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Tém tat

it van dé: Trong hoat déng Canh gidc Dugc, bdo cdo phan (ng cé hai cta thudc tu nguyén la phuong
phédp phd bién nhit dwoc dp dung tai nhiéu quéc gia trén thé gidi dé phat hién va giam sét phan &ng cé hai
cta thudc. Trong céc ngudn bdo céo, bdo céo tai co sé kham chira bénh cé vai trd quan trong trong viéc phat
hién cac phan rng c6 hai cta thudc méi dugc dua vao st dung, cac phan rng cé hai nghiém trong va cac
phan (rng cd hai cé thé phat hién sdm. Muc tiéu: (1) Khao sat thuc trang trién khai hoat dong bdo cdo phan
rng c6 hai cla thudc tai Bénh vién Trwdng Dai hoc Y - Dugc Hué giai doan 2017-2019, (2) Phan tich hoat
ddéng bao cdo phan (rng cé hai cla thudc tai Bénh vién Trwdng Dai hoc Y - Dugc Hué giai doan 2017-20109.
D6i twgng va phwong phap nghién cliru: Duoc s phu trach vé bdo cdo phan (ng ¢ hai cla thuéc va 138
béo cdo phan rng cé hai cla thudc lru tai khoa Duoc, Bénh vién Tredng Dai hoc Y - Duge Hué. Phuong phap
nghién ctru mo ta cdt ngang. K&t qua va két luan: Cac nhém tidu chi ddnh gia vé t6 chirc quan ly, ngudn luc
va hoat dong truyén thong lién quan dén cong tac bdo cdo phan (rng cé hai cla thudc déu dat trén 75% diém
t8i da. Ndm 2017, ty lé bdo cdo so vdi ca nwdc dat 0,62% va gidm xudng 0,37% nam 2019. Ty 1& bdo cdo cb
chat lwgng tét tang tir 34,62% ndm 2017 18n 91,49% nadm 2019. P&i twgng bao céo chi yéu la diéu dudng
(85,51%). Khang khuan beta - lactam khac 13 nhém thudc nghi ngd dwoc bdo cdo nhidu nhat (52,17%). Cac
cap thudbc - phan (ng cé hai dugc bdo cdo vai ty |18 1én nhat 13 Ceftriaxon - ndi ban (13,04%), Ceftriaxon -
nglra (7,97%) va Ceftriaxon - non (7,97%).

Tir khéa: cdnh gidc Dugc, phén tng ¢é hai cda thuéc, co s& khdm chiva bénh.
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Background: In Pharmacovigilance, spontaneous reporting of adverse drug reactions is the most
common method used in many countries around the world to detect and monitor adverse drug reactions.
Among sources of ADR reports, reports performed at health facilities play an important role in detecting
adverse drug reactions of newly introduced drugs, serious adverse reactions, and adverse drug reactions
which can be detected early. Objectives: (1) To investigate the implementation of adverse drug reaction
reporting activities at Hue University of Medicine and Pharmacy Hospital for the period 2017-2019, (2)
To analyze activities of reporting adverse reactions of drugs at Hue University of Medicine and Pharmacy
Hospital for the period of 2017-2019. Materials and methods: We performed a descriptive cross-sectional
study on pharmacists who reported ADR and a total of 138 ADR reports archived at pharmacy department
of the hospital. Results and Conclusions: The groups of evaluation criteria for the management organization,
resources and communication activities related to the adverse drug reaction reporting were scored over 75%
of the maximum. In 2017, the reporting rate compared to the whole country reached 0.62% and decreased
to 0.37% in 2019. The proportion of good quality reports increased from 34.62% in 2017 to 91.49% in
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2019. Almost ADR reports came from nurses (85.51%). The other beta - lactam antibacterial group was the
most reported group of suspect drugs (52.17%). The most reported pairs of drugs - adverse reactions were
Ceftriaxon - rash (13.04%), Ceftriaxon - pruritus (7.97%) and Ceftriaxon - vomiting (7.97%).

Keywords: Pharmacovigilance, adverse drug reactions, medical facility.

