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Quy trinh gidm sdt ADR chu dong S6 QT.DUOC.09
QUY TRINH Ma s6: QT.DUOC.09
GIAM SAT ADR | Ngay ban hanh: 02/01/2026
CHU DONG ‘
* Lan ban hanh: 01

Cac khoa, phong va cac cé nhan co lién quan phdi nghién cuu va thuc hién ding
noi dung cua quy trinh nay.

THEO DOI TINH TRANG SUA POI

Lan xuit ban Ky hiéu quy trinh Ngay ban hanh | Tong s6 trang
01 QT.DUOC.09 02/01/2026 18
NOI NHAN
M | Gidm doc M | Khoa Nhi
M | Pho giam ddc M | Khoa Truyén nhiém
M | Khoa Dugc - Vat tu, TBYT M | Khoa YHCT va PHCN
M | Phong Ké hoach - Nghiép vu M | Khoa Kham bénh
7 Khoa Cap ciru - HSTC va 7 Khoa Ring ham mat - Mat -
Chong doc TMH
M | Khoa Noi M | Khoa KSBT va HIV/AIDS
Khoa Ngoai - PT - GMHS va 2 mn 1o LA
M KSNK M | T6 Quan 1y chat lugng
o Khoa Dan so va Phat trién - 7 Cac kho thuoc thuoc khoa Duoc-
CSSKSS va PS Vit tu, TBYT
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Quy trinh gidm sdt ADR chu déng S6 OT.DUOC.09

1. MUC biCH

- Nang cao nhan thic vé van dé an toan trong sir dung thude.

- Phat hién sém cac van dé an toan thudc, kip tho1 xtr tri va chu dong thuc hién
cac bién phap du phong cac bién cb bt loi xay ra trong qué trinh st dung thude cho
ngudi bénh, ting cudng viée st dung thude hop 1y, giam ty 16 mic bénh va ty 1é tir
vong lién quan dén thudc.

- Cai thién chét lugng cham soc va diéu tri nguoi bénh va giam thoi gian nam vién
thong qua dam bao st dung thudc an toan va hop ly.

- Truyén thong va gido duc cho nhan vién y t€ va nguoi bénh vé tac dung cua
thudc va nang cao nhan thuc vé ADR.

- B6 sung céc hoat dong quan 1y nguy co va giam thiéu nguy co lién quan dén
thuoc tai don vi.

2. PHAM VI AP DUNG

Ap dung déi voi tht ca cac khoa phong c6 sir dung thudce, tat ca nhan vién y té thudc
Trung tam Y té.
3. TAI LIEU THAM CHIEU

- Quyét dinh s6 29/QD-BYT ngay 05/01/2022 cia B Y té vé viéc ban hanh hudng
dan gidm sat phan g c6 hai cua thudc (ADR) tai cac co s¢ kham bénh, chira bénh.
- Trang web ctia Trung tdim Qudc gia vé thong tin thudc va theo ddi phan tmg c6 hai cua

thudc.

- Thong tu s6 22/2011/TT-BYT ban hanh ngay 10/06/2011 quy dinh t6 chac va hoat
dong cua khoa Dugc bénh vién.

- Thong tu s6 23/2011/TT-BYT ban hanh ngay 10/06/2011 huéng dan sir dung thude
trong cac co sd'y té co givong bénh

4. THUAT NGU VA CHU VIET TAT
DI : Thong tin thubc
ADR : Phan tmg c6 hai ctia thudc
BS : Bac si
BA : Bénh an
DS : Duoc si
DD :Diéu dudng
NB :Nguoi bénh
NVYT: Nhan vién y té.
PUCHCT: Phan tng c6 hai cta thude.

Ngay ban hanh 02/01/2026 Trang 3/17



Quy trinh gidm sat ADR chu dong S6 QT.DUOC.09
5. NOI DUNG QUY TRINH
BUOC THUC | PDON VITHUC - -
TT HIEN HIEN NOI DUNG THU'C HIEN

Phat hién ADR

BS, DD, ho sinh vién,
ky thuat vién.

— Ut tién d6i tugng NB ¢ nguy co gip ADR
cao, thudc c6 nguy co cao giy ADR.

—BS, PD uu tién theo ddi ADR trén dbi tugng
NB c6 nguy co gap ADR cao (Phu luc 1) va
thudc c6 nguy co cao giy ADR (Phu luc 2).

