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KHAI THAC CO SO DU’ LIEU CANH GIAC DUQC :
PHUC VU NGHIEN CU’U VA THUC PAY SU DUNG
THUOC HOP LY, AN TOAN :

NGUYEN HOANG ANH
- Trung tdm DI & ADR Qudc gia :
- BO mon Duwoc luc, trwérng Dai hoc Dwoc Ha ndi - ¢

Sinh hoat khoa hoc tai Trwo'ng Pai hoc Dworc Ha NGi, 08/06/2020



THEO DOI ADR CUA THUOC TRONG GIAI DPOAN SU’ DUNG
TREN LAM SANG: VAI TRO CUA CANH GIAC DUQC

WHO 9
Polic
Perspectives

LEES Pharmacovigilance: ensuring
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74 the safe use of medicines

—
October 2004 Canh giac Dwoc: khoa hoc va hoat ddng chuyén

World Health Organization A A x A , . , .. .2 -
Geneva mon lién quan dén viéc phat hién, danh gia, hiéu va

dw phong cac bién co bat loi cia thude hay bat cir
van dé lién quan dén st dung thudc

Muc tiéu caa Canh giac Dwoc (EU Good Vigilance Practice 2014):
- Dwr phong tac déng c6 hai cla bién cb bat lgi trong qua trinh s&r dung thudc.

- Thic day str dung thudc hop ly, an toan, déc biét thong qua cung cap thong
tin kip thoi vé tinh an toan cua thudc cho ngudi bénh, can bé y té va cong dong.

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Xay dwng co s dir lieu bao cao ADR tw nguyén la nhiém
vu dworc trién khai tai tat ca cac quéc gia

Dark blue: Full member. Light blue: Associate member. White: Non-member.

*This map is an approximation of actual country borders.

Céac nwéc la thanh vién chwong trinh giam séat thudc toan cau ciaa WHO

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



TIEN TRINH HOAT PONG CUA HE THONG CANH GIAC DUQC

-» BAO CAO

o

PHAT HIEN
TIN HIEU,
PANH GIA
NGUY CO

\ 4

RA QUYET
PINH CAN
THIEP

\

TRUYEN
THONG

Hoat dong

Phét hién, theo d&i va bao cdo cac van dé
lién quan dén tinh an toan cua thudc

- banh gia quan hé nhan qua

- Cap nhat théng tin an toan thudc

- Phéat hién, danh gia tin hiéu va dua ra canh
bao

- Panh gia nguy co/loi ich cta thube

- Tu van cho lanh dao don vi, CQQL

- Canh b&o vé tinh an toan cta thudce

- Yéu cau stra d6i nhan thudc; trién khai cac
danh gi4; ké hoach quan ly nguy co

- Thu hoi 16 thude

- Nging cap méi, cap lai SPK cia thudce

- Rat SPK, thu hoi san pham

- Phan héi thong tin cho nhén vién y té
- Banh gia hi¢u qua cua can thi¢p

-

Don vi

- Co s& kham bénh, chira
bénh

- Pon vi kinh doanh duoc
- Chuong trinh tiém
chung va cac Chuong
trinh y t& QG khac

- Trung tam DI & ADR
Québc gia va khu vuc

- Co quan kiém dinh chat
lwong thude

- Hoi dong tu van cap
SPK luu hanh thudc-Bo
Y té

- Bd Y té; cac Vuy, Cuc
chirc nang cia Bo Y té:
SO Y té

- Phuong ti€n théng tin
dai chung

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN




NGUON DU LIEU BAO CAO ADR

Bao cao ADR tw bénh vién:
Quyét dinh s6 1088/QD-BYT ngay 4/4/2013 vé viéc Ban hanh

hwéng dan hoat dong giam sat phan &ng cé hai cta thude

(ADR) tai cac co s& kham, chira bénh

_ HOAT DPONG GIAM SAT
PHAN UNG CO HAI CUA THUOC (ADR)
TAI CAC CO SO KHAM BENH, CHUA BENH

Bao cao SAE twr cac nghién ctru thir nghiém

lam sang
Théng tw 29/TT-BYT ngay 29/10/2018 vé Quy

dinh vé thlr thudc trén 1am sang

Bao cao AE tir cac don vi san xuat, kinh doanh

dwoc pham
Théng tw 32/2018/TT-BYT ngay 12/11/2018 quy

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tal CANH

dinh viéc dang ky lwu hanh thubc, nguyén liéu 1am

thubc



NGUON DU LIEU BAO CAO ADR

Bo6 trwong Bo Y té

° ]
1|6

Hoi dong tw van chuyén
mon danh gia nguyén nhan
tai bién nang trong qua
trinh str dung vac xin (cap
tinh/Bo)

\ 4

Chworng trinh Tiém
ching mé rong;
Phong tiém chung tw
nhan

v

<«— Hoi dong tw van cap giay dang ky Iwu hanh thudc,
nguyén liéu lam thuoc (bao gom ca vac xin, sinh
pham)

l#
17

5 Co s& kham, chira bénh

v i v

Co s& kinh doanh vac xin (san xuat, nhap khau, dang ky)

Chu trinh chia sé théng tin AEFI

DUOC.ORG.VN

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CA




S6 hrgng bdo cdo ADR

XAY DUNG CO SO DU LIEU BAO CAO TAI VIET NAM
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* Nam 2017: S6 leong bdo cdo ADR dwoc tinh tir thang 01/2017 dén hét thang 10/2017
*¥Nam 2018, 2019: 86 lwong bédo cdo ADR dwege tinh tir thang 11 nam truée dén hét thang 10 ndm tiong itrng

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG¥/N



Quy trinh giam sat ADR

Ra soat bao cao (Phat hién tin hiéu)

Thu thap dir liéu, phan loai (Xt ly tin hiéu wu tién)
Thu thap dir liéu ADR va phan tich ban dau

Uu tién Théng thwéong
X ly khan X ly thwdng qui

Tham dinh bao cao ADR (danh gia tin hiéu)
Phan tich mbi quan hé gitra thubc va bién cd bat loi nghi ngdy

° Quyét dinh

anh bao cho CB y té, glri cdng van théng bao cho co quan quan ly
< -
(a

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Phat hién tin hiéu: X ly cac chuoi bao cao ADR nghi
ng® lién quan dén chat lwong ché pham

2013: Relab 20% (albumin)

26 bao cao tir 05 bénh vién.

Thudc khdng dat chi tiéu chi nhiét t& va ndi doc té vi khuan
2013: Nwée cat pha tiém (NSX: Armephaco)

12 bao cao tr 01 bénh vién.

Thubc khéng dat chi tiéu chi nhiét t6 va ndi ddc td vi khuan
2015: Nwére cat pha tiém 5ml (NSX: CTCPDP Vinh Phtc)
03 bao cao phan vé tir 1 bénh vién.

Ché pham khdng dat chi tiéu ndi doc tb vi khuan

2015: Hadubaris (bari sulfat)

02 b:élo cao tl‘J’IZ bénh vién, 9 tru@r]g hop khac chua dg’o’c bao cao.
Thuoc bi rat s6 dang ky do san xuat khéng duang véi hd so dang ky

mién phi tai CANHGIACDUOC.ORG.VN

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé



Relab 20% (albumin 20%)

CV s610787/QLD-CL ngay 09/07/2013
09/07/2013 Cuc Quan 1y Dugc quyét dinh dinh chi lwu hanh va thu hoi
thudc Relab 20% chai 50 ml do Cty Reliance Life Sciences

f Pvt. Ltd, India san xuat (do khong dat tiéu chuan chat lugng).
CV s6 1711/QLD-TT ngay 01/02/2013
01/02/2013 . an ly Duogc yéu cau So'Y te cac ti

CO SO kham chira bénh, kinh doanh dwgc ph?im trén dia ba

f biét vé thong tin lién quan dén ADR ctia thudc Relab 20%.
20 bao cao tir BV Tir Dii, PK tinh Bic Kan, BV DK Thong
10/2012 - 01/2013 Nhat Pong Nai, BV Binh Dén.

phi tai CANHGIACDUOC.ORG.VN
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= TTQG tiep tuc giri CV théng bao gui Cuc Quan 1y Duoc.

CV cia Cuc Quan ly Dwoc giri BV DK tinh Ha Giang

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé r%n

06/08/2012

6 b&o c4o vé phan wng phan vé tai BV PK tinh Ha Giang
- TTQG gui CV théng béao giri Cuc Quan ly Dugc.




Alpha chymotrypsin — tin hiéu phan vé

Bao cao tr Viéet Nam* Vigibase (UPSALA)
Nam Téng bdo Phan trng/shock Téng bao cao Phan &ng/shock
cao phan vé, n (%) phan vé, n (%)
2010 11 3 (27) 4 2 (50)
2011 16 3 (19) 23 3 (13)
2012 33 8 (24) 4 0 (0)
2013 55 10 (18) 8 3 (38)
2014 12 5 (42) 64 9 (14)
2015 57 16 (28) 69 12 (17)
2016 45 11 (24) 71 11 (15)
6 thang dau
nim 2017 20 9 (45) 55 3 (5)
Tong 249 65 (26) 298 43 (14)

*S6 liéu cta Viét Nam co thé khéng dwoc glri 18n Trung tam giam sat Upsala cia WHO

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Alpha chymotrypsin - phan tich

Hiéu qua
Bat dau st dung tr nam 1958

Hoa ki: 3 thu6c nhan khoa, Ba ngirng
lwu hanh

EU: Tai Phap, tat ca cac san pham da
ngwng lwu hanh tir nam 2011

Chi ton tai & mot sb6 nwéc (co Viet Nam)

Tai Viét Nam:

« Ché pham vién nén, st dung trong
cac triéu chirng viem kem/khéng kem
nhiém khuan (da sé Ia cac trwdng hop
viém duwong hd hap trén, da mé
mém...)

« Ché pham tiém bap dung trong hau
phau hodc chan thwong

An toan

Brit. J. Ophthal. (1964) 48, 35.