1. DAT VAN DE

Trong cac ngudn bao cdo (BC) phan &rng cé hai
cla thudc (Adverse Drug Reaction-ADR), bdo cdo
ADR tai céc co s&@ kham chira bénh cé vai trdo quan
trong trong viéc phat hién cdc ADR cla thudc mai
duoc dua vao st dung, cac ADR nghiém trong va
cdc ADR c6 thé phat hién sém [1]. Pdng thoi, dir
lidu vé ADR thu thap duogc trong mdi bénh vién sé
¢6 tinh phu hgp cao hon, gilp cho viéc quan ly st
dung thudc dé dang hon [2]. Nham hiéu rd thuyc
trang hoat dong bdo cdo ADR tai Bénh vién Dai hoc
Y Dugc Hué, ching toi ti€n hanh dé tai: “Phén tich
hoat déng bdo cdo phan trng c6 hai cta thuéc tai
Bénh vién Trwérng Pai hoc Y - Dwore Hué” véi 2 muc
tiéu sau:

1. Khéo sdt thyc trang trién khai hoat déng bdo
cdo ADR tai Bénh vién Truong Pai hoc Y - Dugc Hué
giai dogn 2017-20189.

2. Phdn tich hoat déng bdo cdo ADR tai Bénh vién
Truong Bai hoc Y - Duoc Hué giai dogn 2017-2019.

2. DOl TUQNG VA PHUO'NG PHAP NGHIEN CU'U

2.1. Ddi twong nghién ciru

% Tiéu chuan lya chon:

- Dwoc si phu trach vé bdo cdo ADR tai khoa
Duwoc, Bénh vién Trudng Dai hoc Y - Dugc Hué.

- Cac bdo cao ADR giai doan 2017-2019 duoc luu
tai Khoa Duwgc, Bénh vién Trudng Dai hoc Y - Dugc
Hué.

% Tiéu chuan loai trur:

- Cac béo céo thiéu thong tin vé biéu hién ADR
va/hodc thubc nghi ngd gy ADR.

2.2. Phuwong phap nghién ciru

2.2.1. Khéo sdt thwe trang trién khai hoat déng
bdo cdo ADR tai Bénh vién Trwdng Pai hoc Y - Durg'c
Hué€ giai doan 2017-2019

Thu thép sé liéu: Phong van Dugc si phu trach
vé bdo cdo ADR theo bd céng cu danh gia hoat dong
Canh gidc Dugc (CGD) duya trén céc chi sd (Indicator-
based Pharmacovigilance Assessment Tool — IPAT)
[3]. B6 cdng cu bao gdbm 34 chi sb trong d6 21 chi
s6 chinh (Core-C) va 13 chi s phu (Supplement-S).

Noi dung nghién ciru: 34 chi sé dugc phan thanh
3 nhédm tiéu chi bao gdm: (1) co ciu t6 chirc hoat
doéng bao cdo ADR, (2) nguén luc cho hoat déng bao
cdo ADR: bao gébm co s& vat chat, nhan luyc va cac
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cong cu hd tro cho hoat dong bdo cdo ADR, (3) hoat
ddng théng tin, truyén thong lién quan dén hoat
dong bdo cdo ADR.

Cach danh gia: Mdi nhém/phan nhém tiéu chi
bao gdm cac chi s6 duoc danh gid bang hinh thic
cham diém. Diém t6i da cla chi sd chinh 1a 2, chi sé
phu la 1. Ty & diém danh gid cia mbi nhém/phan
nhém tiéu chi bang téng s6 diém danh gia chia cho
téng s6 diém t6i da cla tiéu chi do.

2.2.2. Phdn tich hoat déng bdo cdo ADR tai Bénh
vién Dai hoc Y Dworc Hué giai doan 2017-2019.

Phwong phap nghién ctiru: Mo ta cat ngang.

Thu thap sé liéu:

D{t liéu tir bdo cdo ADR dap tng tiéu chuln lya
chon duoc ghi lai vao phiéu thu thap théng tin bdo
cao ADR.

Ndi dung nghién ctru: Thdng tin vé bdo cdo ADR,
théng tin vé thudc nghi ngd gy ADR, thong tin vé
biéu hién ADR.

