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LOI CAM DOAN

T6i xin cam doan luan van vé dé tai “Phan tich sy hinh thanh tin hiéu phan vé
tur co so dir liéu bao cdo ADR tai Viét Nam giai doan 2017-2022” 1a cong trinh nghién
clru cta toi trong thoi gian qua. Moi sd liéu sir dung phan tich trong luén van va két
qua nghién ctru 14 do t6i tim hiéu, phan tich mot cach khach quan va chua dugc cong
bd dudi bat ky hinh thirc nao. T6i1 xin chiu hoan toan trach nhi¢m hoan toan néu co

su khong trung thuc trong thong tin sir dung trong cong trinh nghién ctru nay.
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LOI CAM ON

Loi dau tién, ti xin duoc bay to long biét on sau sic dén PGS.TS. Vii Pinh
Hoéa - Pho Giam ddc Trung tim DI&ADR Quéc gia, Giang vién cao cip Khoa Dugc
1y - Duoc 1am sang, Trudng Pai hoc Dugc Ha Noi, da tan tinh huéng dan, chi bao,
d6ng hanh cung t6i tir nhitng dinh hudng dau tién cho dén khi hoan thién luan vin.
Thay da ludn sat sao, quan tdm, dong vién va gitp d& toi trong sudt qua trinh thuc
hién luan van.

Téi xin giri 161 cam on sau sic dén PGS.TS. Nguyén Hoang Anh - Giam déc
Trung tim DI&ADR Qudc gia, Giang vién cao cip Khoa Duoc 1y - Dugc 1am sang,
Truong Pai hoc Dugc Ha Noi, ngudi da dinh huéng va cho t61 nhitng nhan xét quy
bau trong qua trinh thyuc hién luan van.

T6i xin chan thanh cam on Ban Giam ddc Bénh vién Da liéu Ha Noi, Khoa
Duwoc Bénh vién Da lidu Ha Noi - noi t6i-dd gin bo, cong tac trong nhidu nim va
Ban Lianh dao Vién Duoc lidéu, Khoa Cong nghé chiét xuit va Trung tim Ung
dung cong nghé Dwoc liéu - Vién Dwoe liéu @3 luonting ho, tao diéu kién, gitp d&
to1 trong qua trinh hoc tap va thuc hién luan van.

T6i gui 101 cam on dén cac vién chite cua Trung tim DI&ADR Quéc gia (dic
biét 1a ThS. DS. Cao Thi Thu Huyén) d3 luén nhiét tinh gitp dd, ling nghe va hd
trg to1 trong subt qua trinh_thye hién luan van. T6i1 cling xin cam on DS. P H(‘*)ng
Ngoc va cac hoc vién, sinh vién sinh hoat khoa hoc tai Trung tim DI&ADR Quéc
gia da ho trg, sat canh bén t6i trong qua trinh thuc hién luan vin.

T6i xin gri 161 cam on sdu sic dén Ban Giam hiéu Truwong Pai hoc Dwoc Ha
Noi, Khoa Dwgc ly - Dugc 1am sang, Phong Quan ly Pao tao, cac don vi lién quan
va cac Thay/Co trong di chi day, gitip d& toi trong qua trinh hoc tap va tich liy kién
thire tai Nha truong.

Cubi cung, cho phép toi bay to 1ong biét on vo han t6i gia dinh, ddng nghiép
va ban bé di hét long yéu thuong, dong vién va la diém twa viing chac vé tinh than
cho t6i trong hoc tap va cudc sdng.

T61 xin chan thanh cdm on!

Ha Noi, ngay 10 thang 4 nam 2024
Hoc vién

Nguyén Thé Chung
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DANH MUC KY HIEU, CHU VIET TAT

