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HUONG DAN VA

GIAM SAT SU DUNG
CAC THUOC CO | \p34 0T D03
NGUY CO CAO

XUAT HIEN ADR VA | Ngay ban hanh:
CAC SA! SOT Lan ban hanh: 01
TRONG SU DUNG

THUOC

1. Nguoi co lién quan phdai nghién cieu va thyc hién dung cac noi dung cua quy
dinh nay.

2. Noi dung trong quy dinh nay cé hiéu lyc thi hanh nhw sw chi dao cia Giam
doc bénh vién.

3. Mai don vi duoc phat mot ban.

NOI NHAN
1. | Giam doc 6. | Khoa Néi 1l
2. | Phé giam doc 7. | Khoa Néi 2
3. | Thi1 kho cap phat 8. | Khoa Hoi strc cap ciru
4. | Phong ké hoach tai chinh 9. | Khoa kham bénh
5. | Khoa Duoc 10.

THEO DOI TINH TRANG SUA POI (tinh trang sira déi so vdi bin truwée do)

Hang muc stra Tom tat ngi dung hang muc sira doi

Trang b
01

GOp quy trinh giam sat va xtr tri ADR vd&i Quy trinh
giam sat sai sot st dung thudc




QUY TRINH HUONG DAN VA GIAM SAT SU DUNG CAC
THUOC CO NGUY CO CAO XUAT HIEN ADR VA CAC SAI
SOT TRONG SU DUNG THUOC

l. MUC PiCH:

- Xay dung quy trinh huéng din va giam sat st dung cac thudc cd nguy co cao
xuat hién ADR va cac sai sot trong str dung thudc nham:

- Phat hién sém cac van dé an toan thudc, kip thoi xur tri.

- Chu déng thuc hién céc bién phap du phong céc bién cb bat loi xay ra trong
qué trinh sir dung thudc trén nguoi bénh

- Tang cudng viéc str dung thudc hop 1y, giam ty 16 mac bénh va ty 1é tir vong
lién quan dén thudc trong thuc hanh

II.  PHAM VI VA POI TUQNG AP DUNG:

2.1 Pham vi:

Quy trinh nay dugc ap dung tai cac khoa 1am sang, Khoa duogc, phong ké hoach
tong hop (KHTH) va phong diéu dudng tai bénh vién.

2.2 Béi tuong:

Tat ca can bo y té bao gdbm bac s¥, dugc s¥, didu dudng, k¥ thuat vién va céac
can bo y té khac tai bénh vién.

I1l.  TAI LIEU HUONG DAN:

- Quyét dinh s6 2111/QP — BYT ngay 01 thang 06 niam 2015 cta Bo Y té vé
viéc ban hanh Huéng dan Qudc gia vé Canh gidc Duoc.

- Quyét dinh s6 29/QP-BYT ngay 05 thang 01 nam 2022 cia B Y té vé viéc
ban hanh Hudng dan giam sat phan Gmg c6 hai ctia thudc tai cac co sé kham, chira
bénh.

- Thong tu s6 31/2012/ TT-BYT ngay 20 thang 12 nam 2012 ctia Bo truong Bo y
té hudng dan hoat dong duoc 1am sang trong bénh vién.

- Thong tu s6 22/2011/TT-BYT ngay 10 thang 06 nam 2011 ciia Bo truong Bo y
té Quy dinh td chirc va hoat dong cua khoa Dugc bénh vién c6 hudng dan vé viéc
tu van sir dung thudc.

IV. GIAI THICH THUAT NGU:

- ADR:  Adverse Drug Reactions.

- ADR & DI: Adverse Drug Reactions & Drug Informations — Trung tm Qudc
gia vé thdng tin thudc va theo ddi phan tng c6 hai cua thude.

DLS-TTT: Dugc lam sang — thong tin thube

KHTH :Kéhoachtong hop; NV :Nhan vién; BN : Bénh nhin



V. NOIDUNG QUY TRINH:

5.1 Quy trinh hwéng din va gidm sdt sir dung cdc thuédc cé nguy co cao

xudt hi¢n ADR:

Trach nhiém

Cac buée thuc hién

Mo td/ Tai li¢u lién quan

Thoi
gian

Trudng khoa Dugc,
DLS-TTT

Lap danh muyc
thude co6 nguy
CO cao

-Dugc sy DLS-TTT: Ra
soat danh muc thuéc toan
bénh vién, lap danh muc
cac thuéc co nguy co cao
xudt hién ADR (Phu luc 1).
-Truéng khoa Duoc Kiém
tra, ky duyét danh muc
thudc c6 nguy co cao.