Phuong phap chim diém va danh gid chat
lwg'ng bao cdo ADR:

Chat lvgng bdo cdo dwoc danh gia theo thang
VigiGrade - phuwong phap danh gia chat lvgng bao
cdo ADR theo khuyén cdo ndm 2013 cda Trung tdm
Uppsala thudc T6 chirc Y t& thé gidi WHO (Trung tdm
WHO - UMC) [4].

- Cdch chdm diém:

Mbi bado cdo cé thé cé mot hodc nhitu cip
thuSc-ADR. Mdi cdp thubc-ADR dwoc danh gia trén
10 truwong dir liéu. Diém xuat phat cho mbi truong
di liéu 13 1, cdn c theo mirc d6 day du va phu hop
cla thong tin, diém s6 s& duoc gidm di twong ng
V@i trong s6.

Diém hoan thanh moét bdo cdo theo phuong
phdp nay duoc tinh bang trung binh cdng diém
cla cac c3p thudc-ADR trong bao céo, véi diém cla
mot cdp thudc-ADR dugc tinh theo cdng thirc: C =
P1*P2*P3*...*P10. Trong d4: C 13 diém hoan thanh
cla mdt cdp thubc-ADR, P1-P10 13 diém cla tirng
truong dir liéu.

- Ddnh gid chét luvgng bdo cdo:

B4o cdo c6 diém ddanh gid tir 0,8 - 1 13 bdo cdo
chat luvgng tét. B4o cdo cé diém danh gid nho hon
0,8 1a bdo cdo kém chat lwong.

2.3. Xt ly s8 liéu: s6 lieu duoc x ly bang phan
mém SPSS 20.0 va Exel 2016.
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3. KET QUA VA BAN LUAN

3.1. Khao sat thuc trang trién khai hoat dong
bao cdo ADR tai Bénh vién Trworng Pai hoc Y - Dwoc
Hué giai doan 2017-2019

3.1.1. Co’ cdu t6 chire hoat déng bdo cdo ADR

Bénh vién Trwong Dai hoc Y - Dugc Hué cd co
ciu t8 chirc hoat déng bdo cdo ADR t&t bao gbm
day da cac van ban quy dinh rd nhiém vy, co ciu
t6 chirc, quy trinh chudn cho thyc hién hoat dong
CGD (C6 van ban chinh thirc quy dinh rd nhiém vuy,
co cau t6 chirc, vai trd, trach nhiém va phuong thirc
bdo cdo clia don vi CGD; cé danh muc quy trinh thao

3.1.2. Ngudn Iwe cho hoat déng bdo cdo ADR

3.1.2.1. Co s& vét chét va nhén luc

tac chuan trong kiém soat chat lwong thudc, cé bang
phan cong cong viéc cta nhan vién chiu trach nhiém
vé CGD hodc an toan thudc trong bénh vién; cé quy
trinh chuan cho thyc hién hoat déng CGD (vi du nhw
quy trinh bdo cdo ADR); cé thanh |ap va trién khai
hoat déng cha HOi d6ng thudc va diéu tri; cd van ban
vé viéc phdi hop cac bén lién quan trong bénh vién
dé trién khai hoat ddong CGD). Ty |1& % dat so vdi téng
diém tdi da 1a 100%. Codng tac trién khai hoat déng
bdo cdo ADR do bd phan Duoc lam sang cla Khoa
Duwgc dam nhiém va cé cédn bd chuyén trach dam
nhiém vé céng viéc nay.

Bang 1. Diém ddanh gia co s& vat chat va nhan luc cho hoat dong CGD va bdo cdo ADR

STT Noi dung chi sd Loai chi sd ti)‘;ié’(;r; d:r:irzié
1 Cé quyét dinh thanh Ijap don vi CGD hay b0 phéan chiu trach nhiém c ) )
gidm sat an toan thuoc trong bénh vién
5 C6 hé théng dir Iié’u lwu t’rCr théng tin trad 10i cAu hdi vé ADR va c 5 5
thong tin an toan cua thudc
Cé ngudn tai chinh danh riéng cho hoat ddng CGD trong bénh vién C 2 0
4 C6 hudng din qudc gia vé CGD duogc cap nhat 5 ndm/lan C 2
5 Cc? san cac phujo!ng tilén cng nghé thong tin dé cip nhat va cung c ) )
cap thoéng tin vé thuéc
6 CO céc tailiéu tham khao co ban vé Théng tin thudc va CGD S 1 1
7 Can bo da tham gia tdp huan vé CGD hoac an toan thuéc S 1 1
Tong s6 diém 12 10
Ty Ié % dat so véi tdng diém tdi da 83,33%