ANAPHYLACTIC REACTION CAUSED BY INTRAMUSCULAR
INJECTION OF LYOPHILIZED ALPHA-CHYMOTRYPSIN*

BY
PETER G. WATSON
Department of Clinical Ophthalmology, Institute of Ophthalmology, London

Nam 2017, trung tdm DI&ADR qudc
gia nhan dwoc 03 ca t&r vong, duwgc
danh gia & mirc CO KHA NANG lién
quan dén alpha chymotrypsin.

=> Gri cdng van théng bao dén cuc
quan ly Dwoc

TRUONG DAl HOC DUQC HA NOI

i A CONG HOA XA HQI CHU NGHIA VIET
TRUNG TAM DI & ADR QUOC GIA

Doc lip - Ty do - Hanh phic

Trung tdm DI & ADR Qudc gia - Tai liéu dugc chia sé mién phi tai CANHGIACDUOC.ORG.VN

Ha Ngi, ngay A 9. thang ..S..- nan
TRUGNG DAI HOC DUGC HA N ) e L
TRUNG TAM DI & ADR QUOC e
sé: .50 /TTT
V/v cung cp thong tin phan img 6 hai o T
cée ché phim c6 chtra alpha chymotry) ] H A N
R, —\I\ I CucQuanly vé Thé
M*‘”f\“ 6/QLD-TT
e p thém m
¢

3 n. Trung t3
an 7266/QLD-TT nhur sau:
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Alpha chymotrypsin - Giai phap quan ly

P4
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM >
CUC QUAN LY DUGC Pic 1ip - Ty do - Hanh phiic 2
- > 4 X 2 : ]
Gi¢i han chi dinh ché pham (ol ILODK - HANpingiy 36 thing 3 nim 2017 8
g , . V/v thong nhat thdng tin chi djnh doi S
Y n hY )Y 4 ¢1 thuoe chira Alphachymotrypsin a
dwdng udng va dwong dat g o g nte e o 3
- ~r « A . ~ A RUNG TAM DI & ADR QUGG GIA 0
dwoi lwdi: diéu tri phu né sau N Z
] N ) SE...50. 4500, e : <
X = PN = N 2mA>1 - S Y té céc tinh, thinh phd tryc thuge T: : o
Ch a n th u’o’ n g y p h a u th u at, E ca?jf:\{l/ ‘}Z/;,I)J-" o e (‘Zr\ hanh \/iSln UiBnaSr'\ Eh?ﬁmrgiﬁniofnmr?&%ﬁlrx‘c:f V1A §
> [ b 4 ST s =
( BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM S
bO n g /“"W'.'ﬁ“ 1 CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic &
# vath ) ) £
\/, duon Sé: 44{145 /QlLD-TT o Ha Néi, ngay o4.. thang ..k... ndm 2018 0

A~ 7 ’ ’ Vi ap thong tin lié ¢
Thong bao chinh théc cho AR N R T 2
; . N z (alpha-chymotrypsin) D T T A 8
cac don vi trong hé thong y i g E igcna s
PN N » z - $&'Y té céc tinh, thanh phb trye thuge Trughibng; 77| 2
té vé tinh an toan cua thubc - Cic bénh vien, vién c6 giudmg bénh true thude BO. =
'_

dwdng tiém

Tiép tuc kiém nghiém giam
séat chat lwong va thu hoi san
phdm khéng dadm bao chat
lweng.

Trong qué trinh tdp hop va phan tich dir liéu vé bio cdo ADR tir cic co s&
khém, chira bénh D ’
cta thude (Trung BO Y TE
vé phin img c6 | CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NA
Pic lap - Tu do - Hanh phic

pham khéc nhau YTV TN 4
Théng tin vé biq 50 A1244 IQLD-CI

W V/v dinh chi lwu hanh thuée

khong dat tiéu chuén chét lugng

Kinh guri:

- S0'Y té céc tinh, thanh phd tryc thuge Trung wong;

- Céng ty cb phan Dugc phdm Vinh Phiic.
g b p JC |

- (an cir vao cac qui ché duge hign hanh cua Viét Nam.

Ha Néi, ngay )4 thang ¢ nam 2018

Ocgia

Trung tdm DI & ADR Qu

- Can cir cong vin s 400/VKNTTW-KH ngay 12/6/2018 ctia Vién Kiém

nghiém thuéc Trung wong gwi kém phiéu kiém nghiém s6 481295 ngay
12/06/2018 vé thuoe bot dong khod pha tiém Vintrypsine (Alpha chymotrypsin
5000 don vi USP), SDK: VD-25833-16, So 16 lo bot dong kho: 030118, NSX:

04/01/2018, HD: 04/01/2021; S6 16 lop dung moi: 010118, NSX: 02/01/2018,
g



CSDL BAO CAO ADR: DU LIEU CHO NGHIEN CcUrU
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B Cos6 KCB = Pon vi SX&KDDP = TNLS  =0=S4 bao co lity tién

S6 lwong bdo cdo nam 2019 theo tirng thing

CSDL bao céo ADR la ngudn quan trong dé hinh thanh gia thuyét nghién ctru, kiém
chirng giad thuyét va danh gia sau cac can thiép lén thwc hanh Iam sang

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



PHAN TICH TIN HIEU

Phuong phap so sanh bat doi xirng: So séanh ty 1& ghi nhan
ADR cua moét thudce so véi cac thude con lai trong CSDL

| capphinimgY | Knénggip ey
C6 dung thudc X
Khéng dung thuéc X C d

Tin hiéu dwec hinh thanh khi
ROR c0 Clos» > 1

ROR = (a/c) : (b/d)

v' Phu hop v&i co sé dir liéu tai Viét Nam ,
v Puwoc ap dung tai Trung tdm Canh giac Duwoc Qubc
gia Ha Lan (Lareb), FDA Thai Lan

Eugéne P.van Puijenbroek et al. (2002), Pharmacoepidemiology and Drug Safety
Leone R. et al. (2005), Drug Safety

mién phi tai CANHGIACDUOC.ORG.VN

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé



Phan vé 14 ADR nghiém trong dwoc ghi nhan pho bién
trong CSDI bao cao ADR
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i S6 bdo cdo phan vé -=E=Ty 1€ vdi tong sO bao cdo nghién ciru (%)

Lé Thi Thuy Linh (2015). Luéan van Thac si Dwoc hoc, Trwwé'ng Pai hoc Dwo'c Ha Noi.

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



SU’ DUNG THUOC TREN BENH NHAN CO CO BIA DI UNG
VOl THUOC CUNG NHOM

Thube 6 tién sir di tng | Thude nghi ngo gdy phan vé [S6 lwong bao cdo
) ceftriaxon 3
cefotaxim —
ceftazidim 1
cefuroxim cefotaxim 1
o amoxicillin/acid clavulanic 1
ampicillin —
amoxicillin 1
ampicillin/sulbactam 1
Khang sinh penicillin® amoxicillin 1
cefotaxim 1
Khang sinh cephalosporin® Cefalexin 1
Khang sinh beta-lactam* amoxicillin :
cefadroxil 1
ibuprofen diclofenac 1
diclofenac 1
NSAIDs*
floctafenin 1
meloxicam celecoxib 1

*: Khong ré thudc cu thé

Lé Thi Thuay Linh (2015). Luéan van Thac si Dwoc hoc, Trwé'ng Pai hoc Dworc Ha Nai.

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Phan vé veéi khdang sinh: tiép can t co so dio
liéu hao cdo ADR tai Viét Nam giai doan

Bang 2. ROR hiéu chinh cda cdc khdng sinh ¢6 hinh thanh
tin hiéu tai it nhat 1 giai doan tich lay

) ROR hiéu chinh (CI195%]
Hoatchat 102015 2010-2014 | 2010-2013 [ 2010-2012 | 2010-2011 | 2010
cefotaim (D 1,40 137 1,51 139 133 122
(1,26-1,561| [1.2-1,561 | 11,28-1,78) | [1,11-1,25) | (0.99-1,79] |[0,74-1,99)
ceftriaxon 1,44 1,30 1,19 1,10 0,97 1,63
[1,25-1,64] | 11,1-1,54] | (0.97-1.47] | (0,83-1.45) | (0,68-1,39] |[1,80-2,66]
cehazidim | 145 173 1,85 2,16 3,06 171
[1,25-1,68]| [1,45-2,06] | [1,47-2,32 | 11.6-2,921 | 12,1-4,471 | (0,813 58]
cefoperazon 1,47 1,44 1,45 1,29 1,20 0,85
(1,191,821 | [1,91-1,861 | 11.04-2,011 | (0,81-2,06] | [0.66-2,17] | (0,29-2,49)
wlepim | 1,68 1.25 13 141 @
(1,142,471 (0.76-2,05] | [0,56-2.25) | 0,52-3,83]
cefadroxl 1,76 1,60 1.9 3,09 4,94 s
[1,11-2,76]] [0.89-2,85] | [0,96-4,1] |[1,23-7,79] §1,48-16
cefaclor 1,19 0,91 .77 1,46 1,80 9,69
10,62-2.29] | 10.38-2,18) | [0.44-3.11] | [0.48-4.44) | [049.6.58] | [1.54
60,79]
clotamphenicol| 2,38 1,50 — - - -
[1,244,60]| 0,63,73]

Phan tich bang ROR: Khang
sinh la nhém thudéc cé nguy
co’ cao gay phan vé

Tap chi Nghién ciru Dworc va Thong
tin thuéc 2017: s6 5: 19-24.

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Drug Safety
https://doi.org/10.1007/s40264-018-0758-8

ORIGINAL RESEARCH ARTICLE

@ CrossMark

Drug-Induced Anaphylaxis in a Vietnamese Pharmacovigilance
Database: Trends and Specific Signals from a Disproportionality
Analysis

Table2 Some drugs and anaphylactic signals typical for Vietnam or
developing countries

Drug Cases ROR  95% CI

Amoxicillin/sulbactam 65 1.59 1.18-2.10
Glucose and/or electrolyte solution 59 1.97 1.43-2.67
Alpha-chymotrypsin 43 1.75 1.23-2.44
L-ornithine-l-aspartate 40 1.47 0.92-2.26
Tranexamic acid 22 3.62 2.10-6.08

C1 confidence interval, ROR reporting odds ratio

Phan tich ROR: Phat hién tin hiéu phan vé
cua mot so thuoc dac thu

Nguyen, K., Nguyen. et al. Drug Saf 42, 671-682 (2019).

