BENH VIEN PA KHOA BAC LIEU
KHOA DUQC - TO DUQC LAM SANG

¢« Thong tin hoat dong
Quan ly str dung khéng sinh
Tong két bao cao ADR tir thang 10/2018 - 9/2019
Khao sét tinh hinh thyuc hién thong tin thuéc 2018

e Canh giac duwgc
Khang sinh
Thudc tiéu chay c6 ngudn goc tir dat sét
Nhom thubc giam dau NSAIDs

TAI LIEU LUU HANH NOI BO



BENH VIEN DA KHOA BAC LIEU CONG HOA XA HOQI CHU NGHIA VIET NAM

HOQI PONG THUOC VA PIEU TRI DPoc 1ap — Tu do — Hanh phiic
PON VI THONG TIN THUOC
Sb: 39/TTT-BV Bac Liéu, ngay  thang 11 nam 2019
THONG TIN THUOC

V/v phat hanh ban théng tin thudc lwu hanh ndi bd Bénh vién

Kinh giri: Cac khoa phong 1am sang Bénh vién Pa khoa Bac Liéu.
Can c{r vao Quyét dinh 495/Qb-BV ngé\y, 19/09/2017 cua Bénh vién DPa khoa
Bac Liéu vé viéc thanh 1ap Pon vi thong tin thudc trong Bénh vién;
Cén ctr vao Quyét dinh 6858/QD-BYT ngay 18/11/2016 ciia BO Y t€ vé viéc ban
hanh B0 tiéu chi chat lugng bénh vién Viét Nam;
Can ct vao tinh hinh theo d&i st dung thudc tai khoa 1am sang,

Nham muc dich cung cép thong tin thudc phuc vu cho nhu cau tra ctru va cap
nhat mot s6 khuyén cdo canh giac duge trong diéu tri bang thudc, Pon vi Thong tin
thudc thong bao phat hanh ban tin Thong tin thudc sé 1/2019 véi cac ndi dung nhu
Sau:

- Quan ly sir dung khang sinh tai Bénh vién Da khoa Bac Liéu;

- Tong két bao cao phan ung co hai cia thudc (ADR) giai doan tir thang
10/2018 dén thang 9/2019 cua Bénh vién Pa khoa Bac Liéu;

- Khang sinh fluoroquinolon: Cap nhat mot sé thong tin lién quan canh giac
duoc;

- ANSM: Cép nhat thong tin vé viéc st dung thudc tiéu chay c6 ngudn gdc tir
dat sét & tré em dudi 2 tudi;

- Mot s6 thong tin canh giac duoc lién quan dén thudc NSAIDs:

1. Di tng NSAIDs.

2. Diclofenac - mot s6 phan tmg di ing thuong gap.

3. Mot sb thong tin canh gidc duge méi lién quan dén thubc NSAIDs.
4. Nguyén tic st dung thudc giam dau.

- Khao sat danh gia tinh hinh thyc hién thong tin thudc tai Bénh vién Pa khoa
Bac Liéu nam 2018.

Noi dung cu thé ctia Ban tin Thong tin thudc dugc dinh kém theo vin ban nay.

Nay Pon vi Thong tin thudc Bénh vién Pa khoa Bac Liéu théng bao dé cac khoa
I[&m sang nam thong tin va su dung./.

Noi nhin: P. CHU TICH HPT&PT PDON VI THONG TIN THUOC
- Nhu Kinh gui;
- Luu: bVTTT.
(Da ky) (Da ky)
P. GIAM POC DS. Vién Cim Tt

BS. Nguyén ich Tuén
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Quan ly sir dung khang sinh tai Bénh vién Pa khoa Bac Liéu

Mtic d6 nguy hiém cua dé khang khang sinh da duoc cac nha khoa hoc canh bao
tir 1au. Khi vi khuan dé khang véi tat ca cac loai khang sinh, ngudi bénh c6 thé chét vi
nhitng nhiém tring thong thuong: ngay ca 1 vét thuwong nho, nhidm tring hd hap nhe
cling c6 thé lay di tinh mang cua 1 ngudi khée manh.

Ngay 22/4/2019, Giam d6c Bénh vién Pa khoa Bac Liéu quyét dinh thanh lap
Nhom Quan ly st dung khang sinh trong Bénh vién. Ngay 31/5/2019, Nhom da hop
phién hop dau tién nham xay dung quy dinh va ké hoach hoat dong trong nim 2019,
budc dau thyc hién Quan ly sir dung khang sinh theo Quy dinh Quan Iy sir dung khang
sinh va can thiép trong str dung khang sinh tai Bénh vién.

Cac quy dinh Quan ly sit dung khang sinh tai Bénh vién Pa khoa Bac Liéu

1. Céc khang sinh phai dugc phé duyét truéc khi dung, trir truong hop cap ctu:

STT | Tén hoat chat | Nong d§, ham lwong | Pwong dung | Pon vi tinh
1 | Linezolid 600mg/300ml Tiém TUi
2 Colistin 1MIU Tiém Lo
3 | Fosfomycin 19 Tiém Lo
4 | Fosfomycin 500mg uéng Vién
5 | Meropenem 500mg Tiém Lo
6 Imipenem 500mg Tiém Lo
7 | Teicoplanin 400mg Tiém Lo
2. Céc khang sinh phai dugc hdi chan truéc khi ding, trir truong hop cap cau:
STT | Tén hoat chat | Nong d@9, ham hrong | Pwong dung | Pon vi tinh
1 | Linezolid* 600mg/300ml Tiém TUi
2 | Linezolid* 600mg uong Vién
3 Colistin* 1MIU Tiém Lo
4 | Fosfomycin* 1g Tiém Lo
5 | Fosfomycin* 500mg Udng Vién
6 | Meropenem* 500mg Tiém Lo
7 Imipenem* 500mg Tiém Lo
8 | Teicoplanin* 400mg Tiém Lo

3. Cac khang sinh phai duoc hdi chan khoa/duyét Trwéng khoa truge khi sir
dung, tru truong hop cap chiu:

STT Tén hoat chat Nong d9, ham lwong |Puwong dung| Pon vi tinh

1 |Amikacin 500mg/2ml Tiém Ong
2 |Cefoperazon + sulbactam | 500mg+500mg, 1g+1g Tiém Lo
3 |Cefoxitin 19 Tiém Lo
4 | Cefotiam 19 Tiém Lo

) 750mg/150ml N . Tui

5 |Levofloxacin Tiém truyen -

500mg/100mi Chai

Moxifloxacin 400mg/250ml Tiém truyén Chai
Vancomycin 500mg Tiém truyén Lo




4. Hudng dan chuyén khéng sinh tir dwdng tiém sang dwong udng:
* Tiéu chi xdc dinh ngwoi bgnh c6 thé chuyén khang sinh tir dwong tiém sang
dwong uong

Tuy theo ddi twong nguoi bénh dé xem xét chuyén khang sinh tir duong tiém sang
duong uong cho phu hop. Neu KHONG c6 tiéu chi nao trong cac tiéu chi sau co the
chuyén tir khang sinh duong tiém sang duong uong:

Nguoi bénh dang dugc st dung khang sinh dudng tiém trong céac truong hop:

- Puong UOng bi han ché (nén, tiéu chay nang, rdi loan nudt, mat y thtc: ngat, hon
mé, khong kiém soat duoc ban than)

- Con it nhat > 2 triéu chtng:> 38°C hoic < 36°C, nhip tim > 90 nhip/pht, nhip thd
> 20 lan/phut, bach cau > 12.10%/L hoic < 4.10%/L)

- Triéu chiing 1am sang xau di

- M6t s6 bénh: viém mang trong tim, nhiém khuan than kinh trung wong (viém mang
ndo, p xe n&o), viem mo té bao mit, 4p xe sau

- Khéng c¢6 san thudc duong udng

* Danh muc khang sinh chuyén tir dwong tiém/ truyén sang dwong uéng

1. Diéu tri noi tidp/ diéu tri déi khang sinh (Ap dung cho céc khang sinh c6 ca
duong tiém va duong udng): Cefuroxime; Ciprofloxacin; Clindamycin;
Levofloxacin; Linezolid; Metronidazole; Moxifloxacin

