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TOM TAT

Dit vin dé: Phan ung co hai cua thuoc la mét trong nhing nguyen nhan lam ting ty 1é mdc
bénh, tir vong va chi phl diéu tri. Phan Iém phan vmg ¢6 hai cia thudc cé thé phong tranh duoc, do do
bdo cdo phan g c6 hai cia thuoe déng vai tro quan trong trong viéc cung cap div liéu nham dam
bdo an toan sir dung thuoc. Muc tiéu nghién civu: Khdo sat tinh hinh bdo cdo phdn iimg c6 hai cia
thuoc tai Bénh vién Pa khoa Thanh Vii Medic Bac Liéu. Déi twong va phwong phdp nghién civu:
Nghién ciru mé ta cdt ngang dwoc thuwe hién trén 117 bédo cdo phdn g cé hai cia thuoc luu tai Khoa
Duoc tir ngay 01/01/2020 - 30/06/2023. Dit liéu duwoe xir Iy bang Microsoft Excel 2019 va Stata 14.
Két qua: S6 lwong bdo cdo phdn g cé hai ciia thudc tir ndm 2020 - 2022 ¢6 xu huéng giam dan, tuy
nhién dén thang 6/2023 ghi nhdn 16 ca va du kién dén 12/2023 cé thé ting so véi nam 2022. Trong
117 bdo cdo, nit giGi chiém 74,4%, nhom téi tap trung tir 18 - 50 tudi chiém 78,6%. Nhom thuéc nghi
ngo chii yéu la giam dau (44,7%) va khang sinh (29,6%). Dang bao ché thuong gap la dung dich tiém
truyén tinh mach (39,6%). Biéu hién phan iing c6 hai cia thuoc phé bién la néi man do (44,3%) va
ngira (26,2%). Phdn lom phan img cé hai ciia thuéc nhe va hoi phuc hodn toan (99,1%). Piéu dwdng
la nhém bdo céo nhiéu nhat (68,4%). Két ludn: Cong tic bdo cdo phan iing cé hai ciia thuoc tai bénh
vién co xu hmmg gidam, doi twgng tham gia con han ché. Can tang cwong dao tao, khuyén khich nhan
vién y té va gidm sat cdc nhém thudc nguy co cao gdy phan 1ng ¢6 hai cia thuoc.

Tir khéa: Phan vmg c6 hai ciia thubc, bdo cdo phan iing c¢é hai ciia thude, khdo sat phan
ing ¢é hai ciia thuoc.

ABSTRACT

A SURVEY ON ADVERSE DRUG REACTION REPORTING AT
THANH VU MEDIC GENERAL HOSPITAL IN BAC LIEU
FROM 2020 TO JUNE 2023

Nguyen Thi Kieu Phuong', Nguyen Thi Phuong Thao,
Tran Quoc Tuong, Trieu Tri Phong
Thanh Vu Medic Bac Lieu General Hospital

Background: Adverse drug reactions are among the causes that increase morbidity,
mortality, and healthcare costs. Most adverse drug reactions are preventable; therefore, adverse drug
reactions reporting plays an important role in providing data to ensure medication safety. Objectives:
To investigate the status of adverse drug reactions reporting at Thanh Vu Medic Bac Lieu General
Hospital. Materials and methods: A cross-sectional descriptive study was conducted on 117 adverse
drug reactions reports stored in the Department of Pharmacy from January 1, 2020 to June 30, 2023.
Data were processed using Microsoft Excel 2019 and Stata 14. Results: The number of 117 adverse
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drug reactions reports from 2020 to 2022 showed a decreasing trend; however, by June 2023, 16 cases
were recorded, and it is expected that by December 2023, the number may increase compared to 2022.
Among 117 reports, females accounted for 74.4%, and the age group of 18-50 years accounted for
78.6%. The most commonly suspected drug groups were analgesics (44.7%) and antibiotics (29.6%).
The most frequent dosage form was intravenous infusion solutions (39.6%). Common adverse drug
reactions manifestations included rash (44.3%) and pruritus (26.2%). Most adverse drug reactions
were mild and completely recovered (99.1%). Nurses were the group reporting the most adverse drug
reactions (68.4%). Conclusions: Adverse drug reactions reporting activities at the hospital showed a
decreasing trend, and participation remains limited. It is necessary to strengthen training, encourage
healthcare staff, and monitor high-risk drug groups for adverse drug reactions.

