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LOI NOI PAU

han ting c6 hai clia thuéc (ADR) 12 mot trong nhiing nguyén

nhan 1am ting ty 1& mic bénh va tii vong, kéo dai thsi gian nim
vién, ting chi phi va 4nh hudng d&n chat luong diéu tri cho ngudi bénh.
Dé dy phong va giam thi€u tdc dong clia ADR cho bénh nhan, viéc xay
dung quy trinh gidm sat ADR trong thuc hanh tai c6 s6 khdm bénh va
chita bénh 12 hét stc can thiét.

Tai Viét Nam, cong tac theo ddi phan ting c6 hai cta thude duge
bt dAu trién khai tif nim 1994, tif @6 d&n nay hoat dong nay ludn dugc
B0 Y t€ quan tdm chi dao v nhan dugc su tham gia tich cuc cia céc co
s& kham bénh, chita bénh va nhan vién y t&. D€ ning cao hiéu qua hoat
dong nay, trong nim 2012 Bo Y t&€ da chi dao x4y dung “Hudéng din Hoat
dong gidm sat phan ting c6 hai ctia thudc (ADR) tai c4c c6 s6 khdm bénh,
chita bénh” va ban hanh ban Huéng din nay kém theo Quyét dinh 1088/
QD-BYT ngay 04/04/2013. Huéng din nay cap nhat céc thong tin méi,
phit hop vé6i Huéng din ctia T8 chiic Y t& Thé gidi c¢6 diéu chinh @& phu
hop véi tinh hinh thyc t€ ctia cong tdc bdo dm an toan trong st dung thudc
6 nudc ta hién nay.

Tai liéu nay dudc xuit ban nhim gidi thidu noi dung ban Hudng dan
Hoat ddng gidm sét phan ting c¢6 hai ctia thudc (ADR) tai cdc co s& khdm
bénh, chita bénh do B6 Y t& ban hanh, cung cip cdc ndi dung chuyén
mon lién quan dén cdng tic theo ddi phan ting c6 hai ctia thuée gép phin
nang cao chat lugng hoat ddng ddm bao an toan trong st dung thudc.

Xin trn trong gidi thiéu cling cdc ddng nghiép tai cdc co sd khdm
bénh va chiia bénh trén toan quoc. Hy vong ddy sé 1a tai liéu chuyén mon
hitu ich gidp cdc co s& khdm bénh, chita bénh, cdc nhan vién y t€ c6 thé
trién khai hoat dong nay. Ban Bién soan ciing mong nhan dugc nhiing
déng gép y kién ciia cdc quy vi, ddng nghiép dé hoan thién hon cudn tai
liéu chuyén mon nay.

T/M Ban Bién Soan

Thi truéng B@V
OV

Nguyen Thi Xuyén




HUONG DAN HOAT PONG GIAM SAT ADR
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

S8: 1055 /QP - BYT
Ha Ngi, ngay OW thdng G4 ndm 2013

: QUYET PINH
Vé viéc ban hanh huéng dan hoat dfng gidm sit
phén {mg ¢6 hai clia thudc (ADR) tai cic co s& kham, chira bénh

- BOTRUONG BQ Y TE
Can cur Nghi dinh sb 63/ND-CP ngay 31 thang 08 ndm 2012 cua Chinh
phu quy dinh chirc néng, nhiém vu, quyén han va co cdu td chuc bd may cua B0
Y té;
Theo d& nghi cta Cuc trudng Cuc Quan Iy Kham, chita bénh - B6 Y té,
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Piéu 1. Ban hanh kém theo Quyét dinh nay “Huéng din hoat dong gidm sat
phéan tng c6 hai cta thube (ADR) tai céc co s& kham bénh, chita bénh”.

Pidu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Cac Ong, Ba: Chanh Vin phong B, Cuc trudng Cuc Quan Iy Kham,
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N KT. BO TRUONG
- Nhu diéu 3; p >
- Bo trudng (dé b/c); ——THU TRUONG

- Luu: VT, KCB (02).
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HUONG DAN
Hoat dong giam sat phan wng c6 hai cia thudc (ADR)
tai cdc cd s¢ kham bénh, chita bénh
(Ban hanh kem theo Quyét dinh s6 1088/QD-BYT ngay 04 thdang 04 niim 2013
cia Bé trudng Bo Y t€)

uadt Dugc nam 2005 qui dinh,
phén ng c6 hai cda thudc

(Adverse Drug Reactions -
ADR) 1a nhitng tdc dung khong mong
mudn ¢6 hai d&n sirc khée, c6 thé xuit
hién & liéu diing binh thudng.

Theo dinh nghia ctia T8 chitc Y t& The
gi6i, phan tGing c6 hai cla thude 1a phan
(ing doc hai, khong dinh trudc va xult
hién & liéu thudng dung cho ngudi véi
muc dich phong bénh, chin doén, diéu tri
bénh hoic lam thay di chiic nang sinh 1y
clia cd thé.

Phén ng c6 hai clia thudc 1a mot
trong nhitng nguyén nhin lam ting ty
1& médc bénh, ty 1€ tif vong, kéo dai thoi
gian nim vién, gidm tudn thd diéu tri
va ting chi phi diéu tri cho bénh nhan.
Vi viy, viéc gidm sdt phan dng cé
hai cda thu6c déng vai trd quan trong
nhim gidm thi€u nhitng nguy cd lién
quan dé&n thudc trong qud trinh st dung
thudc clia ngudi bénh. Viéc gidm sit
phdn ng c6 hai cda thudc bao gém:
phdt hién, x{ tri, bdo cdo, ddnh gid va
du phong ADR.

Bo Y t& ban hanh huéng din nay
véi muc tiéu:

- Nang cao nhin thiic vé van dé an
toan trong st dung thudc va khuyén
khich cdn bd y t&€ bdo cdo phédn tng ¢
hai cda thu6c nhu 1a nhiém vu chuyén

mon trong thyc hanh lam sang va la
mdt phin trach nhiém, dao dic nghé
nghiép.

- Phat hién sém cdc van dé an toan
thudc, kip thdi x tri va chi dong
thuc hién cdc bién phdp du phong cdc
bi€n c6 bat 1¢i x4y ra trong qué trinh
stt dung thudc trén ngudi bénh, ting
cudng viéc stt dung thudc hdp 1y, gidm
ty 1& mic bénh va ty 1€ t& vong lién
quan dén thudc trong thyc hanh.

I. GIAM SAT PHAN UNG CO
HAI CUA THUOC

Gidm sat phdn tng c6 hai clia thudc
12 trdch nhiém ctia tit cd cdn bd y t&€
bao gém bdc si, dugc si, diéu dudng
vién, h§ sinh vién, k§ thudt vién va
cdccdnbd y t€ khic tai cdc co s6 kham
bénh, chira bénh.

1. Piéu dudng vién, ho sinh vién,
ky thuit vién
a) Phdt hién ADR

- Theo ddi va phdt hién nhitng
bi€u hién 14m sang va cdn lam sang
ba't thudng x4y ra trén ngudi bénh
dua trén cdc thong tin do ngudi bénh
cung cAp va céc triéu chitng ghi nhan
dugc trong qud trinh cham séc, theo
déi nguGi bénh (xem Phu luc 1).

- Thong bao ngay cho béc si diéu tri
va Khoa Dudc (néu cé) vé tinh trang
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bat thudng ctia ngudi bénh.

- Ghi lai cédc thong tin lién quan téi
cdc thudc ma ngudi bénh da st dung
(thudc nghi ngd gdy ADR va céc thudc
dung ddng thdi) bao gom: tén thudc,
liéu duing, dudng dung, nha sdn xuit,
s6 16; ngay va thdi gian bit dau dung
thudc, ngay va thdi gian két thiic diing
thudc (n€u cb); 1y do st dung thudc.

- Giit lai vé bao bi thudc, vi thudc ma
ngudi bénh di st dung d€ tham khio
trong trudng hop can thém thong tin.

b) Xui tri ADR

- Thyc hién x{ tri ADR theo ding y
1énh cia bdc si diéu tri.

- Theo ddi ngudi bénh va thong bdo
kip thdi cho béc si diéu tri n€u c6 dién
bi€n bat thudng clia ngudi bénh trong
qud trinh diéu trj ti€p theo.