2. Diéu trj xuong thang (Chuyén tir khang sinh duong tiém/ truyen sang khang
sinh duong uong)

Khang sinh dwong tiém/truyén Khang sinh dwong uong
Ampicillin Amoxicillin
Ampicillin/Sulbactam Amoxicillin/Clavunate
Cefazolin Cephalexin

Cefotaxime hoac ceftriaxone Cefpodoxim hoac Cefuroxime
Ceftazidime hoac cefepime Ciprofloxacin hoac levofloxacin

3. Sinh khd dung mét sé khang sinh c6 cd dang uéng va tiém (80% - 100%):
Ciprofloxacin; Clindamycin; Linezolid; Metronidazole; Moxifloxacin




Tong ket bao cao phan ing c6 hai ciia thuoe (ADR) giai doan tir
thang 10/2018 den thang 9/2019 cua Bénh vién Pa khoa Bac Liéu

1. M@t sb thong tin vé hoat dgng bao cao phan ing c6 hai tir Trung tam DI
& ADR Quoc gia trong nam 2018 va dau nam 2019

_ Nam 2018, Trung tim DI & ADR Quéc gia va Trung tdm DI & ADR khu vyc TP
Ho Chi Minh da tiép nhan va xt ly 14487 bao cao (dat 154,7 bédo cao/l tri¢u dan),
trong do, 11172 bao cao ADR dugc gui tir cac co so kham, chira bénh.

Cic treong hop khan lién quan dén an toan thuéc

Trong nim 2018, Trung tim DI & ADR Qudc gia di giai quyét 82 truong hop
khan bao gom 42 truong hop bao cdo ADR khan phan hdi cho don vi gui bdo céo
ADR va 40 trudng hop cong van cung cap thdng tin vé an toan thudc cho co quan
quan ly cia Bo Y té. Trong cac truong hop bao céo ADR khan, c6 33 truong hop tir
vong va 8 chudi bao céo. Song song véi cdng tac phan hoi khan cho ca nhan, don vi
giri bdo cdo ADR, Trung tim DI & ADR Qudc gia ciing cap nhat cac théng tin vé an
toan thudc guii co quan quan ly cia Bo Y té. Tinh dén hét ngay 31/10/2018, tong sb
cong van da gui 1a 40 cong van, trong d6, co6 9 van dé da duoc Cuc Quan 1y Duoc
cung cap thong tin dén cac can bo y té.

M@t s6 van dé phan wng c6 hai cia thudc can luu y

Trong nim 2018, mot s6 phan ung c6 hai phat hién thong qua xét nghiém can
lam sang va phan ang c6 hai dién hinh (typ A, tc dung phu) ciia mot sé thudc cling da
duoc ghi nhan nhu:

Nhiém toan lactic va bat san tuy xuong lién quan dén linezolid;
+ Doc tinh trén huyét hoc lién quan dén vancomycin;

+ Chay méu lién quan dén thuéc Chéng> dong (acenocoumarol...);
+

+

+

Poc tinh trén than lién quan dén thuéc amphotericin B;

Suy than lién quan dén thuéc NSAID (meloxicam...);

Suy than lién quan dén st dung vancomycin phdi  hop Voi
piperacilin/tazobactam;

+ Suy giap lién quan dén amiodaron;

+ Ngb doc thude gay té;

+ Ton thuong co, tiéu co van lién quan dén thudc ha lipid mau nhom statin
(rosuvastatin, atorvastatin);

+ R6i loan tam than lién quan dén khang sinh quinolon (moxifloxacin,
levofloxacin).

Cong tac bao cao ADR can tiép tuc dugc thic ddy hon nita. Bén canh cac ADR
roi loan toan than va biéu hién trén da, cic ADR lién quan dén thuoc khang sinh, thudc
chéng lao, thudc giam dau chdng viém khong steroid (NSAID), can bo y. té ciing can
chd y theo doi, phat hién va bao cao cac bién ¢ bat lgi ciia cac nhom thube khac (dac
biét cac nhom thude co6 nguy co cao giy ADR, thudc c6 pham vi diéu tri hep), cac
ADR trén cic hé co quan khéc, cic bién cb bét loi can giam sat thong qua tham do
churc nang chuyén sau hay xét nghiém can 1am sang.

+

Cong tac bao cao phan @ng cé hai cia thude giai doan 11/2018 — 01/2019

Trong khoang thoi gian tir thang 11/2018 dén hét thang 01/2019, Trung tam DI &
ADR Quoc gia va Trung tdm DI & ADR khu vuc TP. H6 Chi Minh da tiép nhan 3179

-



b&o cao ADR (giam 4.3% so vai cung Ky nam 2018). Trong do, 2870 bao cao ADR
duoc guri tir cac co sé kham, chira bénh. Théng tin vé thudc nghi ngo duoc thdng ké
trén 2851 b&o céo. Tong sé thudc nghi ngo duoc bao céo 1a 3480 thudce (ty Ié duy tri
1,2 thudc/1 bao cao).

Bang 1. Danh séach 10 thuéc nghi ngo gy ADR duoc b4o cao nhiéu nhat

STT Hoat cht S6 lwgng Ig:'gg(g/l"))
1 | Cefotaxim 275 9.6
2 | Diclofenac 206 7.2
3 | Rifampicin/isoniazid/pyrazinamid 171 6.0
4 | Ciprofloxacin 167 5.9
5 | Ethambutol 151 5.3
6 | Ceftriaxon 142 5.0
7 | Amoxicillin/chat tc ché beta-lactamase 101 3.5
8 | Vancomycin 97 3.4
9 | Ceftazidim 80 2.8

10 | Paracetamol 78 2.7

2. Tong hop bao cao ADR tai Bénh vién Pa khoa Bac Liéu giai doan tir
thang 10/2018 dén thang 9/2019
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Biéu d6 1. Sb lwong béo cdo ADR tur thang 10/2018 dén thang 9/2019 cua Bénh vién
Pa khoa Bac Liéu

Tur thang 10/2018 dén thang 9/2019, tai Bénh vién Pa khoa Bac Liéu, c6 48
truong hop xay ra ADR da duoc khoa 1am sang xir 1y va béo cdo vé khoa Dugc. Sb
luong bao cdo ADR lily tién theo thang duoc thé hién trong Biéu d6 1. S6 luong bao
c40 ADR khong dong déu gitta cac thang, trong d6 sb luong bao cdo thip nhit vao
thang 10-11/2018 (0 bao c&o) va nhiéu nhat vao thang 6/2019 (12 béo céo).
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2.1. Théong tin ngwoi bénh

Téng hop thong tin ngudi bénh thay:

- Vé gidi tinh: Nit chiém ty Ié cao hon nam (75%)

- V& tudi: da c6 bao cao ADR xuét hién ¢ do tuoi tir 8 thang tudi dén 77 tuoi,
trong d6 do6 tuoi tur 20 - 40 la nhiéu nhat (chiém dén 62.5%).

- Trén 70% nguoi bénh dugc béo cdo ADR la sau khi phau thudt (34/48 truong
hop), trong d6 61.76% la sau sinh mo (21/34 truong hop).

2.2. Théng tin phdn #ng co hai cia thuéc

Téng hop phan &ng c6 hai cua thudc thay:

- Phan ung thusdng xuét hién sau khoang 62 phut (3 phut dén 4 gio)

- Céc biéu hién ADR duoc bao céo ‘thuong gap: ngtra (29 truong hop), phan
g ngoai da (37 trudng hop, hau hét 12 ndi man do, phi mi mat). Ngoai ra, con co
mot vai trudng hop réi loan than kinh co (cam giac nguoi bénh), rdi loan tiéu hoa
(budn nédn, ndn, tiéu chay), réi loan hd hap (kho thd) va biéu hién phan vé & muac do tir
nang dén nguy kich (nhu kho tho, tut huyét ap...).

