Adverse drug reaction

10/31/2020

CANH GIAC DUQGC

HUONG DAN BAOCAO
PHAN UNG CO HAI CUA THUOC

DS.Nguyén Thién Vi
Dugc lam sang - thong tin thuoc - Bénh vien DPHYD Can Tho

CANH GIAC DUOC
BAO CAO PHAN UNG CO HAI
CUA THUOC

@® Cac quy dinh phap ly lién quan dén cong tac canh giac dugc
@® Cac khai niém va phan loai phan ing c6 hai ctia thudc
® Quy trinh bao cao va danh gia ADR

— Phat hién va xir tri ADR

— Thuc hién mau bio cao ADR

— banh gia mai lién quan gita nguy co va thudc theo
thang danh gia Naranjo
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Adverse drug reaction 10/31/2020

NHIEM VU CUA DUQC SI
TRONG CONG TAC CANH GIAC DUGC

Thong tu 22/2011/TT-BYT 10,/06,/2011
T4 chiic va hoat dong khoa Dugc bénh vien
Théng tu 23/2011 /TT-BYT 10,/06,/2011
Stt dung thuoc trong cdc co s6 y té ¢ giuong bénh
Théng tu 31/2012/TT-BYT 20/12,/2012
Huéng dan hoat dong Dugc lam sang bénh vien
Quyeét dinh 3551/Qb-BYT 19/09,/2013

Hudng dan quoc gia vé Canh giac dugc

NHIEM VU CUA DUQC SI
TRONG CONG TAC CANH GIAC DUQC

® Canh gidc dugc la mot phan quan trong ctia céng tac Duge lam sang bénh vién

Pharmacovigilance
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Adverse drug reaction

10/31/2020

NHIEM VU CUA DUOC SiI

TRONG CONG TAC CANH GIAC DUQC
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Théng tu 22/2011/TT-BYT

“T6 chitc va hoat dong khoa Dugc
bénh vien”

Tham gia cong tac canh gidc
dugc; theo doi, tap hgp cac bao cdo
veé tac dung khong mong muon cta
thuoc trong don vi va bao cao ve
Trung tam DI & ADR qudc gia.

Dé xudt bien phdp giai quyét
va kién nghi vé st dung thudc hgp
ly, an toan.

’ NHIEM VU CUA DUQC SI

TRONG CONG TAC CANH GIAC DUQC

Thong tu 23,/2012/TT-BYT ety

“Stt dung thudc trong cdc co

Sau khi

Trong khi

sG y té co giuong bénh”
- Cong khai thudc

- Chudn bi phuong tién

Theo déi va bdo cdo ADR la Bmdoe
~ N A , - Kiém tra thuoc so vai
mot phan trong cong tac lénh
ylen

- Theo déi dién bién
lam sang sau khi
ding thudc

- Theo doi phan ting co

bam bdo chong NK
bam bdo 5 diing
trong sit dung thuoc
Truyc tiép chimg kién

thuong quy khi cho nguoi  _
bénh sit dung thuoc

Huéng dan, gidi thich
cho bénh nhan

ngudi bénh dung hai - bdo cao-xt tri
thudc va theo doi NB - Bao quan thudc con
khi dung thudc lai (néuco)

Dwoc 1am sang-théng tin thubc



Adverse drug reaction 10/31/2020

NHIEM VU CUA DUQC SI
TRONG CONG TAC CANH GIAC DUGC

Trung tam .
Thong tu 31 /2012 /TT-BYT
DI&EADR g tu3l/2012/
“Hudng dan hoat dong Dugc
I lam sang bénh vién”
Dugc st bau mai bao cao ADR véi trung

tdm ADR quoc gia.
/ Bénh nhan \ Cung cdp cac thong tin canh

. . L giac dugc = lya chon thudc va
Bac st bieu dudng : xdy dung danh muc thudc ctia

Hoi dong thudc va diéu tri

CONG TAC CANH GIAC DUGC
TAI BENH VIEN

Hudng dan Quéc gia vé Canh gidc dugc
Quyét dinh 3551/QD-BYT

Mot s6 khdi M6 hinh fudng dan thyc

niém lién quan canh giac dugc hién bao cdo ADR
- 1 g : (thuc hanh)

Dwoc 1am sang-théng tin thubc 4



Adverse drug reaction

@ CACKHAINIEM 25

Co thé phong

Su cd'y khoa tranh dugc
o Sai sét trong
Bién co bat lgi Megligai
do thuoc R PR

Yéu to nguy

co thic ddy
phan 1tng cé
hai ciia thudc

Phan ung c6 hai cuia thudc
(du doan-theo doi-xt tri)

@ CACKHAINIEM

@® Bieén co bat lgi (adverse event, AE)