- Trong trudng hgp khin cip, ¢6 thé
nging st dung thudc nghi ngd gy dnh
hudng t6i tinh mang nguGi bénh trude
khi thong bdo cho bac si.

2. Bac si
a) Gidm sdt ADR

- Kiém tra nhitng diém cin chi y
trude khi ké don (xem Phu luc 6).

- Hu6ng din diéu dudng vién, ho
sinh vién, k§y thudt vién nhitng dau
hiéu can theo doi dé phat hién ADR
trong qud trinh st dung thudc cho
ngudi bénh (vi du: dau cd & ngudi
bénh st dung thudc ha lipid mau nhém
statin, tiéu chay khi dung khang sinh dai
ngay,...).

b) Phdt hién ADR

- Phat hién, ghi nhin lai nhitng
bi€u hién 1Am sang va cin lim sang
bat thudng xay ra trén ngudi bénh vao
bénh 4n (xem Phu luc 1).

- Kiém tra lai ti't c& cdc thudc thuc
t€ ngudi bénh da sit dung.

- Ki€m tra chat lugng cAm quan mau
thudc dugc lvu lai xem c6 bi€u hién gi
vé chat lugng thudc.

- R . A ~ A .
- Kiém tra lai mdt s thong tin sau:

+ Viéc st dung thudc c6 phii hop
tinh trang bénh 1y, ¢6 cAn nhic dén cdc
bénh mic kém va chdng chi dinh trén
ngudi bénh hay khong?

+ Liéu dung thudc da ding nhu
khuyén cdo chua?

+ Ngudi bénh ¢6 tién st di tng, dic
biét 12 di tng thudc khdng?

+ C6 su phit hop vé thdi di€m ding
thudc nghi ngd va thdi diém xuit hién
ADR khong?

¢) Xu tri ADR

- Panh gid mdc do nghiém trong
ctia ADR dé€ quyét dinh huéng xi tri
lam sang phu hgp.

- Gidm liéu hoic ngirng thudc nghi
ngd gy ADR trong diéu kién 1am sang
cho phép.

- Kip thdi thuc hién cdc bién phéap
diéu tri triéu ching, diéu tri hd trg,
ddm bdo chic ning séng con cho
nguoi bénh.

- Thyc hién theo cdc huéng din
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chuyén mon ctia BO Y t€ ¢6 lién quan
néu viéc x1t tri ADR thudc pham vi cdc
huéng din dé.

- Trong trudng hop can thiét, trao
ddi huéng xi tri v6i ddng nghiép, t6
chitc hoi chan chuyén mon, tham khio
thém thong tin vé ADR tir dudc si, Pon
vi Thong tin thudc bénh vién hoic cic
Trung tim vé Thong tin thudc va Theo
ddi phan tng c6 hai cda thudc.

- Gidm sat chdt ché ngudi bénh
trong trudng hgp bit budc st dung lai
thudc nghi ngd gay ADR khi khong
c6 thudc thay th& hoic khi 1gi ich clia
thudc vudt trdi hon nguy cd.

d) Ddnh gia ADR

- Tra cttu xem ADR da dugc ghi
nhin trong t& huéng din st dung thudc
hay cdc tai liéu y vin vé thudc chua.

- Ty diéu kién chuyén mon, c6 thé
ddnh gid m&i lién hé gitta thudc nghi
ngd va ADR xuét hién trén ngudi bénh
theo thang phan loai ctia T8 chifc Y t&
th€ gi6i hoic thang di€m ctia Naranjo
(xem Phu luc 4).

3. Dugc si

a) Trong qud trinh thyc hién hoat
dong chuyén modn, thong qua xem
bénh 4n hoic duyét thudc tai Khoa
Dudc, dugc si phdat hién ADR dya trén
cdc thudc c6 kha ning dudc st dung dé
Xt tri phdn Gng c6 hai clia thudc, biéu
hién 14m sang va két qud xét nghiém
can lAm sang bat thudng (xem Phu luc
3). Uu tién xem xét bénh 4n cic doi
tugng dic biét, st dung thudc c6 nguy
cd cao xay ra ADR (xem Phu luc 2).

b) Trao d6i vé6i bac si diéu tri néu
phat hién ADR khi thuc hién hoat
dong dugc 1am sang tai khoa phong dé
c6 bién phdp x\ tri phlt hgp.

¢) Cung cap thong tin vé thudc trong
qué trinh xdc dinh va x@ tri ADR theo
yéu cdu clia cian bo y t&.

d) Huéng din, hd trg bac si va diéu
dudng vién hoan thién diy dd va chinh
xdc cdc thdng tin can thiét trong mau
bdo cdo phdn tng c6 hai cia thudc.

e) Dudc si c¢6 thé truc ti€p thu thap
thdng tin va viét bdo cdo ADR.

II. HUGNG DAN BAO CAO
PHAN UNG CO HAI CUA THUOC

1. Doi tugng viét bao cdo

a) Ngudi truc ti€p viét bdo cdo ADR
1 bac si, dugc si, diéu dudng vién, ho
sinh vién, k¥ thudt vién va cdc cdn bd
y t& khdc. Khuyé&n khich nhiéu ngudi
cung tham gia vi€t hoan thién bo c4o.

b) Thong tin vé ngudi bdo cdo, bénh
nhan va don vi bdo cdo ghi trong phi€u
bdo cdo phdn ttng c6 hai cia thudc
dudc cdc Trung tAim vé Thong tin thudc
va Theo ddi phdn tng c¢6 hai cla thudc
bado mit theo qui dinh hién hanh.

2. Céc trudng hgp can bio cdo

a) Bdo cdo tdt cda cdc bién cd bat
lgi xdy ra trong qud trinh diéu tri nghi
ngo' la phdn vng cé hai gy ra boi:

- Thudc, vic xin va sinh pham y t€&.

- Thudc dong y, thudc tir dugc lidu,
dudgc liéu, vi thudc y hoc ¢ truyén.
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b) Ddc biét chii trong uu tién bdo cdo:

- Cdc phéan @ng ¢6 hai nghiém trong
(cdc phdn vng cé hai din dén mot
trong nhitng hdu qud sau: tit vong; de
doa tinh mang; budc nguoi bénh phdi
nhdp vién dé diéu tri hodc kéo dai thoi
gian ndm vién ciia nguoi bénh; dé lai
di chitng ndng né hodc vinh vién cho
nguoi bénh; gdy di tat bdm sinh & thai
nhi; hodc bat ky phdn vtng cé hai duoc
cdan bo y t& nhdn dinh la gdy ra hdu qud
nghiém trong vé mdt lam sang).

- TAt cd phdn ng c6 hai cla cédc
thudc méi dua vao sit dung trong diéu
tri tai bénh vién.

- Phan @ng c6 hai méi chua ting
dugc bi€t dén cha thudc (chua dude mo
td trong td hudng din st dung thudc,
Dugc thu Qudc gia Viét Nam, MIMS,
Vidal hay céc tai li€u tham khdo thong
tin thudc khéc).

- Phén @ng c6 hai xdy ra lién tuc véGi
mdt thudc hoic mot 16 thudc trong mot
thdi gian ngdn tai cd s§ khdm bénh,
chira bénh.

¢) Khuyén khich cdn bj y té bdo cdo
cdc vian dé vé chdt luong thudc va sai
s6t trong st dung thudc.

3. Thoi gian gii bao cdo

a) B4o cdo can dugc giii trong thdi gian
sém nhat c6 thé sau khi xay ra phan tng,
ngay ca khi thong tin thu dudc chua day
da (bdo cdo ban dau). Trong trudng hdp
nay, c6 thé bd sung bdo cdo néu thu thap
dugc thém thdng tin (bdo cdo bo sung).

b) Bdo cdo trong khi nguGi bénh
chua xuat vién gitp khai thdc di thong

tin, ti€n hanh 1am cdc xét nghiém cin
thi€t d€ xdc dinh nguyén nhin giy
ADR.

¢) Bdo ddm viéc gui bdo cdo tdi
Trung tAm vé Thong tin thudc va Theo
ddi phdn ng c6 hai clia thudc ding
thdi han:

- Bdo cdo phdn @ng c6 hai nghiém
trong gdy ti vong hodc de doa tinh
mang nguGi bénh: ghi trong thdi gian
s6m nhat c6 thé nhung khong mudn
hon 7 ngay lam viéc ké tir thdi diém
xay ra phdn @ng.