Dugc 1am sang

A 4

Pua ra dau hiéu
can theo doi1

Dugc sy DLS-TTT dua ra
danh muc nhitng dau hiéu can
theo ddi khi sir dung cac thude
¢ nguy co cao xuat hién ADR
(Phu luc 02)

Bac sy, diéu dudng,
Thu kho ,
NV nha thubc

Theo d6i va phat
hién cac dau hiéu

Béac sy, diéu dudng, thu kho
ngoai trd, NV nha thudc:

-Theo dbi bénh nhan khi s
dung cac thudc co nguy co cao
xay ra ADR, dic biét luu y dbi
twong nguoi bénh c6 nguy co
cao xay ra ADR (Phu luc 03).
-Phéat hién kip thoi khi c6 céac
dau hiéu dya trén triéu ching
lam sang, xét nghiém can lam
sang (Phu luc 04).

Bac sy, diéu dudng

Xu tri khi gép
phén ing

|

Béc s¥, diéu dudng:

- Xt tri ngay phan ung c6 hai
cua thudc theo phac do.

- Thong tin cho dugc sy lam
sang cung phdi hop xu Iy (khi
can thiét).




Duogc sy, bac sy,

di€u dudng

Téng két, bao
cao

Duoc sy DLS-TTT:

- Tong hop, bao céo truong
khoa vé van dé sir dung cac
thudc c6 nguy co cao hang
thang (néu co).

- Béo céo phan tng c6 hai
cua thude gui trung tam
qudc gia DI & ADR.

- Luu béo céo ADR tai to
DLS-TTT, ghi chép ADR
vao sb theo ddi ADR khoa
Duoc, khoa lam sang.

5.2. Quy trinh giam sat sai sét trong sir dung thudc:

Trach nhiém

Cac budc thue hién

Mo ta/ Tai li¢u lién quan

Thaoi
gian

Béc sy dicu tri

Ra y Iénh/chi
dinh thuoc

Bac sy diéu tri:

+ Ra y Iénh vao bénh an phu
hop vé&i chan doan bénh.

+ Luu y chong chi dinh, twong
tac thude.

+ Thay d6i y Iénh phai phd hop
véi dién bién caa bénh nhan.

A 4

Diéu dudng: Tong hop y Iénh
vao s6 tong hop thuoc, Chuyén

l

phiéu linh thubc xubéng khoa
Diéu dudng Tong hop y 1énh, Dugc theo dung quy dinh.
phiéu linh
- DS kiém tra thudc trong phiéu
! linh phat hién nhimg bat
thuong, khong hop ly trong don
- duvatthuée | | Duyétphiéulinh | | <€, ) .
Duoc si duyét thuoc Y&t P - Néu tir chdi duyét phidu khi
thudc oy Z o \
phat hién c6 thuoc khéng phu

hop trong don => phai thong
bao cho BS ké don.




-Khi phiéu linh d3 dugc duyét
chuyén qua bd phan phat thube
linh, dong g6i thude ting BN

+ Linh thubc kiém tra han

Duge sy phat thuoc Linh thuoc tir kho ding, chit luong thudc bang
thuoc, chia thudc cam (,]uan ’
wmg NB + Chia thubc déi chiéu véi y
Iénh, don thuodc cua tirng bénh
nhan
il Cap phat tan tay bénh nhan d6i
~ A . . chiéu (Thuc hién 5 tra, 3 ddi
Duoc sy, diéu Cap phat thuoc ( )

dudng, nguoi bénh

cho nguoi bénh

kiém tra bang cam quan

bicu dudng, nguoi

bénh

Thuc hién

thudc

-Truwoe khi cho NB dung
thudc:

+ Thudc nguoi bénh nhan va da
duoc kiém tra

+ Dung cu tiém c¢6 dam bao vo
khuan khéng

- Khi cho NB dung thuéc

+ Pam bao vé sinh chdng
nhiém khuan.

+ Dbam bdo 5 dang: Nguoi
bénh, thudc, lidu diung duong
ding, thoi gian.

+ Truc tiép ching kién ngudi
bénh dung thudc va theo ddi
phat hién kip thoi cic bat
thuong cuia nguoi bénh trong
khi ding thude.

- Sau khi cho NB dung thudc:
Theo dbi NB:

+ Theo ddi thuong xuyén dé
kip thoi xtr tri cac bat thuong
cua .

+ Bac si diéu tri ¢6 trach nhiém
theo ddi tac dung ciia thudc va
xir 1y kip thoi cac tai bién do
ding thudc, ghi s6 theo ddi
phan tng c6 hai ctia thudc

+ Ghi cu thé s6 thude diu tri
cho méi NB, mdi khi thuc hién
xong mot thudc phai danh du
thudc da thuc hién.