Keywords: Hospital adverse drug reactions, adverse drug reactions survey, adverse drug
reactions reporting.

I. PAT VAN PE

Thubc trude khi luu hanh déu duge nghién ciru qua nhiéu giai doan, tuy nhién tinh
an toan chi duoc xdc dinh ro sau khl st dung rong rai. Cac thir nghiém lam sang thuong gioi
han d6i tuong va sb luong, do do van tiém 4n nguy co xudt hién phan mg c6 hai cua thude
(ADR) trong thyc té. ADR 1a nguyén nhan lam ting ty 1¢ mac bénh, tir vong, kéo dai thoi
gian nam vién va chi phi diéu tri. Theo mot phén tich hé thong quy mé 16n viao nim 2023,
ty 1€ ADR ¢ bénh nhan ngi trtt dugc ghi nhan trung binh 1a 8,3% [1]. Pang chu y, mdt s6
nghién ctru cho thdy céc bién cb c6 hai lién quan dén thudc c6 thé phong tranh duoc thong
qua viéc ting cudng giam sat, toi vu hoa ké don va theo ddi diéu trj [1], [2]. Mot phan tich
gOp gan day ciing ghi nhan bénh nhan gip ADR c6 thoi gian nim vién kéo dai hon so voi
nhém khong gip ADR trung binh 3,98 ngay, dong thdi nguy co tir vong ciing ting 1én dang
ké [3]. Bao cao ADR tai Bénh vién Pa khoa Thanh Vii Medic Bac Li€u da dugc thuc hién
tuy nhién chua c6 nghién ctru no tai bénh vién cho thdy thuc trang bao cio ADR qua cac
nim, ciing nhu tinh hinh ADR xay ra & cac nhom thudc, dang bao ché, duong dung,... Do
do, giam sat va bao cao ADR dong vai tro quan trong trong viéc dam bao an toan st dung
thudc, cung cap thang danh gia gian tiép vé chat lugng diéu tri va giam thiéu nguy co lién
quan dén st dung thude. Tir thyc té trén, ching t6i tién hanh nghién ciru v6i muc tiéu: Khao
sat tinh hinh bao cao ADR tai Bénh vién Pa khoa Thanh Vii Medic Bac Liéu.

I1. POI TUQNG VA PHUONG PHAP NGHIEN CUU
2.1. Pdi twong nghién ciru

Tét ca cac bao cao phan tng c6 hai cua thude tai bénh vién tir thang 1/2020 - thang
06/2023. . 3 ,

- Tiéu chuan chgn mau: Tat ca bado cdo ADR duogc luu trir tai Khoa Dugc tir thang
1/2020 - thang 06/2023. . .

- Ti€u chuén loai trir: Loai trir cac bao cao co thong tin dién dudi 80% theo cau trac
gdm 5 phan theo mau bao cao ADR ciia B Y té (trir cac tiéu muyc 8,16,19 va phan E). Tuy
nhién tai bénh vién cac bao cao ADR déu dién day du thong tin >80% céc tiéu muc trén.

2.2. Phwong phap nghién ciru
- Thiét ké nghién ctru: Nghién ciru mo ta cét ngang.
- Thoi gian va dia diém nghién ctiru: Tu ngay 01/01/2020 - 30/06/2023 tai Bénh
vién Da khoa Thanh Vii Medic Bac Liéu.
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- C& miu va phwong phap chon miu: Chon toan bo cic bao cdo phan tng c6 hai
ctia thudc tai bénh vién tur ngay 01/01/2020 — 30/06/2023. T4t ca bénh nhan nghi ngd ADR
tai cac khoa lam sang, khoa kham bénh dugc ghi nhan va bao céo vé khoa Dugc ¢6 thé hién
day di cac thong tin co trong mau béao céo.

- Ndi dung nghién ciru: Xac dinh ty 1¢ nhom tudi, gidi tinh, tién sir di tmg, nhom
thubc nghi ngd ADR, dang bao ché, duong ding, khoa phong va ddi tugng tham gia béo
c4o, biéu hién ADR, muc d6 nghiém trong cua phan tng, két qua sau khi xir tri, mbi lién
quan giita thudc va ADR theo thang danh gia Naranjo.