-Bdo cdo phdn ¢ng c6 hai nghiém
trong con lai: gii trong thdi gian sém
nhi't c¢6 thé nhung khéng mudn hon
15 ngay lam viéc k€ tir thdi di€m
x4y ra phdn dng.

- Bdo cdo phan tng c6 hai khong
nghiém trong c6 thé tip hop gii hang
thdng, tru6c ngay mung 5 clia thang k&
tiép.

4. Huéng din dién miu bio cio
phan ng ¢6 hai cta thudc

a) Nguyén tdc chung

- Hoan thanh mAu bdo cdo v6i day
dl thdng tin nhat c6 dudc tir bénh 4n.

- St dung mét ban bdo cdo riéng
cho mdi ngudi bénh.

- Trudng hdp ding thudc dé diéu tri
ADR nhung lai gdy ra mdt ADR khéc
cho ngudi bénh nén tich thanh mot
bdo cdo riéng.

- Chit vi€t rd rang, viét chinh xdc
tén thudc, han ché viét tit.
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- Dién thong tin chinh xdc, thong
nhat, tranh mau thuln giita cdc thong
tin trong bdo cdo.

b) Méu bdo cdo ADR (xem Phu luc 5)

¢) Cdc théng tin toi thiéu cdn dién
trong mau bdo cdo ADR

- Thong tin vé ngudi bénh: ho va
tén, tudi, gidi.

- Thong tin vé phan tng c6 hai: mo
td chi ti€t bi€u hién ADR, ngay xuit
hién phén tng, dién bi€n ADR sau khi
Xt tri (bao gdm di&n bi&n sau khi ngling
thudc hodc gidm liéu thudc hoic tdi sit
dung thudc nghi ngo).

- Thong tin vé thudc nghi ngd: tén
thudc nghi ngd, liéu dung, dudng diing,
ly do dung thudc, ngay va thdi di€m
bit dau dung thudc.

- Thong tin vé ngudi va don vi bdo
cdo: tén don vi bdo cdo, ho va tén
ngudi bdo cdo, chic vy, s6 dién thoai
lién lac hoic dia chi email (néu cé).

- V6i cdc thong tin con lai trong
miu bdo cdo, khuyén khich cdn bd y
t&€ thu thap, bd sung t5i da thong tin.

d) Huéng ddn chi tiét cdc thong tin
cdn dién trong bdo cdo ADR

- Thong tin hanh chinh:

+ Noi bdo cdo: Ghi tén khoa/phong
diéu tri, tén co sd kham bénh, chita
bénh hay ndi phat hién phan @ng va
tén tinh/thanh phd.

+ M3 s6 bdo cdo ctia don vi: do co
sG khdm bénh, chita bénh tu qui dinh
dé€ thuin tién cho viéc theo ddi va

quan 1y bdo cdo ADR. Pon vi ciing c6
thé st dung ma s6 bénh 4n clia ngudi
bénh dé thay th€ ma sd bdo cdo nay.

+ Mi s6 bdo cdo (do Trung tAm
Qudc gia vé Thong tin thudc va Theo
doi phdn ng c6 hai clia thuéc quin
1y): phan nay do Trung tAim Qudc gia
hodc Trung tAm khu vyc dién sau khi
nhin dudc bdo cdo.

- Théng tin vé nguoi bénh:

+ Muc 1: dién ho va tén cla ngudi
bénh.

+ Muc 2: dién thong tin tudi cda
ngudi bénh theo mot trong hai cich
sau:

Cich 1: Ngay sinh: dién ngay/
thang/ndm sinh clia ngudi bénh hodc
chi dién “Nim sinh” trong trudng hgp
khong r6 ngay, thing.

Céch 2: Tudi: dién tudi clia ngudi
bénh cho tdi thdi diém xdy ra ADR.
Trudng hdp bénh nhi dudi 1 tudi: can
ghi rd thiang tudi hodc ngay tudi.

+ Muc 3: danh dau (v) vio mot
trong hai 6 lya chon Nam hodc Nir.

+ Muc 4: dién cin ning clia ngudi
bénh (n€u c6 thong tin).

- Théng tin vé phdn iing cé hai:

+ Muc 5: dién thong tin thdi di€m
bit dau xud't hién phan ng c6 hai trén
ngud1 bénh theo ngay/thang/nam.

+ Muc 6: dién khodng thdi gian
tir thdi di€m 1an dung cudi cling clia
thudc nghi ngd gay ADR t6i thdi di€m
xuat hién phin ng c6 hai.




TAI CAC CO SO KHAM BENH, CHUA BENH

+ Muc 7: mo t3 bi€u hién ADR.
Chi ¥ md td rd cdc diau hiéu, triéu
chitng bat thudng cu thé xuat hién trén
ngudi bénh, dién bi€n 1am sang cia
cdc triéu chitng bat thudng nay, dic
biét khi gidm li€u/ ngirng st dung hay
tdi stt dung thudc nghi ngd gdy phdn
ng. Khong ghi chung chung nhu: phan
trng dich truyén, di ¢ng...

+ Muc 8: dién két qui cdc xét
nghiém can lam sang c6 li€n quan
dén phdn tng va dién bi€n cla cdc
két qud nay trong qud trinh x& tri
ADR, dic biét lvu y ghi nhin cdc két
qud xét nghiém bat thudng (Vi du:
ting ASAT, ALAT; ting creatinin
huy&t thanh; gidm s& luong hong cau,
bach cdu, hemoglobin;...).

Ghi chiu: Muc 7 va muc 8 nén dugc
bdc si diéu tri cho ngudi bénh tryc ti€p
dién hoic ki€m tra lai thong tin néu
thong tin dugc dién bdi cdc cdn bo y
t€ khéc.

+ Muc 9: dién thong tin vé tién st
cla ngudi bénh (néu khai thic dugc
thong tin) bao gém: tién st xdy ra
ADR (ngudi bénh da tirng gdp phan
tng ¢ hai tuong tu trude dé véi thude
nghi ngd gdy ADR hodc cdc thudc
cting nhém hay chua?), tién sit di tng,
tinh trang thai nghén, nghién thudc 14,
nghién rugu, bénh 1y gan, thin (néu
c6) clia ngudi bénh.

+ Muc 10: dién thong tin cdc bién
phdp di thuc hién dé xi tri phan tng
bao gdm: bién phdp x{ tri, thudc diéu
tri triéu chifng, thudc diéu tri hd trg
va cdc bién phap dam bao chiic ning

song cho ngudi bénh.

+ Muc 11: danh dau (¥) vio mot
hoidc nhiéu 6 thé hién mic d6 nghiém
trong cua phan @ng c¢6 hai (theo nhian
dinh clia ngudi bdo cdo) bao gdm: ti
vong, de doa tinh mang, nhap vién/kéo
dai thdi gian nim vién, tan tat vinh
vién/ning né, di tit thai nhi. Trudng
hgp nguGi bdo cdo nhian dinh phdn tng
& miic do nhe, ddnh dau vao 6 “Khdng
nghi€ém trong”.

+ Muc 12: d4dnh dau (v) vao mdt
trong cc O tuong tng thé hién két qua
sau khi xif tri ADR bao gdm: tif vong
do ADR, tit vong khong lién quan dén
thudc, chua hdi phuc, dang hdi phuc,
hdi phuc ¢6 di ching, hdi phuc khong
dé lai di ching.

- Théng tin vé thudc nghi ngo gdy
ADR:

+ Muc 13: Thong tin vé thudc nghi
ngd gdy ADR.

v Ghi rd rang, diy dd cdc muc yéu
ciu bao gém: tén thudc, liéu dung,
dudng dung, 1y do dung thudc cho
ngudi bénh, ngay va thdi gian bit diu
dung thudc, ngay va thoi gian két thiic
dung thudc; nha sdn xuit, s6 16. Chd
y: khong nham 14n gitta “ly do dung
thudc” va “bi€u hién ADR”.

v Miu bdo cdo dé khodng trong
dé ghi toi da 4 thudc nghi ngd giy ra
phdn dng. N&u s6 lugng thudc nghi
ngd nhiéu hon, ngudi bdo cdo c6 thé
glti kém mot ban chd thich bS sung.
Tén thudc nén dudc ghi bing cd tén
biét dugc va tén chung qudc t€ (INN).
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+ Muc 14: dién bi€n ADR sau khi
ngirng thudc hodc gidm liéu thudc nghi
ngd (ddnh diu (v') vao titng dong theo
th ty tuong dng véi thudc nghi ngd
dugc liet ké & muc so 13).

v" Trudng hop van duy tri sit dung
thudc nghi ngd: ddnh dau (v') vao 6
“Khong ngirng/gidm liéu”.

v' Trudng hgp nging thudc
hodc gidm liéu thudc: ddnh diu
(¥')) vao mdt trong hai lwa chon
“[Jceé/LJKhéng” @€ xdc dinh ADR
c6 cdi thién sau khi ngirng thudc
hodc gidm liéu hay khéng.

v' Trudng hgp khong c¢6 thong tin
v€ dién bi€n ADR sau khi ngirng thudc
hoic gidm liéu thudc nghi ngd thi ddnh
dau (V) vao & “Khong c6 thdng tin”.

