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CELECOXIB:
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NHUNG DIEU CAN BIET BE SU DUNG THUOGC HOP LY, AN TOAN
Ngudn: BPAG, https.//bpac.org.nz, published: 26 January 2018
Ngugi dich: T&r Pham Hién Trang, Luong Anh Tung

Celecoxib la thudc Urc ché chon loc cyclo-oxygenase-2 (COX-2) dudc s dung diéu tri dau
cap tinh, cac bénh ly nén ctia khdp hoac dau bung kinh nguyén phat nhu la lua chon thay thé
cho céc thuSc chdng viém khéng steroid (NSAID) nhu naproxen hay ibuprofen. Uu diém cua
celecoxib la nguy cc gay xuat huyét tiéu hdéa thap han cac NSAID khéng chon loc. Viéc sur
dung celecoxib co lién quan dén gia tang cac nguy cd vé tim mach, tuy nhién nguy cg nay
tugng ducong vdi nguy cd clia cac NSAID khong chon loc.

Tai New Zealand, celecoxib dang vién
nang (100 va 200 mg) da dugc bao hiém chi
tra hoan toan tir ngay 01/6/2017. Nhin
chung, celecoxib c6 hiéu qua tugng duong
vGi naproxen, ibuprofen va diclofenac vé tac
dung giam dau va chong viém.

Celecoxib cé thé dudc can nhdc s dung
trong cac trudng hgp:

- Pau cap tinh;

- Viém xuang khdp;

- Viém khdp dang thap;

- Viém d6t s6ng cling khdp;

- Dau bung kinh nguyén phat.

Tuong tu cac NSAID khac, celecoxib bi
chdng chi dinh & bénh nhan qua man vdi
NSAID, bao gdbm bénh nhan co tién st hen,
may day cd dia, phu mach hoac viém miii
lién quan dén sir dung NSAID hay aspirin.
Celecoxib va cac NSAID khac cling bi chdng
chi dinh & bénh nhan c6 bénh tim thi€u mau
cuc bd, bénh mach ndo, bénh dong mach
ngoai vi, suy tim cac mic do tr nhe dén
nang, cé loét hodc xudt huyét tiéu hda tién
trién hodc trong bénh ly dai trang do viém.
Can than trong khi sir dung celecoxib cho
bénh nhan cao tudi, cd suy giam chirc ndng
than, cd nguy co xudt huyét tiéu hoa va
bénh nhan st dung cac thudc cb thé tucng
tac vdi NSAID, bao gém thudc Igi ti€u va
thudc (c ch€ men chuyén angiotensin. S
dung celecoxib cé lién quan dén gia tdng cac
bién c6 tim mach, tuy nhién, nguy cc nay
tuang duaong véi cac NSAID khong chon loc.

Lgi ich va nguy cc cua celecoxib do
tac dung 'c ché COX

Tac dung diéu tri va tac dung khong

mong mudn cla NSAID lién quan dén kha
nang Uc ché cac enzym COX-1 va/hoac
COX-2. Ai luc khac nhau cta cac thudc trong
nhém véi COX-1 va COX-2 la nguyén nhan
dan dén khac biét vé déc tinh trén tiéu hoa
va nguy co tim mach clia cac thudc nay. Uc
ché COX-1 lam giam kha nang bao vé niém
mac dudng tiéu hoda, co thé gay ra cac tac
dung khong mong mudn nhu loét va xudt
huyét tiéu héa. Uc ch& COX-2 1am gidm san
sinh prostaglandin, la chat trung gian hoda
hoc trong qua trinh dau, viém va sét. Tuy
nhién, khi tinh chon loc trong Gc ché COX-2
tang lén, nguy cd xuat hién cac bién c6 tim
mach ciing tdng theo.

Tac dung khéng mong mudn cua
celecoxib

Celecoxib la thuéc Uc ché chon loc
COX-2, c6 nguy cd gay tac dung khong
mong mudn nghiém trong trén tiéu hoéa thap
han so v@i cac NSAID khong chon loc, nhu
naproxen hay ibuprofen. Tuy nhién,
celecoxib van 6 tac dung (rc ch& COX-1 khi
dung liéu cao. Do dd, cac tac dung khong
mong mudn cla celecoxib ndi chung tucng
tu vdi cdc NSAID khong chon loc, nhung tan
sudt xuat hién cac phan (ing nay cé thé khac
nhau.

Cac tac dung khong mong mudn cla
celecoxib bao gom:

- Cac triéu chirng trén tiéu hda & cac mirc
dé khac nhau tir khd tiéu dén xuat huyét
tiéu hda.

- Tang huyét ap.

- bau dau.

- Chéng mat.
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- Gilr natri va nudc.
KHI NAO NEN CAN NHAC KE PON
CELECOXIB

P3c diém Idm sang cla ngudi bénh, cac
thu6c dung dong thai va dac tinh dugc ly cla
NSAID la cac yéu t6 dudc st dung d€ danh
gia viéc sir dung NSAID cé phu hgp hay
khong va nén Iya chon NSAID nao. Cac yéu
t6 can xem xét khi danh gia ngudi bénh bao
gom cac nguy cg Ve:

- Bénh tim mach;

- Bién ching tiéu hoda;

- Bénh than man;

- Tién str qué man véi NSAID;

- Tuong tac thudc, vi du tranh st dung
thudc Gc ché men chuyén hodc thudc dbi
khadng thu thé angiotensin II két hgp vdi
thudc Igi tiéu va NSAID (triple whammy).

Nguy co tim mach cua celecoxib
tuong dudng cac NSAID khong chon loc

T&t ca NSAID, bao gbm ca naproxen, can
dugc str dung than trong trén bénh nhan cd
nguy c¢d mdc cac bénh tim mach. Nguyén
nhan do tdt cd cac NSAID (trir aspirin) déu
lién quan dén gia tang nguy cc cac bién c6
tim mach, phu thudc lidu, cé thé xut hién
trong nhiing tuan dau diéu tri. Viéc sir dung
NSAID liéu cao hang ngay trong thdi gian tur
8-30 ngay dugc chirng minh la c6 nguy co
cao nhat, vi du str dung celecoxib >200 mg,
diclofenac >100 mg, ibuprofen >1200 mg va
naproxen >750 mg. Ngudi bénh mac bénh
tim mach, dac biét la ngudi mdi bi nh6i mau
cd tim ho#c dugc phau thudt bic cau ndi chu
- vanh, cé nguy cd cao nhat gap cac bién co
tim mach lién quan dén NSAID. Ciing nén luu
y, nguy cd nay cling ¢ thé xuat hién & bénh
nhan khong cé bénh ly tim mach.