K&t qua dénh gid cho thdy bénh vién cé co s& vat
chat va nhan luc kha day dd cho viéc thye hién hoat
dong bao cdo ADR ndi riéng va cac hoat dong CGD
khac. Bé&nh vién d trién khai théng tin thudc kip thoi
trén toan bénh vién, cé trang bi co s& vat chat phuc
vu hoat déng CGD nhu tai liéu tham khao vé théng tin
thuéc, may tinh dé tra cru. Cac nhan vién y té duoc
tham gia tdp hudn vé CGD va bdo cdo ADR. Tuy nhién
bénh vién chua ¢ ngudn tai chinh riéng phuc vu cho
hoat déng CGD trong bénh vién.

3.1.2.2 Cdc céng cu hé tro cho hoat déng bdo cdo
ADR va CGD

Bé&nh vién d3 cé trién khai tat ca cdc mau bdo cao
lién quan dén hoat ddng bdo cdo ADR va cadc mau bao
cdo lién quan dén an toan thudc nhu bdo cdo chat
lwgng thudc, bdo céo sai sot lién quan dén thudc, bdo
c4o that bai diéu tri. Ty 1& % dat so vdi téng diém tdi
dala 100%.

Viéc thye hién cac nghién clru vé sir dung thudc
gbp phan sir dung thuéc an toan va tac dong dén
hoat d6ng bdo cdo ADR. Tuy phan I&n cdc chi sé trong
nhém nay 1a cac chi s6 phu nhung bénh vién da dat
duwgc mic diém danh gid kha cao (77,78% so Voi
diém t&i da).

3.1.3. Hoat ddng théng tin, truyén théng lién quan dén hoat déng bdo cdo ADR
Bang 2. Diém danh gid vé hoat dong théng tin va truyén théng

. s . L . ? D..a D ~ e
STT Noi dung chi s6 oa'fhl A.'.em |em'<’ianh
sO toi da gia
1  S& lwong yéu cau théng tin vé an toan thudc d3 tiép nhan va xir ly S 1 1
2 S8 lwgng ban tin vé an toan thuéc dwgc phé bién trong bénh vién S 1 1
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C6 thyre hién va ban hanh Huwéng dan dau thau, chinh sach dau

N ~ 1 1
3 thau thudc S
4  C6 huéng din st dung cac thube ¢ nguy co cao trong bénh vién S 1 1
5 Ty |& truyén tai cdc cdnh bdo an toan vé thudc nhan dugc trong S 1 1
bénh vién hay tir cdc ngudn bén ngoai
6 Khoang thoi gian tré trung binh ké tir khi xac dinh duoc cac van dé c 5 5
an toan thudc cho tdi lic théng tin cho cdn bd y t&
7 Cé thye hién chuong trinh gido duc bénh nhan vé van dé ADR va S 1 1
an toan thudc
Cé thue hién cac hoat ddng an toan thudc nhu: thdéng bdo cho bd
8 phan 1am sang, xdy dwng guideline, ra quyét dinh quan ly hodc S 1 1
chuwong trinh dao tao nhan vién y té, bénh nhan
Bién ban cudc hop cla hdi ddng thudc va diéu tri cé ban vé hoat
9 A > i o . Ny am N ~ C 2 2
dong canh giac dugc hodc gidi quyét van dé an toan thudc.
Tong diém 11 11
Ty |& % dat so v&i tong diém t6i da 100,00%

Cac hoat ddng théng tin va truyén théng lién quan dén bdo cdo ADR ndi riéng va hoat ddng Canh giac
Dugc néi chung dugc trién khai tich cuc tai bénh vién. Bénh vién cé bd phan Duoc LAm sang thudc khoa
Duoc thuc hién cac hoat déng an toan thudc nhu thdng tin thuéc, tham gia xay dwng cac guideline, dao tao
nhan vién y t& (diéu dudng, bac si) vé str dung thudc, ban hanh céc tai liéu hwdng dan st dung cac thudc cé

nguy co cao.