5.3.Cac rui ro chinh

STT | Riii ro chinh ¢6 Tan xuat xuat hi¢n (*) Mikc d¢ anh Bién phap
thé xay ra hwéng (**) doi pho
Thwong | Thinh | Hiém | Lén | Vira | Nhé
Xuyén | thoang khi
1 | Bénh nhan X X bicu dudng
khong hop tac thuong xuyén
(thuoc cap phat ki€m tra nhac
cho NB dung ca nhd
ngay nhung NB
dfmg 1 1an hoac
thudc ti€ém
truyén NB bo ra
udng)
V1. HO SO
TT Tén ho so luu Ma hiéu Noi Thoi
luu | gian luu
VIL. PHU LUC

Phu luc 1: Mau bao cao ADR

Phu lyc 2: Mau béo cédo ADR c6 chu dich

Phu lyc 3: Thudc c6 nguy co cao gy ADR

Phu luc 4: So d6 phan loai sai s6t lién quan dén thude

Phu luc 5: Thang danh gia méi lién quan gitra thudc va ADR

Phuy lyc 6: Hudng din quan 1y thude ¢6 nguy co cao

Phu luc 7: Nhiing dAu hiéu can theo doi

Phu luc 8: Danh sach mot s6 ddi tuong ngudi bénh c6 nguy co cao xuét hién ADR

Phu luc 9: Mot sb xét nghi¢m can lam sang, biéu hién 1am sang la goi y phat hi¢n




Phu luc 1:

C A G C 10C E T —
ADR THONG TIN VE NGUOT BAO CAQ, BENH NHAN VA DON V] BAO CAO —
SE DUQC BAO MAT Mi 36 bio cao cim dom vi:.

Ma 5 bio cao (do Trung tam quic gia quan 1)

Xin anhichi hay bio cdo ké ci i khone chde chidn vé sin phim di giy ra phin img va/hoge khong 6 day di cic thong tin
THONG TIN VE BENH NHAN

3. Gidi tinh
DONam O Nir

4. Cin nfing:
kg

1. Ho v tén:...

B. THONG TIN VE PHAN UNG CO HAI (ADR)

6. Phin tmg xuat hién seu bao lau (tinh (i 1an ding cudi cung cua thuge nghi
B ST
7. M3 ta biu hitn ADR 5. Cac xét nghiém

5. Ngiy xudt hign phin img:

‘quan 0 phan mg

9. Tién i (di tmg, hat nghén, nghin thude I, nginén riegrs, bénh gan, bénh
thn...)

10. Cach xir tri phin (mg

11. Mic 43 nghiém frong cua phin img

O Tir vong O Nhip vign/Kéo dii thii gian nim vign O Dj tit thai nhi

O Pe doa tinh mgng O Tan tit vinh vidn/njng né 0O Khéng nghiém irong

12 Két qua sau khi xir tri phin (mg

O Tir vong do ADR O Chira héi phuc O Hi phyc ¢6 di chimg _—
K O Hii plyc <6 di ch 0 Khéng rs

1 E
Dyng Lity | ding * g
PP B, | Nb ;o | ding | wone | Puimg iy/thing/nam) | [y do dimg
STT | 13.Thude (t€n gbe vi tén thuong mai) sin | S61 o / - - y o
e mit | ol | ding A T thude
hugng ol ot diu | thie

T r———) T — - —-
ST | eyl e i thube binghi ngo phin 108 €6 15 14y dumg thude bi nghingir o6 it higa Li phin img Khong?
(Tuong s e Ay
a1 ; e . o - - ng thi s Gag cb
[ Khang liba | Khing co thing tin [ Khéng e o tn
i a o a a [u] o a a
a o a a a [u] a a
i a 5] =] =] =] O =] a
v o [u] =] o o [=] a
16. Cic thude dung dong thot (Ngoa! frir cic thuse ding dieu tri/khdc phuc hau qud cia ADR)
e Dang bio ché, _ Nighy dicu tf (ngay/thang/mim) 0 Dang BC Ny ditu ] (nghy/thang/nim)
Tenthude hém lwong Biit din Kt thitc Ten thwde him hryng Bit g Kbt il
17. Dénh gid méi lién quan giita thude va ADR
O Chie chin O Khéng chic chin DO Khic: ...
O C6 khi ning O Chura phin logi
OcCathe O Khéng thé phin logi
18. Don vi thim dink ADR theo thang ndo?
O Thang WHO O Thang Naranjo O Thang Khc: ........oooeeeeerrenieiccines