—BS, DD phat hién cac biéu hién ADR (Phu luc
3).

—BS, BD kiém tra cam quan chat lwong cua cac
thudc nghi ngd gdy ADR (néu con mau), trudng
hop nghi ngd do chat lwong thudc thi bao céo
theo mau “ Bao c4o bat thuong vé chit lwong
thude ” (Biéu mau 1)

—BS, BD niém phong vé bao bi thuéc, vi thudc,
lo thudc cua thude nghi ngo gay ra ADR (néu
con). Ghi rd tén thudc, tén NB dung thuéc, co
tén va chir ky caa BS, BD thuc hién y 1énh trén
to niém phong va luu mau tai khoa.

Phan loali
ADR:

BS, BD, DS, ho sinh,
k¥ thuat vién.

—Nguoi phat hién phan loai ADR theo murc do:
+ ADR nghiém trong (Phu luc 4).
+ ADR thong thuong.

Ghi chép ADR:

BS, BD, DS, ho sinh,
ky thuat vién.

— ADR nghiém trong: goi DS phuy trach dugc 1am
sang xudng phéi hop ghi chép

— ADR thong thuong BS, DD tu ghi.

— Két hop vé6i BS, BD lam dau méi kiém tra va
hoan chinh céc bao cdo ADR.

Thu thap ADR

DS duoc phan cong

— ADR nghiém trong: thu ngay.
— ADR théng thuong: thu vao tht 5 hang tuan.

Tham dinh tai
CO SO

DS dugc phan cong

Theo thang phan loai cua to chuc y té thé gioi
WHO hoac thang Naranjo (Phu luc 5)

Téng hop ADR

DS dugc phén cong

—Téng hop theo sb lwong bao cao ADR (theo
khoa, theo thubc, cac ADR nghiém trong), bao
cao lanh dao khoa Dugc, cac khoa lIam sang,
Ban Giam déc.

— Hinh thac giri va thoi gian theo quy dinh.

— DS duoc phan cdng gui bao cao ADR dén trung
tam DI va ADR qudc gia (biéu mau 2).

—Hinh thac gui: guri qua thu dién ta:
(di.pvcenter@vnn.vn), gui truc tuyén
(http://canhgiacduoc.org.vn)
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Quy trinh gidm sat ADR chu dong S6 QT.DUOC.09
BUOC THUC | DPON VI THUC A -
TT HIEN HIEN NOI DUNG THU'C HIEN
— ADR nghiém trong gay tir vong va de doa tinh
mang.
— ADR thong thuong.
Gui trung tim — ADR nghiém trong: nhan phan hdi tir trung tam
7 DI va ADR DS dugc phan cong | ADR va DI quéc gia.
quoc gia — ADR théng thudng: nhan béo céo téng két hang
nam tir trung tam ADR va DI quéc gia.
— Giri canh béo t6i céc khoa phong, tram y té
thudc Trung tam Y té voi ADR nghiém trong.
Lk A A — Luu bao cdo ADR va cac phan hdi tir trung tam
8 | Luubdocao | DSduocphancong | Anp s by quéc gia trong 05 nam.
6. LUU PO
bca,c Luu db Trachnhiém M@ ta chi tiét
woc
—Uu tién d6i twong NB c6 nguy co gip
ADR cao, thudc c6 nguy co cao giy
ADR.
~BS, PD uu tién theo ddi ADR trén ddi
tuong NB c6 nguy co gap ADR cao (Phu
A luc 1) va thuoc c6 nguy co cao gay ADR
Buie 1 < Phat hi¢gn ADR > (Phu)mc 2). = >
—BS, PD phat hién cac biéu hién ADR
(Phu luc 3).
BS, DD, ho |-BS, PD kiém tra cam quan chit luong
sinh vién, ky | cua céc thuéc nghi ngo gy ADR (néu
thuat vién con mau), trudng hop nghi ngd do chat
luong thude thi bao co theo mau « Bao
cao bat thuong vé chit lugng thudc
(Biéu mau)
—BS, DD niém phong vo bao bi thudc, vi
thudc cua thuéc nghi ngo gay ra ADR
(néu con). Ghi rd tén thudc, tén NB dung
thudc, co tén va chix ky cua BS, PD thuc
hién y 1&nh trén to niém phong va lwu mau
y tai khoa.
- —Nguoi phat hién phan loai ADR theo muc
Phan loai ADR BS, BD, DS, do: 3
Buéc 2 ho sinh, k§ —ADR nghiém trong (Phu luc 4).
l thuat viar, |~ ADR thong thusng
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Quy trinh gidm sdt ADR chu déng