— Bat ky bién cd bat lgi nao xay ra trong qua trinh st dung thudc khi diéu tri
nhung khong nhat thiét la do phac d6 diéu tri gay ra
— Batloi:
C6 thé do 1 thudc, hodc do tuong tac gitta thudc véi thudc;
thudc véi thite an, thuoc voi bénh, thuoce véi dugc liéu...
Chua xac dinh r6 nguyén nhan
Giam hiéu qua diéu tri “i
Phan ing tai co quan hay toan than

Dwoc 1am sang-théng tin thubc
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Adverse drug reaction

10/31/2020

@ CACKHAINIEM

@® Sai sét trong st dung thudc (medication error, ME)
— Su co trong qua trinh st dung thuée
— Co thé phong tranh dugc

— Anh huéng dan dén viéc dung thudc khong hop 1y
hodc gdy hai cho bénh nhan

1

@ CACKHAINIEM

@® Phan tng c6 hai cuia thudc (adverse drug reaction, ADR)

— Nhiing tac dung khong mong mudn
(da dugc y van ghi lai)

— (Co hai dén stc khoe

— Co thé lién quan dén dic tinh dugc ly
hoac khong

— Co thé gap & ca liéu binh thuong
(phén biét v6i doc tinh 6 liéu cao)

VD: di tng thudc va s6c¢ phan vé;
tén thuong gan, than...

12
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Adverse drug reaction 10/31/2020

@ CACKHAINIEM

® Tac dung phu (side effect)
— Nhiing tac dung khong mong mudn
(da dugc y van ghi lai)
— C6 hai dén stic khoe hoidc khong
— Co thé lién quan dén dic tinh dugce 1y
— Co thé gap ¢ ca liéu binh thuong
(phén biét v6i doc tinh 6 liéu cao)

PHAN LOAI ,
PHAN UNG CO HAI CUA THUOC

@® Phan logi theo thoi gian khéi phat
@® Phan logi theo tac dung dugc ly
@ Phan logi theo tan sudt gap

ACCESsiblas;

Solut|o

Ldel'Ihl,-'

TransparentF-ﬁSt |

i chrlu IOfiFas nghts”' ity
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Adverse drug reaction

10/31/2020

PHAN LOAI ,
PHAN UNG CO HAI CUA THUOC

@® Phan logi theo thoi gian khéi phat

Loai Thoi gian khéi phat | Vi du
Sau 0 - 60 phut S6c phan vé sau tiém Paclitaxel (intaxel)
1-24 gio Di ing sau khi uong Diclofenac
1ngay - nhiéu tuan Dau co sau mot thoi gian dung Atorvastatin

15

Phan loqi theo co ché (Edwards and Aronson, 2000)

Loai bac diém Vi du

A Du dodn trudc duge, phy thudc liéu Ho khan va phu mach do ACEi
Mric do da dang, thuong la nhe Loét da day do NSAIDs

B Khoéng du dodn trudc dugc Di ting vdi penicillin
Khong phé bién, khong phu thudc lieu | Xudt huyét do cephalosporin

C Lién quan dén tich liiy thudc, do dung | Cushing do cortcoid
thudc liéu cao, thdi gian dai Vang men rang do tetracyclin

D [t phd bién, thuong xudt hién sau khi boéng ong TK tré khi me bé st
da ngung diéu tri mot thoi gian dung acid valproic

E Xay ra khi ngung thudc dot ngot sau Ngung dot ngot opioid; corticoid
thdi gian dai st dung, ddc biét liéu cao | hay betablocker...

. . . L, Stt dung omperazol cling
: Thdng gy SO e 00T opigret i e VPR
: : Hién tugng dé khdng khang sinh

Dwoc 1am sang-théng tin thubc



Adverse drug reaction

10/31/2020

PHAN LOAI ,
PHAN UNG CO HAI CUA THUOC

Phan logi dugc phan 1ing co hai dé
- lua chon thuoc cho danh muc thudc bénh vién
- duy dodn va lua chon diéu tri thich hgp cho bénh nhdn nguy co

-

Bénh nhdn nguy co loét tiéu hda Bénh nhdn nguy co tim mach

PHAN UNG CO HAI CUA THUOC

@ Phan logi theo tan sudt gap

a3 NSAIDs
‘ NSAIDs c6 dién?
NSAIDs chon loc COX2?
17
PHAN LOAI

Loai Tan sudt Vi du
>1/10 Ho khan do enalapril (tic ché men chuyén)
1/100 - 1/10 bau bung, buon nén do omeprazole

1/1000 - 1/100 Tang men gan do allopurinol

1/10000 - 1/1000 | Phu mach do diclofenac

<1/10000 Nhiém toan lactic do metformin

18
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Adverse drug reaction

10/31/2020

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

® gop phan hinh thanh va cap nhat co sé dit lieu vé nguy co
gap bien co bat lgi do thuodc ]
bua thuoc ra

thi truong
Lab Studies Human Safety Expanded Safety Efficacy & Safety
Several Years Cays or Weeks Weeks or Months Several Years
Tens Hundreds Thousands

(7 vidid M

Preclinical— Phase | ——— Phase |/l —— Phase [l —

(il

2

Stages of Clinical Trials

Bao cao ADR

Phat hién phan
ung doc tinh
man tinh, phan
ung hiém gap,
phén tng &
doi tugng
dic biét...