+ Muc 15: dién bién ADR sau khi
tdi st dung lai thudc nghi ngd (d4dnh
dau(v") vao tirng dong theo thit ty tuong
tng v6i thudc nghi ngd dudc liét ké &
muc sd 13).

v" Trudng hgp khong tdi st dung lai
thudc nghi ngd: danh diau (v) vdo 6
“Khong tdi st dung”.

v Trudng hgp tai st dung lai thudc
nghi ngd: danh dau (v) vio mot trong
hai lva chon “L1C6/[JKhong” d€ xdc
dinh ADR c6 xuit hién lai sau khi tdi
st dung thudc hay khong.

v Trudng hop khong c6 thong tin vé
dién bi€n ADR sau khi tdi st dung lai
thudc nghi ngd thi ddnh dau (v') vao 6
“Khong c6 thong tin™.

Chii y: Can than trong khi tdi sl
dung thudc nghi ngd. Chi st dung lai

thudc nghi ngd gay ADR khi khdng c6
thudc diéu tri thay thé hoic khi 1di ich
clia thudc vugt troi hon so véi nguy co,
ddng thdi ddm bdo dudc cdc bién phdp
can thi€t xt tri ADR.

+ Muc 16: liét ké cdc thudc dung
dong thdi véi cdc thudc nghi ngd
(khdng ghi cdc thudc st dung dé diéu
tri phan &ng c6 hai trong muc nay)
theo cdc muc yéu cau: tén thudc, thdi
gian bit diu va két thic st dung céc
thuéc d6. Nén ghi 16 dudng diung va
liéu diing cda cdc thudc nay.

- Phdn ddnh gid ADR ciia don vi:

+ Muc 17, 18: viéc ddnh gid moi
lién quan giita thuéc va ADR la khong
bdt budc, dugc thic hién tiry thudc diéu
kién chuyén mon cuia tieng bénh vién.
DPénh gid mdi lién quan giita thudc va
ADR c6 thé dugc thuc hién theo thang
phan loai ctia T6 chic Y t&€ thé gidi
(WHO) hoic theo thang diém Naranjo
(xem Phu luc 4).

+ Muc 19: ngudi bdo cdo c6 thé dua
ra ¥ ki€n chuyén mon lién quan dén
ADR va bénh nhan trong bdo cdo dva
trén thuc t€ 14m sang ghi nhan, ddnh
gid va xi trf ADR.

- Théng tin vé nguoi bdo cdo:

+ Muc 20: dién day dd cdc thong
tin c4 nhian bao gdm: Ho va tén, chifc
danh/chidc vu, dién thoai lién lac hodc
dia chi, email (n€u c6). Thong tin vé
ngudi bdo cdo sé dugc bdo mat. Cdc
thong tin nay gitip Trung tim vé Thong
tin thu6c va Theo doi phdn ¥ng ¢6 hai
clia thudc lién hé trong trudng hgp can
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thi€t va dé phan hdi thong tin thim
dinh cho ngudi bdo cdo.

+ Muc 21: ngudi bdo cdo ky xac nhan.

+ Muc 22: khi ¢6 thém th6éng tin
b6 sung cho mot ca bdo cdo ADR da
gli di trudc d6, ngudi bdo cdo nén
dién vao mét ban bdo cdo ADR mdi
va ghi chd bing cdch ddnh dau (v)
thich hgp vao ndi dung s6 22 (Dang
bdo cdo:[JLAn ddw/lIB& sung) trén
mau bdo cdo. Ngudi bdo cdo cé thé
ghi thém chd thich trén bdn bdo cdo
b6 sung hoic thong bdo qua dién
thoai, fax, hodc email cho Trung tim
vé ngay bdo cdo hoic mi sd cla bdo
cdo 1an dau tuong dng.

+ Muc 23: dién ngay/thing/nim
lam bédo cdo.

5. Hinh thitc giti bdo cdo ADR

a) V3i cdc co sG kham bénh, chira
bénh c¢6 Khoa Dugc: cdn bd y t& giri
bdo cdo ADR t6i Khoa Dudc 13 dau
mdi tip hgp bdo cdo trong bénh vién.
Trong trudng hdp khan cap, c6 thé gl
bdo cdo truc ti€p d&€n Trung tAim Qudc
gia vé Thong tin thudc va Theo doi
phidn @ng c6 hai clia thudc hoiic cic
Trung tdm khu vuc, sau d6 thdong bao
lai cho khoa Dugc.

b) Véi cdc c¢d s& kham bénh, chira
bénh khong c6 Khoa Dugc: cdn bd y
t& glri bdo cdo truc ti€p dé€n Trung tAm
Qudc gia vé Thong tin thudc va Theo
ddi phdn ng c6 hai clia thudc hoic
cac Trung tam khu vuyc.

c) Bdo cdo ADR dudc dién vao miu
bdo cdo theo qui dinh va glti vé Trung

tam Qudc gia v& Thong tin thudc va
Theo ddi phdn dng c6 hai ctia thudc
hoic cdc Trung tAm khu vyc bing mot
trong 5 hinh thitc sau:

- Cdch 1: Giti qua buu dién

- Cdch 2: Gui qua thu dién tit (email)

- Cdch 3: Bdo cdo ADR tric tuyén

+ Truy cap vao trang web:
http://baocaoadr.vn

+ Poc va lam theo huéng din trén
trang web.

- Cdch 4: Giti qua fax

- Cdch 5: Dién thoai bdo cdo triuc
tiép cho Trung tam trong truong hop rdt
khdn cdp. Thong tin sau dé cdn dugc
dién vao mdu bdo cdo va giti vé Trung
tdm theo mot trong 4 cdch néu trén.

6. Noi nhan bao cao

2 2 z R . A A .
Béo cdo c6 thé glri vé mdt trong hai
dia chi sau:

a) Trung tim Quéc gia vé Thong
tin thuéc va Theo déi phdn iing c6 hai
ctia thudc (nhdn bdo cdo tir tdt cd cdc
tinh/thanh phd trén pham vi toan qudc)

bia chi: Trudng Pai hoc Dugc Ha
Noi, 13-15 Lé Thianh Tong, Quan
Hoan Ki€m, Ha Noi

bién thoai: 04.3.933 5618
Fax: 04.3.933 5642

E-mail: di.pvcenter@vnn.vn
Co6ng thong tin dién ti:

http://canhgiacduoc.org.vn
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b) Trung tém khu vuc vé Thong tin
thudc va Theo doi phan iing cé hai ciia
thuéc thanh phé” Hé Chi Minh (nhin
bdo cdo ciia cdc tinh/thanh phd tit Pa
Ndng tré vao)

Dia chi: Bénh vién Cho Riy, 201B
Nguyé&n Chi Thanh, Phudng 12, Quin 5,
TP. HO6 Chi Minh

bién thoai: 08.3.856 3537
Fax: 08.3.855 7267
E-mail: adrhcm@choray.vn

III. PHAN HOI BAO CAO TU
PHIA TRUNG TAM QUOC GIA
VA CAC TRUNG TAM KHU VUC
VE THONG TIN THUOC VA
THEO DOI PHAN UNG CO HAI
CUA THUOC

1. Khi nhian dugc bdo cdo ADR,
Trung tAim Qudc gia hoic Trung tAm
khu vuc s€ gii thu xdc nhdn cdm on t6i
don vi/cd nhin da ghi bdo cédo.

2. Cac bdo cdo ADR sé& dudc Trung
tam Qudc gia hodc Trung tAm khu vuc
thAm dinh theo Quy trinh x{ 1y bdo cdo
ADR cua Trung tdm.