S6 QT.DUOC.09

Cac

3 Luu d6 Trachnhi¢m MG ta chi tiét
bwoc
— —ADR nghiém trong: goi DS phu trach
Ghi chép ADR duoc 1am sang xuong phoi hop ghi chép
BS, PD, DS, —AD_R t?ong}hugng BS, EBD tu ghi. \
. A e . |—Hai tuan mot lan DS xuong khoa phong
Buéc 3 ho sinh, ky , .~
tliuﬁt vién c6 huu bgnh:
: " |- Kiém tra cac BA c6 ADR.
— Két hop véi BS, PD 1am dau méi kiém
\ tra va hoan chinh cac b4o cao ADR.
— ADR nghiém trong: thu ngay.
. Thu thap ADR DS dwge |- ADR thong thuong: thu vao ngay 25 - 28
Budrc 4 A A N ,
phan cong | hang thang.
\4 5 r 7
Z . . — Theo thang phén loai cta to chuc y té the
, Tham dinh tai DS dwoc L SR .
Buéc 5 o S6 phan cong g;ol WHO hogc thang Naranjo (Phu luc
v —Téng hop theo s6 luong bao cao ADR
(theo khoa, theo thuoc, cac ADR nghiém
R trong), bao cao lanh dao khoa Dugc, Cac
Budc 6 Tong hep ADR khoa Iam sang, Ban Giam déc.
DS duwoe |~ Hinh thac gui va thoi gian theo quy dinh.
phan cong |- DS chuyén trach gui bao cdo ADR dén
trung tdm DI va ADR quoc gia (biéu mau
2).
—Hinh thac gui: gui qua thu dién tu
(di.pvcenter@vnn.vn), gui truc tuyen
(http://canhgiacduoc.org.vn).
Giri trung tam DI —?E;R nghiém trong gay tir vong va de doa
; va ADR quéc gia DS dugc N1 mang ‘
Budc 7 phan cong |~ ADR thong thuong.
— —ADR nghiém trong: nhan phan hoi tur
Nhgn phan hdi trung tam ADR va DI quéc gia.
Buée 8 DS duge |- ADR théng thuong: nhan béo céo tong
phancong | két hang nam tir trung tdm ADR va DI
quoc gia.
y
Giri canh bao téi DS duoc —Gui canh béao toi cac khoa phong trong
Buéc 9 cac khoa phong phan cdng bénh vign véi ADR nghiém trong, mai,
chuoi.
—Luu béo cdo ADR va cac phan hdi tur
. DS dwgc trung tdm ADR va DI quoc gia trong 5
Buge 10 < Luu bio cdo > phan cong | nam
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Quy trinh gidm sdt ADR chu déng S6 OT.DUOC.09

6. HO SO

STT Tén hd so Mai s Noi lwu

Khoa bao céao

1 | Céac bao cao ADR Khoa Dugc

7. PHU LUC
1. Phu luc 1: Mot sb ddi tuong 6 nguy co cao xay ra ADR.
2. Phu luc 2: Mot s thube c6 nguy co cao gay ADR.

3. Phu luc 3: M6t sb biéu hién 1am sang va can lam sang bat thuong cé thé lién
quan dén phan tng c6 hai cta thudc.

Phu luc 4: Phan Umg c6 hai dugc danh gia 1a nghiém trong.
Phuy lyc 5: Thang phan loai: ctia T chire y té thé gigi (WHO), thang Naranjo.
Phu luc 6: Thoi gian gui bao cdo ADR.

Biéu mau 1: Mau béo cdo bat thuong vé chit luong thude.

© N o 0 &

Biéu mau 2: Mau bao c4o phan trng c6 hai cua thudc.

Phu luc 1. Danh sich mot sb ’déi tuwong nguoi bénh
c6 nguy co’ cao xuat hién ADR

- Nguoi bénh c6 tién sir gip ADR, di tng thude.