Téng hop danh gid cac yéu t6 tdc dong dén hoat ddng bao cdo ADR va CGD ndi chung tai Bénh vién Dai

hoc Y Dugc Hué duoc thé hién qua hinh 3.1.

Ca cau té chuc

Hoat déng thong tin
va truyén thong

Hoat ddng nghién cdu

Ca sG vatchatva
nhan luc

Bi€u mau lién quan
dén ADR

Hinh 1. T6ng hop déanh gia cac yéu t6 tdc dong dén hoat déng CGD

Hoat dong bao cdo ADR va CGD ndéi chung tai
Bénh vién dang duoc trién khai kha tét. C6 3 tiéu
chi dat diém t6i da do6 1a co cau td chirc, trién
khai cac biéu mau lién quan dén ADR va cac hoat
déng thong tin va truyén théng. Tiéu chi vé co s&
vat chat va nhan luc, bénh vién dat 83,33% so vdi
diém t8i da do con thi€u ngudn tai chinh riéng cho
hoat dong CGD. Hoat dong nghién ctru lién quan
dén hoat d6ng bdo cdo ADR dat mirc diém danh gia
thap nhat trong 5 tiéu chi (77,78% so vé&i diém téi
da). K&t qua nay kha cao khi so sanh véi cac nghién
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ctru khéc. Nghién cru cha Dinh Xuan Hao nam 2017
tai bénh vién phéi Bic Giang cho thay cac tiéu chi vé
biéu mau lien quan d&n ADR, hoat dong nghién cru
va hoat déng théng tin truyén théng tai bénh vién
nay chi dat tuwong &ng la 18,2%; 44,4% va 27,3%
diém t6i da cha tiéu chi d6 [5]. Trong mdt nghién
cru khac do Trung tdm Théng tin thuéc va phan
rng c6 hai clia thudc (DI&ADR) Quéc gia tién hanh
nam 2015, diém danh gid cdc tiéu chi cta cac bénh
vién tuyén Tinh déu thap hon 60%, dac biét tiéu chi
vé hoat ddng nghién cttu chi dat 7,4% diém t6i da
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[6]. Tuy nhién ciing can xét dén yéu td thai gian, cdc nghién ciru trén déu tién hanh truwdc ndm 2015, khi B
Y t& chuwa ban hanh Huwéng dan Quéc gia vé CGD ndm 2015.

3.2. Phan tich hoat ddng bao cdo ADR tai Bénh vién Pai hoc Y Duoc Hué giai doan 2017-2019

3.2.1. Théng tin vé bdo cdo ADR

3.2.1.1. 56 lugng bdo cdo ADR mbi ndm va ty 1é bdo cdo so vdi cd nurdc
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Hinh 2. S& luvgng bao cdo ADR mdi ndm va ty 1é bdo cdo cdo so véi ca nudc

Trong 3 ndm 2017-2019, ghi nhan 138 bdo cdo. S8 lwvgng bdo cdo cao nhat vao ndm 2017 (52 bao cdo),
th&p nhat vao ndm 2018 (39 bao céo). Ty |& bdo cdo ADR clia bénh vién so véi téng s6 bao cdo tir cac co s&
kham chita bénh trén ca nuwdc gidm tir 0,62% (ndm 2017) xudng 0,37% (ndm 2019). S8 luvgng béo cdo giam
khéng nhiéu nhung ty 1& bdo cdo so vdi cd nudce giam dang ké do s6 luvgng bdo cdo trén cd nudce tdng manh
(8337 bao cdo nam 2017, 32321 bdo cdo nam 2019).

3.2.1.2. Co cdu bdo cdo ADR theo mirc @4 nghiém trong

Phan |&n bdo cdo ADR la khdng nghiém trong (76,81%). C6 29 bao cdo nghiém trong (21,01%), trong d6
28 truvong hop 1a de doa tinh mang va 1 treong hop nhap vién/kéo dai thoi gian ndm vién. C6 3 bao cdo chua
c6 théng tin vé mirc d6 nghiém trong (2,18%).