19
Héi déng tr viin cdp SDK Tring tim
S il WHO-UMC
[ luu hanh thude 30 Y TE
F3
———————— Céc Vi, Cuc chirc ning ciia B3 Y té ]
Cor quan kiém TI
dinh chat lwemg | """l Trung tam DI&ADR Quéc gia
thudc -— 1
[ Trung tim DI&ADR khu vie ]
: Cor sér kham bénh.
: chita bénh
Co sd diing kv, :
kinh doanh :
thube : Chuong trinh ¥
: 1 gqubc gia
+
Bao cao Phan hoi e p Tuvin 20

Dwoc 1am sang-théng tin thubc

10



Adverse drug reaction 10/31/2020

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@® Nhiém vu

— Giam sat cac phan ung c6 hai lién quan dén thudc va chat lugng thude

— Giam sat sai sot trong st dung thudc

—  Bao dam AN TOAN SU DUNG THUOC théng qua viéc thuyc hién t6t
tat cac quy trinh chuyén mén tir cung ing dén st dung

O Mua sim, dau thau

O Bao quan thudc (GSP)

O Cép phat va huéng dan sir dung thudc

O Pam bdo 5 ding va an toan trong st dung thudc

21

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

Bién co cé hai
lién quan dén thuoc xay ra

22
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Adverse drug reaction

10/31/2020

Ho so, gidy to
Cam quan S T N
/" Pambao
chi dinh-
\ chin doan |
v L Y ™
/ Kiém soat / Khoéngcd
. tuong tac- | | chong chi
| tuong ky y / | dinh
Pl P
/ % /’ . N \.
R / Knongeo / Pambao 5\
Dung moi pha tiem | tienstdi u tml:l gsﬁ Thong tu 23,/2011/TT-BYT
Ky thuat tiém truyen \ Ung \ duﬁg Thong tu 52,/2017/TT-BYT
N / o #
Mg .- S s 23

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

Bién cd’ba't loi la do
PHAN UNG CO HAI
CUA THUOC

Phan ting co tung dudgc bao cao trong y
van doi véi thuoc nghi ngo khong?

Phan ting co tré nén nghiém trong hon
khi tang lieu/madt di khi ngung thudoc?

Co nguyén nhdn nao khac c6 thé la
nguyén nhan gay phan ung do khong?

24

Dwoc 1am sang-théng tin thubc
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Adverse drug reaction 10/31/2020

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@® Phat hién

Cho ngudi bénh ding thudc

trudc trong sau

25

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@® Phat hiéen

T

Lam sang * Toan than
* R6iloan CN co quan

lo CN gan/than
Can lam sang |+ CN déng cam mau
* SO lugng TB mau...

26
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Adverse drug reaction 10/31/2020

CAC POI TUONG NGUY CO CAO CO THE GAP ADR
Hudéng dan Qudc gia vé Canh giac duge - BYT 2015

’ 1 | Ngudi bénh mic déng thdi nhiéu bénh

2 | NguGi bénh ST dung ........cccceeeveiinninicrcciinreecrceceene

Nguai bénh cao tudi, tré em, phu nit ¢6 thai, cho con bt

NguGi bénh AUGC diéU tri DANG ....cvoevveerevreeeieesiesieriesseiesise e sssisenes

3
4
5 | Ngudi bénh dugc diéu tri bing thudc c6 khoang tri liéu hep
6

Ngusi bénh dugc diéu tri BANG thUBGC ..ovvverveeirereiereerierisesesisesss e

7 | Nguoi bénh suy gidm mién dich hodc mic cac bénh ty mién

8 | NGUGT DENN CO .o

9 | Nguoi bénh nghién rugu; suy gan hay suy than

27

CAC THUOC CO NGUY CO CAO XUAT HIEN ADR
Huéng dan Quoc gia vé Canh giac dugc - BYT 2015
@® Tim mach-chuyén héa
Thudc chii van adrenergic IV (adrenalin, dopamine, dobutamin...)
Thuoc chen beta giao cam IV (propranolol, metoprolol...)
Thuoc chong logn nhip (lidocaine, amiodarone)

Thuoc khang dong khdang K, heparin, khang dong thé hé méi (fondaparinux,
argatroban, lepiridin, bivalirudin...), thudc tiéu sgi huyét (alteplase, reteplase...) va
khang két tap tiéu cau (eptifibatid)

Thuoc trg tim (digoxin, milrinon)
Thudc dieu tri dai thao duong duong uong (nhu Metformin)
@ Than kinh
Thudc mé (propofol, ketamon), gdy té tiy song (bupivacaine), an than (midazolam...)

