béo céo chat luong tdt 1a bao
c4o c6 diém hoan thanh > 0,8 diém.

- Nhém thude va thude nghi ngd duge bao
c40 ADR nhiéu nhét.

Xir 1y va phén tich sb liéu

Dit lidu dugc nhap va xir 1i bang phan
mém Microsoft Excel 2016 va R.3.1.

. KET QUA NGHIEN cU'U

3.1. S6 lwong bio cio ADR

Trong giai doan tir thang 03/2020 dén
thang 02/2021, tong s6 bao cdo ADR dugc
ghi nhan 1a 128 bao cao, twong tmg voi sd
luong bdo cdo trung binh 1la 11 bao
cdo/thang, dat ti I¢ 8,56 bao cdo ADR/1000
luot bénh nhéan diéu tri ndi tra. SO luong bao
cdao ADR ghi nhan tig thang dugc trinh bay
cu thé trong hinh 1.

15(11,72%)
14(10,94%) 14(10,94%)
13(10,16%)

4(3,13%)

o2/2021 Théng

Hinh 1. $6 lwong bdo cdo ADR ghi nhén tirng thing trong giai doan 03/2020 - 02/2021.
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3.2. Chit lwong bao cao ADR

Két qua danh gia chit luong bao cio ADR theo thang diém VigiGrade cia WHO dugc

trinh bay trong bang 1.

Bing 1. Chit lwong bdo cdo ADR giai doan 03/2020 - 02/2021

Chit lwong bio cio S6 lwong Ty 18 (%)
B4o céo co chat luong tot (> 0,8 diém) 61 47,66
B4o c4o co chat luong chua tdt (< 0,8 diém) 67 52,34
Trung vi 0,63
Khoang tr phan vi 0,45-0,90
Trong tong s6 128 bao cio ADR, chi ¢c6 théng tin vé thubc nghi ngd giy ADR.
47,66% bao cao dat chat luong t6t, voi diém 3.3. Thong tin vé ADR

trung vi hoan thanh bao cao 1a 0,63 (0,45-
0,90) diém. Pang luu y 14 c6 dén 52,34% bao
c40 ADR c6 chét luong chua tét do thiéu cac
thong tin dé danh gia mdi quan hé nhan qua.
Dic biét 1a c6 dén 26 bao cao ADR thicu

Biéu hién ADR dugc mo ta bang bo thuat
nglt WHO-ART 2012 (Adverse Reaction
Terminology). Cac ADR phan loai theo to
chtc co thé chiu ton thuong bao cao nhiéu
nhat duoc trinh bay trong bang 2.

Bing 2. Cdc té chirc co thé bi anh hwéng va biéu hién ADR dwoc bdo cdo nhiéu nhit

2L S6 Ty 18 Biéu hién S6 Ty 1é

Bicu hien ADR lwong (%) ADR lwong (%)
R&i loan da va mo dudi da 69 53,91 Ngtra 81 63,28
Rbi loan toan than 32 25,00 Ban do6 33 25,79
Rot loan he than kinh trung 5 391 | Khotho 23 17,79

uong va ngoai bién

R&i loan thi giac 5 3,91 St 9 7,03

R&i loan hé ho hap 3 2,34 Phu mat 7 5,47
R&i loan hé tiét niéu 2 1,56 Turc nguc 6 4,69
Réi loan hé tiéu hoa 2 1,56 Nof]’étr’]“on 6 4,69
R6i loan khac 10 7,81 | Sbc phan vé 5 3,91

Cac ADR duoc bao cdo nhiéu nhat 1a rdi
loan da va mo6 dudi da (53,91%), 16i loan
toan than (25,00%). Céc biéu hién ADR con
lai déu chiém ty 18 twong d6i thip (< 4%).
Céc phan mg ADR ghi nhan nhiéu nhat 1a
ngira (63,28%), ban do (25,79%) va khé thé

(17,97%). Séc phan vé 1a phan tGng di Gng
nghiém trong cling dugc ghi nhap & ty 1€ kha
cao (3,91%).