- C6 8.33% trudng hop 13 co de doa dén tinh mang ngudi bénh, tuy nhién sau
khi xtr tri déu hoi phuc khéng thay c6 di chang.
2.3. Théng tin thuéc nghi ngé gy phdn iing c6 hai

Tong sé thude nghi ngd duge bao cao 1a 20 thude (voi ty 1& 1,13 thube/l béao
c40). Trong d6, Diclofenac 1a thudc nghi ngd gy ADR chiém ty Ié cao nhat, d&én
47.92%. (Bang 2)

Bang 2. Danh sach thubc nghi ngo gdy ADR duoc béo céo tai Bénh vién

STT Hoat chat S6 lwong Tznlf 4(;;0)
1 | Diclofenac 75mg/3ml 23 47.92
2 | Cefotaxim 1g (Imetoxim) 5 10.42
3 | Cefoperazon 1g + sulbactam 1g (Basultam) 3 6.25
4 | Ceftriaxon 1g (Trexon) 3 6.25
5 | Amikacin 500mg/2ml (Itamekacin) 2 4.17
6 | lohexol 300 mgl/ml x 100ml (Omnipaque) 2 4.17
7 | Levofloxacin 750mg/150ml (Levogold) 2 4.17
8 | Amoxicillin 1g + acid clavuclanic 0.2g (Axuka) 1 2.08
9 | Cefazolin 1g 1 2.08
10 | Cefpirom 1g (Cefpibolic) 1 2.08
11 | Ceftriaxone 1g (Ceftrione) 1 2.08
12 | Gentamicin 80mg/2mi 1 2.08
13 | Huyét thanh khang doc té udn van 1500 Ul 1 2.08
14 | Imipenem 500mg + cilastatin 500mg (Raxadin) 1 2.08
15 | lopromid acid 300mgl/ml(Ultravist-300) 1 2.08
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STT Hoat chit S6 lwong T(yn'f 4(;;")
16 | Nefopam 20mg/2ml (Acupan) 1 2.08
17 | Penzobact (Piperacilin 4g + tazobactam 0,5Q) 1 2.08
18 | Tramadol 100mg/2mi 1 2.08
19 '(A,\Anl]g])gli?jlilll)n 875mg + acid clavulanic 125mg 1 208
20 | Cefixim 200mg 1 2.08

Cac thudc nghi ngo gy ADR dugc bao cao thugc 4 nhom chinh: Khang sinh,
Thuoc giam dau ha sot khang viém, Thuoc can quang, Huyét thanh.

Bang 3. Danh sach cac nhém thubc nghi ngo gdy ADR duoc bao cdo tai Bénh vién

STT Nhém dwoc Iy S6 lwong T(ynlf 4(;;0)
1 | Thudc giam dau, ha sbt, khang viém 26 54.17
2 | Khang sinh 24 50
3 | Huyét thanh 1 2.08
4 | Thudc can quang 3 6.25

Sau khi phat hién va xir tri cac phan tng c6 hai cia thudc, cac béac si cho nging
st dung céac thudc bi nghi ngo va thuong khong tai st dung thude, va han ché dung lai
cac thube cung nhoém. Sau khi ngung st dung céc thudc bi nghi ngo, phan tng dugc
cai thién ro.

Trén day 1a tong két bao céo phan (ng ¢ hai cia thubc (ADR) giai doan tir thang
10/2018 dén thang 9/2019 cua Bénh vién Pa khoa Bac Liéu cia Khoa Duoc.

Khoa Dugc xin tran trong cam on sy hop tac cua cac khoa lam sang da tham gia

b&o cao ADR va mong muon tiep tuc nhan dugc su phoi hop dé trien khai hiéu qua
hoat dong giam sat ADR.

Nguén canhgiacduoc.org.vn -

Bao cao ADR luu tai khoa Duwoc Bénh vién Pa khoa Bac Liéu
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Khéang sinh fluoroquinolon
Cap nhat mot so thong tin lién quan canh giac dwgc

Fluoroquinolones 1a mét nhém khéang sinh phé rong gay can tro qué trinh sao
chép DNA cua vi khuan va c6 tac dung diét khuan bang cach c ché hoat dong cua
DNA gyrase va topoisomerase. Day la nhom khang sinh c6 vi tri quan trong trong dleu
tri nhiém khuan tir nhiéu nam nay. Tuy nhién, viéc st dung cac khang sinh nay can
dugc can nhic giita loi ich va nhirng nguy co kém theo.

1. MHRA- Ghi nhén bao cao vé cac tac dung phu gay tan tat, kéo dai va
khéng hoi phuc

Str dung fluoroquinolon c6 thé gay ra phan tng cé hai gay tan tat, kéo dai va
khong hoi phuc gay anh huéng dén hé thong co xuong - than kinh. Tuy nhitng phan
rng ndy chi xuét hién véi tan suat rat nho nhung lai dé lai hau qua nang né cho nguoi
bénh. Vi vay, MHRA khuyén céo ngirng diéu tri bang fluoroquinolon néu thay cac dau
hiéu dau tién cua cac phan tng c6 hai nghiém trong, nhu viém gan, dut gan, nhugc co,
dau khép, sung khap, viém day than kinh ngoai bién, bénh lién quan dén hé thong than
kinh trung wong.

Dic biét than trong khi ké don fluoroquinolon cho ngudi bénh trén 60 tudi, ngudi
suy than hoic ghép tang do nguy co ton thuong gan cao hon.

Khong ding corticoid kém véi thubc fluoroquinolon vi c6 thé 1am tram trong
thém triéu chung viém géan/dut géan do fluoroquinolon.

2. FDA- Canh bao ting nguy co dit hoac rach dong mach chi & ngwoi bénh
str dung khang sinh fluoroquinolon

bong mach chu bi rach hay con goi la tach thanh dong mach chu, hoac dat phinh
dong mach cha c6 thé dan téi xuat huyét nghiém trong, tham chi tr vong. Cudc ra soat
cua FDA chi ra khang sinh fluoroquinolon c6 thé lam tiang nguy co mac bién cb dut
hoidc rach dong mach chu hiém gip nhung nghiém trong.
Khuyén céo can bg y té
- Tranh ké don fluoroquinolon & nguoi bénh (NB) phinh dong mach chu hoac co
nguy co phinh dong mach chu: NB xo vira dong mach ngoai bién, tang huyét p, 1 s6
bénh di truyén nhu hoi chitng Marfan va Ehlers-Danlos, va NB cao tuoi
- Chi ké don fluoroquinolon khi khong c6 bién phap diéu tri khac
- Khuyén cao NB goi hd tro y te ngay néu co triéu chimg phinh dong mach chu
- Ngung fluoroquinolon ngay néu ngudi bénh gap bién cb bat lgi nghi ngo lién quan
dén phinh d6ng mach chi hoic tach thanh déng mach cha

3. JAMA: Fluoroquinolon va nguy co bénh Iy than kinh ngoai bién

Theo két qua nghién ctru méi cdng bd trén tap chi JAMA , fluoroquinolon duong
toan than lam tang nguy co bénh ly than kinh ngoai vi thém 47% Nhln chung nghién
ctru da phan nao cho thay mai lién quan gitta fluoroquinolone dudng udng va nguy co
bénh ly than kinh ngoai bién. Nguy co nay phu thugc vao thoi gian phoi nhiém va liéu
tich lily. Can bo y té nén luu ¥ nguy co nay khi ké don khang sinh fluoroquinolone.

Nguon canhgiacduoc.org.vn

4. Reuters Health: Giam sir dung fluoroquinolon cé thé 1a chia khéa dé
ngan chan sy bung phéat Clostridium difficile (C. difficile)
a)



Theo mét nghién ctru déng trén tap chi Reuters Health ngay 03/02/2017, viéc
quan ly s dung khang sinh gidp giam nhanh tinh trang nhiém khuan do C. difficile
trén khap vuong quoc Anh (U.K) trong thap nién vira qua.

Dr. Derrick Crook, dai hoc Oxford, mot trong nhirng tac gia nghién ctu cho rang
dich bénh do C. difficile gy ra tran lan & U.K. va giai thich tét nhét 1a do dé khang véi
quinolon. Vi vay c6 thé kiém soét dich bénh bang cach giam st dung thudc d6 xudng
50%. Sur dung fluoroquinolon giam 50% trong khi nhiém C. difficile giam 80%, théng
tin nay dugc Dr. Crook va cac cong su dang tai online trén tap chi The Lancet
Infectious Diseases ngay 25/01/2017.