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



PHAN NG TREN DA NGHIEM TRONG CUA ALLOPURINOL:
TU BAO CAO ADR DEN CANH BAO NGUY CO’

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Tw bao cao calam sang

o Bénh nhan 85 tudi dwoc chan
doan tang acid uric va dieu tri
bang allopurinol 300mg/ngay

o Sau khoang 3 thang diéu tri,
bénh nhan xuat hién:

« Ban doé bong da

» Loét hoc tw nhién (<2)

« SOt

— Hoi chirng qua man do
thuéc (DRESS)

~

Bao cao tr Trung tam Di (rng - Mién dich

lam sang, Bénh vién Bach mai

BAO CAO PHAN UNG DI UNG THUOC | Nei bio céo: TT DU-MDLS, BY Bych Mai
Théng tin vé ngudi bdo cdo, bénh nhdn va don vi bdo cdo | yis bénk sol |
88 dhege bdo mit Nghyvio G/02 [ Meaym 23740/ 3003

Mi doﬂ‘rl'rung tim Quoc gia Ei" Iy —
VIVM ) AHOT A30 F
[ Hodn thanh

Tinkh trang bdo cdo: ‘< Dién form

21 Theo dai
3GiGineNam CIN@ | 4Clnning: kg
3

6.Phdn (mg xuit hién sau lin cui cling ding

5.Ngiy xudt hi¢n phin img: h 2
918 thudc bao 1au? >3 Hiang

7.Md 14 phan (mg: 8.Chiin dodn thé lim sing dj img thudc:

CJBan d6 khong bong da CIMyn mi OMay day CIPhil Quincke
NZIBan d6 bong da CIHogi tir da CIViém mach [1Sé¢ phan vé

CIBan d6 nhay cim v6idnh sing  CBan sén khong xdc dinh | CICo thit phé quan [JHbng ban da dang

CIMuyn nude bong nude JLoét < 2 hdc ty nhién {1Ban myn mi ¢p todn thin

[JBan dgng xudt huyét CLoét = 2 hée ty nhién \Z/Hdi chimg qua min do thubc (DIHS/DRESS)

OMay day st DHdng ban nhiém séc 6 djnh

[2Phi Quincke [OGan, lach, hach to [JH®i chimg Stevens - Johnson
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khéng? khong?
Thuée 1: XC6 OKhdng DKhéng nglmg/gidm liéu Thube 1>1C6  TKhdng CIKhong tai sir dung
Thuée 2: )C6 DKhéng DKhong ngimg/giam lidu Thubc 2; CC6  CKhéng CKhdng tai sir dyng

Thudc 3: 0C6 DKhéng [IKhéng ngimg/gidm lidu | Thude 3: OC6  OKhéng CIKhong tai sit dung
17.Chi phi diéu trj dj img thube: 3
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| Dién thogi: 4
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Tang cwérng tin hiéu thong qua khuyén khich nhan vién y té
bao cao

Phoi hop thu thap théng tin SCAR
v&i Khoalam sang: mo hinh Khoa
Dwoc - Trung tam Di trng Mién dich
lam sang bénh vién Bach mai —
Trung tdm DI&ADR Quoéc gia

Dworc s lam sang phdi hop véi BS néi tru,
DS clia Trung tam DI & ADR Quéc gia: ghi
nhan, bao cdo cac ca phan ng trén da
nghiém trong do thudc (SCAR): 6 thang
cudi ndm 2013

= Sir dung form mau don gian.

= Tap huan cho BS néi trt, théng nhéat quy
trinh trao déi théng tin.

= Tham dinh va phan hdi bao céo

= Dinh ky hop téng két, rat kinh nghiém
cac ca thu nhan duorc.

BAO CAO PHAN UNG DI UNG THUOC

Noi bio cio: TT DU-MDLS, BV Bach Mai

Théng tin ve ngueoi bdo cdo, bénh nhdn vé don vi bdo cdo
s€ dirgc bao mdt

Ma bénh an:

Ngay vao /Ngay ra
Ma do Trung tim Quoc gia quan Iy §
i o : . . — ]
Tinht trang bdo cdo: 1 bién form ] Theo doi 0 Hoan thanh x
THONG TIN VE BENH NHAN ,
1.Ho tén: 2. Tudi: ‘ 3.Gioi: O Nam [Nt ‘ 4.Cén ning: kD

THONG TIN VE PHAN UNG DI UNG CUA THUOC

5.Ngay xuat hién phan tmg:

6.Phan rng xuat hién sau lan cudi cung diung
thuoc bao ldu?

7.Mb ta phan tng:

CBan do khong bong da

CBan do bong da

[CBan do nhay cam véi anh sang
CMun mrde bong nude

COMuyn mu
COHoai ttt da

DLoét < 2 hdc tir nhién

DBan sén khoéng xac dinh
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CMay day CIPhu Quincke
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THoi chiimg qua méan do thude (DIHS/DRESS)
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15.Ngtmg giam lieu thuoc, phan tmg di tmg c6 cai thién
khong?

Thube 1: JC6 TKhéng TKhong ngimg/giam lidu
Thude 2: 0C6 DKhéng JKhéng ngimg/giam lidu
Thude 3: JC6 CKhéng CKhong ngimg/giam lidu

16.Tai str dung thuoc, phan tmg di vmg cé xuat hién lai
khong?

Thube 1: TC6
Thude 2: TIC6
Thube 3: CH

CKhong CKhong tai sit dung
CKhéng CKhong tai st dung
CKhéng CKhong téi st dyng

17.Chi phi @iéu tri dj teng thudc:

THONG TIN VE NGUOI BAO CAO

18.Ho tén:

Nghe nghiép/chire vu:

DBién thoai:
Email:

Ngay béo cao:




Tang cwdng tin hiéu thong qua khuyén khich nhan vién y té
bao cao

Duwgec si+ Bacsi
lam sang

Duwgec si+ Bacsi
lam sang

Duwgec si+ Bacsi
lam sang

Duwaoec si

Duwaoec si

Hinh 1: Quy trinh bdo cdo ADR tai Trung tdm Dij (*ng & Mién dich lam sang

Xay dwng mau phidu khao sat ADR

Bé&nh nhan nhap vién,

di&u tri tai Trung tdm

Phat hién, theo dai

bé&nh nhan cé ADR

nghi ngér do thudc

Dién thdéng tin day da vao phiéu khao sat

Binh ki 1 tuin/lan

Thu thép phiéu ADR v& Khoa Duoc

Binh ki 1 thdng/lan

Grri cac phiu ADR dén trung tAm DI &
ADR Quéc gia

Hinh 3.1. So lwong bdo cdo va lily tién theo tirng thdang ciia Trung
tam Di teng-Mien dich Ldm sang va ciia bénh vién Bach Mai

250

200

150

100

50

Thang 6 Thang 7 Thang 8 Thang 9 Thang 10 Thang11

SO lrong bao cao clia Trung tim Di ving Mién dich 1am sang
56 Iwong bao cao ctia bénh vien Bach Mai
—8—Bo0 cao lily tien ciia Trung tam Di ttng Mién dich 1am sang

=>Bao cao liy tién cua bénh vién Bach Mai

Ghi nhan SCAR: DRESS, SJS/TEN, AGEP: 132 trwdng hop
Xac dinh thudc nghi ngd thwdng gép: allopurinol (21 trwdng hop)




KHAO SAT PHAN UNG D] UNG LIEN QUAN DEN ALLOPURINOL
TRONG CO SO DU LIEU BAO CAO ADR TAI VIET NAM GIAI DOAN 2006 - 2013

‘Bang 6. Cac loai phan (ng di (g thudc trén da va
niém mac do Allopurinol

Bang 8. Danh gia hinh thanh tin hiéu vé phan ing

Biéu hri'erl'r;rén . S6 '1”70"9 T%;‘?;A’ da nghiém trong véi Allopurinol
Ba% da 16 21 :9 Nam S8 béo céo %héxl 'L'mg danghiem | ooo ﬂ‘)::)?
Hoi chimg qua man do thudc B 205 - i : P s 51)5931 3
Héi chimg Stevens - Johnson 13 178 5006-2007 3 33'8 = 1- - '141 -5
Vien,:A 3: gggvé 3 2? 2006-2008 2 356 [ 12,9-98,1
T ! : 2006-2009 3 245 | 95-633
g ban da dang 1 14
e 2006-2010 3 205 | 77-549
Ban mun md cap toan than 1 14 20062011 3 %= 1111-558
H6i chimg hoai t{r thuong bi nhiém doc 1 14 : ; d
Loét miéng 1 14 2006-2012 : 207 | 86-500
Bqng nudc 1 1'4 2“]_6-2013 == 30 L 45,3 33,9 - 60.6
Tong 73 100,0

= Phan (rng trén da nghiém trong 1a mét ADR can
dwoc quan tam cua allopurinol

Tap chiY hoc thwec hanh 2015. 954.tr 106-110

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Tiep tuc theo ddi SCAR

ORIGINAL ARTICLE WILEY  tiiea prarssey i Terapestcs © D)

Drug-induced Stevens-Johnson syndrome and toxic epidermal
necrolysis in Viethamese spontaneous adverse drug reaction
database: A subgroup approach to disproportionality analysis

TABLE 3 Drug-induced SJS/TEN and signals in the Vietnamese database 2010-2015. ROR, reporting odds ratio; THM, traditional or

herbal medicine

SJS/TEN

Case number
Drug (N = 136)
Carbamazepine® 25(18.38%)
Paracetamol® 22 (16.18%)
Allopurinal® 15(11.03%)
THM* 7 (5.15%)
Cefotaxime & (4.41%)

Sulfamethoxazole/trimethoprim® & (4.41%)
Cefixim* 5(3.68%)
Rifampicin 5(3.68%)

Mumber of cases

Noncase number Mean TTO of cases  with concomitant
(M = 2808) (£sSD)* medication (%)
53(1.89%) 2.4 (£5.0) 20 (B0O3%)

103 (3.67%) 2.2 [£1.5) & (2736)

67 (2.39%) 14.1 (£8.9) 12 (80%)

51 (1.82%) 11.1 (+10.5) 5 (71%)

401 (14.29%) 8.3 (£8.3) 3 (50%)

47 (1.67%) 6.8 (+11.4) 1(17%)

35 (1.25%) 2.6(£1.3) 1 (20%)

414 (14.75%) 31.3 (£20.1) 1 (20%)

Adjusted ROR [95%
cl]

11.99 [7.07-19.92]
5.23 [3.1-8.49]
4.2 [2.2-7.59]
276 [1.12-5.84]
0.3 [0.12-0.64]
3.1[1.16-6.9]
3.34 [1.13-8]
0.18 [0.06-0.41]

= Céc thuéc c6 nguy co’ cao gay SCAR khéc: carbamazepin, thuéc cé

nguén goéc dwoc liéu

Nguyen, K-D, et al. J Clin Pharm Ther. 2019; 44: 69- 77.