Mtrc do nang cia ADR theo thang phan
loai ctia T chirc Y té thé giéi (WHO) duoc
mo ta trong bang 3.
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Bdng 3. Cac mirc dp phan wrng ADR

STT Mirc d§ phan rng ADR S6 lwong Ty 1€ (%)
1 Nhe hodc trung binh 116 90,63
2 Nang 1 0,78
3 DPe doa tinh mang 3,91
4 Khong co théng tin 6 4,69
Tong 128 100,00

Mirc d6 phan tmg ADR chua yéu 1a muc
dd nhe va trung binh chiém ty 1€ cao nhét
(90,63%); ADR giy de doa tinh mang chiém
ty 1¢ 3,91%.

3.4. Thong tin thudc nghi ngo giy ADR

Nghién ctu ghi nhan trong 128 bdo cao
ADR c6 141 thudc nghi ngd, chiém ti 18 1,1
thudc/bao cio ADR. Théng ké cic nhom
thubc nghi ngd gdy ADR phén loai theo ma
ATC béac 3 dugc trinh bay ¢ bang 4.

Bing 4. Danh muc cdc nhom thudc nghi ngo gdy ADR

sTT | MA ‘:?g logi Nhém thuée duwge 1y ll:.)’(:lg foy/ol)‘-’

1 JO1D Khang sinh nhém Beta-Lactam 33 23,41
Thuoc giam dau, chong viém va chong tha

2 MOLA : khép, khéfg Steroid = 30 21,28
3 JO1IM Khang sinh nhém Quinolon 9 6,38
4 Jo1X Thudc khang sinh khac 6 4,26
5 JO1F Macrolid va Lincosamid 5 3,55
6 BO6A Céc thude khac vé huyét hoc 4 2,84
7 Khac Cac nhém thube khac 54 38,30

T(R)ng 141 100,00

Nhom thude duoce 1y dugc bao cao nhiéu
nhit 13 “Khang sinh nhém Beta-Lactam”
(23,41%) va “Thubc giam dau, chéng viém
va chéng thdp khop, khong Steroid”
(21,28%). Trong d6, hoat chat diclofenac c6
tan sudt ghi nhan ADR cao nhét (7,09%); sau

doé la Paracetamol (6,38%); cac khang sinh
cling duoc ghi nhan véi ty 1& cao bao gom
Amoxicilin/ Clavulanic (4,96%); Ceftriaxone
(4,26%); Ciprofloxacin (4,26%). C6 8/12
hoat chdt dugc béo cdo nhiéu nhédt déu la
khang sinh (két qua nhu Bang 5).

Bing 5. Cdc hoat chit nghi ngo gy ADR dwoc bdo cdo nhiéu nhit

STT M&a ATC Tén hoat chat S6 lwong Ty 18 (%)
1 MO1ABO05 Diclofenac 10 7,09
2 NO02BEO1 Paracetamol 9 6,38
3 JO1CRO02 Amoxicilin/Clavulanic 7 4,96
4 JO1DD04 Ceftriaxone 6 4,26
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5 JO1IMAOQ2 Ciprofloxacin 6 4,26
6 BO6AA04 Alpha chymotrypsin 4 2,84
7 JO1XDO01 Metronidazol 4 2,84
8 JO1CRO1 Ampicilin/Sulbactam 3 2,13
9 J01DDO08 Cefixim 3 2,13
10 JO1FFO1 Clindamycin 3 2,13
11 JO1GBO03 Gentamicin 3 2,13
12 MO4AA01 Allopurinol 3 2,13
13 Khéc 80 56,74
Tong 141 100,00

IV. BAN LUAN

Trong giai doan 03/2020 - 02/2021, bénh
vién da khoa Qudc té Hai Phong di gui t6i
Trung tim DI & ADR Qudc gia 128 bao céo,
s6 luong bao cdo trung binh 13 11 bao
cdo/thang, tuong Ung ti 1€ 8,56 bao cdo
ADR/1000 Iugt bénh nhéan diéu trj noi tr. Ti
1¢ nay cao hon rat nhiéu so véi s6 lugng
trung binh 2 bdo cdo/thdng ctia bénh vién
giai doan 11/2018 - 02/2020 [1] va cling cao
hon ti 1€ 2,13 bao cao/1000 bénh nhan ndi tra
tai bénh vién Bach Mai giai doan 2018-2020
[2]. Két qua nay c6 dugc mot phan 1a do két
qua cua hoat dong duogc lam sang va hi¢u
qué trién khai cong cu bao cao ADR trén file
access theo mau cta Trung tim DI & ADR
Quéc gia thay thé cho hinh thic bao cdo
bang ban gidy hodc google form & giai doan
trudce.