Luu y chung vé viéc sir dung NSAID lién
quan dén nguy cd tim mach da dugc cap
nhat so véi cac hudng dan truc day. Trudc
do, naproxen hodc ibuprofen sir dung & liéu
tuang déi thap dugc coi la khong lién quan
dén gia tang nguy cc tim mach. Tuy nhién,
béng chling tUr cac nghién clru gan day cho
thay viéc st dung cac NSAID nay cling co
nguy cd tim mach tuong dudng Vdi
celecoxib.
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Bang chirng tir thd nghiém lam
sang: Nguy cg tim mach

Nghién c(fu tién clru, ngdu nhién danh
gia tinh an toan cla celecoxib so Vdi
ibuprofen hodc naproxen (PRECISION) da
danh gia cac két qua trén tim mach, tiéu
hda va than khi dung celecoxib (200 mg/
ngay cho hau hét cac bénh nhan), so vdi
naproxen (liéu trung binh 852 mg/ngay) va
ibuprofen (liéu trung binh 2045 mg/ngay).
Khoang 25000 bénh nhan viém xuang khdp
hodc viém khdp dang thdp da dugc sir
dung mot trong cac thudc trén trong thdi
gian trung binh 20 thang. Nghién c(ru nay
khdng phat hién sy’ khac biét dang ké nao
Ve tiéu chi danh gia gop cac ca tr vong do
tim mach, nh6i mau cg tim khong gay tur
vong hodc dot quy khong gay tr vong &
cac bénh nhan s dung mot trong cac
thudc trén: 188 ca (2,3%) & nhom sir dung
celecoxib, 201 ca (2,5%) & nhém st dung
naproxen va 218 ca (2,7%) véi nhom s
dung ibuprofen. Can luu y, trong nghién
clftu nay, liéu dung celecoxib dugc han ché
G murc 200 mg/ngay cho hau hét cac bénh
nhan do quy dinh vé liéu trong tG hudng
dan st dung thudc d& dugc phé duyét.
Piéu ndy cd thé mang lai Igi thé cho
celecoxib do bénh nhan dugc dung liéu
tuagng doi thap haon so vdi cdc NSAID khac
trong nghién cuu.

Mot phan tich gop 8 thr nghiém lam
sang ngau nhién, cd ddi chirng hodc nghién
cttu thuan tap tién cliru da so sanh mai lién
quan gilra nhoi mau cg tim, dot quy va tr
vong do tim mach véi viéc st dung 8
NSAID, bao gom celecoxib, cho thdy
rofecoxib la thudc (rc ché chon loc COX-2
duy nhat dugc phat hién co lién quan dén
gia tdng nguy cd xay ra cac bién cé tim
mach khi so sanh vdi placebo va cac NSAID
khong chon loc.

Gan day, mot nghién cru tir dir liéu thuc
té trén hon 440.000 bénh nhan, trong do6 co
hon 61.000 ca nh6i mau cd tim da chi ra
rang viéc st dung tat ca cac NSAID déu lién
quan dén tdng nguy cd nhdi mau cd tim.
Nguy cc nhoi mau cd tim trén bénh nhan s
dung celecoxib tuong dudng vdi nhdm bénh
nhan dung cac NSAID khong chon loc va
thap han & bénh nhan dung rofecoxib.
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Su tang trudng, sut giam va tré lai
cua celecoxib

Nam 1999, hai thudc (c ché chon loc
COX-2, celecoxib va rofecoxib, dugc dua ra
thi truGng thé gigi va déu dugc ké don
rong rai sau qua trinh quang cao tap trung
vao uu diém giam nguy cd bién chling trén
tiéu hda. Celecoxib va rofecoxib da dugc
cap phép st dung & New Zealand, tuy
nhién, quyét dinh chi tra bao hiém da bi tri
hoan cho dén khi xac dinh rd rang han tinh
an toan cla cac thuéc nay. Nam 2003, yéu
cau chi trd bao hiém cho celecoxib va
rofecoxib da bi bac bé do quan ngai V€ tinh
an toan trén tim mach cla cac thudc Uc
ché& chon loc COX-2. Sau do, cac quan ngai
dugc xac nhan va nha san xuat da rat
rofecoxib khdi thi trudng dudc phdm vao
ndm 2004. Celecoxib van dugc ti€p tuc luu
hanh nhung phai b8 sung canh bdo dic
biét vé nguy ca tim mach.

Nam 2013, dir liéu an toan cla cac
thudc (rc ché COX-2 chon loc dd dugc xem
xét lai. Mot s6 nghién clru I6n, thiét ké tot
da chi ra rang nguy cd xay ra cac bién cd
tim mach déi v6i bénh nhan dung celecoxib
liéu trung binh tuong dudng véi nhom
bénh nhan st dung cac NSAID khong chon
loc. Nam 2016, dé xudt xin dua celecoxib
vao danh muc thudc dugc bao hiém y té
chi trd khong han ché da dugc xem xét va
chdp thuan sau dé. Ngugc lai, rofecoxib
van tiép tuc khéng dudc phép st dung lai
trong diéu tri do nhiéu nghién clfu cho thay
thu6c nay lién quan dén nguy cd cac bién
cO tim mach cao han so vdi placebo va cac
NSAID khac. Do dac tinh (rc ché COX-2
chon loc han, rofecoxib cé nguy cg tim
mach cao hon celecoxib.

Tac dung khong mong mudn trén
tieu héa cha celecoxib thap hon cac
NSAID khong chon loc

Celecoxib dudc khuyén cdo st dung cho
bénh nhan cé tang nguy cc xuat huyét tiéu
hoa cd chi dinh sir dung NSAID, do cé nguy
cd gay xuat huyét tiéu hdéa thap haon céac
NSAID khong chon loc. Tuy nhién, do thubc
cling c6 kha nang Uc ché COX-1, viéc sir
dung celecoxib & bénh nhan c6 tdng nguy cg
xudt huyét tiéu hoa cling cd nguy cd gay ra
phan (’ng cé hai trén hé cd quan nay. Thém
vao dd, enzym COX-2 cd thé tham gia vao
qua trinh 1am lanh tén thucong & da day. Vi

vay, celecoxib ¢ thé ngén can qua trinh hoi
phuc ton thuong loét da cé trude dé. O bénh
nhan cd nguy cd cao gap cac bién chiing trén
tiéu hoa, nhu co tién s xudt huyét tiéu hda
do NSAID, nén ké don kém theo thubc (c
ché& bom proton (PPI). Cac yéu t6 nguy cg
lién quan dén tac dung khong mong mudn
trén tiéu héa clia NSAID bao gom:

- Ngud&i bénh trén 65 tudi;

- Cé tién sir xuat huyét tiéu hda;

- Sr dung thudc lam tang nguy cd xuat
huyét, nhu aspirin, warfarin, dabigatran, cac
thuéc chong tram cam (c ché tai thu hoi
chon loc serotonin va corticosteroid;

- Bénh gan;

- Bénh than man tinh;

- S{r dung qua nhiéu d6 udng chlra con.

Bénh nhan can dugc cap cltu néu cd biéu
hién n6n ra mau, dai tién phan den hodc cac
triéu chirng thi€u mau. Bénh nhan cd nguy
cd xudt huyét tiéu hdéa cao nén dugc danh
gia lai trong thang diéu tri dau tién, bao gom
xét ghiém hemoglobin.