Qua xem xét dir liéu trong cac nam 1998-2014 vé ké don khang sinh va ty 1é
nhiém C. difficile, ciing nhu phan tich viéc phat sinh gen cia hon 4.000 ching C.
difficile trong nudc va qudc té. Co sy lién quan giira han ché ké don fluoroquinolon va
giam chuang khang fluoroquinolon trong khu vyc. Tai Oxfordshire, 67% truong hgp bi
nhiém khuan khang fluoroquinolon vao thang 9/2006, so véi 3% vao thang 2/2013.

Han ché str dung fluoroquinolon ciling mang dén nhing loi ich khac, nhu giam
nguy co phat sinh vi khuén dé khang khac va giam tac dung phu do thuoc.
Nguon medscape.com

ANSM: Cép nhit thong tin ve viéc sir dung thudc tiéu chay c6
nguon goc tir dat sét ¢ tré em dwéi 2 tuoi

Céc loai thuoc c6 nguon goc tir dat sét (Smecta - hoat chat l1a diosmeticte) duoc
st dung rat Tong rai diéu tri triéu ching tiéu chay Cap ANSM nhac lai viéc kiém soét
tiéu chay cap duogc trudc hét wu tién ché do an uéng va 16i sbng, néu van chua cham
dut duoc cac triéu chung ¢ tré so sinh va tré dudi 2 tudi thi tham khao diéu tri 12 sir
dung dung dich bu nudc dién giai bang nudc uéng (ORS).

Dit sét thu duoc tir khai thac dat c6 thé chira mot lugng nho kim loai nang xuat
hién ty nhién trong moi truong, chang han nhu chi. Theo khuyén nghi méi nhat vé tiéu
chuan qudc té vé gidi han kim loai chi trong thudc, ANSM di yéu cau cac cong ty luu
hanh san pham thuéc ¢ nguon gbc dat sét dam bao khong c6 nguy co chi di vao mau
ngudi bénh sir dung thude, dic biét ¢ tré em.

Pap lai, cac phong thi nghiém IPSEN da tién hanh mot nghién ctu 1am sang, két
qua cho thiay khong co nguy co chi trong mau nguoi 16n diéu tri bang Smecta
(diosmectit) trong 5 tuan. Tuy nhién khong thé loai trir nguy co nay & tré < 2 tudi. Bé
phong ngira bién c6 bét loi c6 thé xay ra khi ding cac san pham chaa diosmeticte,
ANSM yéu cau khdng dung thudc c6 nguon gdc tir dat sét cho tré < 2 tudi do nguy co
xuat hién mot lwgng chi nho ké ca diéu tri ngan han.

Ngoai ra, thudéc c6 nguon goc khac: mormoiron attapulgit, montmorillonit
beidellitic, kaolin va hydrotalcite danh cho ngudi 16n va tre em trén 15 tudi. Tuong ty,
khong khuyén cao str dung phu nir mang thai, cho con bu.

Nguon ANSM - canhgiacduoc.org.vn



M@t s6 thong tin canh gidc dwoc lién quan dén thuéc NSAIDs

1. Di wng NSAIDs

Cac thudc chéng viém khdng steroid (NSAIDs) 1a mét trong nhitng nhém thude
duoc str dung rong rdi nhat trong diéu tri. Tuy nhién, st dung NSAIDs c6 thé khién
tinh trang nguoi bénh x4u di do phan wng c6 hai cua thuc. NSAIDs 1a thude dung dau
hodc thir hai sau khang sinh (tiy vao dan sé nghién ctru) 1a nguyén nhan giy ra phan
ng ¢6 hai cta thudc (ADRs).

Sau md ta dau tién vé phan ang qua man véi aspirin (ASA) cta Hirschberg nim
1902, mét sb type phan tng qua man véi thude NSAID da dugec mo ta. Cac phan ¢ng
qua man do NSAID gay ra véi céc co ché khac nhau va biéu hién 1am sang tir phan vé
hoic co that phé quan nghiém trong trong vong vai phut sau khi uéng thudc dén céc
dap rng type muon xuat hién sau vai ngay va vai tuan. Tuy phan @ng mugn trén da
hoac toan than vai NSAID hiém gap, nhung nghiém trong nhu hong ban da dang, Hoi
chimg hoai tir da nhiém doc (TEN), hoi chung Stevens-Johnson (SJS) hodc Hoi ching
phat ban do thudc véi ting bach cdu i toan va nhiéu triéu chimg toan than (DRESS)
c6 thé de doa tinh mang.

O tré em, phan tng qua man NSAID it duoc bao cdo hon & nguoi 16n, ding thir
hai trong s6 thudc tu béo céo va la mét trong ba loai thuc hang dau gay phan wng co
hai & bénh nhi. Ty ¢ bdo cao qua man NSAID ¢ tré binh thuong khoang 0.3%. Ty &
nhay cam aspirin & tré em hen khoang 5% khi duoc danh gia bang test kich thich. Biéu
hién qua man NSAID & tré em twong tu & ngudi I6n. Phi mach ngoai vi dic biét
thuong gap ¢ tré em hoc sinh, thanh thiéu nién va thanh nién, dudng nhu lién quan véi
tang di ing.

Cac thudc giam dau ha sét khong opioid tai Bénh vién Da khoa Bac Liéu xem tai
Bang 4.1.

X A . Méng
Co ché b@nh sinh phospholipids

i D? NSAIDS} tac d,(')ng le‘n Glucocorticoids—l
qua trinh chuyén hoa acid

arachidonic, anh huong dén su
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can bang gilta leukotrien va 2 N
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Phan loai qua man NSAIDs

Khoang 80% tac dung phu co thé du doan vé mit duoc 1y va c6 thé du doan dugc
(type A). Truong hop sir dung keo dai, tat ca NSAID, ngoai trr cac dan xuat cia acid
salicylic, co thé gdy nguy co tim mach, dic biét 13 cac chit e ché COX-2.

Phan (mg type B, chiém 20% con lai, duoc chia thanh khong qua trung gian mién
dich (NERD, NECD, NIUA) va di Gng thudc that sy type I va IV hiém gip hon
(SNIUAA va SNIDR). Ca hai loai SNIUAA va SNIDR khong phan tmg chéo va tat ca
cac NSAID khéc thuong duoc dung nap tét. (Hinh 1.2)

[ Phan (g c6 hai lién quan dén NSAIDs J

Phan ung type A
Pho bién, c6 thé du doén,
lién quan dén lidu

 Phan tmg type B

(Phan tmg qua man vai thudce)

Khong thé du doan, v6i ngudi nhay cam
1

Khong qua trung gian mién dich

(phan tng chéo) (chon loc)

NERD | SNIUAA

— Bénh ho hap kich phat do [ May day/phu mach
NSAID | hay phin vé do mét
NECD loai NSAID

— Bénh da niém kich phat do NIDHR |
NSAID — Phan ing qua man
NIUA mudn do NSAID

— May day phu mach khoi

phéat do NSAID

Qua trung gian mién dich

Hinh 1.2. Phan loai qua man NSAIDs
Bdng 1.1. Dung nap NSAID ¢ ngudi qua man aspirin cap tinh type phan ang chéo

Nhom A: Phan tng chéo NSAID &|Nhém B: Phan tng chéo/Nhom C: Dung nap tot
phan Ién ngudi bénh qua man (60—|NSAID & sb it nguoi bénh|NSAID ¢ tat ca cac nguoi
100%) qua man (2—-10%) bénh qua man cam*
Type viém miii/hen Type viém miii/hen
acetaminophen (lidu <| Uc ché chon loc
Ibuprofen Etololac 1000 mg) cyclooxygenase
Indomethacin Diclofenac Meloxicam (celecoxib, parvocoxib)
Sulindac Ketoprofen Nimesulide tribricylate, salsalate
Naproxen Flurbiprofen | Type may day/phu mach | Type may day/phu mach
Fenoprofen Piroxicam acetaminophen Uc ché chon loc COX-2
Meclofenamate Nabumetone meloxicam mai (etoricoxib,
Ketorolac Mefenamic nimesulide pavocoxib)
Uc ché chon loc COX-2
(celecoxib, rofecoxib)

* D3 ¢6 bao cao trudng hop qua man don 18
Ngoai ra, mot sd ngudi bénh biéu hién rd rang bat ky type nao.