Opioid (morphin, fentanyl...), phong bé than kinh co (rocuronium, vecuronium...)
28
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Adverse drug reaction

10/31/2020

CAC THUOC CO NGUY CO CAO XUAT HIEN ADR
Huéng dan Quoc gia vé Canh giac dugc - BYT 2015
® Hoa tri lieu:
Cac thudc hoa tri ung thu (paclitaxel, doxorubicin...)
Khang sinh (di tng penicillin-cephalosporin, quinolone, linezolid...)
@ Dijch truyen va mau
Dextrose, dung dich uu truong (>20%)
Ché phdm nudi dudng tinh mach (acid amin, lipid, glucid)
Natri clorid dudng tiém uu truong (>0,9%)
Nudc vd khudn pha tiém, truyén, riia vét thuong c6 thé tich ti 100ml tré lén
® Cac nhom khac
Dung dich loc mdau trong thdm phdn phic mac hay chay than nhdan tao

Thudc can quan dung duong tiém

29

CAC THUOC CO NGUY CO CAO XUAT HIEN ADR
Huéng dan Quoc gia vé Canh giac dugc - BYT 2015

® Mot so thudc tiém hay truyén tinh mach
Colchicin
Epoprostenol
Insulin
Magie sulfat
Oxytocin
Natri nitroprussid
Kali clorid dung dich dam dac
Kali phosphat
Promethazin
Vasopressin

30

Dwoc 1am sang-théng tin thubc
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Adverse drug reaction

10/31/2020

1. Mt 56 biéu hign chung

- Sot

- Pau déu

- Chong miit

- Budn ngu

- Ngat

- Tang cin nhanh

2, Phin ing ngoai da

- May day

- Phit mach

- Bando

- Ban xuit huyét

- Tang nhay cam anh sing

- Ban ndi bong: Héng ban da dang, hoi
chimg Stevens-Johnson, hoai tir biéu bi
nhiém ddc, ban cb dinh.

- Mun trimg ca

- Rung toc

- Nhiém khuén, nhiém nim

3. Réi loan chirc ning gan

- Vang da, vang mit, pha

- Két qua xét nghiém chitc ning gan bét
thuomg (ting AST, ALT, phosphatase
kiém, bilirubin méu)

4. Két qui xét nghiém huyét hoc bit
thrdng .

- Giam hong ciu

- Gidm bach cdu, giam bach cAu da nhéin
trung tinh

- Giam tiéu ciu

- Ting bach cdu 1ra eosin

- Thiéu mau tan mau

- Tang lympho bao

- Phan {(mg Coombs duong tinh

- Giam prothrombin

5. Phiin @ng phin v¢ va sbc phin v§
6. Suy thin cip

- Tang creatinin mau

7. Réi loan tiéu hoa

- Nén, buon nén

- Kho nudt

- Roi loan vi giac

- Tang san lgi

- Kho miéng

- Loét miéng

- Loét thuc quan

- Dau thugng vi

- So1 mat

- Viém tuy

- Tao bon

- Ticu chay va viém dai trang gia mac
- Xudt huyét tiéu hoa

8. Réi logn hd hip

- Kho tho

- Co thit phé quan

- Viém phéi k&

9. Gia trj glucose mau bt thuong
- Tang glucose huyét

- Ha glucose huyét

10. Réi loan nji tiét

- Suy giap )

- Tang ning tuyén giap

- Tang prolactin méau

- Lupus ban do do thude

11. Béit thwing vé thin kinh, co'
- Bénh 1y thin kinh ngoai vi
- Co gt

- Réi loan trrong lyc co

- Déu hiéu ngoai thap

- Tang ap luc ndi so

- Céc dong tac bat thuong

- Pau co

- Tiéu co vén cép

- Lo@ng xuong

- Hoai tur xuong

CAC BIEU HIEN LAM SANG BAT THUONG LIEN QUAN ADR
Hudéng dan Qudc gia vé Canh giac duge - BYT 2015

12. Huyét 4p bit thwimg

- Ha huyet ap

- Ha huyét ap tu thé dimg

- Ting huyél ap

13. Bat thwomg vé tim, mach

- Loan nhip hodc biéu hién bét thudmg
trén dién tim do

- Viém mang ngoai tim

- Nhip chim

- Huyét khéi/dot quy

- Bénh co tim

- Bénh van tim

- Suy tim

14. Bét thudmg vé tim than

- Trang théi ld ln do thude

- Kich dong

- Uc ché tam thin

- Thay dbi tam tinh: trdm cam, hing cam
- Roi loan gidc ngu

-Réi loan hanh vi dn uéng

- Réi loan tri nhér

- Thay doi nhan thie

- Loan thén

- Hi chitng cai thude.