- Nguoi bénh ¢ yéu t6 co dia suy giam mién dich hodc mic cac bénh ty mién.

- Nguoi bénh mac dong thoi nhiéu bénh.

- Nguoi bénh str dung nhiéu thudc.

- Ngudi bénh sir dung thude kéo dai.

- Nguoi bénh c6 rdi loan chiic ning gan, than.

- Ngudi bénh cao tudi, bénh nhi.

- Nguoi nghién ruou. - Phu nir mang thai, cho con bt.

- Nguoi bénh duoc diéu trj bang cac thudc c6 nguy co cao xdy ra phan tng co hai.

- Nguoi bénh str dung thude duoc biét dén c6 lién quan dén cac bién cb bat loi
nghiém trong.

- Nguoi bénh duogc diéu tri béng cac thude co pham vi diéu tri hep hoac tiém an
nhiéu tuong tac thudc nghi€ém trong.

- Nguoi bénh c6 chi sb xét nghiém can 14m sang bat thuong.

- Nguoi bénh dugce chi dinh sir dung 1 lidu thube khang histamin, adrenalin hodc
corticosteroid (1a dau hi¢u c6 thé xuat hién phan img co6 hai).
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Quy trinh gidm sdt ADR chu déng S6 OT.DUOC.09

Phu luc 2. Danh sich mdt s6 thudc ¢é nguy co' cao xuét hién ADR

a. Nhom thube

- Thudc cha van adrenergic, dung duong ti€ém tinh mach (vi du: adrenalin,
phenylephrin, noradrenalin, dopamin, dobutamin).

- Thudc chen B adrenergic, dung dudng tiém tinh mach (vi du: propanolol,
metoprolol, labetalol).

- Thubc mé hé hap va thude mé tinh mach (vi du: propofol, ketamin).
- Thudc chdng loan nhip, ding duong tiém tinh mach (vi du: lidocain, amiodaron).

- Thudc chong dong khang vitamin K, heparin kh01 lugng phan tur thap, heparin
khong phan doan tiém tinh mach, thudc trc ché yéu td Xa (fondaparinux), thudc trc ché
truc tiép thrombin (vi du: argatroban, lepiridin, bivalirudin), thudc tiéu soi huyét (vi
du: alteplase, reteplase, tenecteplase) va thudc chong két tap tiéu cau Gc ché thy thé
glycoprotein IIb/IIla (vi du: eptifibatid).

- Dung dich lam liét co tim.

- Hoa tri liéu str dung trong diéu tri ung thu, ding dudng tiém hoic udng.

- Dextrose, dung dich wu truong (ndng do > 20%).

- Dung dich loc mau trong tham phan phic mac hoidc chay than nhan tao.

- Thubc gy té ngoai mang cung (vi du: bupivacain).

- Insulin, dung tiém dudi da va tiém tinh mach

- Thudc ting co bop co tim, dung duong tiém tinh mach (vi du: digoxin, milrinon).

- Thudc duogc bao ché dang liposom va dang bao ché quy udc twong tmg (vi du:
amphotericin B dang liposom va amphotericin B deoxycholat).

- Thubc an than, dung duong tiém tinh mach (vi du: midazolam, lorazepam).
- Thubc an than, dung dudng udng, cho tré em (vi du: cloral hyrat, midazolam).

- Opioid dung trong gay mé hodc giam dau, dung duong tiém tinh mach, hé tri liéu
qua da hoac dung duong udng.

- Thubc phong bé dan truyén than kinh, co (vi du: succinylcholin, rocuronium,
vecuronium).

- Thubc can quang, dung dudng tiém.

- Ché pham nudi dudng ngoai duong ti€u hoa. - Natri clorid, dung duong tiém,
dung dich vu truong (ndng d6 > 0,9%).

- Nudce vo khuan dé truyén, khi dung va rtra vét thuong (khong bao gdm dang chai
rot) c6 thé tich tir 100 mL tré 1€n.
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Quy trinh gidm sdt ADR chu déng S6 OT.DUOC.09

- Thudc diéu tri dai thao dudng nhom sulfonylurea, dung duong udng (vi du:

glimepirid, glyburid, glipizid).
b. Céc thudc cu thé
- Adrenalin, dung duong tiém dudi da.
- Epoprostenol, dung duong tiém tinh mach.
- Insulin U-500 (dac biét luu y)
- Magie sulfat, dung duong tiém.