3. Pinh ky hang ndm, Trung tim
Qudc gia td chic tong két, phan loai
bdo cdo ADR, gli bdo cdo tdng két
cong tic bdo cdo ADR vé B Y t€, cic
S& Y t€ va cdc co s6 kham bénh, chira
bénh.

4. Trong trudng hgp cAn phdn hdi
nhanh, ddc bi€t v6i cic ADR nghiém
trong, Trung tim Qudc gia hoic Trung
tdm khu vyc s& nhanh chéng ti€n hanh
thu thap thong tin va thAim dinh d€ giti
phan hoi cho cdn bd y t&, co s& khdm

bénh, chita bénh da gui bdo cdo.
IV. DU PHONG ADR

Nhiéu phin @ng cé hai clia thudc
c6 thé ngin ngira dugc biing cic bién
phdp du phong trong qud trinh st dung
thudc cho ngudi bénh.

1. Can b y t&

a) Tudn thi chi dinh, chéng chi
dinh, than trong, liéu ding clia thudc,
chid ¥ tuong tac thudc trong ké don va
thuc hién diy di viéc gidm sdt theo
doi ngudi bénh trong qué trinh diéu tri
dé ddm bio ké don thudc hgp 1y (xem
Phu luc 6).

b) Tudn tha cdc than trong khi ké
don str dung cdc thudc c6 nguy cd cao
hoiic ké don trén cdc d6i tugng ngudi
bénh ddc biét (xem Phu luc 2).

¢) Tuén thd qui trinh bdo quéan va s
dung thudc cho ngudi bénh.

d) Ki€ém tra tuong tic thudc va
chong chi dinh trong don thudc trong
qui trinh cap ph4t thudc tai khoa Dudc.

2. Khoa Dugc, Pon vi Thong tin
Thudc ciia bénh vién

a) Cap nhat thong tin st dung thudc,
thong tin vé thudc mdi, thdng tin vé
an toan thudc gl d&€n cdn bd y t€ va
nguSi bénh trong cd sd khdm bénh,
chita bénh dudi nhiéu hinh thdc: tu
van tryc ti€p, sinh hoat khoa hoc, sinh
hoat chuyén mon, cung cip bdn tin, t&
thong tin vé thudc trong bénh vién.

b) Gidm sat chat lugng trude khi cAp
phét thudc vé cdc khoa phong.

¢) Hu6ng din va hd trg can bd y t&€
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trong cong tdc bao cio ADR.

d) Luu thu cdm on da nhin dugc bdo
cdo va bdo cdo phan hdi cia Trung
tam vé Thong tin thudc va Theo doi
phdn ng c6 hai ctia thudc.

3. Hoi dong thudc va diéu tri

a) X4y dung qui trinh phdt hi€n,
ddnh gid, x{ tri, bdo cdo ADR trong
bénh vién.

b) X4c dinh danh muc cdc thudc cé
nguy cd cao cin gidm st va xay dung
qui trinh huéng dan st dung cdc thudc
nay trong bénh vién.

¢) T6 chic hdi chdn, thdo ludn va

d4nh gid d€ di d&€n két luan cho huéng
X tri vd dé xuat cdc bién phip du
phong trong trudng hgp xay ra cac phan
uing c6 hai nghiém trong tai bénh vién.

d) Pinh ky tdng k&t cong tic bio
cdo ADR trong bénh vién. St dung cédc
thong tin vé d6 an toan dé cAp nhat,
stta ddi, bd sung danh muc thudc cda
bénh vién, cidc huéng din diéu tri, qui
trinh chuyén mon trong bénh vién.

e) TS chitc tip huan dinh k¥ cho can
bd y t&€ clia cd s6 khdm bénh, chita bénh
vé k¥ nang phat hién, x& tri ADR, k¥
ning dién bdo cdo ADR diing va day di
thong tin.

KT. BO TRUONG
THU TRUGNG

Nguyén Thi Xuyén
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PHU LUC 1

MOQT SO BIEU HIEN LAM SANG VA CAN LAM SANG BAT THUONG
CO THE LIEN QUAN PEN PHAN UNG CO HAI CUA THUOC

1. Mot sd bi€u hién chung

- Sot

- Pau dau

- Budn ngti

- Ngat

- Tang can nhanh

2. Phan @ng ngoai da

- May day

- Phu mach

-Ban d6

- Ban xudt huyé&t

- Tang nhay cdm dnh sing

- Ban ndi bong: Hong ban da dang, hdi chitng Stevens-Johnson, hoai ti biéu
bi nhiém ddc, ban c6 dinh.

- Mun tritng cd

- Rung t6c

- Nhiém khuin, nhiém nim

3. Rdi loan chifc ning gan

- Vang da, vang mit, phu

- K&t qua xét nghiém chitc ning gan bat thudng (ting AST, ALT, phosphatase
kiém, bilirubin mdu)

4. K&t qua xét nghiém huyé&t hoc bat thuong

- Gidm hdng ciu

- Gidm bach cau, gidm bach ciu da nhan trung tinh

- Gidm tiéu cau

- Ting bach ciu va eosin

- Thi€u m4u tan mdu

- Tang lympho bao

- Phdn t'ng Coombs duong tinh
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- Giam prothrombin

5. Phan @ng phdn vé va soc phan vé
6. Suy than cap

- Tdng creatinin miu

7. Réi loan tiéu héa

- Non, budn non

- Khé nuét

- Réi loan vi gidc

- Tang san Igi

- Kh6 miéng

- Loét miéng

- Loét thuc quan

- Bau thugng vi

- Séi mat

- Viém tyy

- T4do bon

- Tiéu chdy va viém dai trang gid mac
- Xua't huyét tiéu héa

8. Rdi loan hé hap

- Kho thé

- Co thit ph& quan

- Viém phdi k&

9. Gia tri glucose mau bat thudng
- Tang glucose huyét

- Ha glucose huyét

10. Roi loan néi tiét

- Suy gidp

- Tdng ning tuyé&n gidp

- Tdng prolactin mau

- Lupus ban d6 do thudc

11. R&i loan than Kkinh, co

- Bénh ly than kinh ngoai bién
- Chéng mit
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- Co giat

- R&i loan truong luc cd

- R&i loan ngoai thdp

- Tang ap luc ndi so

- Cédc dong tdc bat thudng

- Pau co

- Tiéu co van cip

- Loang xuong

- Hoai tf xuong

12. Huy&t 4p bat thudng

- Ha huyét 4p

- Ha huyé&t 4p tu th€ ditng

- Ting huyét 4p

13. R&i loan tim

- Loan nhip hodc biéu hién bat thudng trén dién tAm db

- Viém mang ngoai tim

- Cham nhip

- Huy€t khdi/ dot quy

- Bénh co tim

- Bénh van tim

- Suy tim

14. Rdi loan tAm than

- Trang th4i 1d 14n do thudc

- Kich dong

- Uc ch€ tam thin

- Thay d6i tAm tinh: trAim cdm, hung cAm

- R&i loan gidc ngd

- R&i loan hanh vi in udng

- Rdi loan tri nhé

- Thay d6i nhan thic

- Loan than

- Hoi chitng cai thudc

15. T4t ca cac bi€u hién bat thutng khac ghi nhan dugc trong qua trinh
diéu tri cia ngudi bénh sau khi sit dung thudc nghi ngo.
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PHU LUC 2

DANH SACH MQT SO POI TUQNG NGUOI BENH VA THUOC CO
NGUY CO CAO XUAT HIEN ADR

1. Mot so doi tu'gng c6 nguy cd cao
xay ra ADR

- Ngudi bénh mic dong thdi nhiéu
bénh.

- Ngudi bénh st dung nhiéu thudc.

- Ngudi bénh st dung thudc kéo dai.

- Ngudi bénh cao tudi, bénh nhi.

- Ngudi bénh dugc diéu tri bing cdc
thudc c6 nguy co cao x4y ra phdn tng
¢6 hai.

- Ngudi bénh dugc diéu tri bing cdc
thudc c6 pham vi diéu tri hep hoic cé
tiém 4n nhiéu twong tac thudc.

- Ngudi bénh ¢6 r6i loan chifc ning
gan, than.

- Ngudi bénh ¢6 y€u td co dia suy
gidm mién dich hodc mic cdc bénh
tu mien.