15. Tét ci cdc biéu hign bit thwimg
khac ghi nhin dwgc trong qua trinh
didu tri cia ngwoi bénh sau khi s
dung thudc nghi ngdr.

31
MOT SO THUOC, XET NGHIEM LA DAU HIEU PHAT HIEN ADR
Hudéng dan Qudc gia vé Canh giac duge - BYT 2015
Dau hiéu phat hién ‘ Ggi y nguyén nhin
Thuéc
Dipenhfmnin{Dindel) Phé:’l ung di tng hodc cac phan tng c6 hai khac cua
thuoc
Vitamin K Qui liéu thude chéng dong khang vitamin K
Flumazenil Qui liéu thude an than nhom benzodiazepin
Thudc chéng nén  (haloperidol,
ondansetron, promethazin, Budn nén/nén lién quan dén sur dung thude
metoclopramid)
Naloxon Qua liéu thude giam dau opioid
Thuée diéu trj tiéu chay T.iéu c‘:hz'iy do nglfyén nhan khang sinh. Tim Clostridium
difficile trong phan.
Natri polystyrene (Kayexalate) Ting kali mau lién quan dén suy than hoic do thudc
32

Dwoc 1am sang-théng tin thubc
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Adverse drug reaction 10/31/2020

MOT SO THUOC, XET NGHIEM LA DAU HIEU PHAT HIEN ADR
Huéng dan Qudc gia vé Canh giac duge - BYT 2015

Xét nghi¢m can lam sang
Thoi gian prothrombin (PT) > 100

Qua liéu thuée chéng déng heparin

gidy
Gia tri INR > 6 Qué lidu thude chdong déng khang vitamin K
S6 luong bach cau < 3000 bach | . . ,

:D D‘n3g el Gl % 3 o Giam bach cau trung tinh do thudc hoéc bénh
cAu/mm
S6 1 tiéu cau < 50 000 tié ) ; ;

;0 uc,msg LR % Phan tmg co hai lién quan dén thuoc
cau/mm

Ha duong huyét lién quan dén st dung insulin va cac
thudc diéu tri dai thao dudng

Doc tinh trén thin lién quan dén thudc hodc tinh trang
bénh

Glucose mau < 2,78 mmol/l

Tiang creatinin huyét thanh

D tinh vi khuan Clostridi . : ,
g a1 kil Clommidnm B4i nhiem lién quan dén khang sinh

difficile trong phan

33

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@® Xutri

« Thdng bao cho bac si, dugc si lam sang vé
tinh trang bdt thuong nghi ngd do thuoc

« Ghi lai thong tin lién quan dén thudc nghi
ngo, gitt lai bao bi va vi thuoc

« Xu tri ADR theo y lénh ctia bac st, theo doi
va bao cao kip thoi tinh trang sau khi xtt ly

X 5 Tham gia thuc hién bao cao ADR va gt ket
bieu dudng qua vé khoa Dugc.

34
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Adverse drug reaction

10/31/2020

(I

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@® Xutri

« Danh gia lai nguy co ADR xay ra lién quan dén
thuoc nghi ngo va cac thudc dung chung

banh gid lai sy phit hgp thuoc ké don

do st dung, liéu, tién sit di ung,

chong chi dinh...)

banh gia mic do nghiém trong ctia ADR dé
quyét dinh hudng xi tri

* Thuc hién cac hudéng dan chuyén mén ciia BYT
lien quan dén ADR thudc pham vi huéng dan do

35

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@® Xutrt

Dugc st lam sang

Cung cdp thong tin thudc va trao doi véi bac
st dieu tri vé hudng xt tri ADR

Hudng dan dieu dudng va bac si hoan thanh
ddy dt va chinh xac bao cao ADR

Co thé truc tiép thu thap thong tin va thuc
hién bao cao ADR

36

Dwoc 1am sang-théng tin thubc
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Adverse drug reaction 10/31/2020

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

Phu luc 1 Mau bao cao phan (g ¢6 hai caa thude

Phu luc 2 Maiu thé canh bao phan trng co hai

Phu luc 3 Mot 80 biéu hién lam sang va cdn lam sang bit thudng co thé lién
quan dén phan ung ¢6 hai cua thude

Phu luc 4 Danh sach mét s6 do1 twong nguol bénh va thude cod nguy co cao
xuit hién ADR