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mien phi tai CANHGIACDUOC.ORG.VN



Yéu to di truyén di trng thuoc

ALLELE FREQUENCIES §
HLA B*1502

0-1.6 % ||
1.6-4.8% =]
48-128% @

ALELLE FREQUENCIES
HLA B*5801

0-12%

1.2-3.7%

12-55% W

3.7-84% W
HLA B*1502 HLA B*5801
Dot bién téng nguy co’ SIS voi Dot bién téng nguy co’ SJS voi g
carbamazepin 1023 lan allopurinol 580 lan ¥

2 Nghién ctru tam soét gen di trng thudc gidp
lworng gia va giam thieu nguy co

Becquemont L. Pharmacogenomics 2009; 10: 961-969



Phong tranh SCAR do allopurinol: séng loc qua xét nghiém
gen dé lwa chon thuoc

Clinical Pharmacogenetics Implementation
Consortium Guidelines for Human Leukocyte
Antigen-B Genotype and Allopurinol Dosing

MS Hershfield!?, JT Callaghan®*>, W Tassaneeyakul®, T Mushiroda’, CF Thorn®, TE Klein®
and MTM Lee?10:11

CPIC GUIDELINES

Table2 Recommended therapeutic use of allopurinol by HLA-B genotype

Classification of
Genotype Implications for phenotypicmeasures ~ Recommendations forallopurinol ~ recommendations®
Noncarrier of HLA-B*5801 (*X/*X)° Low or reduced risk of allopurinol-induced ~ Use allopurinol per standard dosing ~ Strong
SCAR quidelines
Carrier of HLA-B*5801 (HLA-B*5801/%X > Significantlyincreased risk of Allopurinol is contraindicated Strong
HLA-B*5801/HLA-B*5801) allopurinol-induced SCAR

Trung tam DI & ADR Quéc gial Tai lieu dwoclchia sé mi&n phi tai CANHGIACDUOC.ORG.VN

HLA-B, human leukocyte antigen-B; SCAR, severe cutaneous adverse reaction,

*Rating scheme described in Supplementary Table 54 online. °HLA-B genotype other than HLA-B*5801 is indicated by *X.

CLINICAL PHARMACOLOGY & THERAPEUTICS | VOLUME 93 NUMBER 2 | FEBRUARY 2013



Phong tranh SCAR do allopurinol: séng loc qua xét nghiém
gen dé lwa chon thuo6c

Brief Communication

Allergy Asthma Immunol Res. 2017 January;9(1):79-84.

@CmssMark https://doi.org/10.4168/aair.2017.9.1.79
e n]SSN 2092-7355 « elSSN 2092-7363

Validation of a Rapid, Robust, Inexpensive Screening Method for
Detecting the HLA-B*58:01 Allele in the Prevention of
Allopurinol-Induced Severe Cutaneous Adverse Reactions

Dinh Vian Nguyen,"*** Christopher Vidal,* Hieu Chi Chu,* Richard Fulton,” Jamma Li,*> Suran L Fernando'*®

'Sydney Medical School - Northern, University of Sydney, Sydney, Australia

“ImmunoRheumatology Laboratory, Pathology North-Northern Sydney, St Leonards, Australia
3Department of AIIergy and C||n|cal Immunology, Hanoi Medlcal Un|verS|t\/ Han0| Vietnam I
4o A B2 -

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN




QUAN LY THUOC CO NGUY CO CAO: THUOC CAN QUANG

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



KET NOI BAO CAO ADR VO'I SU’ DUNG THUOC HOP LY,
AN TOAN: QUAN LY THUOC CO NGUY CO CAO

‘H

[ Xenetix

.z,
ap

Tam ngung sir dung cac

16 thuoc can quang CV 14212/QLD-CL ngay 30/08/2013
Xenetix 300mg/50ml Tam ngimg st dung cac 16 thude can quang

Xenetix 300mg/50ml 12WC034A va 12WC027C.

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S&/ ¢/ J/QLD - CL Ha Ngi, ngay, yhangll nam 2013

V/v tam ngimg st dung céc 16 thude
can quang XENETIC 300mg/50ml

Kinh glri: - S¢ Y té céc tinh, thanh phd truc thudc Trung uong;
- VPDD cong ty Hyphens Marketing & Technical Service Pte. Ltd.

Trong thoi gian vira qua, d3 xay ra mét sé truong hop phan tmg c6 hai lién
quan dén viéc sir dung cac 16 thudc can quang XENETIC 300 mg/50ml - S6 16:
12WC034A va 12WC027C; SPK: VN-4976-07 do Céng ty Guerbet - Phéap san xuit,
Céng ty Hyphens Marketing & Technical Service Pte. Ltd ding ky. Dé dam bao an
toan cho nguoi stir dung, Cuc Quan ly dugce thong bao:

1. Tam ngimg viéc stir dung ddi véi cac 16 thube can quang XENETIC 300
mg/50ml - S6 16: 12WC034A va 12WC027C; SPK: VN-4976-07 do Coéng ty

Guerbet - Phap san xuit, Cong ty Hyphens Marketing & Technical Service Pte. Ltd
dang ky.

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



BAO CAO ADR LIEN QUAN PEN THUOC CAN QUANG

Nim | ADR s quan t6i | b0 o | lien qwamtei | 1Y 1Ebio cio TCQ chir
TCQ ¢6 chira iod ADR TCQ chirajod | 1©9/t0ng so baocao (%)

2006 18 704 44 2.56

2007 29 1328 82 2.18

2008 26 2032 52 1.28

2009 16 2499 35 0.64

2010 11 1807 21 0.61

2011 35 2407 48 1.45

2012 55 3024 75 1.82

Téng (290) 13801 357 (L4)

Cac thuéc can quang da dwoc bao cao:

iobitriol (Xenetic), ioxithalamat (Telebrix), ipromid (Ultravist),
iopamidol (Pamiray va lopramio)

Nguyén Phwong Thuy va cs. Tap chi Dwore hoc s6 2/2014

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



BIEU HIEN ADR LIEN QUAN PEN THUOC CAN QUANG

2006 | 2007 | 2008 | 2009 |2010 | 2011 | 2012 | Tong | Tyl¢ %
N=18 | n=29 | n=26 | n=16 | n=11 | n=35 | N=55 n=190
Sbc phan vé/ 1 1 2 3 6 14 31 58 30,5
phan trng phan vé
Tu vong 0 0 1 - 0 1 5 I EN

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN

Nguyén Phwong Thay va cs. Tap chi Dwoc hoc s6 2/2014



HINH THANH TIiN HIEU RO RET VE PHAN VE CUA THUOC
CAN QUANG TRONG CSDL BAO CAO ADR

ROR adjusted by age and gender [95% Cl]

Suspected drug

Case Noncase

Cefotaxime 1.9 [1.2-3. 1.9[1.5-2.3]
Ceftriaxone 2.6 [1.6-4.1 1.7 [1.3-2.2)
Ceftazidime 197 869 2.7 [1.3-5.6] - 3.2[2.4-
Cefoperazone 83 388 1.3[04-3.7] | 1.8[0.9-3.1] | 1.9[1.2-3.0] :
Cephalosporins Cefalexin 47 312 1.7 [0.7-3.9] 0.9 [0.5-1.9] 1.0 [0.6-1.7] 0.8 [0.5-1.1) 1.5 [1.'1-»2.0] <
Cefepime 20 111 .- - 2.0[0.7-5.4] 1.6 [0.8-3.2] 1.7[11
Cefazolin 19 13 09(0.1-7.1] | 1.1[0.3-3. 14[0633] | 1.4[0.7-2.7) 1.8 [1.1-2.9]
Ceftizoxime 18 91 9.2[0.6-151.8] | 8.8 [1.2-63.1 2.6[0.5-13.0] 2.1 [0.8-5. 1] 1.9[1.2-3.
Cefadroxil 16 69 --- 7.3 ) [2.11 3.1 [1. 2.5[1.
Ampicillin 56 382 301 1.8 [1.0-3.2 1.5[0.9-2.3] 1.6 [1.1-21_ 1.4[1.11
Penicillins Phenoxymethylpenicillin | 18 47 4.7[14-15.8] | 4.3[1.5-12.8] | 4.1[1.6-10.1 4.1[1.8-9.1] 4.7 [2. b
Benzylpenicillin 15 83 - 2.5 [0.8-7.5] 2.0[0.9-45] 2.2 [1.2: 1.8 [1.0-3.1
Aminoglycosides Gentamicin 35 222 2.7 [0.9-8.3] 1.9 [0.9-3.9] 1.6 [0.9-2.9] 1.7 [1.1-27] 1.7 [1.2-2.¢
Amphenicols Chloramphenicol 17 82 4.4[15-13.0] | 2.1[0.8-5.5] 26 1.8 [0.9-3.7] 2.1 [1.
Lidocaine 42 144 | 3.4(09-12.7] | 27[1.1-68] | 38[2167] | 43[2865] | 3.5[245.
PR Propofol 18 54 s = 47(04-521) | 29[1.3-65] | 43[257.
Bupivacaine 17 67 2.4[0.3-21.8] 1.0 [0.1-8.3] 1.9 [0.5-6.6] 2.0[0.9-4.4) 3.1[1.7-5.
Santan bl S mﬂ]—% : =t
lobitridol 30 122 Sz 28[0.7-10.3] | 1.2[04-36] | 22[1.3-3.8] | 2.4[1.63.7)
Contrast media loxitalamic acid 26 80 .9 12. ) 2.7[1.2-6.1 6[1 3.5 [2.2-5.
lopromide 25 78 .- 3.8[1.3-111 2.1[0.8-58 341 3421 N
Antacid Omeprazomn ™ [ o | 37]03-30 113 317 T8 :
Ranitidine 12 36 16.8 [1.5-188.7] | 6.8 [1.8-25. 3.8 [1.4-10.1] 3.8 1. TQ 39 7
Solution additives Amino acid 18 86 43[1.1-17.7] | 3.5[1. 2.9[1.3-6.1] 20 2.0 [1.2. o3
Hematological agents (enzymes) | Chymotrypsin 36 175 3.7[0.9-14.1] | 2.0[0.7-5.3] 2.3[1.24.2] 1.9 [1.1-3.1] 2.1[1.5-31] S
Antifibrinolytics Tranexamic acid 12 33 8.9[0.5-14.8] | 8.6 [1.7-43. 9.7[3.5-27.0] | 9.3[3.9-21.0] | 46][2 ‘
Muscle relaxants Afracurium 16 23 - 9.9 [0.6-159.1] m.|§.r-11g| 21.2 [6. 20.3
System hormonal preparation |Oxytocin 18 125 .- 1.8[0.5-6.2] | 2.7[1.2-6.0) 2.6 [1.4-4.7] 1.5[0.9-2.5]
Antineoplastic agents Oxaliplatin 11 40 9.4[0.6-151.2] | 1.7[0.2-149] | 0.9[0.1-6.8] 2.6 [0.9-7.2] 2.7 HJM_]