19. Phin binh lujin cua nhan vién y € (aén c8)

E. THONG TIN VE NGUOI BAO CAO

. Ho vi tén nghigp/Chire vy:
Dién thogi lién :
21. Chirky 22. Dgng bio cao: O Lin diw/ O B4 sung. 23. Ngiy bio

0L

Xin chén thanh cim om!
HUONG DAN LAM BAO CAO
béo cio tht ci cac phin img cohai | Cach bao cio:
mii anh/chi nghi ngir, dic bift khi +  Dién thong tin vio miu bio cio
Cac phan img lién quan tdi thude s Chicin dién nhimg phin anh/chj c6 thong tin

« Cic phan img khong mong mudn hoje chua s Céthé dinh kém thém mjt vi trang (néu mdu bio céo khong di khodng tréng dé dién
dugc biét dén hay cd nhimg xét nghiém lién quan).
Cic phan {mg nghiém trong. & Xin hdy giri béo cio vé Trung tim Quéc gia vé Théng tin thude vé Theo ddi phan (mg .

Turong tic thude thude theo cac dja chi sau:
Thit bai trong diéu trj Thi: Trung tim Quéic gia vé Thing tin thude va Theo ddi phin img cé hy
Cic vin d& vé chit lrgng thudc Truimg Pai hoe Duoe Ha Noi

13-15 L& Thanh Tong, Quin Hoan Kiém, Ha Ni

Cic sai sot trong qud trinh sif dung thubc. @
Miu bio eio niy duge ip dyng cho cic phin

g gay ra boi: @ Fax: (024) 3933 5642
Thude vi cie ché phim sinh hoc 2

Vic xin L

Cic thude cb truyén hodc thudc c6 ngudn gdc
duge ligu

Thyc phim chirc nang.

N bao co cé thé la:

* Bics

Dién thoai: (024) 3933 5618

Website: http://canhgiacduoc.org.vi
Email: di pveenterf@gmail.com

Nha si Anh/chj ¢6 thé ldy miu bio cdo niy tai khoa Duge, phong Ké hoach 1ong hop
ctia b¢nh vign hoiic tii tir trang web http://canhgiacduoc.org.vn. Néu c6 bat ky thic
Cic nha cung cip dich vy chim séc sitc khac | méc ndo, anh/chj ¢6 thé lién hé véi Trung 1dm Qudc gia vé Thong tin thudc va Theo
khic ddi phin img c6 hai cuia thudc theo s6 dign thogi (024) 3933 5618 hoiic theo dia chi
email di.pveenter@gmail com.

danh cho Trung tim DI & ADR Quéc gia
Giti xéc nhan 161 don v bio cio O [ 3. Phan img di co trong y van/SPC/CSDL. 5]
Phin logi phan img ‘ 4. Nhip dir ligu vao hé co sa dir ligu qubc gi o
0 Thuée méi O Thubc cit =} — ~ —
O Nghiém trong. O Khong nghiém trong 5. Nhip dir litu vio phan mem Vigiflow a
Mirc d¢ nghiém trong cua phan img
O Be doa tinh mang/ gy tir vong O Nhip viénkeéo di thin gian dm vaén O Gay di tivin 13t O Lién quan 1én lam dyngiphy thuge thube
Giri bio céo 161 hi ddng thim dinh o f?“ gl Giri béo cdo cho UMC o 1\;,1‘5‘ f""
Ket qua tham dinh

O Chic chin O Khéng chie chin O Khic:

O Cokhi ning O Chisa phin logi s

O Céthé O Khéng thé phin loai

=

Newdi quin I bio cio 11, Ngiyioos foo .. —




Phu luc 2:

BAO CAO PHAN UNG DI UNG THUOC | Nui bio cio:
Thong tin vé nguoi bdo cdo, bénh nhdn va don vi bdo cdo | yeo bénh dn:

sé duge bdo mét Ngiy vio INgay ra
Mii do Trung tim Québe gia quan Iy
Tinh trang bdo cdo: [ Dién form 1 Theo dai [ Hoan thanh

(LHown:  [2Twdi: | 3Gi6i:ONam O Nw

5.Ngay xuat hi¢n phan (mg: 6.Phan (g xuat hién sau lan cudi cung ding
thude bao 13u?