- Ngudi bénh ¢6 tién s di tng, di
trng thudc, di ng thitc dn hoic di tng
khong rd nguyén nhan.

- Ngudi nghién rugu.

- Phu nit mang thai, cho con bii.

2. Mot s6 thudc c6 nguy co cao giy
ADR

a. Nhom thudc

- Thudc chli van adrenergic, dung
dudng tiém tinh mach (vi du: adrenalin,
phenylephrin, noradrenalin, dopamin,
dobutamin).

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

- Thudc mé ho hap va thudc mé tinh
mach (vi du: propofol, ketamin).

- Thudc chdng loan nhip, ding dudng
tiém tinh mach (vi du: lidocain, amiodaron).

- Thubc chdng dong khang vitamin
K, heparin trong Iugng phan tir thip,
heprin khong phan doan ti€m tinh mach,
thudc Gc ch€ yéu t6 Xa (fondaparinux),
thudc tc ché truc ti€p thrombin (vi du:
argtroban, lepiridin, bivalirudin), thudc
tiéu sdi huyét (vi du: alteplase, reteplase,
tenecteplase) va thudc chong két tap ti€u
ciu tic ch€ thu thé glycoprotein IIb/Ia
(vi du: eptifibatid).

- Dung dich lam li€t cd tim.

- Héa tri liéu st dung trong diéu tri
ung thu, ding dudng tiém hoic udng.

- Dextrose, dung dich uvu truong
(ndng dd > 20%).

- Dung dich loc mdu trong thim
phan phic mac hodc chay than nhan
tao.

- Thudc giy té ngodi mang cing
(vi du: bupivacain).

- Thudc diéu tri d4i thio dudng,
dung dudng udng (vi du: metformin).

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




HUONG DAN HOAT PONG GIAM SAT ADR

- Thudc dugc bao ché dang liposom
va dang bao ch€ qui u6c tuong dng
(vi du: amphotericin B dang liposom).

- Thudc an than, ding dudng tiém
tinh mach (vi du: midazolam).

- Thudc an than, ding dudng udng,
cho tré em (vi du: cloral hyrat).

- Opioid dung trong gdy mé hodc
giam dau, dung dudng tiém tinh mach,
hé tri li€u qua da hodc dung dudng
uong.

- Thudc phong b& din truyén thian
kinh - co (vi du: succinylcholin, rocuronium,
vecuronium).

- Thudc cdn quang, ding dudng
tiém.

- Ché& phdm nu6i dudng ngoai dudng
ti€u hoa.

- Natri clorid, dung dudng tiém,
dung dich vu truong (ndng do > 0,9%).

- Nu6c vd khudn d€ pha tiém, truyén
va ria vét thuong (kém theo chai) c6
thé tich tir 100 mL tr& 1&n.

b. Cdc thubc cu thé
- Colchicin, dung dudng tiém.

- Epoprostenol, dung dudng ti€ém
tinh mach.

- Insulin, dung dudng ti€ém dudi da
va ti€m tinh mach.

- Magie sulfat, duing dudng tiém.

- Cédc thudc ung thu dung dudng
udng dudc st dung vé6i chi dinh khong
phdi diéu tri ung thu.

- Oxytocin, dung dudng ti€m tinh
mach.

- Natri nitroprussid, dung dudng
tiém.

- Kali clorid dung dich dam dic,
dung dudng tiém.

- Kali phosphat, dung dudng tiém.

- Promethazin, dung dudng tiém
tinh mach.

- Vasopressin dung dudng ti€m tinh
mach hodc tiém trong xuong.
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PHU LUC 3

DANH SACH MOQT SO THUOC, XET NGHIEM DAU HIEU

PHAT HIEN ADR
Dau hi¢u phat hién | Goi § nguyén nhan
Thuéc
Phan tng di ting hoac cac phan ting c6 hai khic cua
Diphenhydramin (Dimedrol) thuéc
Vitamin K Qud liéu thudc chéng dong khang vitamin K
Flumazenil Qud liéu thudc an than nhém benzodiazepin

Thudc chéng non (haloperidol,
ondansetron, promethazin,
metoclopramid)

Naloxon Qud lidu thude gidm dau opioid

Ti€u chdy do nguyén nhan khang sinh. Tim
Clostridium difficile trong phan.

Natri polystyrene (Kayexalate) Ting kali mdu lién quan d&n suy than hoic do thudc
Xét nghiém cdn ldm sang
Thai gian prothrombin (PT)

Buon non/ndn lién quan dén st dung thudc

Thudc diéu tri tiéu chay

Qui liéu thude chong dong heparin

> 100 gidy

Gid tri INR > 6 Qui liéu thudc chong dong khdng vitamin K
6 ligng bach ca bach . . .

SS ,n% ach cau < 3000 bac Giam bach cau trung tinh do thudc hoéc bénh

cau/mm
~ 1 R A R o . .

SS lf(jl’l% ti€u cdu < 50 000 ticu Phan ting c6 hai lién quan dén thudc

cau/mm

Ha dudng huyét lién quan dén st dung insulin va cdc
thudc diéu tri ddi thdo dudng

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

Glucose mau < 2,78 mmol/l

Ting creatinin huyét thanh

Duong tinh vi khuén Clostridium e E 1A .
& Boi nhiém lién quan dén khang sinh

difficile trong phan

Biéu hién lam sang

An than qud mdc, hon mé, nga Lién quan tdi lam dung thudc an than
Phit ban da Phén ting ¢6 hai clia thudc

Ddu hiéu khdc

Diing thudc dot ngdt khong 1o
nguyén nhan trong qua trinh diéu tri
Chuyén 1&n mifc chim séc cao hon Phén ting c6 hai clia thudc

Phan ting c6 hai clia thudc

Ghi chu: PT (prothrombin time): thoi gian prothrombin;

INR (international normalized ratio): chi s6 chudn héa quoc té
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PHU LUC 4

THANG PANH GIA MOI LIEN QUAN GIUA THUOC VA ADR

Mot bi€n ¢d bat 1gi x3y ra trong qué
trinh diéu tri c6 thé c6 lién quan dén
dic diém bénh Iy hoic thudc dang st
dung clia ngudi bénh. Viéc xac dinh rd
nguyén nhin giy ra ADR la qui trinh
phifc tap doi héi thu thap diy dd thong
tin vé ngudi bénh, vé phan ing c6 hai,
vé thudc nghi ngd va cic thudc ding
ddng thoi. Khi x3y ra bi€n cd bat 1gi
trong qué trinh diéu tri cAn xem xét
dé&n kha niing lién quan d&n thudc bén
canh cdc nguyén nhan khdc. Tuy diéu
kién chuyén mdn ctia minh, ciac co sG
kham bénh, chita bénh c6 th€ ddnh gid
moi lién hé giita thuéc nghi ngd va
ADR theo thang phin loai ctia T8 chiic
Y t€ Thé gidi hodc thang ddnh gid clia
Naranjo. Pay la hai thang ddnh gid
dugc st dung phd bi€n nhit hién nay.
Canluu y, viéc ddnh gid nay khong bit
budc khi bdo cdo phan ing c6 hai ctia
thudc. Cén bd y t&€, co s khdm bénh,
chita bénh cin gilti tit cd cdc bdo cdo
vé ADR nghi ngd do thudc ma khong
can kém theo bat ky danh gid nio.
Cédc bdo cdo sé dudc cic chuyén gia

ctia Trung tdm Qudc gia va Trung tim
khu vuc thim dinh va gtii k&t qua phan
hdi cho ngudi bdo cdo va cd s& kham
bénh, chira bénh.

1. Thang phan loai cia Té chifc
Y t& Thé giéi (WHO)

MG&i quan hé gitta thudc nghi ngd
va ADR dugc phdn thanh 6 mic dd
(bdng 1).

DPé& x€&p loai m&i quan hé giita thudc
nghi ngd va ADR & mifc do nio, cin
thda mén tit ci cdc tiéu chuin dinh
gid da dugc qui dinh tuong Ung véi
muc do do.