— anaphvlaxis signal was not detected

Lé Thi Thuy Linh va cs. Poster tai Hdi nghi ASEAN vé dao tao va nghién ctru Dwoc hoc lan thir 1,
thang 12/2015, Bangkok,Thai Lan.



Can xay dwng va ap dung hwéng
dan thwe hanh chuan trong st dung
thuoc can quang
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3.1, CONTRAST MEDIUM EXTRAVASATION
.2. PULONARY EFFECTS OF I0DINE-BASED CONTRAST MEDI
3.3. EFFECTS OF IODINE-BASED CONTRAST MEDIA ON BLOOD

3.4 CONTRAST MEDIA AND CATECHOLAMINE PRODUCING TU
PARAGANGLIOMA)

3.. PREGNANCY AND LACTATION

3.6. INTERACTION WITH OTHER DRUGS AND CLINICAL TESTS
3.1, SAFETY OF ULTRASOUND CONTRAST MEDIA

3.8. SAFETY OF BARIUM CONTRAST MEDIA

02 RENAL ADVERSE
 REACTIONS
03 MISCELLANEOUS )

U} QUESTIONNAIRES (PDF)

MILD * Nauses, mitf vomitng
Urtcariz

* Irching

Bing 4: Cac yé"u to nguy co cé thé giay phan

ing twong tw di img voi thubdc can quang

Phan tng v&i thuoce can quang triede do

Tién st di g

Bénh tim mach

Mt nude
Bénh than

Tuéi: tré so sinh/nguoi cao tudi

Bénh vé huyét hoc/chuyén héa (vd: hong cau

hinh liém, da hong cau)

Lo au/tram cam

Thudc: thuoe chen beta, interleukin-2, aspirin,

NSAID

Miua: thoi ky di tmg phén hoa

Bang 5: Hwéng dan xw tri soc phan vé

ciia ESUR nam 2004
|

1. Goi nhém héi sire

2. bat néi khi quan néu can thiét

3. Nang cao chan bénh nhan néu bi ha huyét
ap

4. Thé oxy (6-10 L/phnut)

5. Tiém bép adrenalin (epinephrine)
[1:1000]. 0,5ml (0,5mg) vé1i nguedi 16n, nhac
lai néu can. Péi véi tré nho: 0.01mg/ke dén
lidu t6i da 0.3mg

6. Truyén dung dich tinh mach (vi du: dung
dich muéi, dung dich Ringer Lactat)

7. Thube khang histamine H, (vi du: tiém
tinh mach diphenhydramin 25-50mg)

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Thuodc can quang

BOYTE
BENH VIEN BACH MAI " . . .
PHIEU CHI PINH CHAN POAN HiNH ANH (NQI TRU)

Cpein | Thuomg | |
Dia chi thye hign:

A—PHAN DANH CHO BAC Si CHI DINH
1 - Théng tin hanh chinh:

Tudi..... Nam/Nir.

M bénh an/Sé BHYT

Khoa/pho S6 giwomg: ...

Chén doan:

2. Yéu ciu chiéu/chup: 3. Cic yéu to nguy co ciia b¢nh nhin

Noi dung Noi dung Cé

Khong

Tién sir dj img

Tién st hodc dang méc bénh hen

Tién sir hodic dang méc bénh than

Suy tim

Tang huyét 4p

Dii thio dudimg

Tién sir bénh cudmg gidp

C6 thube cin quang D Pang sir dung thude chen B, metformin

Pang sir dung céc thude ddc tinh trén
thin nhu: NSAIDs, ACEIL aminosid,
ycin, cisplatin, cycl ;i

Khéng thube cin quang

........ gi..... phiit, ngay ........thang.......nam 201......
Bic s§ chi dinh
(ki, ghi rd ho tén)

B - PHAN DANH CHO KHOA CHAN DOAN HINH ANH
1 - Chi djnh thube can quang:

Tén thudc ( ham heong, nong dg):

Liéu lugng: Pudng diing (ghi rd vi tri tiém

Thoi diém tiém thudc: ..........gid.......... phit, ngay..... thing........ nam.
2 - Theo ddi bénh nhin trong va sau tiém thude (Danh cho bic si/diéu dudmg khoa Chin doin
hinh anh va khoa lim sang):

Bénh nhén c6 gap phan img bit lgi nao sau tiém khong? (ghi ro biéu hién va xir tri néu o)

....... giO..... phiit, ngay ........thang.......nam 201......
Bic sy CDHA
(ki, ghi 16 ho tén)

Diéu duimg thye hign
(ki, ghi ré ho tén)

BENH VIEN BACH MAI

L

QUY TRINH
GIAM SAT ADR CUA THUOC CAN QUANG
TAI KHOA CHAN POAN HINH ANH

QT.01.CDHA-DUOC

Mg viet MNguii kiém tra MNgwrii pheé duyét

Hg va tén Bui Ngoc Thire Ngu}'En Hé-ng Thay

(:5.T5. Pham Minh Thing

Ky

hi tai CANHGIACDUOC.ORG.VN

& mién p
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MAU BAO CAO ADR CUA THUOC CAN QUANG

PHU LUC 1

M bao cao: BY Bach Mai
BAO CAO PHAN UNG CO HAI CUA THUOC CAN QUANG Ma bénh dn:
Thang tin vé npwdt bde cdo, bénh mhin va don v bdo cdo ¢ dirge bao mar | Ma do Trung tim ADE guan ly:

THONG TIN BENH NHAN

1. Ho tén: 2 Tudn:

3. Gigi: ONam ONit 4. Cin ning: kg

5. By co mit cua cac w:u i nguy co trong phan ing v
thuilc can quang:
O Suy than (Creatinin=
0O Bai thao duong O Suy tim
O Hen ph: quan
O Benh khac (ghi ré)

)

8. Mgay xuit hién phan img;

6. Tienswdidmg: OCSd 0O Khong
Neuw oo, ghi rd di img won thuoe gis

7. Bénh nhin co tién s di ingfgip phan (ng co hai lién
quan den thuoc can quang khong?
O O {ghi rd phan imgj:

O Khing O Khing co thong tin
THONG TIN VE PHAN UNG CO HAL

9. Phan img xudt hién sau khi dimg thuéc bao lu?

hi tai CANHGIACDUOC.ORG.VN

& mién p

[ {0 phi O giod O ngiy)
10. Mo ta phan img
Boi logn todn RANC | g4 jnan tidy héa: R.di loan i h: Rai logn bé hap: Phan umg khac {ghi
O Nong/dmioan |- oo USRS | 0 Dauhong ro)
than O Budn mon O Loan nhip tim O Co that phe quan O
O Soc phan v 0 Man O Ha huyét ap Phi thanh quan
Roiloandavimd | o pay bung Ri loan thin-tict Roi loan TKTW va
durcn da: _ . ) miEn: ngoal bidn:
O Bautgi chd tigm | O Tiéu chay O Ting creatinin O Nhirc dau
O MNgira 0 K hi miéng O Thicu nicu O Chong mét
O May day . oL O Suy thin 0 B mo hdi
O Phit ban O Migng co vi lom O Run tay chin
O Phis mach logi

12 Xr tri:

11. Mirc d6 nghiém trong: O Xir tri tai khoa:

O Tir vong e 0 Tiép tuc i tr tai khoa
. O Corticoid {gha rid: ] A . :
O Be dpa tinh mang . —_— lim sang
O Nhip vién 00 Khang h_“mmnmh' o S—— O Chuyen cap <l
O Khéng nghiém tron & Adrenalin Senr i i
ong 0 Khac (ghi rd: ) 0 Khdng xir tri
14. Tén thude (biét duge, hoat chat): 56 la: Han

ding: Lieu dimg {ml): Enromg dimg:
15. udc phan i ;

17.Ho®én:__
Dién thoai: Email:

- MHNghénghépfchicvp:

Logi bao céo: O Lan daw 0 Bo sung MNpay bdocio: (/20

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia s



Tang cwong phat hién ADR thong qua bao cao co chu dich

Giam sat tich cwec tai
Trung tam Di &vrng-MDLS

‘ Giam séat tich cwe Khoa
Chan doan hinh anh Giam sat tich cwec tai 3

o BiocioADRtodnvién -> BiocsoADRuwnguyén ~ CNUYEN khoa: Di rng, Ung
bwéu, Tam than

o |
=
—

S6 bao cao
[+ ]
S

[\ y =-0,003x + 153,73;/p=0,251
CAm| WA

2013 2014 2015 2016 2017

S6 lwong bao cao ADR cia bénh vién Bach mai giai doan 2013-2018:
vai tro can thiép cua Dwoc si

Tran Nhan Thang va cs. Tap chi Y hoc 1am sang; s6 101/2018; tr 70-80

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Quan ly thudc c6 nguy co’ cao: danh gia nguy co xuat hién
bénh than do thuéc can quang (CIN)

= Cohort tAm soéat tién clru ca

S4 BN tai céc phong chup duge tiém
TCQ chira iod n = 1346

Sé BN khong c6 két qua ) BN co Ch" d”lh tiem TCQ
creatinin huyét thanh trude khi u 40 Ca Xuat h|en CIN (7’1%)’
nn=2n trong d6 6 ca (1,1%) co y

BN c6 xét nghiém creatinin huyét ng hTa |ém Sé.ng (CSCI N)
thanh trude chup n= 1049 - Yéu té nguy co'"

S6 BN khéng tiép can duoc BN dang duoc loc mau chu ky " TU6| > 70 OR — 2 ) 28
bénh an (n=19) hodc loc mau cép ctru (n = 7) (1 11-4 68)

| | = MLCT thap (< 30
{ BN dugc tra ctru két qua xét nghiém J ml/phut) OR — 7’97

creatinin huyét thanh sau chup n = 1023

ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.OE&.VN

|

| (2,49-25,57),
BN khong c6 két qua xét nghiém J_ = Thé tich tiém TCQ Ién (>i,
creatinin sau chup (n =457) e
200ml): OR=3,12 3
[ BN duogc lyra chon vao phéan tich J (1 : 12-8’68) E
n= 566

BUi Thi Ngoc Thwe va cs. Dwoe hoc; s6 11/2015: trang 9-13



Quan ly thudc c6 nguy co’ cao: danh gia nguy co xuat hién
bénh than do thuéc can quang (CIN)

Giam thiéu bénh than do thuéc can quang:

= Pinh nghia, yéu t6 nguy co (bé&nh nhan, quy
trinh chup), cach wéc tinh MLCT

ESUR Guidelines = Quy dinh thoi diém xét nghiém chlrc nang

on Contrast Agents than trwdc va sau khi tiém thude can quang

European Society of Urogenital Radiology

=  Trwdc khi lam xét nghiém chan doan hinh
anh: Dy phong trén bénh nhan cé yéu t6
nguy co

= Trong khi lam xét nghiém chan doan hinh
anh: Iwa chon loai thudc, liéu dung thubc
can quang

= Theo ddi bénh nhan sau khi lam xét nghiém

chan doan hinh anh

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Panh gia nguy co xuat hién bénh than do thudc can quang
(CIN): tiéep can cohort so v&i ghép cap diem xu hwéng
(propensity score matching)

Intravenous Contrast
Material-induced Nephropathy:
Causal or Coincident Phenomenon?”

Robert J. McDonald, MD, PhD Radiology 2013; 267:106-118
Jennifer S. McDonald, PhD

John P. Bida, PhD

Rickey E. Carter, PhD

Chad J. Fleming, MD

Sanjay Misra, MD

Eric E. Williamson, MD

David F. Kallmes, MD

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Panh gia nguy co xuat hién bénh than do thuoc can quang
(CIN): tiep can cohort

N

(Absence devaleur SCr  1.299PDC
& Répétée de I'examen: 11.908 NPDC

- Dialyse: 0PDC
35 NPDC

14.274 patients ayant bénéficié d'un
examen de radiographie/scanner/IRM

- dossiers médicaux 6 PDC -;6—9.

977 patients inclus Q\accessibles: 49 NPDC ) a

€

Total :

[ 198 PDC ] [779 NPDC]

l l OR[IC95%] 2

Post-AKI absolu { 12 (6,1%) ] [ 20 (2,6%) ] 2,448 [1,176; 5,098]§
Post-AKI relative [ 32 (16,2%) ] ( 70 (9,0%) ] 1,952 [1,244; 3,065] 2

Nguyén Thu Hwong. Bénh vién Giao théng Van tai Ha ndi. Master Mekong 2016



Panh gia nguy co’ xuat hién bénh than do thudc can quang
(CIN): tiep can ghép cap diem xu hwéng (PSM)

mﬁ

a
\

Post-AKI

Non Post-AKI

Post-AKI

<a

0‘\é

Non Post-AKI

[ NPDC |

Nguyén Thu Hwong. Bénh vién Giao théng Van tai Ha ndi. Master Mekong 2016

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Panh gia nguy co xuat hién bénh than do thuoc can quang
(CIN): tiep canghép cap d

propensity

Age

Sexe feminin

Sexe_masculin

SCr_de_base

eDFG_de_base

Score_Charlson

Modele 1

Variables P
Age 0,767
Sexe 0,925
féminin

SCr de 0,375
base

eDFG de 0,565
base

Score de 0,650
Charlson

@ before matching
® after matching
1 | | 1 |

04 00 04

Nguyén Thu Hwong. Bénh vién Giao théng Van tai Ha ndi. Master Mekong 2016

>

propensity

Age

Sexe_feminin

Sexe_masculin

SCr_de_base

eDFG_de_base

Score_Charlson

Uropathie_obstructive

iem xu hwéng (PSM)

Modele 2

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN

Variables p
. o| |Age 0,506
Sexe féminin 0,826
SCr de base 0,508
: o eDFG de 0,635
base
g Score de 0,870
Charlson
Nephropathi 0,244
= e obstructive
Hypertension | 0,670
Diabéte 0,682
s “1 |IRA 0,760
© before matching
: °3ﬂ$r m:m:lhmg |RC 0'981
0H5 00 05



Panh gia nguy co’ xuat hién bénh than do thudc can quang
(CIN): tiep can ghép cap diem xu hwéng (PSM)

977 patients inclus

) . Total
198 PDC 779 NPDC J
— — — — — Appariement — — — — —
l—— Modele 1 —1 l_[ Modele 2 }—l
[ 194 PDC ] [370 NPDC ] 122 PDC 237 NPDC

Post-AKI absolu [ 12 (6,2 %) } [ 6 (1,6 %) ] [ 6 (4,9 %) ] [ 8 (3,4 %) ]

OR [IC 95%] 4,000 [1,477; 10,830] 1,481 [0,502; 4,368]

Post-AKI relative [ 32 (16,5 %) ] [ 35 (9,5 %) ] [ 14 (11,5 %) ] [32 (16,5 %) ]

OR [IC 95%] 1,891 [1,130; 3,164] 1,008 [0,508 — 2,002]

Nguyén Thu Hwong. Bénh vién Giao théng Van tai Ha ndi. Master Mekong 2016
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ADR PHONG TRANH PUOC:
HOAT PONG TRONG TAM CUA CANH GIAC DUOC

...“Sai s6t trong sir dung thudc la mot tinh huéng co thé

\ . NPT & L ia HE THONG BAO CAO
phong ngia duge ma co thé gay ra hay dan dén viéc VA HOC HOIVE SAISOT
* A A ’, A A . A LIEN QUA“ BEN THUOC:
dung thuoc khong hop ly hay gay ton hai cho bénh VAT TRO CUA CAC TRUNG TAM

CANH GIAC DUOC

nhdn khi thude dugc dung béi nhan vién y té, bénh
nhan hay nguoi tiéu dung”...

National Coordinating Council for Medication Error Reporting and Prevention (NCC MERP)

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



DANH GIA ADR PHONG TRANH PUQC: Tiem nang ttr CSDL

KHAO SAT PHAN UNG DI UNG LIEN QUAN BEN ALLOPURINOL
TRONG CO SO D LIEU BAO CAO ADR TAI VIET NAM GIAI DOAN 2006 - 2013

Bang 2. Théng tin vé liéu dung ctia Allopurinol

bac e R,
didm Phan nhom: s6 bénh nhan (ty 1&)
LB | ts0mg | 200mg 30mg | 600mg
‘;;g 1(2,3%) 1(23%) | 39(886%) | 3(6,8%)
Tong 1200
liu |150mg|200mg | 300mg | 600 mg (900 mg mg
diing 1 1 30 7 1 1
trong | (24%) | (24%) | (73.2%) | (17,1%) | (2.4%) 2.4%)
24 gid® '

od NP~y r - . =

Bang 4. Chi dinh khéng phli hdp va khéng danh gia
dudc cua Allopurinol

Chi dinh S6 luang
Khong | Tang acid uric don thudn khong triéu chimg | 23 o4
phu hop Lao hach 1
Sdi than/sot
dg:g';?é (khong c6 két qua xét nghiém acid uric mau) 1 9
Py Khong ro (ly do s(r dung thuéc chua duoc dé 1
' _cap trong bao cao)

St dung allopurinol & mtc liéu cao
va chi dinh khéng phu hop lam
tang ty Ié ghi nhan ADR

Tin hiéu an toan cva ceic thuéc ¢o chi phi Bao hiém
y té cuo nhét nam 2016: phén tich o co sé di liéu =

Phan trng tiém truyén lién quan dén
fluoroquinolon la tin hiéu dac biét tai
Viét Nam

gy vy byt o g
bao cio ADR tai Viét Nam x
O
4 3.6 3.0
) 3.1 29 29 29 3.0 3.043.03 .§
3 2.47 (@) ®© © @ (5) ) Iz
: 1.9 a
241417 1.26 Z
T ,1'1@.78 0.77 0.75 .5 0.72 T 1@96 62‘)}
1 L 2 A
0000 f 5
0 1 @
L1 e al ;
o ©
@®Viét Nam @ VigiBase £
-2 T T T T T T T T T T T T T a
[}
F & & & & L &P & LI ks
b . . S & . kadi . °
TSI SET TS o
‘& , . , . & G N d S 5