3.2.1.3. Chét lvgng bdo cdo ADR

Chat luvgng bdo cdo dwoc danh gid duwa trén cach tinh diém hoan thanh béo cdo theo thang VigiGrade cla
t6 chirc Y t& thé gidi. K&t qua déanh gid duoc thé hién qua hinh 3.
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Hinh 3. Ty |8 bao cdo c6 chat luvgng t6t va diém bao cdo trung binh tirng ndm
Trong 138 bdo cdo ghi nhan trong 3 ndm, cé 93 bdo cdo (67,39%) dat chat lwong t6t. Ty 1& bdo cdo cd
chat luvgng tét tdng manh tir 34,62% (nam 2017) 1én 82,05% (ndm 2018) va tiép tuc tdng 1én 91,49% vao
nam 2019. Diéu nay cho thay tuy s6 lvgng bao cdo gidam nhuwng chat lvong bdo cdo d3 duogc cai thién
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dang ké tir ndm 2017 d&n ndm 2019, chirng t6 céng
tac bdo cdo ADR ngay cang duoc chi trong va chét
lrong bdo cdo ngay cang dugc nang cao.

3.2.1.4. Thoi gian tri hodn gt¥i bdo cdo

Thoi gian tri hodn glti bdo cdo duwoc tinh theo
don vi ngay, tinh tir ngay xdy ra phan (rng dén ngay
bdo cdo dwoc gl 1én trung tdm DI&ADR Qudéc gia.
Thoi gian tri hodn glti bdo cao cda bénh vién trong
3 ndm d3 duoc rat ngan dang ké, trung binh 126,08
ngay (nam 2017), gidam con 24,57 ngay nam 2019.
Ddc biét, thoi gian tri hodn glti bdo cdo trung binh
nam 2018 va 2019 déu ngan hon 30 ngay. C6 4 bao
cdo khdng xac dinh dwoc thdng tin vé thoi gian tri
hodn gl bao cao.

3.2.1.5. Khoa phong va déi tuong bdo cdo

Bdo cdo ADR duogc ghi nhan tai 13/13 khoa
phong tai bénh vién. Ngoai tiéu héa va Nhi téng hop
la 2 khoa phong cé sd bao cdo nhiéu nhat, tuwong
tng chiém 15,22% va 14,49%.

Hau hét cac bao cdo ADR duoc thuc hién bdi diéu
dudng (85,51%). C6 14 bao cdo khdng cé thong tin vé
d&i tugng tham gia bdo cdo. Pang chu vy, bac si chua
tham gia bdo cdo va chi ¢ 1 bdo cdo duoc thuc hién
b&i dwoc si. Nghién ctru clia Ong Thé Vi ndm 2014
cho thay ddi tugng tham gia bdo cdo ADR chu yéu |a
bac s (97,61%) va chua cé duoc si tham gia bdo cao.
Trong khi do nghién ctru cGa Vi Minh Duy ndam 2015
cho két qua phan 1&n céc bdo cdo ADR dugc thyc
hién b&i duoc si (73,61%) [7]. Hwéng dan Qudc gia
vé CGD quy dinh ngudi tryc ti€p viét bdo céo la bac
si, dugc si, diéu dudng vién, hd sinh vién, ki thuat
vién va cdc nhan vién y té khac; khuyén khich nhiéu
ngudi cuing tham gia viét hoan thién bdo cdo dé nang
cao chat luvgng théng tin [8]. Nhu vay, can ddy manh
vai tro cla bac si va duogc si trong cong tac bdo cdo

cao ADR tai bénh vién Dai hoc Y Dugc Hué.

3.2.2. Théng tin vé thuéc nghi ngd’ gdy ADR

3.2.2.1. Phén logi thuéc nghi ngo theo ly do st
dung thuéc

Cac ly do str dung thudc ghi nhan trong bao cdo
ADR duwoc phan loai theo tir dién ICD-10 [9]. K&t
qua cho thdy, nhém bénh nhiém trung va ki sinh
trung (A00-B99) chiém ty 1é Ién nhat (40,58%) trong
cac ly do st dung thudc; tiép theo 13 bénh hé hé
hdp (10,14%), ung thu (5,80%), bénh hé tiéu hoa
(5,80%).