Phu luc 5 Danh sdch mot sé thude, xét nghiém la déu hiéu goi v dé phat
hién ADR

Phu luc 6 Thang danh gid mdoi lién quan gitra thudc va ADR

Phu luc 7 Mau bao cao bit thuong vé chit hrong thude

Phu luc 8 MaAu bao cdo sai sot lién quan dén thude

Phu luc 9 So do phén loai sai sot lién quan dén thudce

37

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

® Thuc hién mau bao cao ADR

Hoan thanh cac thong tin theo mau tai .......c..ceveuenee.
ban hanh keém theo thong tu 23 /2011/TT-BYT

banh gia nguy co ADR lién quan dén thudc nghi ngo

Phu luc 1. MAu béo cio phén tmg cé hai cia thudce
(Mau Béo cdo phdn tmg cé hai ciia thudc dirge ban hanh kém theo Théng tw s 23/2011/TT-BYT ngay 10/06/2011)
BAO CAO PHAN UNG CO HAI CUA THUOC | Noibocio oo :

i ADR ; THONG TIN VE NGUOT BAO CA0, BENH NHAN VA DON VI BAO CAO M sé bido cdo ciia dom Vit ...
'3 SE DUQC BAO MAT

Xin anh/chi hay béo cdo ké ca khi khéng chée chin vé san pham da gdy ra phan tmg va‘hede khong co day di cde thong tin
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A. THONG TIN VE B

2. Ngaysinh: .../ 3. Gidgi tinh 4. Cén ning:

e Hofc tUdi:-..ovevoveveoeeor. | ONam O Nit oo kg

B. THONG TIN VE PHA!

6. Phan tmg xuat hién sau bao liu (tinh tir lin ding cubi cing cua thude nghi

5. Ngay xudt hién phan ng:...__./__.__./ ... si):
7. Mo ta biéu hién ADR 8. Cée xét nghiém lién quan dén phén (mg

9. Tién sir (di teng, thai nghén, nghién thuoc ld, nghién ruow, bénh gan, bénh
than )

10. Céch xir tri phan (mg

11. Mirc dd nghiém trong clia phan tng

O Tir vong O Nhip vién/Kéo dai thai gian niim vién O Di tét thai nhi

O Pe doa tinh mang O Tan tat vinh vién/ning né O Khéng nghiém trong

12. Két qua sau khi xir tri phan (g

O Tir vong do ADR . ‘ 0O Chua h{ai phuc | H.f;i phuc ¢é di chimg O Khong 16
O Tir vong khong lién quan dén thude 0O Pang hoi phue O Hoi phuc khéng ¢6 di chimg

ONG TIN VE
= ﬂ::l:’ Mgy didu tri
s == ¥ S T Dang bao = Lieu A fednythdmend
S 13. Thuoc (i8n goc vi tén pob Nha T 5 trong BPurdrng (Ngday/thdang/ndim) i R I
I 5 che, ham £ S0 16 diang gl Ly do ding thuoe
T thuromg mai) 1 Sin Xuat At 15 b ding o i =
emg iR (T Bat dau Kt thic
thang.
i
1
111
i
14.Sau khi ngimg/giam licu cia thuoc bi nghi ngdr, phan img céd dugc . £ s e < " . RITTEN
S '_1'\:""“' T Shiie il D s SR " 15.Tai sir dung thuoc bi nghi ngd cd xust hién lai phan (mg khéng?
cai thién khong? i i i -
Ca Khing Khang ngimg/giam lieu Khing cd thong tin Cad Khing Khong G sir dung Khong cd thing tin
1 a o m] =] =] a =] =]
it a a a O [m] O ] [m]
1l a a a =] =] O o =]
v [m] =] ] [m] [m] | a [=]
16. Céc thude duang df\rl:__: thin (Mgoai e cac thudc ditng diéu trikhdc phue hdu qud ctia ADR)
5 : Dang bao che, Neay dicu tn (ngay/thang/nam) = M Dang bao che, Negay dicu b {ngayvithang/nam)
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ham hromg Bat dau K1 thite hirm lrong Bai dau Ket thic
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D.PHAN THAM

O Chic chin
O Cé kha ning
O C6 thé

17. Banh gia mbi lién quan gifra thude va ADR

O Khéng chic chin 0O Khéc:
O Chara phin loai
O Khéng thé phin loai

O Thang WHO

18. Bom vi tham dinh ADR theo thang néo?

O Thang Naranjo

g 2 e e T

19. Phin binh ludn clia nhin vién y te (neu ob)

21. Chit ky

22. Dang bdo cho: O Lin diw O B6 sung

41

Phu luc 8

BAO CAO PHAN NG CO HAI CUA THUGOC

5. Ngay <udt hign phan ung

MG 13 bidu hien ADR
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THONG TIN VE NGUOT BAO CAO, BENH NHAN VA BON v BAO CAO
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SE BLOC BAO MAT
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HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@ Thuc hién mau bao cdo ADR

Nguyén tic thuc hién phan thong tin:

Dién thong tin day di, chinh xac tihé so bénh an

Bén bao cao riéng cho méi ngudsi bénh.