- Phuong phap thu thap so liéu: Bao cdo co cau triic soan san gom 5 phan (23 tiéu
muc) theo mau bao céo cua BO Y té:

Phan A: Thong tin Vé bénh nhan (4 tiéu muc: 1,2,3,4)

Phan B: Thong tin Ve phan mg c6 hai (8 tiéu muc: 5,6,7,8,9,10,11,12)

Phan C: Théng tin vé thudc nghi ngd gy ADR (4 tiéu muc:13,14,15,16)

Phéan D: Phan thdm dinh ADR cuia don vi (3 tiéu muc: 17,18,19)

Phan E: Thong tin vé nguoi bao cao (4 tiéu muc: 20,21,22,23)

- Xir Iy va phén tich s6 li¢u: Dit lidu duoc xir Iy bang Microsoft Excel 2019 va Stata 14.

- Pao dirc trong nghién ctru: Nghién ctru di dugc thong qua chép thuan ctua Hoi
d6ng Bénh vién Pa khoa Thanh Vii Medic Bac Liéu theo phiéu chap thuan s6 04/BB-KHCN
ngay 30/03/2023.

III. KET QUA NGHIEN CUU
3.1. Pic diém chung vé sb lwrgng, ddi twong, khoa phong tham gia bio cio ADR

T

Nam 2020 Nam 2021 Nam 2022 06/2023

Biéu d 1. SO luong bao cao ADR qua cac nim
Nhan xét: Sb luong bdo céo tir ADR tai bénh vién c6 xu hudng giam dan, nam 2020
ghi nhan 47 ca d&én nam 2021 (31 ca), 2022 (23 ca). Tuy nhién 6 thang dau nam 2023 ghi
nhan dugc 16 ca, udc tinh dén cubi thang 12 nam 2023 cé thé ty 1 bao cao ADR c6 xu
hudng tang 1én so v6i nam 2022.

®Bacsi OPiéududng =Dugc si
Biéu d0 2. Pdi twong tham gia bao cao ADR
Nhan xét: Diéu dudng 1a nhém tham gia bao cao ADR nhiéu nhit (68,4%), tiép theo

1a Dugc si (30,8%), trong khi Béc si chi chiém 0,9%.
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Bang 1. Khoa phong tham gia bdo cdo (n=117)

Noi dung | Tén suét (n) | Ty e (%)
Khoa phong tham gia béo céo
Khoa HS Ngoai + PTGMHS 97 82,9
Khoa Noi 8 6,8
Khoa Nhi 5 4,3
Khoa Cép cliru 2 1,7
Khoa HSCC 1 0,9
Khoa Ngoai 3 2,6
Khoa San 1 0,9

Nhan xét: Khoa Hoi strc ngoai va Phau thuat gy mé hoi sirc co ty 1€ bao cdo cao
vuot troi so voi cac khoa khac (82,9%). Khoa N(:)i va Nhi co ty 1¢ bé}o cdo thap hon lan luot
12 6,8%, 4,3%. Khoa Ngoai, Cap cuu, Hoi suc cap ctru, San chi chiém dudi 3%.

3.2. Pic diém thong tin nén
Béng 2. Dic diém thong tin nén ctia bénh nhan c6 phan tmg ADR (n=117)

Noi dung Tan suit (n) Ty 18 (%)

Gidi tinh

Nam 30 25,6

Nit 87 74,4
Nhém tudi

< 18 tudi 14 12

18 - 50 tudi 92 78,6

> 50 tudi 11 9.4
Tién str di g

Co 39 33,3

Khéng 78 66,7

Nhan xét: Qua két qua khao sat cho thay ty 1€ nir gidi xay ra ADR chiém ty 1é cao
hon (74,4%) trong khi nam gidi chi chiém 25, 6%. V& nhom tudi di v6i nhirng ca nghi ngd
ADR tap trung chu yéu o nhém tudi 18 - 50 tudi chiém 78,6%, ké dén nhom < 18 tudi (12%),
thip nhit nhom c6 do tudi trén 50 (9,4%). C6 33,3% bénh nhin nghi ngd ADR duoc ghi
nhan c6 tién st dj tng trudc do.