- Methotrexat dung dudng udng duoc sir dung véi chi dinh khong phai diéu trj ung
thu. - Oxytocin, dung duong tiém tinh mach.

- Natri nitroprussid, dung duong tiém.

- Kali clorid dung dich dam dac, dung duong tiém.

- Kali phosphat, dung duong tiém.

- Promethazin, dung duong tiém tinh mach.

- Vasopressin dung duong tiém tinh mach hodc tiém trong xuong.

- Dan chét alkaloid Dira can (vinblastin, vinorelbin, vincristin), ding dudng tiém.
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Quy trinh gidm sdt ADR chu déng S6 OT.DUOC.09

Phu luc 3. Mt s6 biéu hién 1am sang va cin lAm sang bat thuong cé thé lién
quan dén phan trng c6 hai cua thudc

Biéu hién 1am sang va can
Iam sang

Biéu hién cu thé

1. Mdt s6 biéu hién chung

- Sot

- Pau déu

- Budn ngu

- Ngét

- Tang can nhanh

2. Phan &ng ngoai da

- May day

- Phu mach

- Ban do

- Ban xuat huyét

- Tang nhay cam anh séng

- Ban ndi bong: Hong ban da dang, hoi ching Stevens-Johnson, hoai
tar biéu bi nhiém doc, ban ¢ dinh.

- Mun triang ca

- Rung téc

- Nhiém khuan, nhiém nim

3. Rdi loan chire niing gan

- Vang da, vang mat, ph ,
- Ket qua xet nghiém chue ndng gan bat thuong (tang AST, ALT,
phosphatase kiem, bilirubin mau)

4. Két qua xét nghigm
huyét hoc bat thwong

- Giam hong cau

- Giam bach cau, giam bach cau da nhan trung tinh
- Giam tiéu cau

- Tang bach ciu ua eosin

- Thiéu mau tan méu

- Tang lympho bao

- Phan ttng Coombs duong tinh

- Giam prothrombin

5. Phan &ng phan vé va
soc phan vé

6. Suy than cap

- Tang creatinin mau

7. Roi loan tiéu hoa

- Non, buon nén

- Khé nuét

- Réi loan vi giac

- Tang san loi

- Khé miéng

- Loét miéng

- Loét thyc quan

- Bau thugng vi

- Soi mat

- Viém tyy

- Tao bon

- Tiéu chay va viém dal trang gia mac
- Xuat huyét tidu hoa

8. Réi loan hd hap

-Khothe
- Co that phe quan
- Viém phoi ké
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Quy trinh gidm sat ADR chu dong S6 QT.DUOC.09
9. Gia tri glucose mau bat | - Tang glucose huyet
thwong - Ha glucose huyeét
- Suy giap

10. Rdi loan ndi tiét

- Tang nang tuyén giap
- Tang prolactin mau
- Lupus ban d6 do thuoc

11. Réi loan than Kinh, co

- Bénh ly than kinh ngoai bién
- Chéng mat

- Co giat

- Réi loan truong luc co

- Réi loan ngoai thap

- Tang ap luc ndi So

- Cac dong tac bat thuong
- Pau co

- Tiéu co van cap

- Loang xuong

- Hoal tr xwong

12. Huyét &p bt thwong

- Ha huyét ap ’
- Ha huyet ap tu the dung
- Tang huyét ap

13. Réi loan tim

- Loan nhip hoac biéu hién bat thuong trén dién tam do
- Viém mang ngoai tim

- Cham nhip

- Huyét khéi/ dot quy

- Bénh co tim

- Bénh van tim

- Suy tim

14. Réi loan tam than

- Trang thai 10 13n do thudc

- Kich dong

- Uc ché tam than

- Thay d6i tam tinh: trim cam, hung cam
- Réi loan giac ngu

- Réi loan hanh vi 4n uéng

- Réi loan tri nhé

- Thay di nhan thtc

- Loan than

- Hoi chirng cai thudc.