O bénh nhan c6 tién st xuét huyét tiéu
hoa lién quan dén NSAID, dung kém mot PPI
V@i celecoxib gilp lam gidm nguy cc gap xuat
huyét tiéu hda. Trong 441 bénh nhan viém
khdp cd tién sir xudt huyét tiéu hoa trén,
khong ghi nhan truGng hgp xudt huyét tiéu
héa nao trong vong 13 thang & nhém bénh
nhan dugdc ké don dong thdi celecoxib (200
mg, 2 lan/ngay) vdi esomeprazol liéu cao
(tuong duang 20 mg omeprazol, 2 lan/ngay),
trong khi cd 12 ca xudt huyét tiéu hda xay ra
trong nhom bénh nhan st dung celecoxib va
placebo.

Bang chirng tir thir nghiém Iam
sang: Nguy cc trén tiéu héa

Theo két qua tur nghién clru PRECISION,
trong thdi gian theo doi trung binh 20
thang, nhém bénh nhan s dung celecoxib
cd nguy cd gap cac bién c6 bat Igi cd y
nghia lam sang trén tiéu hdéa hodc thiéu
mau do thi€u sdt cd ngudn gbc tiéu hoa
(1,1%) thap han dang k€& so véi nhdm bénh
nhan sf dung naproxen (1,5%) hoac ibu-
profen (1,6%). MOt nghién clu khac trén
514 bénh nhan viém khdp, cd tién sir xuat
huyét tiéu hda va nguy cd tim mach cao cho
thay ty 1€ tai phat xuat huyét tiéu hda trén
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trong vong 18 thang & nhém bénh nhan str
dung celecoxib, aspirin va mot PPI la 5,6%,
so VGi 12,3% & nhdém bénh nhan dugc ké
dan naproxen, aspirin va mot PPI.

Celecoxib c6 nguy co gay bién c6 bat
Igi trén than tucong duong cac NSAID
khong chon loc

Prostaglandin dudc tdng hgp nhd xdc tac
clla cac enzym COX c6 tac dong dén chiic
nang cla than thong qua diéu hoa su co
mach va Iuu lugng mau dén than. Uc ché
COX-1 lam gidm mirc loc cau than, trong khi
viéc Urc ché COX-2 lién quan dén giit natri. St
dung NSAID khong chon loc hodc thudc Uc
ch& chon loc COX-2 lam tang khoang 2 lan
nguy cd xuédt hién tén thuong than cap.

Bang chirng tor thir nghiém Iam
sang: Nguy cg trén than

Phan tich gop cac két qua tir 5 nghién
cliu quan sat cho thay st dung ibuprofen
va naproxen (lieu dung khong dudc bao
cao) co lién quan dén gia tang co y nghia
thdng ké nguy cd tdn thucng than cap tinh.
Celecoxib cling ¢ thé lam tdng nguy cd tén
thuong than cap tinh trén bénh nhan, tuy
nhién, nguy cd nay chua co y nghia thong
ké. Nghién clru PRECISION chi ra nguy cd
Xay ra cac bién co bat Igi trén than cla cac
bénh nhan st dung celecoxib (0,7% - liéu
200 mg/ngay cho hau hét cac bénh nhan)
thdp hon dang k& so v6i cac bénh nhan
dung ibuprofen (1,1% - liéu trung binh
2045 mg/ngay), nhung khong thap han cd
y nghia so vGi bénh nhan sir dung naproxen
(0,9% - liéu trung binh 852 mg/ngay).

Celecoxib cé nguy co phan &rng qua
man véi NSAID thip hon cac NSAID
khong chon loc

Mot sO it bénh nhan sir dung NSAID sé
gdp phan (ing qua man, vi du 1am xau di cac
triéu chiing cta bénh ly ho hap khi dung
asprin va may day. Co thdt ph&€ quan do

NSAID lién quan dén (rc ché COX-1, lam mat
can bang gilta cac chat trung gian tién viém
va khang viém. Celecoxib khong (c ché
COX-1 manh nhu cac NSAID khong chon loc,
do d6 it c6 kha ndng gdy phan ('ng quéa man
hon. Tuy nhién, can luu y thudc van bi chéng
chi dinh cho ngudi bénh cé tién str qua man
vGi NSAID. Can héi chan di ('ng néu cd y dinh
str dung celecoxib cho cac bénh nhan nay.

Bang chirng tir thir nghiém lam
sang: Nguy co qua man

MOt téng quan hé théng nghién cu
danh gid dung nap cua cac thudc uc ché
chon loc COX-2 trén bénh nhan co tién su
khong dung nap NSAID di chi ra rang 6
trong 208 bénh nhén (3%) su dung
celecoxib gdp phdn uhg cd hai. Mot téng
quan hé thong khac cho thay viéc su’ dung
cac thudc uc ché chon loc COX-2 t6 ra an
toan & nhom bénh nhén da co tién sur bung
phat cac bénh ly duong hé hap lién quan
dén aspirin & muc dé nhe dén trung binh.

TOM TAT LAM SANG: CELECOXIB
PUOC UU TIEN SU DUNG TREN NGUOT
BENH CO NGUY CO XUAT HUYET TIEU
HOA

Celecoxib la NSAID dudc khuyén cao sl
dung cho cac bénh nhan cd nguy cd xuat
huyét tiéu hoa. Thudc cling cé nguy cd gay
phan ('ng qua man vdi NSAID gian tiép thong
qua Urc ché COX-1 thdp hon so vdi cac NSAID
khong chon loc (bang 1). Khong cd su khac
biét c6 y nghia lam sang gilta celecoxib va
cac NSAID khong chon loc vé tac dung giam
dau. Nguy cd xudt hién cac bién c6 bat Igi
trén tim mach va than la tuong duagng nhau
gilta cac thuGc nay. Tuong tu cac NSAID
khac, co thé gidm thi€u nguy co xudt hién tac
dung khéng mong muén bdng cach s dung
celecoxib & murc liéu thap nhat cd hiéu qua,
trong thdi gian ngdn nhat cé thé va ludn
danh gid su can thiét tiép tuc dung thudc
trong mdi Ian tai kham.

Bang 1: So sanh Igi ich va nguy cd giira celecoxib va cac NSAID khong chon loc

Tac dung lam sang

Giam dau =

Nguy cd tim mach =

Bién chirng trén tiéu hoa !