3.3. Pic diém thong tin thudc nghi ngd ADR
Béng 3. Thong tin thudc nghi ngd, biéu hién, muc d6 nghiém trong (n=117)

Nbi dung | Tén suét (n) | Ty 18 (%)
Nhém thudc nghi ngy ADR
Giam dau 71 4477
Khéng sinh 47 29,6
Gay té - Gay mé 21 13,2
Gian co 9 5,7
Thuac dé cAm mau sau dé 5 3,1
Chtra ho 1 0,6
Dung dich cao phan tur 1 0,6
Cén quang 1 0,6
Chédng nén 2 1,3
Thubdc khac (Methocarbamol) 1 0,6
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Noi dung Tan suét (n) Ty 18 (%)
Noi dung Tan suét (n) Ty 18 (%)
Dang bao ché
Bot pha hon dich udng 2 1,3
Bot pha tiém 34 21,4
Dung dich tiém truyén TM 63 39,6
Nhil tuong tiém/truyén TM 5 3,1
Vién dan 43 27
Vién nén 12 7,5
Puong dung
Ubng 9 57
Tiém bép 5 3,1
Tiém truyén tinh mach 92 57,9
bat hau moén 48 30,2
Tiém trong da 5 3,1
Biéu hién ADR
Noi man dé 81 44,3
Ngtra 48 26,2
ROi loan nhip 1 0,5
Phu/sung né 25 13,7
Kho tho 7 3,8
May day 10 55
Buodn non 2 1,1
Lanh run 4 2,2
Khéc 5 2,7
Mutc d6 nghiém trong ctia phan ung
Khoéng nghiém trong 116 99,1
DPe doa tinh mang 1 0,9
Két qua sau khi xir tri
Hoi phuc khong c6 di chimg 117 100
MOdi lién quan giita thudc va ADR theo thang diém danh gid Naranjo
Co the 112 95,7
C6 kha nang 5 4,3

Nhan xét: Nhom thude giam dau chiém ty 18 cao nhét (44, %), ké dén 1a khang sinh
(29,6%), thap hon la cac nhom gay té - gdy mé (13,2%). Dang bao ché dung dich tiém truyén
tinh mach (39,6%) la dang bao ché co ty 1¢ ADR cao nhét, ké dén 1a vién dan (27%), bot
pha tiém (21,4%). Buong dung chu yeu 1a tiém truyen tinh mach (57,9%) va dat hau mon
(30,2%). Biéu hién ADR thudng gip nhat 1a ndi man do chiém (44,3%), ngra (26,2%). Céc
biéu hién khac it gip hon phi/sung né (13,7%), may day (5,5%). C6 99,1% cac truong hop
dugc ghi nhan ADR 1a khong nghiém trong. Chi c6 1 trudong hop (0,9%) dugc xép loai de
doa tinh mang, ADR sau khi xur tri 100% hoi phuc khong c6 di chimg. Theo thang danh gia
Naranjo ¢6 95,7% cac ca ghi nhan c6 mdi lién quan giita thuc va ADR.

IV. BAN LUAN
4.1. Pic diém chung vé s6 hrgng, ddi twong va khoa phong tham gia bao cdo
Két qua khao sat cho théy ) luong bao cdo ADR tai bénh vién c6 xu hudng giam

dang ké tir nam 2020 - 2022 tir 47 ca giam con 23 ca. Thyc trang nay tuong dong véi nhan
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dinh cua L& Thu Thuy va cong sy (2020) khi cho rang hoat dong canh giac duoc tai Viét
Nam c6 thé bi giam sit néu thiéu cac chuong trinh giam sat chu dong va khuyén khich bao
cdo lién tuc [4]. Mac du trong 6 thang dau nam 2023 bénh vién ghi nhan dugc 16 ca ADR,
wéc tinh dén cubi nam 2023 sb lwong bao cao c6 thé ting 1én néu cé cac hoat dong khuyén
khich, giam sat va bao cao ADR.

Vé dbi twong bao cao, didu dudng chiém ty 18 cao nhét v6i 68,4%. Su chu dong nay
cua diéu ~dudng la do ho 1a nguoi tryc tiép thuc hién y 1énh va theo ddi sat sao bénh nhan
trong subt qua trinh diéu tri. Tuy nhién, ty 1& bao cdo tir bac si con rat thap (0,9%), cho thiy
can c6 giai phap thuc day su tham gia cua khi diéu tri. Két qua nay cting phu hop voi cac
khuyén nghi gan day vé tang cuong bao cao ADR trong bénh vién, nhdn manh vai tro phdi
hop da chuyén nganh nham nang cao chét luong canh giac dugce [4], [5].