S R R S S R IS
é&d. ‘b'c;& ) o‘%\ . \Q;ip (\}& \‘b‘&'\ c»)& & . Q\‘(‘}\ & é@& c,é& QSQ%\ '_.
SN N N SN I I U R I ©
& O& & & & & %047 QO*' 0*'% < Q& Q\ 45'@0 g
(\9& \\\$ RS & “Q
3 & R @ ¢}
' S N x
& ke fa)
ke <
o
[a)
£
]
2
=}
E

Tap chi Y hoc thyc hanh 2015. 954.tr 106-110

Tap chi Nghién ctru Dwoc va Théng tin thudc 2018: sb 5: tr17-24



CONG CU PANH GIA pADR

Van
dé/sw

dung PADR
thudc

Pa dang, chwa c6 phwong phéap t6i wu
- Phan loai cua Hallas va cong sw
- B& cau hai cua Schumock va Thornton

- Phwong phap P (WHO): phat hién ME mét cach hé
thong tir bdo cédo ADR , 20 tiéu chi

- Thang danh gia cua Phap: 4 tiéu chi chinh

Hallas J., Harvald B., et al. (1990), J Intern Med, 228(2), pp. 83-90.
Schumock G. T., Thornton J. P. (1992), Hosp Pharm, 27(6), pp. 538

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



PHAN TiCH TINH “PHONG TRANH BU'Q'C” CUA ADR TRONG
CSDL BAO CAO TAI TRUNG TAM DI&ADR QUOC GIA

Str dung phwong phap P ctia T6 chirc Y té thé gidi

9. K& don khéng phu hop theo dac diém bénh

2 & an kho an thu?
nhan (tudi, gi¢i tinh, mang thai, khac) 19. Bénh nhan khong tuan thu

1. Sailiéu 11. Tién st di tng véi thubc hodc nhém thude &
2. Sai dwong dung thude 12. Tuong tac thudc da xac dinh ¢
3. Sai khodng thoi gian dung thube 13. Trang I3p tri liéu 3
4. Sai dang thuc dung 14. Khéng str dung thubc can ding B
5. St dung thudc hét han 15. Hoi chirng cai thude E
6. Luru triy thuéc khéng diing ﬁg.pTheo ddéi ldm sang/ can lam sang khéng phu 5
7. L&i cach dung 17. St dung thubc chat luwong thap £
8. Chi dinh sai 18. Thubc gid

10. Ké don khong phu hop vaéi tinh trang lam

~ ~ N X n ,?
sang clia bénh nhan (hosc bénh Iy khac) 20. Bénh nhan ty dung thuoc ké don”

Benkirane R et al. Drug Saf. 2015; 38: 383-393



THANG DANH GIA pADR CUA PHAP

ADR da dwoc ghi nhan trong y van
chwa?

Sai sot trong qua trinh lwu hanh

thuoc c6 thé la nguyén nhan truc

tiép dan t&i ADR khong? San xuat;

Cap phat Ké don; Str dung; Dich

don; Twy str dung thudc ké don;
Van dé tuan tha)

co

Tinh diém cua tirng thudc theo cac

tiéu chi

THUOC

A - Tuan tha khuyén céo (chi dinh, chong
chi dinh, than trong, liéu dung, cach dung
va twong tac)

BENH NHAN

B - Céac yéu td nguy co khac dwoc xac
dinh & bénh nhan

C - Tinh phu hop cta don thudc voi diéu
kién va hoan canh song ctiia bénh nhan

KE DON

D - Viéc ké don (hoac ty s dung thudc)

& bénh nhan la khéng thé tranh khoi

Olivier, P., et al., Validation d’une échelle de mesure: exemple de I’échelle frangaise
49
d’évitabilité des effets indésirables médicamenteux. Therapie, 2005. 60(1): p. 39-45.

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



PHAN TiCH TiNH “PHONG TRANH DU'Q'C” CUA ADR TRONG

CSDL BAO CAO TAI TRUNG TAM DI&ADR QUOC GIA

Loa

Budc 1 (phuong phap P)

1013 BC*
i BC !—h Loai 250 BC
763 BC
599 BC khong phat
- hién ME

164 BC nghi nga

O ME

Budc 2 (chuyén gia)

Budc 2 (chuyeén gia) l

" o

12 BC ¢d chi dinh off-

label hop ly

85 BC co/co thé la
pADR

*BC: bado cdo

152 BC {0127 BC “co ME”
®25 BC “cd thé la ME”

*60 BC “co pADR”
@25 B( “co thé la pADR”

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN

DPoan Thi Phwong Thao va cs. Tap chi Nghién ciru Dwore va Thong tin thudc; sé 2/2017: 2-6



Lién quan gilra sai sot va ADE

Lidu

Chi
dinh

Ty
dung
thude

ké don

Céch Tién str Twong Trung

dung diwng téac

Loai sai sot

lap tri
liéu

2 S4 bao cao co thé cd ME

@ S4 bao cao cé ME

1

B =ft= ==
Theo Dac Khoangbudng
déi  diém thoi  dung

bénh gian thubc

nhan dung

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN

DPoan Thi Phwong Thao va cs. Tap chi Nghién ciru Dwore va Thong tin thudc; sé 2/2017: 2-6



PHAN TiCH TiNH “PHONG TRANH DU'O'C” CUA ADR TRONG

CSDL BAO CAO TAI TRUNG TAM DI&ADR QUOC GIA
St dung thang danh gia cua Phap

Phan tich trén 464 bao cao
ADR muc d6 nang nam
2017: 46/464 (9,9%) bao
céo ADR c6 thé phong
trdnh dwoc

Thiéu tuan tha khuyén cao

S6 lwong
(%, n = 46)

Chi dinh 18 (39,1)
Dung lai thuoc da c6 tien st 15 (32,6)
di rng (chdng chi dinh)

Liéu ding 6 (13,0)
Yéu td nguy co 2 (4,3)
Céch dung (tbc dé truyén) 1(2,2)
Thiéu than trong khi dung 1(2,2)
thudc

Khac (trung lap tri liéu) 1(2,2)
Tw y sir dung thudc ké don 7 (15,2)

Tran Thi Ly (2017), Khéa luan tét nghiép Dwoc si DH Dworc Ha Noi

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Tiep tuc khai thac Co sé dir liéu vé Canh

giac Dwoc
Wu diém Han ché
* Duwgc CBYT bao cao theo - Bao cdo thiéu (trlr bdo céao
quy dinhcuaB6 Y té SAE)
« Bao phl nhiéu loai thuéc véi  » Phu thudc vao y kién chu
nhiéu phan rng cé hai guan cua nguoi bao cao
» La nguon di¥ liéu phan anh « Han ché vé mat théng tin

thwe té diéu tri tai Viét Nam

= Lam phong phu va nang cao chat lwong CSDL

mién phi tai CANHGIACDUOC.ORG.VN

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé



Tang cwérng chat lwong co’ s& dir liéu
v' Phét huy vai trd ctia DSLS: nang cao chat lwong hoan
thién bao céo, gidm thiéu bao céo thiéu
v' Trién khai gidm sét tich cwc tai cac CSYT: phat hién céac

ADR it dwoc bao cao

9000 400

8000 5 35.0

7000
300
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6000 270
5.0
5000 - < < . ,
e Dwoc si ngay cang tham giatich cwe
i s vao hoat dong bao céo va gtri bao
- vl cAo cO chat lwong thong tin tot nhat
1000 . 5.0
0 . 0.0
2013 2014 [
SéhrvngBC tuDuvc —Té ng sd bao cdo Ty I (%)

Hinh 1. 56 lugng, ty lé bdo cdo ADR cua dugc si theo tiing nam (2010 - 2014)

Tap chi Nghién ciru Dworec va Thong tin thuée 2016: sé 5-6: 161-1609.



Tang cwong phat hién ADR thong qua bao cao co chu dich

Giam sat tich cwec tai
Trung tam Di &vrng-MDLS

‘ Giam séat tich cwe Khoa
Chan doan hinh anh Giam sat tich cwec tai 3

o BiocioADRtodnvién -> BiocsoADRuwnguyén ~ CNUYEN khoa: Di rng, Ung
bwéu, Tam than

o |
=
—

S6 bao cao
[+ ]
S

[\ y =-0,003x + 153,73;/p=0,251
CAm| WA

2013 2014 2015 2016 2017

S6 lwong bao cao ADR cia bénh vién Bach mai giai doan 2013-2018:
vai tro can thiép cua Dwoc si

Tran Nhan Thang va cs. Tap chi Y hoc 1am sang; s6 101/2018; tr 70-80
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Tang cwdng phat hién ADR thdng qua tam soét xét nghiém

Khoa Hoa sinh

Khoa Dugc v‘é\
Phong luu trir ho so

Tét ca cac xét nghiém ALT va
ALP tai khoa Héa sinh

v Tiéu chuan lua chon

Xét nghiém ALT va ALP

thoa man ti€éu chuan lyga chon

v . Pinh nghia tén thuong gar

Tam soat viém gan do
thuoc thong qua két qu
i madaianssez  XEt Nnghiém can lam san
tai bénh vién Hiru nghi

BN thoa man dinh nghia

BN thoa man tiéu chuan bé sung

Thu thap théng tin bénh nhan

v
Trung tam DI & ADR Quéc gia - TS‘% dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN

Panh gia toén thuong gan do A . . A , . A .
thude theo thang RUCAM Tran Thi Ngoc va cs. Nghién ctru Dworc va Thong tin

Thudc; sb 4+5/2016: trang 148



Tang cwdng phat hién ADR thdng qua tam soét xét nghiém

609 (90,0%) BN
khong coO xét
nghiém ALT
=2N va ALP

=2N

53 (77.9%) BN
cO xét nghiém
ALT = 2N hoiac
ALP =2N va
khéng co gia tri
ALT trudce hoic
sau bét thuong
=2N

3 (20,0%)
BN tir vong

89 537 xétnghiém ALT va
1 404 xét nghiém ALP ca ndi
trii va ngoai tra

36 771 (41,3%) xét nghiém
ALT va 881 (62.7%) xét
nghiém ALP ndi tri (ing val
11809 BN)