Tac dung khéng mong mudn trén than =

Co that phé& quan do NSAID !
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Celecoxib Cac NSAID khong chon loc

Ghi chu

1 Nguy cg thap han;
= 1: Nguy cd cao han;
=: Nguy co tuong

f duaong (hoac Igi ich
= tuong dudng véi tac
' dung giam dau).
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DOC TINH TREN THAN I.I!AEN QUAN BEN SU DUNG VANCOMYCIN
PHOI HOP V01 PIPERACILIN/TAZOBACTAM

Trong nam 2017, Trung tam DI & ADR
Qudc gia da ghi nhan dugc mét s6 bdo cao
ddc tinh trén than dién hinh lién quan dén
vancomycin. Trudng hgp dau tién, bénh
nhadn nam, 29 tudi, 79 kg, nhiém trlng
huyét Gram duang dugc chi dinh vancomy-
cin, vdi lieu 1-2 g/lan x 2 lan/ngay, tUr ngay
16/10 dén ngay 29/10. T&r ngay 26/10 dén
ngay 1/11, bénh nhan dugc ké dan phdi hgp
thém piperacilin/tazobactam (khong ro liéu
dung). Két qua xét nghiém chdc nang than
cla bénh nhan vao ngay 28/10 cho két qua
do thanh thai creatinin huyét thanh (Clcr) Ia
134 ml/ph. Sau do6, Clcr da giam con 34 ml/
ph vao ngay 30/10. Nong d6 vancomycin do
dudc la 42 microgam/ml. Trudng hop thir 2,
bénh nhan nam, 26 tudi, 58 kg, nhiém trling
huyét Gram duong dudc chi dinh
vancomycin (liéu 1 g/lan x 2 lan/ngay) dong
thoi véi piperacilin/tazobactam (liéu 4,5 g x
4 [an/ngay) t&r ngay 28/10 dén ngay 31/10.
Cler cia bénh nhan trudc diéu tri binh
thudng (85 ml/ph), dén ngay 29/10 gidm
con 35 ml/ph. N6ng do vancomycin do dugc
la 30,25 microgam/ml. Theo thang phan loai
RIFLE (Risk, Injury, Failure, Loss and End
stage kidney disease), bénh nhan th nhat
da & muc suy than (toc do loc cau than-GFR
giam >75% so vdi ban dau) trong khi bénh
nhan th hai cling d& c6 tdn thuang than
(GFR gidam >50 so v@i ban dau). Ca hai
trubng hgp nay déu dugc ngung
vancomycin, theo doi chat ché chirc nang
than va x{r tri theo phac d6 suy than cap.

Vancomycin hién van la khang sinh d&u
tay trong diéu tri tu cau vang khang
methicilin (MRSA). Viéc st dung khang sinh
nay trong thuc hanh dang ding trudc nhiéu
thach thic bao gobm d6 nhay cam cla vi
khu&n gidm dan, dan dén phai xem xét xay
dung lai ché dd liéu dé dam bao hiéu qua
diéu tri va doc tinh trén than cua thubc. Ty
I€ xudt hién doc tinh trén than lién quan dén
vancomycin thay déi tor 5% dén 43% tuy
tirng nghién cru [9]. Viéc xac dinh chinh xac
ty 1é nay gdp nhiéu khd khan, mot phan do
bénh nhan dugc sir dung vancomycin déng
thdi véi nhiéu thudc cing gay doc trén than.

Nguyé&n Mai Hoa, Vii Binh Hoa

Mat khac, viéc ph6i hgp nhiéu thubc cling cé
doc tinh trén than cling dugc coi la mot
trong nhitng yéu t6 nguy cc rd rét lam tang
kha ndng xudt hién doc tinh trén than lién
quan dén vancomcyin. Cac thubc cé kha
ndang gay doc tinh trén than thudng gap,
bao gom khang sinh aminoglycosid,
amphotericin B, aciclovir, cac thuéc c ché
calcineurin (tacrolimus hodc ciclosporin), hoa
tri liéu (nhu cisplatin) va cac thudc can
quang dung dudng tinh mach. Mot s6 thudc
khac cling c6 anh hudng dén chirc nang
than cta bénh nhan nhu thuGc van mach,
thudc Igi ti€u quai, cac thubc (c ché enzym
chuyén hay NSAID ciing d& dudc coi la co
thé lién quan dén lam gia tdng doc tinh cla
thuéc [2]. Aminoglycosid va piperacilin/
tazobactam dugc quan tam nhat vé kha
ndang gia tdng doc tinh trén than khi str dung
ph6i hgp véi vancomycin trong phac do
khang sinh. Cac nghién clu tién 1am sang va
Idm sang trudc day déu nhan manh nguy cg
hiép dong lam tang doc tinh trén than khi st
dung vancomycin dong thoi vdi
aminoglycosid. Trong khi do, ton thuong
than cdp lién quan dén phdi hgp vancomycin
va piperacilin/tazobactam mgi chi dugc bao
cao lan dau tién vao ndm 2011 nhung da trd
thanh mot van dé dugc quan tam trong thuc
hanh, vdi nhiéu bang chitng dugc cdng bd
lién tuc trong y van trong vong vai nam trg
lai day [2].

Hién tai, d& cd 4 tong quan hé théng va
phan tich gop dua trén cac nghién cru quan
sat vé nguy cG nay. Phan tich gbép cua
Hammond va cong su' (2017) tir 14 nghién
cru quan sat, véi 3549 bénh nhan, da cho
thdy viéc ph6i hgp vancomycin va
piperacilin/tazobactam lam ting nguy cd ton
thuang than cap so vdi ph6i hgp vancomycin
va bat ky khang sinh beta-lactam nao khac,
vGi ty suat chénh (OR) hiéu chinh la 3,11
(khoang tin cay 95%: 1,77-5,47). Tuy nhién,
nguy cd ton thuong than cdp khdng khac
biét gilta nhém phdéi hgp vancomycin va
piperacilin/tazobactam va nhém sir dung
vancomycin dan doc (OR hiéu chinh =2,50,
khoang tin cdy 95%: 0,41-15,44) [4]. MOt
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phan tich gép khac dugc ti€én hanh bdi
Guiliano va cong su (2016) cling cho két qua
tuong tu vé nguy cg dbc tinh trén than khi
phdi hgp hai khang sinh nay. Phan tich cta
Guiliano bao gém 15 nghién clfu quan sat,
trong dd, c6 7 nghién clru da dugc dua vao
phan tich gop cia Hammond va cOng su.
Nguy co xudt hién ton thuong than cip khi
phéi hgp vancomycin va piperacilin/
tazobactam tang Ién so vGi vancomycin dung
don doc hay phGi hgp véi cac khang sinh
beta-lactam khac (OR = 3,649, khoang tin
cay 95%: 2,1257-6,174). Ngugc véi phan tich
gop ciia Hammond da trinh bay & trén, nguy
cd ton thuong thdn cdp khi phSi hop
vancomycin va piperacilin/tazobactam tang
Ién dang ké so v&i nhdm bénh nhan chi dung
vancomycin dan doc (OR = 3,980, khoang tin
cay 95%: 2,749-5,763) [3]. Nguy co nay tiép
tuc dugc khang dinh trong phén tich gdp cla
Mellen va cong su dugc cong bé nam 2017.
Cac tac gia da tién hanh gbp 6 nghién clu
quan sat vdi 963 bénh nhan, trong do, cd 2
nghién clru so sanh phdi hgp vancomycin va
piperacilin/tazobactam vé&i vancomycin dlng
don doc, 3 nghién clu so sanh Véi
vancomycin phsi hgp véi cefepim va 1 nghién
cflu so sanh v@i phd6i  hdgp
vancomycin-meropenem. K&t qua cho thay,
nguy cd doc tinh trén than khi phdi hgp
vancomycin va piperacilin/tazobactam tang
Ién so vdi khi chi sir dung vancomycin dan
doc hodc vancomycin phGi hgp vai cefepim
hay meropenem [6]. So vdi 3 tong quan hé
thong trén, mot phan tich gop mdi cong bo
nam 2018 c¢é s6 lugng bai nghién clu dugc
dua vao téng két dir liéu 16n nhat, véi 15
nghién clru da céng bG va 17 bai tom tat hoi
nghi. Két ludn cta phan tich nay khong thay
ddi khi tai khang dinh nguy co déc tinh trén
than khi ph6i hgp hai thudc nay. Ty Ié xuat
hién tdn thuong thadn cdp khi phdi hgp
vancomycin va piperacilin/tazobactam Ia
22,9% so vdi chi 12,9% & cac nhom doi
chiing (don tri liéu vancomycin hodc
piperacilin/tazobactam, vancomycin két hgp
cefepim hodc khang sinh carbapenem) [5].