7.M& ta phan img: &.Chin doan thé 1im sang di img thudc:

[CBan d6 khdng bong da CMyn mu CMay day [2Pha Quincke

[Ban dé bong da [IHoai tir da CIViém mach [Séc phan vé

[2Ban d6 nhay cdm véi dnh séng  (1Ban sén khong xdc dinh | CJCo thiit phé quan [JHéng ban da dang

[2Mun nude bong nudc C)Loét < 2 hbe tr nhién [1Ban mun mu cdp toan thin

[2Ban dang xudt huyét [ILoét 2 2 héc ty nhién [1Hpi chimg qua mén do thube (DIHS/DRESS)

[OMay day 186t [IHéng ban nhiém séc cd dinh

[CPhi Quincke CJGan, lach, hach to CIH{i chimg Stevens - Johnson

IR A0 OB, o5 ¢ aamwosivmimniowsa swswsmaniasnomssasos (JHoai tir thugng bi nhiém djc

CVB M 0 I BB 5 s 5 scampsammimiansasanivassessnsy IR s s Ao N SN

DOBibu hign tuln hodn........ccoiviiiiiiiiieieiiiiiieenens,

9.Tién sir: 10.Xét nghi¢m lién quan

11.Mutc dd nghiém trong! 12.Xr tri phan (mg: 13.K 8t qud sau xir tei:

2T vong O T vong

[ Pe doa tinh mang {1 Chua hdi phuc

[ Nhip vién/kéo dai thér gian nim vién ) Pang hdi phuc

0 Dé lai dj 14t ) Hbi phyc 6 di chimg

[0 Khéng nghiém trong (] Hbi phyc khong c6 di chimg

14.Thudc nghi Liéu ding lan dung Ngiy diéu trj Ly do ding
e ngd Dubng ding 1 lin trong ngdy | Bitdiu | Két thic thuéc
1
2
3
15.Ngimg giam liéu thudc, phén (mg dj (mg c6 cdi thién | 16.T4i sir dung thudc, phan img dj (mg c6 xuit hign lai
khong? khong?
Thude 1: 0C6 CKhong [JKhéng ngimg/giam lidu Thuée 1: 0C6 CIKhéng [Khong tai sir dung
Thude 2: (1C6 CKhong [IKhéng ngimg/giam lidu Thuéc2: 0C6 CIKhéng [CKhong tai sir dung
Thuée 3: 0C6 OKhéng [Khéng ngimg/gidm liéu Thudc 3: 0C6  CKhéng [ Khéng téi sir dung
17.Chi phi diéu tri df ieng thudc:
18.Ho tén: Ngh! nghiép/chirc vu:
Dién thoai:
Elllf:ilt s Ngay bdo cdo:




Phu luc 3:

Nhém thudc Tén hoat chat Dwong dung
Bupivacain Tiém
Lidocain (hydroclorid) Tiém
Thudc gay té, gdy mé | Lidocain + Adrenalin Tiém
Propofol Tiém
Sevofluran Puong ho hap
Opioid Morphin (hydroclorid, sulfat) Tiém
Thude chu van Adrenalin Tiém
adrenergic Nor- adrenalin Tiém
Anastrozol Ubng
Bleomycin Tiém
Capecitabin Ubng
Carboplatin Tiém
Cisplatin Tiém
Cyclophosphamid Tiém
ggg;%lléﬁlirsliggri}gm, Fluorouracil (5-FU) Tiém
dl;ll’lg duong tiém hodc | Gemcitabin Tiém
Hone. Goserelin acetat Tiém
Irinotecan Tiém
Paclitaxel Tiém
Tamoxifen Ubng
Glycyl funtumin (hydroclorid) Tiém
Sr)i/:[jiiorl]in-5monophosphat disodium + Tiem
Enoxaparin (natri) Tiém
Thudc chéng dong mau | Heparin (natri) Tiém

Albumin Tiém truyén tinh mach
Thudc chéng loan nhip | Amiodaron (hydroclorid) Tiém
Thudc ting co bop co Digoxin Ubng




tim

Dobutamin Tiém
Dopamin (hydroclorid) Tiém
Gadoteric acid Tiém
Thudc can quang lobitridol Tiém
lopromid acid Tiém
Gliclazid Ubng
Glimepirid Ubng
Insulin Tiém
dTE:)Jg; di€u tri dai thdo Metformin Ubng
Metformin + glibenclamid Ubng
Gliclazide + Metformin Ubng
Glimepirid+Metformin Ubng
tTlﬂl;gﬁ ?ﬁé(iqnl%iﬁli (_1211; Rocuronium bromid Tiém
son thim phan phie | Kycheamo 18 T
Dung dich thdm phan

mac hodc chay than
nhan tao.

Kydheamo 2A

Ché pham nuoi dudng
ngoai duong ti€u hoa.