2. Thang d4dnh gia cia Naranjo

MG&i quan hé gitta thudc nghi ngd
va ADR dugc phan thanh 4 muc bao
gdm: chic chin, c6 kha ning, ¢ thé,
khong chic chin. Thang ddnh gid nay
dua ra 10 cAu héi (dua trén cic tiéu chi
ddnh gid bi€n cd bAt 1gi) va cho di€m
dua trén cic ciu tra 15i (bing 2). Tdng
di€m s& dudc st dung d€ phan loai moi
quan hé gitta thu6c nghi ngd va ADR.
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BANG 1. THANG PANH GIA MOI QUAN HE
GIUA THUOC NGHI NGO VA ADR CUA WHO

Quan hé nhin qua Tiéu chuin dinh gia

e Phan tng dugc mo ta (bi€u hién 1dm sang hoic cin lam sing bat
thudng) c6 madi lién hé chit ché véi thoi gian st dung thudc nghi ngd,

e Phan ting x4y ra khong thé giai thich bing tinh trang bénh ly clia ngudi
bénh hoic c4c thudc khic st dung ddng thdi véi thudc nghi ngd,

Chéc chin e C4c bi€u hién cta phan ting dugc cai thién khi ngiing st dung thudc
(Certain) nghi ngg,

e Phin ting 13 tidc dung phu dic trung da dugc biét dén ctia thudc nghi
ngd (c6 co ché dudc 1y rd rang),

e Phan ting ldp lai khi tdi st dung thudc nghi ngd (néu c6 ding lai thude
nghi ngg).

e Phan ting dugc md ta c6 mdi lién hé hgp 1y véi thdi gian st dung thudc
nghi ngo,

e Nguyén nhén giy ra phan ting khong chic chin dugc liéu c6 thé c6 lién
C6 kha ning quan dén bénh ly clia ngudi bénh hodc cdc thudc khéc st dung dong

(Probable/likely) thdi hay khong, ]

e Céc biéu hién cua phan tng dudc cai thién khi ngling st dung thudc
nghi ngo,

e Khong cén thiét phai ¢6 thong tin vé tdi st dung thudc.

e Phin ting dugc mo ta c6 mdi lién hé hgp 1y véi thdi gian sii dung thudc

nghi ngga,
C6 thé e Phan ting c6 thé dugc giai thich bing tinh trang bénh 1y ctia ngudi bénh
(Possible) hoic céc thudc khac sii dung dong thoi,
e Thigu thong tin vé dién bién clia phan ting khi ngiing st dung thudc
nghi ngd hoic thong tin vé viéc ngiing sii dung thudc khong rd rang.
e Phin ting dudc md ta c6 mdi lién hé khong rd rang vdi thoi gian st
Khong chic chin dung thude, .
(Unlikely) e Phan ting c6 thé dugc gidi thich bang tinh trang bénh 1y clia ngudi bénh
hoic c4c thudc khéc st dung ddng thdi.
Chua phan loai e Ghi nhan viéc xay ra phan ting, nhung cAn thém thong tin &€ ddnh gi4
(Unclassified) hogc dang tiép tuc thu thap thong tin bd sung d€ danh gia.
e Ghi nhian phan tng, nghi ngd 1a phan ting c6 hai clia thudc, nhung
Khong thé phan loai khong thé dénh gid dugc do thong tin trong bdo cdo khdng diy @t hodc
(Unclassifiable) khong thdng nhat, va khong thé thu thip thém thong tin bd sung hodc

xdc minh lai thong tin.
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BANG 2: THANG PANH GIA ADR CUA NARANJO

ThUGC NN NED: oo
BIi€U NIEN ADR ..o
Tinh diém
Khong )
STT Cau hdéi ddnh gid cé Diém
Co | Khong .
thong
tin
Phan tng c6 dudc md ta trudc d6 trong y
1 o R 1 0 0
van khong?
Phan ting c6 xuat hién sau khi diéu tri bing
2 p e ia 2 -1 0
thudc nghi ngd khong?
3 Phér,l tng cé dudc géi Ehién sau khi ngling 1 0 0
thudc hodc dung chat doéi khang khong?
Phén ting ¢6 tdi xuat hién khi ding lai thudc
4 R 2 -1 0
khong?
C6 nguyén nhan nao khic (trii thuéc nghi
5 ngd) c6 thé 1a nguyén nhan giy ra phan tGng | -1 2 0
hay khong?
6 Phan dng ¢6 xudt hién khi ding thude vo | | | 0
(placebo) khong?
; Nong dd thudc trong mau (hay céc dich sinh | 0 0
hoc khac) c¢6 & ngudng gy doc khdng?
Phén ting c6 nghiém trong hon khi ting liéu
8 hodc it nghiém trong hon khi gidm liéu 1 0 0
khong?
Bénh nhan cé gidp phan tng tuong tu véi
9 | thuéc nghi ngd hodc cdc thudc tuong tu| 1 0 0
trude d6 khong?
Phan ting c6 dugc xdc nhan bing cdc bing
10 ch/ling khach quan nhu ké’tvqué xét nghiém 1 0 0
bat thuong hoidc két qua chan doan hinh anh
bat thudng hay khong?
Tong diém
Két luin

Phan k&t luidn ddnh s& tuong (ing 2. C6 kha ning (5 — 8 di€m)
vdi cdc mic phin loai sau: 3. C6 thé (1 — 4 di€m)

1. Chicchin (=9 diém)

4. Nghingd (<1 hodc 0 di€m)
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Phu luc 5
7 BAO CAO PHAN UNG CO HAI CUA THUOC Noi bao céo:...
“j ADR : THONG TIN VE NGUOT Bégaclﬁgé%i%""ﬂ"f” VA BON V| BAO CAO Ma s6 bdo cdo clia don Vit...........ccoeovveiieiiens

du céac théng tin

Xin anh/chi hdy bao céo ké ca khi khong chéc chan vé sén phdm da gay ra phan ting va/hodc khéng cé day
A. THONG TIN VE BENH NHAN

s a 2.Ngay sinh:...../o...looo........ 3. Gi6itinh 4. Can nang:
T HO VAN ... HOAE tUBLs. .o ONam ONo | kg
B. THONG TIN VE PHAN (PNG CO HAI (ADR)
5. Ngay xuét hién phan Gng:.......... foviiiiin Lo 6. Ehan ung ‘xu.at hign sau bao lau (tinh ti lan ding cudi ciing clia
thudc NGNi NGO):..oevvviiiei e
7. M6 ta biéu hién ADR 8. Cac xét nghiém lién quan dén phan &ng

9. Tién st (di (ng, thai nghén, nghién thuéc 14, nghién ruou, bénh
gan, bénh than...)

10. Céach xt tri phan trng

11. Mtrc d6 nghiém trong clia phan (rng .
[ T vong [ Nhap vién/Kéoﬁdéi thoi gian nam vién [ Di tat thai nhi
[ Pe doa tinh mang [ Tan tat vinh vién/nang né [0 Khong nghiém trong

12. Két qua sau khi xt tri phan &ng
0T vong do ADR o
OT& vong khéng lién quan dén thube

[ Chua héi phuc [ H&i phuc ¢ di chirng [ Khéng ro
[Obang héi phuc [ Héi phuc khong c6 di ching

s Dang Lidu ic?néén Z\llgéy Zijzu tri/ )
S S N £ . ) > ay/thang/ndam <
T 1?.Thuoc (tén goc va bz‘-lo ché, N7ha | sé1e ding trong D!.Pcmg gay; (¢ Ly do duing thusc
T tén thwong mai) ham san xuat mét 1An ngay/ | dung o )
lwong ) tuan/ Bat dau | Kétthuc
thang.
i
ii
iii
iv
STT 14.Sau khi nglrng/giam liéu ctia thudc bi nghi nge, phan &ng ¢6 | 15.Tai sir dung thudc bi nghi ngd cé xuét hién lai phan (ng
(Tuong dworc cdi thién khéng? ] khéng?
ung13) | C6 | Khong | Khéng ngirng/gidm liéu | Khong c6 théng tin | Co Khéng | Khéng tai st dung | Khéng c6 théng tin
| ] O 0 O ] O ] 0
[ O O O ] ] O ] ]
i O [ O O d O | O
Iv ] ] | 0 ] O ] ]

16. Céc thubc dung ddng thoi (Ngoai trer cac thube dung diéu tri/ khdc phuc héu qua ctia ADR)
Dang bao ché, Ngay didu tri (ngay/thang/nam) Tén thud Dang bao ché, ~Ngay diéu tri (ngay/thang/nam)
ham luong Bat dau Két thiic on fhuce ham luong Bat dAu Két thiic

Tén thubc
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D. PHAN THAM DINH ADR CUA DON V|

17. Danh gia mdi lién quan gitva thudc va ADR

Chéc chén

O co kha ning
O cothé

O Chwa phan loai
O Khéng thé phan loai

Khéng chéc chan

18. Bon vi tham dinh ADR theo thang nao?

[0 Thang WHO

[0 Thang Naranjo

19. Phan binh luan ctia can bo y té (néu cé)

E. THONG TIN VE NGU'OI BAO CAO

20. Ho va tén:
bién thoai lién lac:

21. Chir ky

‘ 22. Dang bao céo:

O Lan dau/ O B6 sung 23. Ngay bdo cdo:......... A YA

Xin hay bao cao tat ca cac phan (rng co
hai ma anh/chi nghi ng®, dac biét khi:

Céc phan (g lién quan téi thuéc méi
Cac phan (ng khong mong mubn
hodc chwa dwoc biét dén

Xin chan thanh cam on!