Cung véi téng quan hé théng va phén tich
gop, cac phan tich hoi ciru dir liéu véi s6
lugng bénh nhan I6n cling tai khang dinh
nguy cd ton thuong than cdp khi phéi hop
vancomycin va piperacilin/tazobactam. Mot
nghién ctu ho6i cttu trén 10.000 bénh nhan
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ngudi 16n khdng mac bénh than, dugc ding
phéi hgp hai thudc trén hodac don doc mot
trong hai thudc dugc ti€én hanh trong 4 ndm
(tr nédm 2010 dén nam 2014) cho thay viéc
phéi hgp vancomycin va piperacilin/
tazobactam lam tang 2 lan nguy cd so VGi
viéc st dung mdi khang sinh don doc, véi chi
s6 OR hiéu chinh lan lugt la 2,03 (khoang tin
cay 95%: 1,74-2,39) va 2,31 (khoang tin cay
95%: 1,97-2,71) [8]. Khong chi ¢d cac phan
tich h6i cliru, gan day, mét nghién clu tién
clru, da trung tdm cling da dugc ti€n hanh
dé 1am sang td van dé nay. Trong dd, nghién
cltu nay so sanh dbc tinh trén than cla
vancomycin khi phdi hgp vdi cefepim,
meropenem hodc piperacilin/tazobactam trén
doi tugng bénh nhan ngudi I6n diéu tri noi
trd va sir dung cac thudc trén trong téi thi€u
72 gi6. K&t qua cho thdy, ty Ié xudt hién tén
thuong than cap trén bénh nhan phdi hop
vancomycin va piperacilin/tazobactam
(29,8%) cao han r6 rét so vdi bénh nhan
dung vancomycin cung cefepim hodc
meropenem (8,8) (p < 0,001) [7].

Trén do6i tugng bénh nhan nhi, nguy cc
nay cling da dudc lam r6 trong mot phan tich
ho6i cru da trung tam dudgc tién hanh trong
thGi gian 5 ndm (t& ndam 2007 dén nam
2012), trén 1915 bénh nhi dugc ké dan dong
thoi vancomycin va piperacilin/tazobactam
hoac vancomycin va mot khang sinh khang
truc khudn mua xanh khac. K& qua nghién
cltu cho thdy trong 157 tré xudt hién tdn
thuong than cdp lién quan dén khang sinh,
c6 dén 117 tré dugc ké don phdi hgp
vancomycin va piperacilin/tazobactam [1].

Nhu vay, mac du chua cd cac thir nghiém
lam sang ngau nhién cé ddi chiing dugc tién
hanh dé& lam sang t6 van dé trén, dir liéu
hién c6 cho thdy phsGi hgp vancomycin va
piperacilin/tazobactam tiém &n nguy cd ting
doc tinh trén than so vdi khi phbi hgp
vancomycin v@i cac khang sinh beta-lactam
khac. Cd ché xuat hién dbc tinh trén than khi
phdi hgp hai khang sinh nay hién chua dugc
chifng minh day du. M6t trong nhitng gia
thuyét dugc néu ra 1a tdn thuong than 13 hau
qua cla tinh trang viém ké than dudi nguGng
phat hién trén lam sang lién quan dén
piperacilin/tazobactam c6 thé bj khuéch dai
bdi stress oxy hda tao ra bdi vancomycin.
Kha nang lam gidm d6é thanh thai cla
vancomcyin bdi piperacilin/tazobactam, dan
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dén tich Ily thudc trong cac nephron than
cling da dugc dé cap [10].

Trong thuc hanh Iam sang, trong khi chG
dagi cac khuyén cdo chinh thic, nén tranh toi
da viéc ph6i hgp vancomycin va piperacilin/
tazobactam. O' cic bénh nhan c6 chi dinh
khang sinh chong tu cau dang dugc diéu tri
bdng piperacilin/tazobactam, thudc thay thé&
cho vancomycin bao gom khang sinh nhom
oxazolidinon (nhu linezolid) hodc daptomycin
tlly theo loai nhiém khun. Linezolid khong
gay doc cho than, cd hiéu qua trén cac ching
vi khudn Gram dudng k& ca Enterococci
khang vancomycin, tuy nhién can luu y vé
nguy co tudng tac thudc tiém tang, doc tinh
trén huyét hoc va nguy cd nhiém toan
chuyén hda khi dung kéo dai. Daptomycin
cling khong gay doc than, co tac dung ca
trén Enterococci khang vancomycin, tuy
nhién khéng dugc chi dinh trong viém phdi
do bi bat hoat bdi chat hoat dién cla phdi.
Lua chon thay thé cho piperacilin/tazobactam
trong diéu tri cdc nhiém khudn ndng & bénh
nhan dang dung vancomycin cé thé 1a mot
khang sinh beta-lactam khac cé tac dung
chdng truc khudn mu xanh nhu cefepim hodc
ceftazidim, hodc mot khang sinh
carbapenem. Carbapenem la luya chon hgp ly
cho bénh nhan c6 nhiém khuan huyét c6 yéu
t6 nguy cd nhiém cic ching vi khudn sinh
beta-lactamase phé réng (ESBL). Tuy nhién,
cling can luu vy, viéc sir dung rong rai
carbapenem c6 thé dan dén buing phat va lan
rong cac chang Acinetobacter baumannii va
Enterobacteriaceae khang carbapenem [10].