15. Tat ca cac biéu hién
bat thwong khac ghi nhan
dwgc trong qua trinh diéu
tri cua nguwoi bénh sau khi
str dung thudc nghi ngo:.
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Quy trinh gidm sdt ADR chu déng S6 OT.DUOC.09

Phu luc 4: Phan @ng c6 hai duwgc danh gia 1a nghiém trong

Céc phan tmg c6 hai nghiém trong (cac phan tmg c6 hai dan dén mot trong nhiing

hau qua sau):

1. Tu vong.

2. Pe doa tinh mang.

3. Budc nguoi bénh can phai vién dé di€u tri hoac kéo dai thoi gian nam vién
cuia nguoi bénh.

4. Pé lai di ching ning né hodc vinh vién cho ngudi bénh.

5. Gay di tat bam sinh & thai nhi.

6. Hodc bat ky phan tng c6 hai duoc nhan vién y té nhan dinh 1a gay ra hau qua
nghi€ém trong v€ mat lam sang). Trong d6, bao gom ca cac truong hop ghi
nhan tai bién nang sau tiém chung vac xin.

Phu luc 5: Thang danh gia moi lién quan giira thudc va ADR

* Thang danh gia méi quan hé giira thudc nghi ngo va ADR ciia WHO

Quan hé nhan qua

Ti€u chuan danh gia

Chéc chéin
(Certain)

e Phan mg dugc mo ta (biéu hién 1am sang hoic cn 14m sang bat thudng)
c6 moi lién hé chiat ché véi thoi gian st dung thude nghi ngo,

e Phan ung xay ra khong thé giai thich bang tinh trang bénh ly cta nguoi
bénh hoic cac thude khac sir dung dong thoi véi thude nghi ngo,

e Cac biéu hién cua phan tng duogc cai thién khi nging sir dung thude
nghi ngo,

e Phan (g 14 tac dung phu dic trung di duoc biét dén ciia thube nghi ngo
(c6 co ché dugc 1y rd rang)

e Phan tng l3p lai khi tai str dung thudc nghi ngd (néu ¢ dung lai thude
nghi ngo).

Co kha nang
(Probable/likely)

e Phan g dugc mo ta c6 mbi lién hé hop 1y v6i thoi gian sir dung thude
nghi ngo,

 Nguyén nhén gy ra phan ing khong chic chan duoc liu c6 thé c6 lién
quan dén bénh 1y ctia ngudi bénh hodc cac thude khéc sir dung dong thoi
hay khong,

e Cic biéu hién cua phan tmg duogc cai thién khi ngimg st dung thudc
nghi ngo,

e Khong can thiét phai c6 thong tin vé tai st dung thudc.

e Phan tmg dugc mo ta c6 mbi lién hé hop 1y v6i thoi gian st dung thube
nghi ngo,

C6 thé e Phan tmg c6 thé dugc giai thich bang tinh trang bénh 1y ciia ngudi bénh
(Possible) hoic cac thude khac str dung dong thoi,
e Thiéu thong tin vé dién bién ctia phan tmg khi ngimg st dung thudc nghi
ngd hodc thong tin v& viéc ngimg sir dung thude khong 16 rang.
Khong chic chin | e Phan g dugc mo ta c6 méi lién hé khong rd rang vai thoi gian sir dung
(Unlikely) thudc,
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e Phan ung co :ché duoc giai thich bang tinh trang bénh 1y ctia ngudi bénh
hoac cac thudc khac sir dung dong thoi.

(Unclassifiable)

lai thong tin.

Chua phan loai e Ghi nhan viéc xay ra phan tng, nhung can thém thong tin dé danh gia
(Unclassified) hoic dang tiép tuc thu thap thong tin bo sung dé danh gia.

e Ghi nhén phan Gmg, nghi ngd 1a phan tmg c6 hai ctia thudc, nhung khong

Khong thé phén loai thé danh gia dugc do thong tin trong bao céo khong ddy du hodc khong

thdng nhat, va khong thé thu thap thém thong tin bd sung hodc xac minh

* Thang danh gia mdi lién quan giira thudc nghi ngo va ADR ciia Naranjo

Tinh di€ém

két qua chan doan hinh anh bat thuong hay khong?

STT Cau héi danh gia . . |Khéng c6| Piém
Co | Khong thong tin

1 Phan tng c¢6 dugc mo ta trude do trong y van khong? | 1 0 0
Phén g c¢6 xut hién sau khi diéu tri bang thudc

2 A 2 -1 0
nghi ngd khong?
Phan ung c6 duoc cai thién sau khi ngirng thudc hodc

3 ‘ VI A 1 0 0
dung chat d6i khang khong?