Khoa Hoi stic ngoai va Phau thuat gdy mé hdi strc dong gop ty 18 bao cao cao nhit
(82,9%). Két qua nay c6 thé duoc giai thich boi nhiing bénh nhan trong giai doan chu phau
thuong phai st dung ddng thoi nhidu nhom thude cd nguy co gdy ADR nhu thudc gy té,
gdy mé, thudc gidn co, khang sinh du phong. Su phdi hop nhiéu thude cing véi dic dlem
bénh nhan ning trong giai doan gy mé, phiu thuat va hau phau lam ting kha ning xut
hién cac phan g c6 hai ctia thude [6].

4.2. Pic diém thong tin nén ciia bénh nhan

Nghién ctru ghi nhén ty 1€ nir gi¢i gap ADR (74,4%) cao hon nam gi6i. Két qua nay
tuong dong voi nghién ctru ciia Watson va cong sy (2019), phan tich dir liéu bao cao ADR
toan cau cho thiy nir gigi chiém ty 1¢ cao hon trong hau hét cac bao c4o phan tig c6 hai cua
thude. Su khéc biét nay dugc gidi thich boi cac yéu t6 sinh hoc nhu khac biét vé hormon,
thanh phan co thé, dugc dong hoc va dugc lyc hoc gitra hai gidi, anh huong dén ndng do
thubc va dap tng voi thudc [7]. Nhom tudi tir 18 - 50 chiém da s6 voi 78,6%. Day 1a nhom
trong do tudi lao dong, dong thoi ciing 1a nhom chiém ty 1& 16n trong cac truong hop phau
thuat tai bénh vién co ty 1& str dung cao cac thudc giam dau va khang sinh. Két qua nay phu
hop vé&i nghién ctiru Adedapo va cong sy (2021), trong d6 ADR chi yéu dugc ghi nhan & bénh
nhén truéng thanh diéu tri ndi tra va ¢ lién quan chit ché dén mirc d6 phoi nhidm thudc ciing
nhu tinh trang da tri liéu [8].

4.3. Pic diém thong tin thudc nghi ngo ADR

Trong nghién ciru nay, nhém thude giam dau chiém ty 1& cao nhat (44,7%) trong cac
thude nghi ngd gdy ADR tai bénh vién. Két qua nay phul hop véi dic diém ciia bénh vién co
s6 lugng 16m bénh nhan phau thuat, trong do thudc giam dau duoc st dung dé kiém soat dau
trong glal doan trudc, trong va sau phau thuat. Viéc sir dung thuoc giam dau véi tan suét cao
lam gia tang nguy co xuét hién cac phan tmg c6 hai ctia thudc. Két qua nay phi hop véi nghién
clru cua Yiu va cdng su (2022), trong d6 opioid dugc xac dinh la mét trong nhitng nhém thudce
c6 nguy co gady ADR cao ¢ bénh nhan ndi tra [9]. Nhom khang sinh ding thtr hai véi ty 1€
29,6%. Pay ciing 1a nhom thude duge sir dung phd bién trong diéu tri va du phong nhiém
khuan, ddc biét & bénh nhan phiu thuat. Két qua nay phu hop véi nghién ctru ctia Tran va
cong su (2023), trong do6 khang sinh la mot trong nhitng nhém thude duoc _ghi nhén nhiéu
nhét trong cac bao cao ADR tir he théng canh giac dugc tai Viét Nam. Diéu nay cho thay
thudc giam dau va khang sinh van 1a hai nhém thudc can dwoc uu tién giam sat trong hoat
dong canh giac duoc nham phat hién sém va han ché cac phan (mg c6 hai cua thude [10].
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V& bicu hién 1am sang, ndi man do (44,3%) va ngira (26,2%) 1a cac tri¢u chimg pho

bién nhat. Didu nay cho thiy da sé ADR 1a cic phan tng qua man mirc d6 nhe trén da, phu
hop v6i mo ta trong y van veé cac thudc gidm dau va khang sinh thong dung.

V.KET LUAN

S6 lugng bao cao ADR tir nam 2020 - 2022 ¢6 xu hudng giam déan, tuy nhién dén

thang 06.2023 ghi nhéan 16 ca c6 thé dén 12.2023 tang 1én so v6i nam 2022. Béi tugng tham
gia bio c4o con han ché, tap trung chu yéu ¢ Piéu dudng (68,4%). Do dé can ting cuong

khuyén khich nhan vién y té tham gia bao cdo va giam sat cac thudc co nguy co cao xuat
hién ADR.
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