Tom lai, xr tri doc tinh trén than lién
quan dén phoi hgp vancomycin va
piperacilin/tazobactam trong thuc hanh, can
xem xét toan dién cac yéu t6 vé hoat phd
khang sinh, két qua khang sinh d6 va cac dir
liéu dich t& hoc d€ lya chon thudc hgp ly va
han ché khang thudc. Ngoai ra, khi st dung
phac d6 ph6i hgp 2 thudc trong diéu tri
nhiém khudn huyét, can luu y tranh t6i da
phoi hgp thém cac thudéc cd doc tinh trén
than khac bao gom thu6c (c ché men
chuyén, amphotericin B, tacrolimus, cac
thudc Igi tiéu, tenofovir. O bénh nhan ning
diéu tri hdi strc tich cuc, d€ gidm thi€u nguy
cd tén thudng than cdp trong thdi gian sl
dung dong thdi hai khang sinh trén, can
tranh st dung thuGc can quang, dam bao bu
du dich va gidm sat chic ndng than hang

ngay [10]. Ngoai ra, cac yéu t6 khac cd lién
quan rd rét dén tén thuong than cdp do
vancomycin cling can dugc luu y, bao gom:
Két quad dinh lugng nong d6 day cua
vancomycin trong huyét thanh cao (>20 mg/
), tng liéu vancomycin hang ngay cao (>4
g/ngay), thai gian diéu tri kéo dai (>7 ngay),
bénh nhan béo phi hodc bénh néng. & nhiing
bénh nhan nay, liéu dung va cach dung
vancomycin, dac biét khi phoi hgp piperacilin/
tazobactam, can dudc giam sat chat ché va
tot nhat nén két hop vdi theo doi nong do
thudc trong mau [2].
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TONG KET HOAT DONG BAO CAO PHAN UNG CO HAI CUA THUOC
(THANG 11/2017 — THANG 01/2018)

Trong khoang thdi gian tur thang 11/2017
dén hét thang 01/2018, Trung tam DI & ADR
Quoc gia va Trung tam DI & ADR khu vuc TP.
HO Chi Minh da ti€p nhan 3323 bao cdo ADR
(tuong (ng vdi 34,3% tdng s6 bao cdo ndm
2017). Trong do, 2885 bdo cdo ADR dudc guri
tlr cac co s@ kham, chita bénh va 445 bao

3500
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Lieong 3000
bao
cao s
ADR 2221
2000
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1166
146
1000 156
) .
0

Thang 11/2017

Théng 12/2017

Tran Ngan Ha

c4o ADR xay ra trén 1anh thS Viét Nam tir cac
don vi san xuét, kinh doanh dugc phdm (cé 7
bdo cdo trung vdi bao cao tir cac cg sd kham,
chira bénh). SO lugng bao cdo ADR lliy tién
theo thang dudgc thé hién trong Ainh 1. S8
lugng bdo cdo ADR ghi nhan qua tirng thang
kha dong déu.

3323
Don vi SX&KDDP
= Co sd KCB
—=—86 béo céo luy tién
143

Théng 1/2018

Hinh 1: SO lvgng bao cao ADR tir thang 11/2017 dén thang 01/2018

Bao cao ADR tir cac co sé kham bénh,
chira bénh

Tinh dén hét ngay 31/01/2018, 449 cG sG
kham bénh, chira bénh cta 62 tinh, thanh
ph6é trong cad nudc da gi bao cdo ADR.
Tuyén Quang la tinh chua tham gia bao cao
ADR trong giai doan nay. Phan Ién bao cdo
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van dudc guri tr cac don vi & viing dong béng
song Hong va Bong Nam bd, tir cac bénh
vién tuyén tinh, bénh vién da khoa va bénh
vién thuoc khéi cong lap (bang 1). Trong do,
Ha Noi va thanh ph6 H6 Chi Minh cd s6 lugng
bdo cdo cao nhdt (tuong (ng 23,9% va
21,6% téng s& bdo cdo nhén dugc cla ca
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nudc). Thanh phé Da Nang I3 dia phuong cd
cong tac bao cao ADR hiéu qua nhat vdi s6
bdo cdo/1 triéu dan cao nhat trong ca nudc
(121,4 bao cao/1 triéu dan) (bang 2). Cac
dan vi co6 s6 lugng bao cao ADR cao tap trung
tai TP. HO Chi Minh va Ha Ndi. Bénh vién
Bach Mai la don vi c6 s6 bdo cdo ADR nhiéu
nhat trong ca nudc, chiém 8,8% t6ng s6 bao
cdo ADR tIr cac cd sd kham, chita bénh

(bang 3). Ngoai ra, bénh vién Vinmec Times
City la bénh vién tu nhan cé s6 lugng bao cao
nhiéu nhat, la cd sd kham, chita bénh ghi
nhan bao cdo ADR chi sau Bénh vién Bach
Mai (chi€ém 3,6%).

DaGi tugng glri bao cdo chu yéu la dugc si
(35,8%), bac si - y si (22,3%) va diéu dung
va nit ho sinh (20,9%) (hinh 2).

Bang 1: Phan loai bao cao ADR V& vi tri dia ly, tuyén va loai hinh don vi giri bao cao

S6 bao cao (:i |2<.‘-8;/;)
Tay B&c Bb 73 2,5
Dobng Bac B 192 6,7
. DPong bang séng Hong 880 30,5
¢‘1’ilam|g Bic Trung BO 217 7,5
: Nam Trung B6 306 10,6
bong Nam Bo 739 25,6
Dong bang séng Clru Long 478 16,6
Trung ucng 522 18,1
Tinh/thanh phd truc thudc trung uong 1288 44,6
~ Quan/huyén 606 21,0
Tuyen Co sd y t€ nganh 70 2,4
Bénh vién truc thudc cac trudng dai hoc 88 3,1
Ca s6 kham chira bénh tu nhan 311 10,8
Loai hinh jr?a khoa 1963 68,0
: Chuyén khoa 922 32,0

Bang 2: Danh sach 10 tinh/thanh pho giri bao cdo ADR nhiéu nhat

STT Tinh/thanh pho S0 bao cao S0 bao cao/ Ty 1€ %
1 triéu dan* (n=2885)
1 Ha Noi 689 94,0 23,9
2 TP. HO Chi Minh 623 75,1 21,6
3 An Giang 154 71,3 53
4 Pa Ning 127 121,4 4.4
5 Can Tho 107 85,1 3,7
6 Nghé An 85 27,4 2,9
7 Quang Ninh 79 64,5 2,7
8 Bén Tre 70 55,3 2,4
9 Théi Nguyén 52 42,4 1,8
10 Thira Thién Hué 42 36,5 1,5

* Dén s6'tinh theo s6 liéu cua Téng cuc Théng ké ném 2016

1,5%

—

20,9%

= Dugc si
=Bacsi-ysi
Diéu dudmg - Nit hj sinh
= Khéc
= Khéng cd thong tin

Hinh 2: Nhan vién y té giri bao cao ADR
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Bang 3: Danh sach 10 co sé kham, chira bénh gtri bao cao ADR nhiéu nhat

3

Pon vi giri bao cao
Bénh vién Bach Mai
Bénh vién Vinmec Times City
Bénh vién Tur D
Bénh vién Pham Ngoc Thach
Bénh vién Phéi Trung uang
Bénh vién Dai hoc Y Ha Noi