Bén canh s6 lugng béo cdo ADR, chat
luong biao cao ciing can duge xem xét dé
danh gid hi¢u qua ctua hoat dong gidm sat
ADR tai bénh vién [3]. Trong tong s6 128
bao cdo ADR dugc ghi nhan c6 mdt ti 1¢
khong nho cic béo cao co chat luong chua
t6t (67 bao céo, chiém 52,34%). Pang chl y
trong d6 c6 dén 26 bao cdo ADR thiéu thong

tin vé thudc ghi ngd gy ADR. Thong tin vé
thudc nghi ngd gdy ADR 1a mot thong tin
quan trong va yéu ciu can phai ¢6 trong bao
cdo ADR [4]. M{t trong nhitng nguyén nhan
dan dén thiéu thong tin vé thudc nghi ngo
giy ADR 1a do bénh nhan di ing thudc trude
thoi diém nhdp vién nén viéc khai thac thong
tin kho khan hon. Thém vao d6, 100% cac
bao cao ADR tai bénh vién chi duogc thuc
hién boi dugc si ldm sang ma chua c6 su
tham gia truc tiép cua bac si, diéu dudng.
Piéu d6 dan dén mot sd trudng hop bao cao
ADR duogc thuc hién sau khi bénh nhan ra
vién, thong tin chi dugc ghi nhan tir bénh an
dién tir khong mo ta day du vé thube ghi ngo
va biéu hién ADR.

Nhom thubc nghi ngd gy ADR nhiéu
nhit 12 nhom khang sinh, trong d6 nhém
khang sinh beta-lactam la ho dugc 1y duogc
b4o céo nhiéu nhat. Trong sd cac hoat chét
ghi ngo gdy ADR, diclofenac dugc bio cao
nhiéu nhat véi ty 18 7,6% nim 2020, nim
2019 xép thir hai v&i 7,2% [1]. Paracetamol
ciing chiém ty 18 cao 1a 2,9% (dung tht 10
trong nhiing hoat chit gdy ADR dugc bao
c4o nhiéu nhét). S6 liéu nay ciing ddng nhat
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v6i bao céo tai cac co so y té khac trong ca
nudce [1].

Biéu hién ADR duogc bao céo nhiéu nhét
13 nhitng phan tmg d& nhan biét (ngtra, ban
do). Ti 18 bao cio ADR sbc phan vé trong
mAau nghién ctru 1a 3,91%, ti 16 nay thap hon
so voi ti 1€ chung 1a 13,2% ¢ Viét Nam nam
2019 [8].

V. KET LUAN

Vi 128 bdo cdo ADR dugc ghi nhéan giai
doan 03/2020 - 02/2021, 100% bao cdo ADR
cua vién duogc thuc hién boi dugc si lam
sang, trung binh c6 11 béo cao/thdng. Nhém
tac dung duoc 1y gdy ADR nhiéu nhat la
khéang sinh nhom beta-lactam, thudc nghi
ngd giy ADR nhiéu nhit 1a diclofenac. Phan
g bat loi thuong gip 1a rdi loan da va mo
duéi da (53,91%), v6i biéu hién ADR duoc
ghi nhan nhiéu nhét: ngta (63,28%) va ban
do (25,79%), sbc phan vé dugc ghi nhan &
ty 18 thap (3,91%). Bao cao ADR chat luong
t6t (c6 diém > 0,8) 1a 61 bao cdo (chiém
47,66%). Két qua nay cho thdy bénh vién can
trién khai hoat dong bao cao ADR tich cuc
cO sy tham gia bao cédo truc tiép cua bac si,
didu dudng dé ting kha ning ghi nhan day
du, kip thoi cac thong tin lién quan dén
ADR.
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