Chan doin qua min NSAIDs

Chan doéan phan Umg c6 hai do NSAID dua trén tién st 1am sang, kham bénh va, néu
c6 thé, test in vitro hodc in vivo, theo cac quy trinh thir thude. Tién st 1am sang 1a rat
quan trong dé chan doan va nén duoc thu thap can than. Tuy nhién, tién sir ¢ thé
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khong phai yéu té du doan dang tin cdy vé phan ung véi cing loai thude, va xac dinh

type phan tng.
" 2 2 4 \ 2 - ~ a /
Tién str cta kiéu hinh phan rng lam sang? |:> Phan (ng da véi

@ NSAID sau 24 h
(kéo dai vai ngay

[ Phan (ng cap v&i NSAID < 24 h (thuwiing kéo dai 1-2h) ] dén vai tuan)
¢ Co thit ph& quan ¢ May day * Ban dd nhiém
¢ Kho thd ¢ Phi mach sc c6 dinh
* Chay ma miii/ nghet mii * Phanvé *Viém da tiép xtc
* Chay nudc mii *ADR da nghiém
Tién sl bénh tiém an? trong
= = - -
* Hen phé quan * May day ® Khéngtién sir may day/phu s Khong
* Chay nudc mii * Phi mach mach man tinh
¢ Polyp miii
Tién sir ADR v¢ri NSAIDs khac?
~ _— = 12 N —~ =
Phén rng chéo Khéng phan trng chéo
—— == - =
[ NERD ][ NECD }[ NIUA ] [ SNIUAA }[ SNIDR ]
[ Khéng khuyé&n cdo Test kich thich da véi NSAID ] [ Test kich thich da v&i NSAID ] g
a
[ In vitro: BAT, CAST, ELISA vé&i NSAID* ] [ slgE* }[ LTT, ELISPOT* ] 3
s
Khéng dung nap Diting |3

Hinh 1.3. Quy trinh chan doan ADR type B véi céc thuoc NSAIDs

* Test in vitro cho ADR v&i NSAID khong khuyén cao sur dung thuong quy
Piéu tri qua man

- Tranh str dung thudc gay qua man

- Dung thubc thay thé an toan hon

- Giai man cam
Khuyén cao ciaa EAACI/ENDA va GA’LEN/HANNA trong chin don va
quan ly qua man véi NSAID
1. Chan doan va quan 1y thay d6i tuy theo co ché phan tng da dugc xac nhan/nghi ngo
2. Han ché test da (SPT/IDT) va test in vitro vai cac phan tng nghi ngd qua trung gian
IgE (khéng phan trng chéo)
3. Xac nhan chan doan bang mét thir nghiém véi thudc gay hai néu cé thé
4. Can x&c nhan an toan cua thudc thay thé bang thir nghiém duong udng
5. Bién phap tranh phai ludn ludn theo sau chan doan
6. Nén thong tin bang vian ban cho ngudi bénh vé NSAID thay thé
Két luan

Viéc sir dung thudng xuyén cac thubec NSAID tuong duong véi viée ting su xuit
hién cta cac phan ing c6 hai tir nhe, phat ban da hodc kich ung da day dén nang, cac
triéu chuing toan than va tham chi phan vé de doa tinh mang. Phan tmg qua man do
NSAID c6 thé lién quan dén ca co ché mién dich va khong mién dich va nén dugc
phan biét v6i cac phan ng c6 hai type A. Phén loai qua man véi NSAID gilip xac

nhan chan doan va chon phuong phap diéu tri tot hon.
a
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2. Diclofenac - mét s6 phan #ng di ing thwong gap

Tir thang 10/2018 dén thang 9/2019, Khoa Duoc Bénh vién Pa khoa Bac Liéu da
nhan dugc 23 béo cdo tir cac khoa phong vé phan ung cé hai (ADR) cua diclofenac
ding giam dau sau phau thuat. Cac phan &ng bat loi dugc mé ta thuong khéng nghiém
trong, chu yéu 1a n6i mé day va phu mi mat.

Diclofenac, din chat cua acid phenylacetic, la mot thudc chéng viém khong
steroid c6 tac dung chdng viém, giam dau va giam sét nhanht. Thuéc cé tac dung
giam dau do @c ché men cyclo-oxygenase (COX), tir d6 rc ché tong hop prostaglandin
PGF?2 alpha (PGF2a) lam giam tinh cam thu cua cac ngon soi than kinh cam giéac véi
Cc4c chat gdy dau cta phan tng viém nhu bradykinin, histamin, serotonin'?.

Céc phan ¢ng bat loi thuong dugc mo ta trong cac bio cao ADR lién quan dén
diclofenac 1a phti mi mat va man ngia. Cac phan tng nay da duoc ghi nhan trong
Duoc thu Quéc gia Viét Nam (2018), vai ty 1& xay ra tir 1/1000 - 1/100M. Phan @ng
phu va di tmg da do diclofenac thuong xuat hién trong khoang 1-4 gid sau khi dung
thudc. Trong mét so trudng hop, phan tng ¢6 thé xuat hién tic thoi (sau 15 phat) hoac
Xay ra muon (sau 24 giod). Cac biéu hién phan ung thuong giam sau khi ngirng thudc
mot vai gio hodc ciing co thé kéo dai vai ngay®l. Mot sb it ngudi bénh c6 thé gap cac
triu chung néng hon trén ho hap nhu co that phé quan, kho thé; c6 thé do hau qua cua
su trc ché COX gay tlch tu acid arachidonic va tang chuyen thanh leukotrient™ 3.

Co so dit liéu vé phan (ng c6 hai cia T6 chic Y té Thé gioi (Vlglbase[s]) da ghi
nhan 111736 bao c4o phan ung cd hai lién quan dén diclofenac, chi riéng trong nim
2019 da ghi nhan 7046 bao céo. Trong do, c6 8970 bao cao vé ngia (8%), 7399 bao
cao vé may day (6.6%), 6770 bao cao vé phan tng phit mach (6%), va 4614 bao céo vé
phan tng kho thé (4.1%). Co s dir ligu ADR cua Viét Nam ndm 2018 ghi nhén 708
bao c&o vé phan ng ¢6 hai lién quan dén diclofenac, chiém 6.4% ty 1¢ bao céo phan
g ¢6 hai cua thude.

Theo dir liéu tir cdc bdo cdo ADR cua Bénh vién Pa khoa Bac Liéu, tir thang
10/2018 dén thang 9/2019, toan bénh vién c6 23 truong hop xay ra phan tng di tng
nghi ngo do diclofenac, biéu hién phan tmg déu 1a ngira, n6i man do va’hoic phu mat.
Chi ¢6 duy nhat 1 trudng hop nguoi bénh c6 triéu chung ngira, man do kém mét. Nhu
viy, cac phan tng xay ra véi mirc dd nhe va thuong cai thién sau khi nging thudc.

Vé liéu lugng va cach dung diclofenac duong tiém trong trudng hop giam dau,
Duoc thu Quéc gia Viét Nam (2018) khuyén céo dung liéu 75 mg tiém bép sau vao co
méng ngay 1 lan, khi nang c6 thé ting 1én 2 1an/ngay, liéu téi da khuyén cao la 150
mg/ngay. Trong trudong hop phai tiém lap lai, nén thay doi vi tri tiém. Néu thay tiém
dau nhiéu, phai ngirng ngay!*!
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Nhu vay, cac phan ung bat loi lién quan dén diclofenac thudng nhe, thoang qua
va hoi phuc. Bé giam thiéu cac phan (ng bat lgi khi st dung diclofenac giam dau sau
phau thuat, can bo y té can can nhic dieu chinh liu thip nhat c6 hiéu qua va dung
thuoc trong thoi gian ngan nhat c6 thé.
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3. Mét s6 thdng tin canh giac dwoc méi lién quan dén thuéc NSAIDs

3.1. Piém tin nghién ciu: Kiém soat viém dai hgn trong thoai hoa khop goi

Viém khop la mét trong nhitng bénh man tinh pho bién nhit trén thé gisi va
ngudi bénh c6 nguy co tan tét sudt doi. Dé kiém soét tét viem khép/thodi hoa khap
can xay dung chién lugc diéu tri diéu lau dai, trong d6 diéu tri triéu chimg (dau va han
ché van dong) va han ché bién doi cau tric khop dong vai tro quan trong. Trong khi d6
cac bai téng quan hé thong vé cac phuong phap diéu tri viém khép trude day thuong
chi tap trung vao danh gia kiém soat dau ngan han ma chua xem xét dén hiéu qua dai
han. TS. Dario Gregori va cong sy da tién hanh mot tong quan hé thong - phan tich
meta nham danh gia tic dung dai han cua cac phac do viem khép géi tir nhitng thi
nghiém Iam sang ngau nhién (RCTs). Nghién ctru da duoc ding trén tap chi Journal of
American Medical Association (JAMA) noéi tiéng.