Bénh vién Da Liéu TP. HO Chi Minh
Bénh vién Da khoa Da Nang
Bénh vién Chg Ray

© 0 N O U1 A W N =

=
o

Trong sO 2885 bao cdo cd 26 bao cdo vé
chat lugng thudc. Vi vay, thong tin vé thudc
nghi ngd dugc thong ké trén 2859 bao cao.
Téng s8 thubc nghi ngd dudc bdo cdo Ia
3730 thudc (ty Ié van duy tri 1,3 thudc/1 béo
cao). Cac thudc nghi ngG gay ADR dudgc bao
cao thuéc 4 nhém chinh: khang sinh
(cefotaxim, ceftriaxon, ceftazidim,

Bénh vién Da khoa Trung tam An Giang

Tinh e | s

Ha Noi 253 8,8

Ha Noi 103 3,6

TP. H6 Chi Minh 88 3,1
TP. H6 Chi Minh 85 2,9
Ha Noi 73 2,5

Ha Noi 52 1,8

An Giang 47 1,6
TP. H6 Chi Minh 46 1,6
Pa Ning 42 1,5
TP. H6 Chi Minh 41 1,4

ciprofloxacin, levofloxacin va cefuroxim),
thuGc diéu tri lao (ethambutol va rifampicin/
isoniazid/pyrazinamid), thuéc giam dau,
chdng viém (diclofenac) va thudc chdng loan
than (haloperidol). Cefotaxim van 13 thudc
nghi ngG gay ra ADR dugc bdo cdo nhiéu
nhat vdi ty |1é 10,3% (bang 4).

Bang 4: Danh sach 10 thudc nghi ngé gay ADR du'gc bao cao nhiéu nhat

STT Hoat chat S6 lugng (:‘; Izés';/;)
1 Cefotaxim 295 10,3
2 Ceftriaxon 150 52
3 Ceftazidim 117 4,1
4 Diclofenac 160 5,6
5 Ciprofloxacin 138 4,8
6 Ethambutol 107 3,7
7 Rifampicin/isoniazid/pyrazinamid 98 3,4
8 Levofloxacin 89 3,1
9 Cefuroxim 65 2,3
10 Haloperidol 107 3,7

Bao cao ADR tir cac don vi san xuat,
kinh doanh dugc pham

Trong giai doan tur thang 11/2017 — thang
01/2018, 20 don vi san xuat va kinh doanh
dugc phdm da gui bdo cdo ADR don lé va 26
don vi san xuét va kinh doanh dugc phdm da
gUi bdo cdo téng hap dinh ky vé Trung tdm
DI & ADR Qudc gia va Trung tdm DI & ADR khu
vuc TP. H6 Chi Minh.

Tong s& bdo cao ADR xay ra tai Viét Nam da
dugc cac don vi san xudt, kinh doanh dugc
pham ghi nhan la 445 (trong d6 cd 7 bdo cdo
trung véi bdo cdo tir cac cd s@ kham, chita
bénh). Cac don vi san xuat, kinh doanh dugc
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pham tich cuc tham gia bdo cdo ADR dugc tong
hop trong bdng 5. Ngoai ra, cac ché pham dang
dugc luu hanh trén thi trudng dugc bao cdo
nhiéu nhét Ia erlotinib (36,6%), dung dich tham
phan mang bung (16,4%), bevacizumab
(6,3%), capecitabin (5,2%) va imatinib (4,7%).

Bao cao bién c6 bat Igi nghiém trong
(SAE) tir cac nghién ciru thir nghiém lam
sang

T thang 11/2017 dén thang 01/2018,
Trung tdm DI & ADR Qudc gia da nhan dugc
423 bao cdo bién co bat Igi nghiém trong trong
41 nghién cfu thir nghiém 1am sang dugc gu
dén tUr 45 t6 chiic nhan thir tai Viét Nam.
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Bang 5: Danh sach cac don vi san xuét, kinh doanh dugc pham giri bao cao ADR
nhiéu nhat

STT Pon vi bao cao S0 bao cao (.II-LIE;?)
1 VPDD Hoffmann La Roche Ltd 254 57,1
2 VPDD Baxter Healthcare (Asia) Pte Ltd 74 16,6
3 VPDD Novartis Pharma Services AG 33 7,4
4 VPDD GlaxoSmithKline Pte Ltd 15 3,4
5 VPBD Janssen - Cilag Ltd 13 2,9
6 VPDD Pfizer (Thailand) Ltd 13 2,9
7 Cong ty Sanofi - Aventis Viét Nam 10 2,2
8 VPDD Boehringer Ingelheim Int GmbH 9 2,0
9 VPDD Hyphens Pharma Pte Ltd 5 1,1
10 Cong ty Fresesius Kabi Viét Nam 3 0,7
11 VPDD AstraZeneca Singapore Pte Ltd 3 0,7
Két luan phan vé/soc phan vé), can bd y té can tap

Trong giai doan tuUr thang 11/2017 dén
thang 01/2018, s6 lugng bao cao ADR dugc
ti€p nhan la 3323 (tuong Ung véi 34,3%
téng sd bado cido ndm 2017). SG lugng bao
cao ghi nhan kha dong déu theo thang tuy
nhién ty 1& nay van chua dong déu gitra cac
dia phuong, khu vuc va cac tuyén bénh vién.
Do dd, cong tac bao cdo ADR can ti€p tuc
dugc thic ddy hon nita, déc biét tai don vi,
dia phugng chua tham gia bao cdo ADR.
Dugc si la d6i tugng chinh tham gia bdo cao
ADR va can ti€p tuc phat huy hon nira vai tro
clla minh trong cong tac dam bao an toan
thuGc ndi chung va hoat dong theo doéi, bao
cdo ADR noi riéng. Bén canh viéc bdo cdo
ADR clia cac thuGc dugc st dung nhiéu
(thubc khang sinh, thuGc diéu tri lao, thubc
giam dau, ch6ng viém) va cac phan Ung cé
hai thong thudng (di &'ng ngoai da, phan Uing

trung bao cdo phan (ng co hai clia cac thudc
m&i dugc s dung tai don vi, phan (ng co
hai méi chua dugc ghi nhan va cac phan ing
c6 hai can xét nghiém can lam sang hodc
tham do chdc ndng chuyén biét.

Trung tdm DI & ADR Qudc gia xin tran
trong cdm on su’ hgp tac clia cac dan vi va
can bo y té€ da tham gia bdo cdo ADR va
mong mudn ti€p tuc nhan dugc su phdi hgp
dé trién khai hiéu qua hoat déng giam sat
ADR. Bén canh dd, dé& phuc vu cdng tac kiém
tra, danh gia chat lugng bénh vién, tlr ndm
2018, Trung tdm DI & ADR Quéc gia s& téng
két cong tac bdo cao ADR tir thang 11 ndm
trudc dén hét thang 10 cla nam k€& ti€p.
Trong d6, dir liéu téng két s& dudc téng hop
dinh ky 3 thang/lan d€ cip nhét thdng tin
thudng xuyén dén nhan vién y té thong qua
Ban tin Canh giac Dugc.