3.2.2.2. Cdc ho dugc ly va thubc nghi ngo gdy
ADR duwoc bdo cdo nhiéu nhét

Cé téng cong 149 lwot thudc dugce ghi nhan tw
138 bdo cdo ADR. K&t qua cho thay, khang sinh 13
nhom thudc gdy ADR nhiéu nhéat, chiém 3/8 nhém
thudc nghi ngd giy ADR. Trong d6, khang khuin
beta - lactam khac chiém ty & I&n nhat (52,17%),
nhom cac khang sinh khac chiém ty 1é cao thi hai
(12,32%), nhém khang khudn beta - lactam, cac
penicillin xp th 3 (9,42%).

Ceftriaxon la thuSc nghi ng& gdy ADR nhiéu nhat
vai ty 18 13 25,36% t6ng s6 bdo cdo. Xép thr 2 va
thar 3 [an luot 1 Ceftizoxim (11,59%) va Vancomycin
(10,14%). Trong 10 thudc nghi ngd gdy ADR véi tuan
suat Ién nhat c6 dén 6 dai dién |a thudc khang sinh
va 3 trong s6 d6 13 khang sinh nhdm cephalosporin.

Két qua nay tuong déng véi nghién ciru cla
D6 Ngoc Trdm ndm 2013 tai bénh vién Bach Mai.
Trong nghién ciru nay, két qua cho thay ty |1& vuot
trdi cla cac thudc khang khudn ndm 2011 va 2012
cé twong tng 48,17% va 47,89% céac thudc nghi ngd
gay ADR thudc nhém khang khuan beta lactam khac.
Ceftriaxon la thuSc nghi ngd gy ADR nhiéu nhat vai
ty 1€ 20,73% nam 2011 va 14,79% nam 2012 [10].

3.2.2.3. Phdn logi thuéc nghi ngd theo dwdng ding thuéc
ADR xay ra & hau hét cadc dwdng dung thubc trong dé dudng tiém, truyén tinh mach 13 dudng dung gay

ADR nhiéu nhat (85,51%).
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Hinh 4. Phan loai thuéc nghi ngd gdy ADR theo dudng dung thudc
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Didu nay cé thé giadi thich do nhém thuéc ghi
nhan xay ra ADR nhiéu nhat |13 thudc khang sinh véi
ly do s& dung la diéu tri cdc bénh nhiém khuan do
dé duong tinh mach duoc sir dung véi tan suat 1én
hon. Budong dung thudc thudng xay ra ADR thay déi
tuy thudc vao dic diém s dung thudc tai bénh vién.
Nghién cru ctia D6 Ngoc Tram ndm 2013 tai bénh
vién Bach Mai cho thdy dudng tiém truyén tinh
mach ghi nhan nhiéu ADR nhat (ndm 2011: 74,39%,

nam 2012: 76,06%) [10]. Trong khi dé nghién ctru
cla Ong Thé Vii tai bénh vién Da khoa Quanh Ninh
nam 2014 ghi nhan duwong udng la dwdng dung chu
yéu xay ra ADR (92,83%) [11].

3.2.3. Théng tin vé ADR

Mot thudc co thé gay ra nhiéu ADR va mot ADR co
thé& 13 hau qua clia mét hay nhiéu thudc duoc sir dung.
Céc biéu hién ADR va c3p thudc - biéu hién ADR gip véi
tan suat cao nhat dugc trinh bay trong bang 3.