NSAIDs Ia nhém thudc phé bién nhat trong diéu tri viém khop, hiéu qua giam
dau & muc d6 vira phai khi so vai gia dugc hoac acetaminophen trong thir nghiém lam
sang kéo dai 12 tuan tré xuong. Tuy nhién khuyén céo nén sir dung NSAIDs trong thoi
gian ngan hoac sir dung thanh timg dot khdng lién tyc.

Celecoxib va glucosamine sulfate déu c6 hiéu qua giam dau, nhung hiéu qua cua
celecoxib twong d6i thap va khong quan sat dugc & nghién cau chét luong cao.

Khong c6 bang chiing nao cho thay celecoxib cai thién dugc cac chire nang vat Ii.
Celecoxib dung nap qua duodng tiéu hoa tot hon va khong co nguy co giy ra cic bénh
tim mach so v&i NSAIDs khdng chon loc. Tuy nhién vin con rat sém dé dua ra
khuyén céo sir dung NSAIDs lau dai va lién tuc. Khong c6 bat ki mot NSAIDs nao cai
thién su thu hep bé rong khoang khép (JSN).

Acetaminophen 1 thudc ré tién, giam dau ngin han va an toan khi dung lau dai.

Su két hop giita tiém noi khop hyaluronic acid va corticosteroids cho loi ich
trung binh nhung hiéu qua giam dau tSt. Nghién ciu trude chi ra sy khac biét trong
higu qua giam dau gitra tiém ndi khop corticosteroids va hyaluronic acid.
Corticosteroids c6 tac dung tét trong vai tuan dau tién va hyaluronic acid cho loi ich
l6n hon tir 3 - 6 thang tiép theo. Tuy nhién két qua bao cdo & diy lai cho thiy
hyaluronic acid va corticosteroids khong c6 hiéu qua giam dau lau dai.

Cac hoat chat gin vao xuong nhu bisphosphonates duoc tham gia vao thir
nghiém 1am sang do loi ich tiém ning trong chu chuyén xwong dudi sun. Tuy nhién
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khong c6 hoat chat nao cai thién JSN. Két qua twong tu véi cac nhom thude khéc, bao
gom cac thude duoc cho 1a 1am cham tién trién caa bénh.

Két lugn chung: Nghién ciu chua ghi nhin duoc hiéu qua giam dau cua cac
phac db dang duoc sir dung so véi gia dugc. Can thuc hién cac cudc thir nghiém 1am
sang 16n hon dé khang dinh cac két qua tich cuc.

3.2. Prescriber Update (New Zealand): Thuéc chéng viém khéng steroid
(NSAID) va nguy co tim mach

Tur khi Uy ban Phan ¢ng c6 hai cua thuéc (New Zealand) (MARC) thao luan vé
d6 an toan trén tim mach cua diclofenac (2013) va ibuprofen (2015), mot s6 nghién
cliru méi vé do an toan trén tim mach cua NSAID di duoc cong bé.

Tai cudc hop lan thir 177 vao ngay 14/3/2019, MARC di xem xét do an toan trén
tim mach cua cac NSAID va két luan rang hién tai khdng thé phan biét cac NSAID
dwa trén cac hd so nguy co tim mach cia mdi thubc. Tt ca cac NSAID déu lam ting
nguy co tim mach, du sir dung ngén han hay dai han.

Poc tinh trén tim cia NSAID la do nhiéu co ché: Ngoai nguy co giy huyét khéi,
nhitng co ché khac gop phan gay doc trén tim mach cia NSAID bao gom tang huyét
&p, giam tudi mau than, ting gitt nuéc va lam tram trong suy tim.

Khuyén céo:

- Tranh st dung NSAID cho nhitng ngudi bénh mac bénh tim mach va nhiing nguoi
c6 yéu té nguy co tim mach.

- Truong hop can thiét phai sir dung, can sir dung & lidu diéu tri thap nhat trong thoi
gian ngan nhat co thé.

- Théng bao cho ngudi bénh, ké ca ngudi bénh khdng co tién st tim mach vé nguy co
tim mach caa NSAID va nhitng triéu ching, dau hiéu can cha y.

3.3. ANSM: NSAIDs va céc bién chitng nhiém tring nghiém treng

Théng 6/2018, sau khi nhan duoc cac béo céo vé bién chang nhidm tring nghiém
trong ctia cic NSAIDs st dung trong ha sot va gidm dau, Co' quan An toan Thudc va
San pham y té Phap (ANSM) yéu cau cac trung tam canh giac dugc khu vuc Tours va
Marseille thuc hién cudc khao sat qudc gia vé nguy co xuat hién bién chang nhiém
tring nghiém trong lién quan dén sir dung NSAID & nguoi I6n va tré em cua hai
NSAID duoc sir dung nhiéu nhat trong cac chi dinh trén 12 ibuprofen va ketoprofen.

Trong tat ca béo céo tir nam 2000, c6 337 truong hop bién ching nhiém tring st
dung ibuprofen va 49 truong hop st dung ketoprofen dugc lya chon theo cac truong hop
nang nhat & tré em va nguoi 16n khdng co yeu t6 nguy co va bénh méac kém. Pay 1a nhitng
trudng hop c6 nhiém khuan hang ¢ da va mé mém (viém da co dia, viém can mac hoai
tir...), nhiém khuan huyét, nhiém khuan mang phoi (4p xe phdi, viém mang phoi), nhiém
khuan than kinh (viém mang ndo mi, 4p xe ndo) hoic tai-mili-hong cé bién chung (viém
mo té bao, viém tai gitra,...) dan dén nhap vién, dé lai di chiing hoic tir vong.

Nghién ctru nay cling chirng minh co sy lién quan gitra s dung NSAID kéo dai
Vi cac ca mac thay dau, ANSM nhic nha rang NSAID gay ra cac blen ching da do Vi
khuan nghiém trong (viém can mac hoai tir) trén nguoi bénh dang mac thuy dau va can
tranh sir dung trong céac truong hop nay.

ANSM théng béo cho nguwoi bénh va nhan vién y té:

1. Uu tién ding paracetamol trong dau hoac sbt, dac biét véi tinh trang nhiém tring
thong thudng nhu viém amidan, viém mii hong, viém tai, viém phdi, ton thuong da
hoic thuy dau, dic biét khi st dung thuc khong can ké don.
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- Ngung thude khi khong con triéu chieng

- Tranh st dung NSAID trong truong hop thuy dau
- Khéng dung thudc > 3 ngay dé ha sét; Khdng dung thudc > 5 ngay dé giam dau.
- Khéng sir dung dong thoi 2 NSAID.