Nhom 2

11 132 (94.3%) BN chi
cO xét nghiém ALT,
khéng co xét nghiém

ALP

Nhom 1
677(5.7%) BN co ca 2

xetnghiém ALT va
ALP

68 (10,0%) BN c6 xét
nghiém ALT = 2N
hodac ALP > 2N (N1)

301 (2.7%) BN co xét
nghiém ALT > 5N
(N2)

369 BN
cO bat thurong enzym gan
oa mian dinh nghi

15 (22.1%) BN c6 xét
nghiém ALT = 2N hoac
ALP =2N va co it nhat 1
gia tri ALT trudc va sau

béat thuwong <2N

27 (9.0%) BN co xét

thuong <2N

25 (92,6%) BN dugc

12 (80,0%) BN dugc
dua vao danh gia

dua vao danh gia

37 BN
duge dua vao danh gia

52 766 (58.9%) xét
nghiém ALT va 523
(37.3%) xét nghiém ALP
ngoai tria

10 831 (97.3%)
BN khong co xét
nghiém ALT =
SN

274 (91,0%) BN
co xét nghiém
ALT>=5Nva

khéng co gia tri

ALT trudc hoac
sau bat thudng

<2N

nghiém ALT = 5N va cé it
nhat 1 gia tri ALT trudc
va 1 giatri ALT sau bat

2 (7,4%)
BN tir vong

Tam soét 36, 771 xét
nghiém ALT va 881 xet
nghiém ALP (11, 809 lwot
BN ndi tru nam 2015)

Phat hién 37 ca nghi ngo®
trong dé 22 ca xac dinh |la
DILI.

Uéc tinh tan suat DILI:
0,11% BN néi trd, 6%
trwérng hop co bat thwéng
XN chirc nang gan

Pa s6 ton thwong gan &
mirc dd nang, c6 hoi phuc
sau 1 tuan-1 thang sau
ngrng thudc

Khang sinh (quinolon,
amoxiclav) [a nhém thuéc
dwoc ghi nhan nhiéu nhat

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN

Tran Thi Ngoc va cs. Nghién ctru Dworc va Thong tin Thubc;

s6 4+5/2016: trang 148



Thac day phat hién va bao cdo cac ADR phong tranh dwoc: str dung

cong cu ho tro (trigger) phéat hién ADE

Ma Tin hiéu Vén dé lién quan
Tin hiéu thudc
M1 Khang histamin Dj teng thudc z
M2 Adrenalin Phan vé hodc xuat huyét do thudc 8’
M3 Vitamin K Quaé liéu thubc chdng déng khang vitamin K e}
M4 Protamin Qué liéu thubc chdng déng heparin/enoxaparin §
M5 Fab mién dich véi digoxin Ngb ddc digoxin 8
M6 Calci polystyren sulfonat Tang kali mau do thudc %
M7 Thudc chéng nén Budn ndn, ndn do thudc Z
M8 Thuéc chéng tiéu chay Tiéu chay do thude §
Tin hiéu xét nghiém 2
L1 INR>86 Qué liéu thubc chdng déng khang vitamin K n A . A 2
L2 aPTT>100s Qué liéu thude chdng dong heparin/enoxaparin B O CcCon g cu tri g g er X ay =
L3 Hbgiamhon 25% Xuét huyét lién quan thuc chéng dong hodc aspirin i A n A 3
L4 Bach chu<3000mm’ Giém bach cAu do thuéc dwn g dwa trén bo con 0z
L5 Tiu cau < 50000/mm? Gidm tiéu cAu lién quan dén thude A 4 = A e
L6 Kali mau > 6 mEg/L Tang kali mau do thubc c l-‘I c h u a n C O d I e u '§
L7 Kali mau < 3 mEg/L Ha kali mau do thudc C h in h p h U h 0’p Vé’l §
L8 Natri mau < 130 mEq/L Ha natri méu do thuéc " =
L9 Creatinin > 1,5 an gi4 tr ban dau Pac tinh trén than lién quan dén thudc C h u y é N k h oa t IMm mac h %
L10 Glucose mau < 3 mmollL Ha dudng huyét S
L Khodng QT >450 ms Khodng QT kéo dai do thuéc o
L12 Nhip tim cham < 45 [&n/pht Nhip chém do thuéc .
Tin hiéu chaim soc 2
C1 Phat ban Dj trng thudc E
c2 An than qua mirc/ha huyét ap/nga Qué lidu thubc an than, gidm dau, gidn co E’
c3 Pat quy frong bénh vién Lién quan thudc chéng dong 2
c4 Truyén mau hoic st dung ché pham mau Lién quan thudc chéng dong
C5 Cép cteu (suy hd hdp, nglimg tim, ngting thd,...) Bién cd bét loi lién quan dén thude
C6 Loc mau cép Suy than cép do thuéc
c7 Chuyén [&n mize cham sdc cao hon Bién cd bét loi lién quan dén thudc .
c8 Tai nhap vién trong vong 30 ngay Bién cd bét loi lién quan dén thudc Tran N g an Ha vacs. Tap chi
C9 X-quang hoéc siéu &m Doppler cho hinh anh téc mach hodc huyét khéi finh mach sau  Lién quan thudc chéng huyét khéi Du:c-yc h(?c, 36 9/2019: 3-11
c10 DAu hiéu lam sang khac Bién ¢ bt loi lién quan dén thudc




St dung cong cu ho tro (trigger) phat hién ADE tai Khoa Tim mach

Quy trinh phat hién

T4t ca bénh nhan va hd so bénh an
ctia bénh nhan ndi tra tai Khoa X

!

Bénh nhan va bénh an cta bén nhan
thda man tiéu chuan

l

Duoc si ra soat bénh an va phoi theo doi ctia
diéu dudng dé phat hién tin hiéu

ADE béng Cang ct:l BO trigger

. da xay dung
trigger

Tham khao y kién
béac si diéu tri

Tran Ngan Ha va cs. Tap chi Dwoc hoc, sb
9/2019: 3-11

C6 tin hiéu Khong Ngtrng
inh khéng? S5
dwong tin ong dénh gi
Duorc sT xem xét cac phan c6 lién quan dén
trigger trong bénh an, ghi chép lai thong tin vé
cac phat hién lién quan
C6 ADE duoc phat hién Khong Ngirng
khong? > : i
danh gia
Phan loai mirc d nghiém trong ctia ADE theo
NCC MERP
Danh gia mdi quan hé nhan qua gitva thubc va 7o s
— Dien bao cao ADR

ADE theo thang WHO

|

Danh gia kha nang phong tranh dugc
theo thang cta Phap

Trung tam DI & ADR Quéc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN



S dung cong cu ho tro (trigger) phat hién ADE tai Khoa Tim mach

ADE phong tranh dwoc phat hién twr coOng cu trigger

Nguyén nhan/Thuée ADR S6 luong (%)
Twry dung thudc ké don
Cefuroxim Phan ting phér’1 vé ' -~ 1 2(19)
Acenocoumarol Ho ra mau, xuat huyét dwoi da, xuat huyet 6 bung 1
Sai s6t trong qué trinh ding thude
Amiodaron Nhip tim cham (40-45 lan/phut) 1 1(5,9)
Chi dinh chura pht hop
Acenocoumarol Xuét huyét tiéu héa 1 2119
Moxifloxacin Khoang QT kéo dai 1
Liéu ding chura phu hop
Colchicin bi ngoai phan long 2
Lisinopril Tang kali mau 2 5(294)
Perindopril Tang kali mau 1
Tuong téc thuée
Meloxicam - aspirin - clopidogrel Xuét huyét tieu hoa 1
Aspirin - furosemid Suy giam chtrc nang thén 1 4(235)
Lisinopril - spironolacton Tang kali mau, mét méi 1
Kali clorid - spironolacton Tang kali mau, mét moi 1
Tuong téc thube va liéu dding chua phu hop
Enoxaparin - acenocoumarol Xuét huyét dui da 1
Vancomycin - gentamicin, colistin, meropenem Suy giam chirc nang than, ha kali mau 1 3(17,6)

Amitriptylin - salbutamol

Ha huyét &p, run tay chan

Tran Ngan Ha va cs. Tap chi Dwoe hoc, s6 9/2019: 3-11
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Ap dung céac phwong phap méi trong phat
hién, danh gia tin hiéu an toan thuoc

v' Ap dung cac chi sb danh gia tin hiéu méi: PRR, 1C025,
phan tich ROR dwd&i nhém

v' Ap dung cac thang quy két nhan qua mai: thang Rucam
(cho DILI), thang ALDEN (cho SCAR), ...

Lwong gia nguy co thdng qua két noi voi
cac bo dir lieu khac

v D liéu thanh toan BHYT: cung cap dir liéu ve tiéu
thu thuGce giup woce tinh nguy co xuat hién ADR

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Tiep tuc theo ddi va danh gié cac thuoc c6
nguy co’ cao

v' Thudc can quang: nguy co phan vé, ddc tinh trén than

v'Ngb déc thude gay té: phat hién, xt tri

Trung tam DI & ADR Quéc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN



Thay cho I&i két...

CSDL béo céo ADR la nguén di¥ liéu c6t yéu va hivu ich giap trién khai
cac hoat ddng nghién ctru thic day sir dwng thudc hop ly, an toan.
CSDL b&o céo ADR phan anh thyc té diéu tri va gilp phat hién cac van
dé dac tha tai Viét Nam

M6t s& han ché clia CSDL nhw tinh trang bao céo thién léch, chat lwong -
thap can dwoc khac phuc thdng qua tiép can chuy@&n mon va phap ché
phu hop

Két noi di¥ liéu Canh gidc Dwoc voi cac bo dir liéu ve tiéu thu thuoc gitp
lwong gid nguy co, tdng chat lwong tin hiéu an toan thubc

CSDL béo cdo ADR phat hién tin hiéu, déng thdi lién tuc theo ddi, danh
gia tac ddng cla cac bién phap can thiép vé an toan thudce, qua dé giup
chu trinh CGD van hanh hiéu qua

Trung tdm DI & ADR Qudc gia - Tai liéu dwgc chia sé mién phi tai CANHGIACDUOC.ORG.VN
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