Bang 3. Cac biéu hién ADR va cap thudc - ADR ghi nhan nhiéu nhat

ey an Tan Ty 1& (%) . L, Tan Ty 1& (%)

STT  Biéu hién ADR sust N=138 Thudc nghi ngo gdy ADR sust N=138
Ceftriaxon 18 13,04
1 N&i ban 59 42,75 Vancomycin 8 5,80
Ceftezol 5 3,62
Ceftriaxon 11 7,97
Vancomycin 9 6,52

2 Nglra 56 40,58
Ceftizoxime 7 5,07
Amoxicillin/sulbactam 5 3,62
, Amoxicillin/sulbactam 5 3,62

3 Kho tho 24 17,39
Ceftriaxon 5 3,62
4 Non 21 15,22 Ceftriaxon 11 7,97
5 Budn ndn 20 14,49 Ceftriaxon 5 3,62
6 Sung d6 2 méat 20 14,49 Ceftriaxon 6 4,35
7 Mét moi 20 14,49 Ceftizoxim 5 3,62
~ Amoxicillin/sulbactam 4 2,90
g andotaicho o 11,59  Azithromycin 3 2,17

tiém

Ceftizoxim 3 2,17

Cac biéu hién ADR ghi nhan nhiéu nhat chi yéu
13 cac biéu hién trén da va niém mac nhu ndi ban,
nglra, dé da, san d6 tai chd tiém, sung dé 2 mat.
Trong d6 ndi ban va ngtra |a hai biéu hién gip vdi tan
s6 cao nhét, tuwong ng 42,75% va 40,58%. Céc biéu
hién trén hé hé hap va duwdng tiéu hda cling gap voi
tan sudt cao nhu khé thd (17,39%), nén (15,22%),
budn nén (14,49%).

Ceftriaxon - n&i ban, Ceftriaxon - ngla va
Ceftriaxon - n6n la cac cap thudc - ADR hay gdp nhét,
tuwong ing chiém ty 1& 1a 13,04%; 7,97% va 7,97%.

4. KET LUAN

4.1. Khao sat thwc trang trién khai hoat dong
bdo cédo ADR tai Bénh vién Pai hoc Y Dwoc Hué giai
doan 2017-2019

- Cac tiéu chi co cau tb chire, trién khai cac biéu
mau lién quan dén ADR va cac hoat dong thong tin

va truyén théng dat 100% diém t6i da.

- Tiéu chi vé co s& vat chat va nhan luc dat
83,33%; tiéu chi hoat dong nghién ctru lién quan
dén ADR dat 77,78%.

4.2. Phan tich hoat dong bao cdo ADR tai Bénh
vién Pai hoc Y Dwgc Hué giai doan 2017-2019.

- Trong 3 nam 2017-2019, ghi nhan 138 bdo cao.
S8 lwong bao cdo cao nhat vao nam 2017 (52 bao
cdo), thap nhat vao ndm 2018 (39 béo cdo).

- C6 29 béo cdo nghiém trong (chiém 21,01%) véi
28 bdo cao la de doa tinh mang.

- Ty 1& bdo cdo cb chat luvgng tét tang manh tur
34,62% (nm 2017) 1&n 82,05% (nim 2018) va tiép
tuc tang lén 91,49% vao nam 2019.

- D8i twgng bdo cdo chu yéu la didu dudng
(85,51%), bac si chua tham gia bdo cdo va chi ghi
nhan 1 bdo cdo duy nhat tir Duoc si.

- Ngoai tiéu héa va Nhi téng hop 1a 2 khoa phong
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¢6 s6 lugng bao cdo I&n nhat, chiém ty & tuong tng
15,22% va 14,49% t6ng s6 bao cdo.

- Pudng tiém, truyén tinh mach 13 duong
dung ghi nhan nhiéu bdo cdo ADR nhat (85,51%).
Nhém thu6c khéng khudn beta-lactam khac (gom
cac cephalosporin, monobactam va carbapenem)
& nhém thuéc ghi nhan nhiéu bdo cdo ADR nhéat

(52,17%) v&i hoat chat nghi ngd gdy ADR ghi nhan
nhiéu nhat |a Ceftriaxon (25,36%).

- Céc biéu hién ADR hay gdp nhat 13 néi ban
(42,75%), ngra (40,58%), khd thd (17,39%), nén
(15,22%). Ceftriaxon - n6i ban, Ceftriaxon - ngira va
Ceftriaxon - ndn la cac cap thudc - ADR hay gép nhét,
chiém ty & twong rng |a 13,04%; 7,97% va 7,97%.
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