Chir viét ro rang, viét chinh xac tén thudc, han ché viét tit.
Truong hgp dung thudc dé diéu tri ADR nhung lai gdy ra mot ADR khac cho

ngudi bénh nén tach thanh mot bao cao riéng.
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HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

@ Thuc hién mau bao cdao ADR
banh gia quan hé nhan qua gitra thudc va phan g c6 hai

Nong do thude trong mau

Thang Lam sang: ngung thudc /tai sit dung

NARANJO - " bai chi€u véi y van

Loai trir sai sot trong st dung thudc

Your Loge 47

THANG DANH GIA ADR - NARANJO
Hudéng dan Qudc gia vé Canh giac duge - BYT 2015
Tinh diém
STT Cau hoi danh gia 5 5 | Diém
& Co | Khong | KhOngco
thong tin
1 Phan tng c6 dugc mo ta trude do trong 1 0 0
y van khong?
9 Phan tng c6 xuit hién sau khi dung thudc 9 1 0
nghi ngo khong?
3 Phan tng c6 dugc cai thién sau khi nging 1 0 0
thudc hodc dung chit d6i khang khong?
4 Phan G(ng c6 tai xuat hién khi dung lai 9 1 0
thuoc khong?
5 Co6 nguyén nhan nao khac cé thé la 1 9 0
nguyén nhan gay phan tng hay khong?
48
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THANG DANH GIA ADR - NARANJO
Huéng dan Qudc gia vé Canh giac duge - BYT 2015
Tinh diém
STT Cau hoi danh gia ) ) Khéng co | Piém
C6 | Khong thong tin
Phan Gng c6 xudt hién khi dung placebo
6 A -1 1 0
hay khong?
7 Nong do thudc trong mau (hay dich sinh 1 0 0
hoc khac) c6 6 ngudng gay doc khong?
Phan tng c6 nghiém trong hon khi tang
8 | liéu hay it nghiém trong hon khi giam liéu 1 0 0
khong?
9 Nguai bénh cé gap phan Gng tuong tu véi 1 0 0
thudc nghi ngo truée do6 khong?
1o | Phdn ng c6 duge xac nhan bing bang 1 0 0
chting khach quan hay khong?
Chac chan (9 diém tré lén); Co kha nang (5 — 8 diém); C6 thé (1 - 4 diém) 49

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

Dirliéu y van?

Vi du 1: Bénh nhdn cé tinh trang huyét ap giam, mach
nhanh, kho thé, dau bung, néi may day vung héng va chdan
sau khi tiém bicefzidim (ceftazidim) khodng 2 ph1ut.

Vi du 2: Bénh nhdn bénh nhdn bi néi man dé va ngtia rat doc
theo ven truyén Ciprofloxacin khodang 10 phit sau khi bat
dau tiém

50
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DU LIEU PHAN UNG CO HAI CUA THUOC TREN Y VAN

Y hoc ching ct (Evidence-based practice)

P

4

DU LIEU PHAN UNG CO HAI CUA THUOC TREN Y VAN
Y hoc chiing ct (Evidence-based practice)

Tai liéu Viét Nam Thé gici

Thong tin chung 1. Micromedex

2. AHFS drug information

3. Martindale. The
complete drug reference

4. British national
formulary

5. Drug information
handbook

6. Handbook of clinical
drug data

Chuyén khao 1. Meyler’s Side Effects of
vé ADR Drugs

52

Dwoc 1am sang-théng tin thubc 26



Adverse drug reaction 10/31/2020
DU LIEU PHAN UNG CO HAI CUA THUOC TREN Y VAN
Y hoc chiing ctr (Evidence-based practice)
Dia chi truy cip mét sé co s& dir liéu cung cip
két qua cac nghién ciru khoa hoc
TT Nguon thong tin Dia chi truy cap

1 Pubmed/Medline http://www.ncbi.nlm.nih.gov/pubmed/

2 Free Medical Journal http://www.freemedicaljournals.com/

3 The Programme for Access to http://www.who.int/hinari/en/

Health Research (HINARI)
4 Thu vién Cochrane http://www.cochrane.org/
Luu ¥: mdt s6 bai nghién ciru khoa hoc yéu ciu tra phi.
+ 3§ Cochrane
PUbl\med (‘% Library
53