Acid amin*

Tiém truyén tinh mach

Acid amin dung cho bénh nhan suy

than

Tiém truyén tinh mach

Acid amin + glucose + lipid (*)

Tiém truyén tinh mach

Nhii dich lipid

Tiém truyén tinh mach

Dung dich uu truong

Glucose (ndng do >20%).

Tiém truyén

Magnesi sulfat

Tiém truyén

Natri clorid (néng do > 0,9%).

Tiém

Kali clorid Kali chlorid dung dich dam

dac 10%

Tiém




Phu luc 4

Hoan canh hodc su
kién co6 kha nang
gay sai sot

Logi 1
Sui vét xiy a gip
piin hoje giy ra tir
vong cho binh

Pa thuc su
Xay ra sa1 sot
chua?

Sai sot da xay
ra trén bénh
nhan chwa?

. Khong co sai s0t
. Sai sot, khong giy hat
O Sai s0t, giy hai
O Sai sot, ur vong

Sai sot gop phin
hoac gay tir
vong cho bénh

C6 can giam sat
hodc thue hién
can thiép dé giam
thiéu nguy co?

C6 nhap vién
hogc kéo dai thé
gian nam vién?

gdp tac hai
nao khong?

Co th\__:f hxen KHONG = Tac hai la
can thiép can >
thiet dé duy tri
Tac hai d6 co

khéng hoi phuc?

Thuit ngir phén loai sai s6t lién quan dén thubc theo NCC MERP
KHONG Tac hai: Sy suy giam thé chat. tam Iy. chirc nang sinh ly hay cau tric co

thé va/hodc dau do nguyén nhan do.

NCC MERP: National
Coordinating Council for
Medication Error Reporting
and Prevention — My

Giam sat: Theo do1 hodc gh la1 dz‘i_u higu sinh 1f, tim 1§ c6 lién quan.
Can thi¢p: Co6 thé bao gdm thay ddi phac d6. can thiép thudc/phau thuit.
Can thi¢p cin thié't dé duy tri sw song: Bao gom h trg tim mach hoac
hé hap (vi du: hé hap nhan tao, khir rung tim, dat né1 khi quan, v.v).




Phu luc S:

1. Thang phén loai ciia T6 chirc Y té thé gioi (WHO)

M01 quan h¢ gitra thudc nghi ngo va ADR duoc phan thanh 6 mtrc d0 (Xem Bang 7.1). bé
xép loai mdi quan hé gitta thudc nghi ngd va ADR & mirc do ndo, can thoa man tat ca cic
tiéu chuén danh gia da dugc quy dinh trong tng voi mire do do. Cac cap thudc va ADR
dugc phén loai & cac mirc “chic chin”, “c6 kha ning” va “c6 thé” dugc danh gia 1a c6
mdi lién quan giira thudc nghi ngd va ADR.

2. Thang danh gia cia Naranjo

Moi quan hé gitta thudc nghi ngd va ADR dugc phan thanh 4 mirc bao gom: chic chin,
c6 kha nang, c6 thé, khong chic chin. Thang danh gia nay dwa ra 10 cau hoi (dua trén cac
tiéu chi danh gia bién cb bat loi) va cho diém dua trén cac cau tra 10i (xem Bdng 7.2).
Téng diém s& duoc sir dung dé phan loai mdi quan h¢ gitra thudc nghi ngd va ADR. Céc
cap thudc va ADR dugc phan loai ¢ cac muc ¢ ‘chic chan”, “c6 kha nang” va “co thé”
cling duoc danh gia 1a c6 mdi lién quan giita thuc nghi ngd va ADR.

Bang 7.1. Thang danh gid moéi quan hé gitta thuéc nghi ngo va ADR ciia WHO

Quan hé nhan qua Tiéu chuan danh gia

e Phan ung dqqc mo ta (biéu hién 1am sang hodc can lam ’se‘mg bat
thuong) cd moi lién h¢ chat ché véi thoi gian st dung thude nghi
ngo,

e Phan ng xay ra khong thé giai thich bang tinh trang bénh ly cua
ngudi bénh hodc cac thude khac str dung dong thoi véi thude nghi

Chiac chin ngo,
(Certain) e Cac biéu hién ctia phan (mg dugc cai thién khi ngimg sir dung
thudc nghi ngo,

e Phan tng la tac dung phu déc trung da duoc biét dén cua thube
nghi ngd (¢6 co ché dugc ly 10 rang)

e Phan tmg 13p lai khi tai st dung thudc nghi ngo (néu ¢6 ding lai
thuoc nghi ngo).

e Phan trg dugc mo ta co mdi lién hé hop 1y véi thoi gian sir dung

thudc nghi ngo,

® Nguyén nhan gay ra phan tmg khong chic chin dugc liu co thé
C6 kha nang c6 lién quan dén bénh 1y cua ngudi bénh hodc cac thude khac st