Ki hiéu, chir R £ n £ ‘n
s Thuat ngir Tieng Anh Thuat ngir Tieng Viét
viet tat
ADR Adverse Drug Reaction Phan tmg c6 hai cta thudc
ASCIA Australasian Society of Clinical | Hoi Di ung va Mién dich Lam
Immunology and Allergy sang Uc
Bayesian Confidence
BCPNN .
Propagation Neural Network
Cl Confidence Interval Khoang tin cdy
Chronic Obstructive Pulmonary .. . )
COPD ) Bénhphoi tac nghén man tinh
Disease
COX-1 Cyclooxygenase-1
CSDL Co sadir liéu
EAACI European Academy of Allergy | Vién Di timg va Mién dich 1am
& Clinical Immunology sang Chau Au
EAAN Food Allergy and Anaphylaxis | Hé thong giam sat Phan vé va
Network Di tng thure an cua Hoa Ky
i Hé thong bao cdo bién cb bat
FDA Adverse Event Reporting o o
FAERS Svstemn lgi cua Cuc Quan Iy Duoc
Y pham va Thyc pham Hoa Ky
Cuc quan 1y Thyuc pham va
FDA Food and Drug Administration e . Yo p
Dugc pham Hoa Ky
GFR Glomerular Filtration Rate Mtc loc cau than
JADER Japanese Adverse Drug Event | Hé thong bao cdo bién cb bat
Report loi cua Nhat Ban
ICU Intensive Care Unit Don vi diéu trj tich cuc
LDL Low Density Lipoprotein Lipoprotein ti trong thap
Multi - item Gamma Poisson
MGPS

Shrinker
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National Institute of Allergy

Vién Qudc gia vé Di ing va

NIAID . . n A . .
and Infectious Diseases Bénh truyén nhiem Hoa Ky
Non-steroidal anti- Thudc chéng viém khong

NSAIDs ) i
inflammatory drugs steroid
OR Odds Ratio Ty s6 chénh
PRR Proportional Reporting Ratio
ROR Reporting Odds Ratio Ty sudt chénh bao cdo
Trung tam | The National Centre of Drug | Trung tdim Qudc gia vé Thong
DI&ADR | Information and Adverse Drug | tin thudc va Theo ddi phan
Quéc gia | Reactions monitoring g c6 hai ctia thube
L Trung tdm Gidm sat thudc
uMC Uppsala Monitoring Centre ) .
toan cau Uppsala
Vaccine Adverse Event Hé thong bao cdo bién cb bat
VAERS ) S ., .
Reporting System lgi‘ctia vaccin cua Hoa Ky
WAO World Allergy Organization T6 chirc Di ing Thé gidi
WHO World Health Organization T6 chtic Y té Thé gidi
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PAT VAN PE

Pam bao st dung thude hop ly, an toan va hiéu qua cé thé dugc xem 1a muc tiéu
quan trong nhét cua hé thdng y té cua mdi qudc gia. Bén canh cc thude di dugce sir
dung rong réi trén 1am sang, viéc nghién ctru, phat trién va cho ra doi thuéc méi dem
lai rat nhiéu tc dong tich cuc gilp ngudi dan kiém soat bénh tat [1]. Tuy nhién, hé
qua kém theo Ia nhimg van dé lién quan dén thudc, dic biét 1a phan tmg c6 hai cta
thudc (ADR), dang tré thanh mdi quan tdm cua toan cau. Trong d6, phan vé 13 mot
trong nhiing ADR nghiém trong trong thyc hanh 1am sang do c6 thoi gian khot phat
nhanh, khong thé du doan trude, va co thé dan dén tu vong néu khong dugc xur tri
kip thoi.

Trén thé gidi, cac nghién ctru vé phan vé gay ra do thudc di gitp danh gia
nguyén nhan, hau qua, yéu t6 nguy co ciing nhu dua ra cac canh bao kip thoi, hudng
dan xur tri va du phong nham giam thiéunguy coitrong sivdung thude. Theo T6 chic
Di Gmg Thé gidi (2020), ty 1¢ phan vé chung trén thé gisi 1a 50-112 truong
hop/100000 nguoi, trong khi tyxlé.ndy & Chaw Au thap hon, udc tinh khoang 1,5-7,9
truong hop/100000 nguoi [2], [3]. Ty 1é nay e6 su khac nhau gitta cac nghién ctru,
phu thudc vao dinh nghia dugc stir dung, phuong phap nghién ctru va khu vuc dia Iy
[2]. Xu hudng nhap vién do'soc phan vé do thudc ngdy cang ting va ty 1é dao dong
khoang 0,5-51/100000 nguoi [4], [5]. Vi vay, hoat dong giam sat phan vé do thude
l1a mét trong nhitng nhiém vu can duoc dat 1én hang dau khi st dung thudc trén 1am
sang.