DU LIEU PHAN UNG CO HAI CUA THUOC TREN Y VAN
Y hoc chiing ct (Evidence-based practice)
TT Tén ban tin/tap chi Pia chi trang web Mire dj cip nhit
1 Ban tin Canh giac http://magarme.canhgmacduoc.org.vn 3 lh{mg:‘]ﬁ.ﬂ
duge A
2 WHO http:/'www . who.int/medicines/public 2 thang/lan
Pharmaceuticals ations/mewsletter/en/
Newsletter
3 WHO Drug http:/www.who.intmedicines/public 3 thang/lan
Information ations/druginformation/en/
4 Drug Safety Update http://www.mhra.gov.uk/, vao muc I thang/lan
(MHRA) Safety information — Drug Safety
Update
5 Canadian Adverse http://www he-sc.ge.ca/, vao muc 3 thiang/lan
Reaction Newsletter Drugs & Health Products —
(HealthCanada) MedEffect Canada — Canadian
Adverse Reaction Newsletter
(CARN)
6 Medicines Safety http:/fwww. tga.gov.aw/, vao muc 2 thang/lan
Update (TGA) Health professionals — Health
professional information & education
7 Adverse Drug http:/fwww.hsa.gov.sg/, vao muc 4 lh{mg;'lén
Reaction News Publications — Adverse Drug
Bulletin (HAS) Reaction News Bulletin
8  Prescriber Update http://medsafe. govt.nz/, vio muc 3 théng/lin
(Medsafe) Publications — Prescriber Update

Cdc nguon cdp nhat
thong tin vé canh gidc dugc
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DU LIEU PHAN UNG CO HAI CUA THUOC TREN Y VAN
Y hoc chiing ctr (Evidence-based practice)

DI C?’ADR ) TRUNG TAM DI & ADR QUOC GIA

CANH GIAC D

» Téng quan C giac diroc
+ Tin msére ngodi TGA: Valerian (Valeriana officinalis) va nguy co tén

+ Phan (mg c6 hai cia thude thirong gan tiém t&ng

\ Tai sac phai hio cio ADR Mg tigu ding v ode odn b y 14 duoes thing bio rang
C =3n idu (TGA) Australia Jang Jidu tra tinh an
=riana officinalis} sau khi TGA ghi nndn

» Huéng din bdo cido ADR
» Bio odo ADR trirc tuyén ==

+ Tham dinh bdo cdo ADR

» Téng két céng tieo bdo cao
ADR

Tignich

e
+ Tim kidm ndng cac

v Lién né
+ i HaEe BENZOCAINE Health Canada: Khiing nén sir dung benzocain trén tré em dwdi 2 tudi
22MIE020 12:00:00 SA:-CF Cana 5o ché {ra benzocain trdng duwoc mia =i cic
= higu thudc ma khing cin cs don ). Mguy oo tang methemoglobin huyét
Lich cdng tic (methemoglobinemia - MetHb) - mdt bénh Iy huydth .
. tem fidn ==
Now calendar o
Events - = .
Y Ims An todn trong sdrdung thudce tiém, truyén finh mach: Phan tich tir odec bao cdo bién of bit
. e i
—— 2
- 21/10¥2020 1Z:00:00 SA; .. 55

HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

® Du phong
— Nhiéu phan tng c6 hai ctia thudc c6 thé ngan ngua

— Phan 16n nhitng phan tng c6 hai nay la hau qua cta
mot sai sot lién quan dén thudc
... hodc do thudc kém chat lugng
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HOAT DONG CANH GIAC DUGC
TAI BENH VIEN

® Du phong

— Tuan tha chi dinh, chéng chi dinh, than trong, liéu dung
— Cha y tién st di tng (thudc, thic an... ) ctia bénh nhan,
— Than trong theo doi véi trong ké don, dac biét trén doi tugng dic biét

— Tuan thi qui trinh bdo quan va s dung thudc cho ngudi bénh.

— Kiém tra tuong tac thudc va chong chi dinh trong qui trinh cip phat va st
dung thudc.

57

THUC HANH THUC HIEN BAO CAO ADR
Hoan thanh mau bao cao ADR véi thong tin bén dudi

Bénh nhan Nguyén Van A. sinh nam 1960 (60 tudi), giéi tinh nam, nang 56kg

Ngay 28 /10 /2020, sau khi tiém tinh mach thuéc can quang Ultravist (lopromid
300mg/ml, liéu 70ml/l1an, 11an/ngay, s6 16 529610) dé chup CT scan bung thi
budn nén, mat dd, huyét ap thap 120 /70mmHg, khong bat duge mach, kho thé
Phan (g xay ra sau 3 phut ké tir thai diém tiém; bénh nhan khai c6 di Gang véi
thay déi thai tiét; da ngung cac thudc khac 2 ngay trude

Cac xét nghiém ure, creatinin mau trong gi6i han binh thuong

X tri: truyén dung dich mudi sinh 1y, theo déi mach, nhip, thé oxy

Két qua: bénh nhan hoéi phuc sau khi xtr tri khong dé lai di ching; danh gia ctia
bac silam sang: phan tng khong nghiém trong

Phén (mg gidm dan va mat sau khi dung thuéc va khong co tai sir dung
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|

CANH GIAC DUOC
BAO CAO PHAN UNG CO HAI
CUA THUOC

Cau hoi thic mac?

59

CAM ON DA CHU Y
THEO DOI

Dugc lam sang-théng

tin thudc
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