(Probable/ likely) dung dong thoi hay khong,

e Cac bicu hién cua phan ing duogc cai thién khi ngung st dung

thuoc nghi ngo,

e Khong can thiét phai co thong tin vé tai sir dung thudc.

e Phan tng duoc mo ta c6 mdi lién hé hop 1y véi thoi gian sir dung

J4 h;'\ z 5 .
Cothe thudc nghi ngo,

(Possible)

e Phan g c6 thé duoc giai thich bang tinh trang bénh 1y ctia




ngudi bénh hodc cac thude khac str dung dong thoi,

e Thiéu thong tin vé dién bién cta phan tng khi ngirng sir dung
thuoc nghi ngd hodc thong tin vé viéc ngung su dung thudc khong
rd rang.

e Phan irng dugc mo ta ¢ moi lién h¢ khong rd rang véi thoi gian

Khong chic chin sir dung thudc,
(Unlikely) e Phan tng c6 thé duoc giai thich bang tinh trang bénh ly cua
ngudi bénh hodc cac thude khac sir dung dong thoi.
Chua phan loai e Ghi nhén viéc xay ra phan ng, nhung can thém thong tin dé
(Unclassified) ~ danh gia hodc dang ti€p tuc thu thap thong tin b6 sung dé danh gia.
R L . '® Ghi nhén phan tng, nghi ngo la phan tmg c6 hai cua thude,
Khong thé phan loai nhyng khong thé danh gia duoc do thong tin trong béo cdo khong

(Unclassifiable)

day du hoic khong thong nhit, va khong thé thu thap thém thong

tin bo sung hodc x4c minh lai thong tin.

Bang 7.2. Thang déanh gid méi lién quan giita thuéc nghi ngo va ADR ciia Naranjo

Tinh diém
STT Céu héi ddnh gid , | Khong | pig
Co | Khong |co théng
tin

Phan tng c6 dugc mo ta trudc do trong y van

1 N 1 0 0
khong?
Phan tng c6 xuat hién sau khi diéu tri bang thudc

2 S A 2 -1 0
nghi ngd khong?

3 Phan ng c6 Qu’(_yg cai thién sau khi ngimg thudc 1 0 0
hoac dung chat d6i khang khong?
Phan tig c6 tai xuat hién khi dung lai thudc

4 N 2 -1 0
khong?
C6 nguyén nhan nao khac (trir thue nghi ngd)

5 6 thé 1a nguyén nhan gay ra phan ung hay -1 2 0
khong?

5 Phan tmg c6 xuat hién khi dung gia dugc 1 1 0
(placebo) khong?

7 Nong d6 thude trong mau (hay cac dich sinh hoc 1 0 0
khéc) c6 & ngudng gay doc khong?

8 Phan mg c6 nghiém trong hon khi tang lidu hodc 1 0 0
it nghiém trong hon khi gidm liéu khong?
Nguoi bénh c6 gap phan ung tuong tu voi thude

9 Inghi ngo hodc cac thude tuong ty trude do 1 0 0
khong?




Phan tmg c6 dugc xac nhan bang cac bing chimg
khach quan nhu két qua xét nghiém bt thuong
hoic két qua chan doan hinh anh bat thudng hay
khong?

10

Tong diém

Két ludn

Phan két luan dénh sb tvong Gng v6i cic mirc phén loai sau:
= Chic chin (> 9 diém)

= C6 kha ning (5 - 8 diém)

= C6 thé (1 - 4 diém)

= Nghi ngd (<1 hodc 0 diém)



Phu luc 6:

Tham khéo bang phan loai APINCHS sau dé xay dung danh muc thudc c6 nguy co cao tai
co sO kham bénh, chira bénh. Bang phén loai nay khong dé cap day du hét cac thude co
nguy co cao, tuy theo dac diém str dung thudc va dic diém bénh nhan diéu tri, co s& kham
bénh, chita bénh can lya chon cac thude c6 nguy co cao phu hop dé dua vao danh muc.