Trong cac phuong phap phat hién va giam sat ADR ndi chung va phan v¢ noi riéng,
nghién ctru trén co sé dit liéu bao cao ADR tu nguyén 1a phuong phap don gian, it ton kém,
duoc ap dung pho bién tai tat ca cac qudc gia va ghi nhan nhiéu két qua dang cha y. Tai
Viét Nam, mot s6 nghién ctru vé séc phan vé ciing da duoc tién hanh tir nim 2010 va
két qua cho thdy phan vé di noi 1én nhu mot mdi quan tim méi va yéu ciu cap thiét
1a phai ghi lai dix 1iéu lién quan dén phan vé nham muc dich ting cudng canh bao voi
nhan vién y té khi sir dung thudc cho bénh nhan. Nam 2019, nghién ctru ctia Truong
Thi Mén va cong su cho thay trong giai doan 2010 — 2019, trong co s& dif liéu bao
c40 ADR tu nguyén tai Viét Nam ghi nhan 10.027 béo cdo phan vé, chiém 14,0%
tong sb bao co [6]. Cac nghién ctru trude d6 cuia L& Thi Thy Linh giai doan 2010

1
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— 2014 va nghién ciru cia Nguyén Khac Diing giai doan 2010 — 2016 ciing ghi nhan
ty 1€ twong tu [7], [8].

Trong nhimg nim tré lai day, da c6 nhiéu su thay doi trong hoat dong y té tai
nuéc ta nhu sy mod rong cua cac chuong trinh y té quéc gia va su ra doi cia nhiéu
van ban phap quy va huéng dan chuyén mon khang dinh sy can thiét va tim quan
trong cua hoat dong Canh gidc Dugc, gidm sat an toan cua thude trong thuc hanh
1am sang [1]. Piéu nay dan toi viée st dung thude dé chan doan, diéu tri, du phong
cho bénh nhén ciing c¢6 su thay doi dang ké so véi cac giai doan trudc d6 va co thé
anh hudng té1 hinh anh cua phan vé trong giai doan nay. Pac biét, dai dich COVID-
19 xuat hién tir cudi nam 2019 da gay ra anh huéng 16n dén hoat dong y té ndi chung
va viéc ghi nhan bao cdo ADR noi riéng cua toan thé gidi, Nghién ctru ctia Manfred
Hauben trén co s& dit liéu no1 bo cua Pfizer'da eho théy téng s6 bao cao ADR toan
cau da giam bat dau tir tudn 8 nam 2020 va gidm manh vao tuan 15 nam 2020 (sau
khi dai dich COVID-19 dién ra) [9]. Trong béi'canh 4y, hinh anh vé ADR cuia thude
dugc ghi nhan tai Viét Nam cé:thé c6 su thay doi. Vi vay, hoat dong dinh ky tong
két bao cao ADR tu nguyén va tién hanh nghién ctru tin hiéu an toan thudc (trong
d6 c6 tin hiéu vé phan vé) 1a can thiét; tir d6 gitp ting cudng canh bao véi nhan vién
y té va gop phan thiic day-sttdung thudc hop 1y trén 1am sang.

Xuét phat tir thuc té trén, chung t6i thyc hién dé tai “Phan tich sy hinh thanh
tin hi€u phan v¢ tir co s& dir li€u bao cao ADR tu nguyén tai Viét Nam giai doan
2017 - 2022” v61 hai muc tiéu sau:

1, Khéo sat tinh hinh c4c béo cao phan vé dugc ghi nhan tir hé thdng béo cao
tu nguyén cua Viét Nam giai doan 2017 - 2022.

2, Phan tich dic diém tin hiéu phan vé cua cac thudc trong co so dit liéu bao
cao ADR tu nguyén giai doan 2017 - 2022.
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KET LUAN

Nghién ctru di mo ta dic diém ctia bao cdo phan vé va phén tich sy hinh thanh
tin hi¢u phan vé€ trén dir liéu bao cdo ADR tai Viét Nam giai doan 2017 — 2022, két
qua thu duogc nhu sau:

Vé diic diém cac bao cdo phan vé ghi nhén tir dit liéu bao cdo ADR:

+ S6 luong bao céo phan vé ting trong giai doan 2017-2019 va c¢6 xu hudng
giam trong giai doan 2020-2022, ty 18 bao cao phan vé gitt 6n dinh quanh gia tri
trung binh 1a 14,8%. Piéu nay cho thy tac dong cia dai dich COVID-19 1én xu
hudng ghi nhan bao cdo phan vé ¢ giai doan nay.