HUGONG DAN LAM BAO CAO
Cach bao cao:
e Dién thong tin vao mau béo céo
e Chican dién nhitng phan anh/chi cé thong tin
e C6 thé dinh kém thém mot vai trang (néu mau bao cao khdng dd khoang tréng dé&
dién théng tin hay cé nhitng xét nghiém lién quan).

e Cac phan (rng nghiém trong e Xin hay gl bo cao vé Trung tam Quéc gia vé& Thong tin thuéc va Theo d6i phan
e Tuwong tac thudc trng c6 hai cla thudc theo céc dia chi sau:
e Thét bai trong diéu tri = Thuw: Trung tdm Quéc gia vé Théng tin thudc va Theo déi phan ng
e Céc vén dé vé chét lvong thubc 3§ > c6 hai ciia thudc e
e Cac sai sot trong qua trinh st dung s Trwong Dai hoc Dugc Ha Noi )
thudc. 13-15 Lé Thanh Toéng, Quan Hoan Kiém, Ha Noi
Mau bao cao nay dwgc ap dung cho cac 7
phan rng gay ra b&i: lm Fax: 04.3.9335642
X oos s £z . P
e  Thudc va cac ché pham sinh hoc
e Véicxin W/\
e Cac thudc cb truyén hoac thubc coé Ve Dién thoai: 04.3.9335618

nguédn géc duoc liéu
Thwc phadm chire néng.

Ngwoi bao céo co thé la:

&

Website: http://canhgiacduoc.org.vn

e Bacsi g Fow, Email di.pvcenter@vnn.vn
Duwoc st § 2oz < £ 2
Nha st Anh/chi c6 thé lay mau bao cao nay tai khoa Dwoc, phong Ke hoach tong

Y ta/ didu duwdng /nr ho sinh
Cac nha cung cép dich vu cham séc
strc khée khac.

hop cua bénh vién hoac tai tir trang web http://canhgiacduoc.org.vn. Neu c6 bat
ky thdc mac nao, anh/chj cé thé lién hé véi Trung tam Quéc gia vé& Thong tin
thudc va Theo déi phan (rng co hai clia thudc theo sb dién thoai 043 933 5618

hoéc theo dia chi email di.pvcenter@vnn.vn.

Phén danh cho Trung tam DI & ADR Quéc gia

1. GUi xac nhan téi don vi bao céo 3. Phan tng dé co trong y van/ SPC/ CSDL O
2. Phén loai p’hén ng . 4. Nhap dir liéu vao hé co sé di liéu quéc gia Lo
e [ Thubc méi [ Thubde cii : — ;

o [ Nghiém trong [0 Khéng nghiém trong : 5. Nhéap di liéu vao phan mém Vigiflow 3 O
6. Murc d6 nghiém trong cta phan (rng

|:|Nhép vién/ kéo dai thoi gian nam vién O Gay di tat/ tan tat O Lien quan t&i lam dung/ phu thudc thubc

' Ngay gwi
O 3"9)’9

e doa tinh mang/ gay t& vong

8. GlibaocaochoUMC | ]

7. GUi bdo céo téi hoi ddng tham dinh Ngay guri

9. Két qua tham dinh

O chéic chén 0 Khéng chéc chén
[ Co6kha nang O chua phan loai
O cothé [0 Khéng thé phan loai

10. Nguoi quan Iy bao cdo 12. Chir ky

Mau Béo cio phan iing c¢é hai cia thube dige ban hanh kém theo Théng tw s6 23/2011/TT-BYT “Hudng
dan sir dung thuoc trong cdc co so'y té ¢é givong bénh.
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PHU LUC 6

NHUNG BIEM CAN LUU Y TRONG QUA TRINH SU DUNG THUOC BE
GIAM THIEU KHA NANG XUAT HIEN ADR

Trong qud trinh ké don, cAp phdt
thudc hoic thyc hién y 1énh, cdn
bd y t&€ can can nhic cdc yé&u td sau:

+ Thudé'c c¢é phit hgp vdi tinh trang lam
sang cta nguoi bénh khong?

+ Liéu dung, duong ditng va khodng
cdch giita cdc ldn dua thuéc cé hop 1y
khong?

+ Bbad lam cdc xét nghiém cdn lam
sang lién quan va ddnh gid két qud cdc
xét nghiém nay chua?

+ Tinh trang bénh ly nguoi bénh co
khd ndng danh hudng toi dugc dong hoc
cia thudéc khong?

+ Nguoi bénh cé tién sit di itng vdi
thuéc hodc cdc thuéc khdc trong cing
nhom duoc ly hay khong?

+ Nguoi bénh c¢d dang ding thud'c
khdc (hodc thuéc y hoc cé truyén)
cd khd ndng gdy tuong tdc thuéc hay
khong?

+ Thudc dugc ké don cé phdi la thudc
c6 nguy co cao gay ra ADR khong? (vi
du: khdng sinh nhom aminoglycosid,
digoxin, thuéc chong dong khdng vitamin
K, heparin, héa tri liéu diéu tri ung thu)
hay cdc thudc can thdn trong tang cuong
theo doi nguoi bénh hodc thuong xuyén
lam cdc xét nghiém theo doi khong? (vi
du: cong thitc mdu, dién gidi dé, creatinin

huyét thanh, xét nghiém chiic ndng gan, xét
nghiém chiic ndng dong mau,...).

+ Thudc da hét han sit dung chua? Thubc
c6 duigc bdo qudn diing theo yéu cau khong?
(véi cdc thudc can diéu kién bao qudn ddc
biét).

+ Vé quan sdt cdm quan, cé thdy ddu
hiéu bét thuong nao vé chdt luong khong ?
(vi dy: déi mau, mdt mau thudc, ...).

+ Cdc thiét bi, dung cu tiém truyén cé
Vo trung hay khong?

Chii y:

- Khong ké don thudc néu khong c6
1y do rd rang giai thich cho viéc k& don
thudc do.

- Than trong khi ké don cho d6i tudng
bénh nhi, ngudi bénh cao tudi, phu nit c6
thai hodc dang cho con bud, ngudi bénh
ning, ngudi bénh suy gidm chdc ning
gan than. Theo doi chét ch€ nhitng ngudi
bénh nay trong qué trinh st dung thudc.

- Than trong khi ké don nhitng thudc
dugc bi€t dén 1a ¢6 nguy cd cao gy
phdn tng c¢6 hai va tudng tdc thudc
(thudc chéng dong, thuéc ha dudng
huyét, cdc thudc tic dung trén hé thin
kinh trung uong); gidm sdt chdt ché
nhitng ngudi bénh da c6 bi€u hién ADR
khi dung thudc.
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- Than trong vé tuong tic giita thudc
véi thic 4n, rudu va d6 udng khéc.

- Tranh nhitng phdi hgp thudc khong
can thiét.

- Xem xét toan bd cic thudc ma
ngudi bénh di st dung, bao gdm ca
céc thudc khong ké don (OTC), thudc
y hoc ¢& truyén.

- N&u ngudi bénh c6 nhitng biéu

hién hoidc triéu ching bat thudng
khong rd c¢6 lién quan dén tinh trang
bénh ly hay khong, cAn nhic d&én kha
ning xay ra phan tng c6 hai ctia thudc.

- Khi nghi ngd phan tng c6 hai da
xdy ra trén ngudi bénh, cAn nhic gidm
liéu hoic ngirng thudc nghi ngd cang
sém cang tot, x{ tri, ddnh gid va bdo
céo ADR cua thudc do.
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