Phén loai Vidu
A |Khéang sinh Aminoglycosid: gentamicin, tobramycin va amikacin Vancomycin

Amphotericin - dang liposom

P Kali va chat Céc chét dién giai ddm dic str dung duong tiém: kali, magie, calci,
dién giai natri clorid vu truong

I lInsulin Tét ca céac loai insulin

N [Thubc giam dau Hydromorphon, oxycodon, morphin, fentanyl, alfentanil,
opioid va thuoc remfentanil

an than khacgen;0diazepin: diazepam, midazolam

Thiopenton, propofol va cac thubc gdy mé tac dung ngin

C Hoa tri liéu Vincristin, methotrexat, etoposid, azathioprin

Thudc hoa tri dudng udng

H Heparin va cac Heparin va heparin khéi lugng phén tir thap (LMWH): dalteparin,
thuoc chong  lenoxaparin, warfarin

dong mau Thudc chdng dong duong udng tac dung truc tiép (DOAC):
dabigatran, rivaroxaban, apixaban
S Hé théng Hé théng an toan thudc nhu kiém tra 2 1an doc 13p, an toan duong

dung véi cac thude dang dung dich. ..




Phu luc 7:
NHUNG DAU HIEU CAN THEO DOI

1. Mt s6 biéu hién chung

7. Réi loan thén kinh co

Sot Chong mat

Dau dau Co giat

Budn ngti Roi loan truong luc co
Ngat RO6i loan ngoai thap

Tang can nhanh

Tang ap luc ndi so

2. Phéan wng ngoai da

Céc dong tac bat thuong

May day

Pau co

Phu mach

Tiéu co van cap

Ban do/ Ban xuat huyét/ Ban noi bong

Loang xuong

Tang nhay cam anh sang

Hoai tor xuong

Mun tring ca

8. Huyét ap bat thuong

Rung téc Ha huyét ap
3. Roi loan chirc ning gan Ha huyét 4p tu thé dung
Vang da, vang mat, phu Tang huyét ap

4. Phan @ng phan vé va soc phan vé

9. Roi loan tim

5. Rdi loan tiéu héa

Loan nhip

Non, buon noén

Cham nhip

Kho nuot

10. Roi loan tim than

R6i loan vi giac

Trang thai 14 1an do thudc

Tang san loi

Kich dong

Kh6 miéng

Uc ché tam than

Loét miéng

Thay d6i tAm tinh: tram cam, hung cam

Loét thuc quan

R6i loan giac ngu

Pau thuong vi

R6i loan hanh vi dn udng

Tao bon R6i loan tri nhé
Xuat huyét tiéu hoa Thay doi nhan thirc
6. Roi loan hé hap Loan than

Kho thd

Hoi1 chirng cai thuoc

Co that phé quan




Phu luc 8:
DANH SACH MOT SO POI TUQONG NGUOI BENH
CO NGUY CO CAO XUAT HIEN ADR
1. Nguoi bénh mac dong thoi nhiéu bénh.
2. Nguoi bénh str dung nhiéu thude.
3. Nguoi bénh st dung thude kéo dai.
4. Ngudi bénh cao tudi, bénh nhi.
5. Nguoi bénh duoc diéu tri bang cac thude co nguy co cao xay ra phan tng c6 hai.
6. Nguoi bénh duoc diéu tri bﬁng cac thude co pham vi diéu tri hep hoac co tiém an nhiéu
tuong tac thude.
7. Ngudi bénh ¢o réi loan chirc nang gan, than.
8. Nguoi bénh co yéu t6 co dia suy giam mién dich hoic mic cac bénh ty mién.
9. Nguoi bénh co tién st di tng, di tng thude, di tng thirc dn hodc di tng khong 1d
nguyén nhan.
10. Nguo1 nghién ruou.

11. Phu nir mang thai, cho con bu



Phu luc 9:
MOT SO XET NGHIEM CAN LAM SANG, BIEU HIEN LAM SANG
LA GQI Y PHAT HIEN ADR

DAu hiéu phat hién Goi y nguyén nhan

Xét nghiém can lam sang

Thot gian prothrombin (PT) > 100 o p B A _
Qua liéu thuoc chong dong heparin

giay

Gia tri INR > 6 Qua liéu thudc chdng dong khang vitamin K
S6 luong bach cau < 3000 bach cau . N ) p o
mm? Giam bach cau trung tinh do thuéc hoac bénh

S6 luong tiéu cau < 50 000 tiéu L PR
. 3 Phan Urmg c¢6 hai lién quan dén thudc
cau/mm

) Ha dudng huyét lién quan dén sir dung insulin
Glucose mau < 2,78 mmol/Il o P .
va cac thudc dicu tri dai thao duong

5 . . Poc tinh trén than lién quan dén thude hoic
Tang creatinin huyét thanh . A
tinh trang bénh

Duong tinh vi khuan Clostridium

e ) Boi nhiém lién quan dén khang sinh
difficile trong phan

Bicu hién 1am sang

An than qua mirc, hon mé, ngi Lién quan t&i lam dung thube an than

Phat ban da Phan tng c6 hai ctia thude
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