+ 86,0% béo céo duoc khai thac tién su di ung, Co 312 bénh nhan (2,8%) co
tién sir di ung voi thudc nghi ngod hodc thude ciing nhém vai thude nghi ngo.

+ Céc biéu hién phan v¢é phan loai theo h€ co.quan gém c6 hé tudn hoan
(75,6%), hé ho hap (75,9%), da/niém mac (60,8%), hé tiét hoa (24,7%).

+ Cac nhom duoc 1y nghi ngd gy phan vé nhiéu nhat gom: khang sinh
cephalosporin va carbapenemy:khang sinh penicillin, thuéc can quang, NSAIDs,
khang sinh quinolon, thude diéu tri ung thu va diéu hoa mién djch, thudc gay mé,
gay t€, chat thay thé mau va.dich truyén va dac biét ¢ giai doan 2020-2022, c6 su
xuat hién ctia nhom vaccin'(0,9% 1én 4,0%, p< 0,001)

+ Cefotaxim, ceftriaxon va ceftazidim 14 3 hoat chat nghi ngd gdy phan vé nhiéu
nhat trong giai doan 2017-2019, con trong giai doan 2020-2022, thr ty cta bd 3 nay
la: ceftriaxon, cefotaxim va cefoperazon, Ngoai ra, cac vaccin COVID-19 chiém
3,1% ty 1¢ thudc nghi ngd gy phan vé trong giai doan 2020-2022

+ Adrenalin duoc sir dung pho bién trong xir tri phan vé va ty 1é da ting déng
ké (74,2% 1én 81,9%, p< 0,001) va dugc sir dung chil yéu qua duong tiém bap.

Vé tin hiéu phén vé trong co sé dir liéu bao cao ADR giai doan 2017-2022:

+ Trong toan by co s& dir liéu, co6 117 thudc hinh thanh tin hiéu phan v¢ trong
it nhat mot giai doan

+ C6 sy hinh thanh va duy tri theo thoi gian vé tin hiéu phan vé cua mdt )
nhom thude duoc coi 13 tac nhan phd bién clia phan vé trong y van nhu khang sinh,
NSAIDs, thube can quang, thube gay mé, gay té, thudc diéu tri ung thu va diéu hoa

mién dich
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+ Ngoai ra, cac thubc co su hinh thanh tin hiéu méi trong giai doan 2020-2022
bao gbébm: omeprazol, famotidin, butylscopolamin, sit dextran, cefamandol,
gentamicin, amoxicilin, piperacilin, ticarcilin/acid clavulanic, acid mefenamic,
vaccin COVID-19 va fluorescein.
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DE XUAT

Vi nhimg két qua thu dugc trong nghién ciru ndy, chiing toi xin dua ra mot sd
dé xuét nhu sau:

+ Tiép tuc theo dbi, phan tich dinh ki cac tin hiéu lién quan dén phan vé dé c6
nhitng thdng b&o khuyén cao kip thdi cho cac co s¢ kham chira bénh va co quan
quan ly.

+ Cac co s kham, chita bénh can ting cuong tap huin, dio tao, cdp nhat cho
can by té nhiing kién thire lién quan dén phat hién, x1r tri va du phong phan v¢, dac
biét 1a cac thong tin cap nhat mdi cua Thong tu 51/2017/TT-BYT vé viéc sir dung
adrenalin ciing nhu xt tri phan vé trong mot sb trudng hop dic biét, Hon nita, can
dac biét luu y dam bdo khai thac ki tién su di ung cua bénh nhan trude khi str dung
thude.

+ Céc co so kham chita bénh can luu y.tfong qué trinh st dung cac thude dugc
ghi nhan c6 nguy co cao gip phan vé nhu khang sinh, thudc can quang, thuc gay
mé, gay té va dic biét 1a cac ché pham dung theo dudng tinh mach. Ngoai ra, cac
don vi diéu tri cAn xay dung va ban hanh cac huéng dan trong thuc hanh 1am sang
dé dam bao giam thiéu nguy co phanvé khi st dung cac nhém thude cd nguy co cao
nay
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