4 Phan g c6 tai xuét hién khi dung lai thuoc khong? 2 -1 0
C6 nguyén nhan nao khac (trir thuc nghi ngo) c6 thé

5 | 1A s L ; -1 2 0
la nguyén nhan gay ra phan ung hay khong?
Phan tmg c6 xuat hién khi dung gia duoc (placebo)

6 n -1 1 0
khong?
Nong @6 thuoc trong mau (hay cac dich sinh hoc

7 R N N . 1 0 0
khéc) c6 & ngudng gay doc khong?
Phéan tng c6 nghiém trong hon khi tdng liéu hoac it

8 A C A 1 0 0
nghiém trong hon khi gidm liéu khong?
Nguoi bénh c6 gip phan tng twong ty voi thude nghi

9 e 2% A 1 0 0
ngd hodc cac thude tuong tu trudc dd khong?
Phan (g c6 dugc xac nhan bang cac bang ching

10 | khach quan nhu két qua xét nghiém bat thudng hoic 1 0 0

Tong diem

Két luan

m Chic chan (> 9 diém)

m Co kha ning (5 - 8 diém)

m Cothé (1 -4 diém)

m Nghi ngd (<1 hoic 0 diém)
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Phu luc 6. Thoi gian giri bao cao ADR

- B4o c4o can duogc giri trong thoi gian som nhat c6 thé sau khi phat hién ra phan
ing, ngay ca khi thong tin thu dugc chua day du (bao cdo ban dau). Trong trudng hop
nay, c¢6 thé bd sung bao cdo néu thu thip duoc thém thong tin (bdo cdo bd sung).

- Bao céo trong khi nguoi bénh chua xuét vién giup khai thac du thong tin, thuc
hién cac xét nghi¢ém can thiét dé xac dinh nguyén nhan gay ADR.

- Bao dam viéc guri bao céo toi Trung tm vé Thong tin thude va Theo ddi phan
ung c6 hai cua thudc dung thot han.

- Bao cao phan tmg co6 hai nghiém trong gay tir vong hodc de doa tinh mang nguoi
bénh: gui trong thoi gian som nhat c6 thé nhung khéng mudn hon 07 ngay lam viée ké
tur thoi diém phat hién ra phan ung.

- Bao cao phan ng c6 hai nghiém trong con lai: gui trong thoi gian som nhat co
thé nhung khong mudn hon 15 ngay lam viéc ké tir thoi dieém phat hién ra phan tng.

- B4o c4o phan ung c6 hai khong nghiém trong c6 thé tap hop gui hang thang,
trudc ngay 05 cua thang ké tiép.

- B4o céo tir khoa/phong 1am sang t6i khoa Duoc can duoc giri trong thoi gian
som nhat c6 thé sau khi xay ra phan ting. Thoi han giri sém hon 02 ngay theo quy dinh
trén dé Khoa Dugc hoan chinh gui bao cao toi Trung tam Quoc gia hodc Trung tam
khu vuc vé Thong tin thude va Theo dbi phan tmg c6 hai cta thude.
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Biéu miu 1. Miu bao cdo bat thuwong vé chat lwong thudce

Noi bio BAO CAO BAT THUONG
cao """"" o VE CHAT LUQNG THUOC
Ma s6 bao cao Clia don Vii........coovivieiiiiii (Mﬁu tham khéO)

Ma so bao cao (do Trung tdm quoc gia quan ly):

A. THONG TIN VE THUOC

1. Tén thudc (tén biét duoc, tén hoat

CRAL) oo ettt ettt n s
2. NONE GO/ NAM TGN ...t s st s et s st s st s en st en e s ssennsen
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B. THONG TIN VE CHAT LUQONG THUOC

13. Mo ta ddy du cac van dé chat lwong san pham (giri kém phiéu kiém nghiém cua 16 thudc néu co

THONG TIN VE VIEC SU DUNG THUOC TREN BENH NHAN

20. Chirky 21. Dang béo céo: O Landaw/ [ B6 sung 22. Ngay bao
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BAO CAQ PHAN UNG CO HAI CUA THUOC
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ADR
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