. Nguyen tic sir dung tét NSAID trong quan 1y dau va sot: o
- Ké don va sur dung vai liéu thap nhat cé hiéu qua trong thoi gian ngan nhat

4. Nguyén tic sir dung thudc giam dau
Bdng 4.1. Cac thudc giam dau tai khoa Duoc Bénh vién Pa khoa Bac Liéu
STT Tén hoat chit | Puong ding | Néng dd, ham lwgng | Pon vi
Thudc giam dau trung wong
Tiém 100mcg/2ml Ong
1 |Fentanyl Dan ngoai da® |50mcg/h Miéng
. Tiém 10mg/1ml Ong
2 |Morphin Udng 30mg Vién
3 |Pethidin Tiém 100mg/2ml Ong
4 | Tramadol Tiém 100mg/2ml Ong
5 | Sufentanil Tiém 50mcg/ml Ong
Thudc giam dau ngoai Vi
6 |Celecoxib Udng 200mg Vién
Tiém 75mg/3ml Ong
. uong 50mg Vién
7| Diclofenac Nho mét 0.1%/5ml Lo
Dung ngoai  |1%/20g Tuyp
8 |lbuprofen Udng 20mg/ml (60ml) Chai
9 |Ketorolac Nho mat 0.5%/5ml Lo
10 |Loxoprofen Udng 60mg Vién
. Tiém 15mg/1.5ml Ong
11| Meloxicam Udng 7.5mg, 15mg Vién
12 |Nabumeton Udng 500mg Vién
13 |Nefopam Tiém 200mg/2ml Ong
Tiém 19/100ml, 750mg/75mi Chai
Udng 325mg, 500mg Vién
14 |Paracetamol (acetaminophen)  |Ubng 80mg, 150mg, 250mg Goi
Udng 120mg/5ml (60ml) Chai
bat 150mg, 300mg Vién
Thuéc giam dau dang phdi hep
15 |Paracetamol + chlorpheniramin |Ubng 250mg+2mg Goi
16 |Paracetamol + codein Udng 500mg+8mg, 500mg+10mg | Vién
17 |Paracetamol + ibuprofen Udng 325mg+200mg Vién
18 Paracetamol + tramadol Udng 325mg+37.5mg Vién

% Quy bao hiém y té thanh toan diéu tri giam dau do ung thu.
Nguyén tic dau tién: nhac nho ngudi bénh thuc hién ding quy dinh va khong
dung thubc giam dau ma khéng c6 tu van y té. Viéc khai thac tién st dung thude gitp
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lya chon thuéc phi hop véi trigu chung dau, dong thoi tranh dung nhiéu biét duoc
chtra ciing mét hoat chat dan dén nguy co qua lidu.

Nguyén tic thié hai: lva chon thuc giam dau phu thudc ngudi bénh (co dia,
tudi,...), loai dau, cudng do, mic dé nghiém trong cua dau, ciing nhu chdng chi dinh,
tac dung khdng mong mudn va tuong tac thudc.

4.1. Lwra chon thuéc gidm dau

Céc thudc giam dau duogc chia thanh thudc giam dau trung wong va thudc giam dau
ngoai Vvi.

- Nguyén tdc st dung thudc gidm dau trung wong:

+ Chi str dung trong truong hop dau & mirc d6 nang va vira khi nhom giam
dau ngoai vi khong du higu luc;

+ Str dung don doc hoac phéi hop tuy muc d6 dau;

+ Dung thudc déu din dé c6 nong do trong mau 6n dinh véi dau ung thu;

+ Luu ¥ cac bién phép hd tro va thude dé giam tac dung khéng mong mudn.

- Nguyén tdac si dung cac thudc giam dau ngoqi Vi:

+ Lua chon thubc phi hop vé&i nguoi bénh;

+ Tranh vuot qua muc lidu gidi han;

+ Ton trong nguyén tac phéi hop thudc giam dau;

+ Luu ¥ cac bién phép hd tro va thude dé giam tac dung khéng mong mudn.

Ngoai ra, To chirc Y té Thé gidi (WHO) phan loai thudc giam dau thanh ba nhém
dua trén tac dung duoc Iy va hiéu qua diéu tri nhu sau:

- Thuéc giam dau nhém I: trude day goi 1a thubc giam dau ngoai bién, gom cac
thudc khong opioid nhu paracetamol, aspirin va cac NSAID, nefopam... ¢c6 kha nang
dung nap tuong dbi tét. Cac thude nay khong gay phu thugc vé thé chat hoac tinh than,
thuong dung dé diéu tri con dau nhe dén trung binh.

- Thuéc gidgm dau nhém II: gom céc thude cd co ché tuong tu morphin nhung
tac dung giam dau yéu hon nhu tramadol, thuong sir dung két hop voi paracetamol,
thich hop diéu tri dau trung binh, thudng trong it nhat ba tinh hudng:

+ Piéu tri that bai hay khdng c6 hiéu qua khi dung mot thudc nhom |
+ Biéu tri tac thi trong cac bénh 1y ¢ con dau (sau chan thuong, phau thuat...)
+ Diéu trj thay thé bang duong udng sau khi s dung morphin dudng tiém.

- Thuéc giagm dau nhém III: gdm cac thudc opioid manh nhu morphin, diéu tri
cac con dau nghiém trong, dir doi va/hoic khong cé dap ung véi thudc giam dau nhém
| va nhom 11.

4.2. Piéu tri dau phii hop véi nguyén nhan gay bénh

- M6t $6 con dau can diéu trj nguyén nhan gay bénh: Trong mot sb truong hop,
dau 1 triéu chtrng bao hiéu bénh ly can duogc diéu tri. Chi sir dung cac thudc giam dau
thong thudng khdng thé cai thién hoan toan triéu chung.

- Diéu tri dau do than kinh: Pau than kinh c6 tinh chat tht phat do mot ton
thuong than kinh. Thudc diéu tri loai dau nay nhu: Thubc chdng co giat (gabapentin,
pregabalin); Thudc chong tram cam (amitriptylin)...

4.3. biéu tri phu hep Véi déi twong nguwoi bénh. Luu ¥ véi ngwoi cao tudi:

- Poéi véi moi logi thusc giam dau, can cha y:

+ Dung lidu thap nhat c6 hiéu qua, néu can, ting lidu tir tir; phai thudng xuyén
danh gia hiéu qua va an toan cua viéc diéu tri, dac biét trong diéu tri bénh man tinh.

+ Piéu chinh khoang liéu theo thoi gian tac dung cua thudc va tién trién cua
con dau.
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+ Tranh dung dang giai phong kéo dai.

- Paracetamol nén dwoc chi dinh dau tién vi 1 thudc giam dau dung nap t6t
nhat. Tuy nhién, luu y tac dung khong mong mudn trén gan: Liéu toi dala3 g/ngay
Nén bit dau & lidu thap nhat: 500 mg, 3 - 4 Ian/ngay, c6 thé tang dan néu can thiét, tay
hiéu qua giam dau. Néu lidu paracetamol tbi wu khong du giam dau, c6 thé chi dinh
thudc giam dau bac 11 liéu thap va sir dung than trong.

- NSAIDs chi diing diéu tri ngan ngay: Tang nguy co xuét huyét tiéu hoa va
thung da day, c6 thé gy tar vong (chi dinh thém thudc bao vé niém mac da day khi
can). Ngudi cao tudi chirc ndng than suy giam: NSAIDs c6 thé gay suy than do lam
giam chirc nang loc cau than qua co ché wc ché tac dung gidn mach cua prostaglandin
tai than (tac dung nay phu thudc liéu).

4.4. Mgt s6 nguyén tdc theee hanh lién quan dén thuéc gidm dau

- Nén bit dau bang cac duong it xam lan nhit (duong uéng hoic hé tri liéu qua
da) va cac li¢u phap tam ly don gidn nhat. Khi bat budc sir dung thudc toan than, thi
ty wu tién duong dung: udng > tryc trang > tiém dudi da hodc tiém tinh mach. Tranh
tiém bap vi gay dau.

- Can du liéu trudc kha ning tai phat con dau, dic biét trong dau man tinh, 1én
ké hoach dung thuéc vao gio ¢é dinh, hoic truyén tinh mach lién tuc dé dam bao con
dau khong xuat hién tro lai.

- Can nhic thay doi phac do khi mot thude khdng hiéu qua trong 24 dén 48 gio.

- Trude khi di dén mot nhoém thude giam dau manh hon, can dam bao:

+ Thudc dugc dung thudng xuyén trong 24 gio;
+ Tan suat dwa liéu phi hop véi thoi gian tac dung cua thude giam dau dang dung;
+ Pa sir dung licu t6i da c6 thé va tuan thu chdng chi dinh.

- Khéng can két hop hai thuc giam dau cung mot cap do.

- Phéi hgp mét non-opioid 1a wu tién hon ting liéu opioid.

- Khi con dau dai dang hoic ting, can b6 sung mot opioid yéu.

- Néu sir dung liéu tdi da mot thudc giam dau opioid yéu khong du, can phai
ding mot thudc giam dau manh hon va khong thir mot opioid yéu khéc.

- Trudc mot con dau dir doi, nén dung ngay mot opioid manh.

- Thay vi két hop 1 opioid manh véi 1 opioid yéu, nén ting liéu opioid manh.

- Morphin la opioid manh dé quy chiéu trong diéu tri dau do ung thu. Morphin
duong uong la thudc giam dau co ban & ngudi bénh ung thu khong phu thugc vao giai
doan tién trién cua bénh. St dung opioid manh phai du lidu, theo gio ¢ dinh, trudng
hop dau bat ngd, co thé sir dung liéu "theo yéu cau"

- Té&c dung phu cua opioid khac nhau tuy ngu’(‘ri bénh. T&o bdn la phan (ng phu
thong thuong trong diéu tri dai ngay bang opioid.

Tai ligu tham khao
1. Bo Y té (2006), Duoc 1am sang, NXB Y hoc, Ha Noi
2. Ban tin Canh giac duoc s 3-4/2015
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Khao sat danh gia tinh hinh thuc hién thong tin thuoc
tai Bénh vién Pa khoa Bac Liéu nam 2018
DS. Vién Cam T, DS. Tran Thién Nguyét Sang, DS. Ma Ai Quan

“Théng tin thudc” co thé hiéu don gian 1a cac thong tin gan lién vai thuéc ma yéu
cau chung can: Khéach quan; Chinh xac; Trung thuc; khoa hoc; R& rang va dut khoat;
Phu hop véi déi tuong thong tin.

Trong diéu tri, thdng tin thudc gidp ting cudng dam bao sir dung thudc hop Iy va an
toan, phuc vu muc dich giam sat va danh gia st dung thudc va phuc vu quyét dinh
chinh xac va kip thoi trong diéu trj.

No6i dén thong tin thude 13 nodi dén vai trd chuyén mén hoa cua ngudi dugce si cling
nhu noi dén mot hé thong thdng tin hoat dong véi cac chuc tréch chuyén biét. Su phét
trién caa céc trung tam thong tin thudc va cac chuyén gia thong tin thuéc 1a diém khai
dau cua khéi niém Duoc 1am sang, dat nén tang dé cac duoc si chia sé trach nhiém véi
cac bac si trong viéc st dung thudc cho ngudi bénh.

Ngay 19/9/2017, Quyét dinh 495/QD-BV cia Giam dbc Bénh vién Pa khoa Bac
Liéu duoc ban hanh, thanh Iap Pon vi Théng tin thuéc va quy dinh rd cac nhiém vu
cia Pon vi Thong tin thudc.

Nam 2018, Pon vi Thong tin thubc d co nhiéu hoat dong thdng tin thudc cap
nhat cac van ban thong tin thudc, va cung cap hon 50 vin ban Thdng tin thubc da dugc
phé duyét dén hon 20 khoa phong 1am sang trong Bénh vién. Noi dung cac vin ban
bao gom:

- Danh muc thudc sap hét sé luong, thuéc mai bo sung/thau mai,thude can date,
nhaic lai cac thudc it str dung ting thang,

- Danh muc thuéc nhin giéng nhau, doc gidng nhau (LASA),

- Huéng dan st dung mét s6 thudc méi hodc thude duoc nhan vién yéu cau: tap
trung vao chi dinh, liéu dung, cach dung.

- Thong tin canh giac dugc va ADR....
Bang 1. Noi dung cac vian ban thdng tin thude da dugc gui dén cac khoa

STT | Néi dung S6 ban théng tin thudc
1 | Thong béo tinh trang thudc sap hét 10
Thong bao thudc mai, thudc ¢ lai 8
Thdng bao thudc can date, it sir dung 13
2 | Huéng dan sir dung thude 9
3 | Canh giac dugc 6
4 | Cac thong tin khac lién quan dén Duoc 7
Tong cong 53

Nham tong két, danh gia lai nhu cau va tinh hinh hoat dong thong tin thuéc dé rat
kinh nghiém, tao co s& phét trién va ting cuong hoat dong thong tin thude, gép phan
nang hiéu qua diéu tri, Pon vi Thang tin thudc thuc hién khao sét liy y kién tir nhan
vién y té cac khoa 1am sang c6 tiép nhan théng tin thudc tai Bénh vién Pa khoa Bac
Liéu ngay 28/11/2018 dén 07/12/2018.

Qua thoi gian khao sat 24 khoa phong, ching tdi thu vé 148 phiéu khao sét véi ty
16 khao sat twong ddi giira bac si, diéu dudng va duoc si. Nhan thay:

1. V& nhu cau lién quan dén thong tin thuéc
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- Hau hét nhan vién danh gia thong tin thudc 1a can thiét (khoang 99%). Viéc tra
ctru théng tin thude thudng duoc wng dung cho cong viéc va b sung kién thac chuyén
mon, hiém khi van dung trong nghién cau.

- Kho khian 16n nhat khi tra ciru théng tin thude 1a nghi ngd do chinh xac cua thong
tin thudc (47.30%). Ngudn tai liéu nhan vién thuong tra ciu tir sich bao, tap chi
chuy@n nganh, cac website (cua Bo Y té) va/hoic ban tin cua khoa Duoc.

- Ty Ié nhan vién thuong xuyén tra cau thdng tin thude cao (56.76%). Nhung tra
ctru théng tin thude qua Pon vi Thong tin thubc khéng nhiéu (35.14%).

- Nbi dung théng tin thuéc ma nhan vién tai Bénh vién quan tdm hau hét 1a thong
tin thuéc mai, chi dinh, lidu dung, cach dung va tac dung phy; Ngoai ra ciing c6 thong
tin thudc it sir dung, thude hét, xu Iy qua liédu.

- V& cau hoi thong tin thudc, nhan vién chi yéu mudn nhan duoc phan hdi qua van
ban, thoi gian phan héi tiy tinh hinh thuc tién va/hoic trong mot tuan.

2. Panh gia hoat dong thong tin thudc qua phiéu khao sat

- Da sb nhan vién danh gia hoat dong Thong tin thudc tir binh thuong, tam 6n dén
t6t, van con nhan vién cho rang chua tot, can cai thién.

- Viéc trao doi thong tin thuéc qua van ban, ban tin va thong bao giao ban duoc
nhiéu nhan vién y té mong mudn hon 1a cac hinh thirc khac. Ngoai ra, trén 30% y kién
bac si ciing mudn trao ddi qua hinh thirc hoi thao khoa hoc. Tai Bénh vién, nhan vién
thuong nhan dugc thong tin thudc qua giao ban, ngoai ra béac si ciing nhan qua sinh
hoat khoa hoc, dugc si nhan qua ban tin.

- S6 lwong nhan vién cé thé biét vé cac ban thong tin thuéc do Pon vi thdng tin
thudc cung cap con thap. S6 lugng nhan vién ting guai cau hoi thdng tin thude cho Pon
vi théng tin thudc trén 20%.

KIEN NGHI - PE XUAT

Két qua khao sat 1a co sé dé Pon vi Thong tin thuc dua ra giai phap cu thé va dé xuat
y kién nham cai thién tinh hinh hoat dong théng tin thudc tai Bénh vién.

- Can c6 bién phap lya chon hoic théng nhat ngudn tai liéu nhiéu dong thuan ciing
nhu can ngudn tai liéu méi dé hd tro viéc tra ciu thong tin thude tranh hién trang nghi
ngo do chinh xac cua thong tin gay bat dong y kién, lo ngai khi st dung thudc.

- Pon vi Thong tin thudc can phat trién hon vé k§ nang cung cap thong tin thudc
cling nhu kién thirc chuyén mén dé dap wng nhu cau tra cieu thong tin thudc cia nhan
vién tai Bénh vién.

- Can c6 su phdi hop giita cac khoa phong dé dua thoéng tin thuéc dén tirng nhan
vién tai Bénh vién.
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