BIEM TIN CANH GIAC DUOC

Nguy&n Mai Hoa, Nguyé&n Thi Tuyén, Ducng Khanh Linh, Luong Anh Tung

Thong tu s6 51/2017/TT-BYT vé
Hudéng dan phong, chan doan va xir tri
phan vé coé hiéu luc tir 15/02/2018

Ngay 29/12/2017, Bo Y t€ da ban hanh
Thong tu s6 51/2017/TT-BYT vé& Hudng dan
phong, chan doan va x{r tri phan vé. Théng
tu nay co hiéu luc tir ngay 15/02/2018. Theo
dé:

- Tat ca trudng hgp phan vé phai dugc

bdo cdo vé Trung tdm Qudc gia vé Thong tin
thuGc va Theo doi phan (fng cé hai cla thudc
hodc Trung tdm Khu vuc thanh phd H6 Chi
Minh vé Thong tin thuGc va Theo ddi phan
(g ¢6 hai clia thuSc theo mau bdo cdo phan
(g cd hai cua thudc hién hanh.

- Bac si, ngudi ké daon thudc hoac nhan
vién y t& khac c6 thdm quyén phai khai thac
ky tién st di ing thudc, di nguyén clia ngudi
bénh trudc khi ké don thubc hodc chi dinh st
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dung thudc.

- Khéng dugc ké don thudc, chi dinh dlung
thubc hodc di nguyén da biét ro gay phan vé
cho nguGi bénh. Trudng hop khong cé thudc
thay thé phu hgp ma can dung thudc hoac di
nguyén da gay phan vé cho ngugGi bénh phai
hdi chan chuyén khoa di ting - mién dich 1am
sang hodc do bac si da dugc tédp huan vé
phong, chan doan va xu tri phan vé dé théng
nhat chi dinh va phai dugc su dong y bang
van ban clia ngudi bénh hoac dai dién hgp
phap clla ngudi bénh. Viéc thir phan (ng
trén ngudi bénh vaéi thudc hodc di nguyén da
ting gay di i’ng cho ngudi bénh phai dugc
tién hanh tai chuyén khoa di tng - mién dich
Idm sang hoac do cac bac si da dugc tap
huén vé phong, chan doan va x{r tri phan vé
thuc hién.

- Khong phai thr phan (ng (test) cho tat
ca cac loai thudc trlr trudng hop co chi dinh
sau: Phai ti€n hanh test da trudc khi str dung
thudc hodc di nguyén néu ngugi bénh cd tién
st di ing vai thudc hoac di nguyén co lién
quan (thudc, di nguyén cung nhdm hodc co
phan (ng chéo) va néu ngudi bénh cd tién
st phan vé vdi nhiéu di nguyén khac nhau.

- Trong XU tri cdp clru phan vé: Thay ddi
dudng tiém adrenalin mii cdp cu ban dau
tir tiém dudi da sang tiém bdp. Khoang céch
gitra cac mi tiém nhdc lai cta adrenalin la tir
3-5 phut (thay cho 15 phat cia Thong tu
08/1999/TT-BYT). BGi vGi ngudGi co tién sir
phan vé c6 sin adrenalin mang theo ngudi
thi nguGi bénh hodc ngudi khac khong phai
la nhan vién y té€ dugdc phép s dung thudc
trong trudng hop khan cdp dé tiém bap cap
cltu khi khéng cé nhan vién y té. Thong tu
nay cling b8 sung xU tri phan vé véi céc
trudng hgp dac biét nhu ngudi dang dung
thuGc chen beta, phan vé vdéi thudc gay té,
gay mé, thubc can quang, phan vé do gang
strc, phan vé vo can.

- Khi da xac dinh dugc thudc hodc di
nguyén gay phan vé, bac si, nhan vién y té
phai cap cho nguGi bénh thé theo doi di 'ng
ghi ro tén thubc hoac di nguyén gay di ’'ng,
giai thich kj va nhac ngudi bénh cung cap
thong tin ndy cho béc si, nhan vién y t& mdi
khi kham bénh, chira bénh.

Ngay 13/02/2018, Cuc trudng Cuc Quan
ly Kham, chira bénh - BO Y té da c6 cong van
s6 186/KCB-NV dé nghi cac cd s@ kham,
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chita bénh truc thudoc BO Y t€, SG Y t€ cac
tinh, thanh phé truc thuéc Trung uang, Y t€
cac B9, nganh trién khai phd bién Thong tu
sO 51/2017/TT-BYT. Cac cd s kham bénh,
chita bénh ciing cdn chuén bi hdp thudc cap
ctu phan vé va trang thiét bi y t€ theo cac
quy dinh tai Théng tu nay (ndi dung chi tiét
xin xem Thong tu).

Cap nhat vé cac bién phap du phong
mang thai khi str dung retinoid: Khuyén
cao tur PRAC

Ngay 09/02/2018, Uy ban Péanh gid Nguy
cd Canh giac dugc (PRAC) thudc Co quan
Quan ly Dugc phdm chau Au (EMA) dua ra
khuyén cdo mét s6 bién phap méi nhdm du
phong bénh nhan nir cé thai trong thdi gian
st dung retinoid, bao gom ca canh bao vé
nguy cd rbi loan tdm than kinh khi stir dung
cac thudc retinoid theo dudng ubng hoac
kem hoac gel béi trén da.

PRAC xac nhan lai vé viéc tat ca cac thudc
retinoid dung theo dudng udng déu cé thé
gdy ra cac tac dung bat Igi cho thai nhi va
khong dudc phép sir dung cac thudc nay cho
phu nit c6 thai. Thém vao dd, cac thudc ret-
inoid nhu acitretin, alitretionin va isotretionin
dung dudng udng ciing khong dugc st dung
cho phu nit trong dd tudi sinh san trir khi
thoa man cac diéu kién dudc néu trong
Chuong trinh du phong mang thai khi sir
dung thudc.

Véi cac thudce retinoid dung dudng udng
khac la bexaroten va tretinoin, Chuong trinh
du phong mang thai khéng can thiét do cac
thuSc nay dudc st dung dé diéu tri mot s6
loai ung thu trén quan thé bénh nhan rat
khac biét trong diéu kién giam sat chat ché.
Vi vay, cac bién phap hién tai da phu hgp dé
du phong viéc mang thai.

DGi véi cac thudc retinoid dung ngoai da,
di liéu hién tai cho thdy chi mot lugng rat
nho hoat chat dugc hap thu qua da vao cd
thé, do dd, cac thubc nay it ¢ kha ndng gay
hai cho thai nhi. Tuy nhién, néu sir dung qua
nhiéu cac thu6c nay hodc trong trudng hagp
cd ton thuong trén da c6 thé lam tdng hap
thu thuc. Do d6, d€ du phong, PRAC
khuyén cdo cac thudc retinoid dung ngoai da
cling khong dugc str dung cho phu nir ¢é thai
va cac phu nir ¢é du dinh mang thai.
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Cac bién phap méi nham tranh phai
nhiém valproat trong thgi ky mang thai:
Khuyén cao tir PRAC

Ngay 09/02/2018, Uy ban Danh gid Nguy
cd Canh giac dugc (PRAC) thudc Cc quan

* Cac bién phap chinh duoc PRAC
khuyén cao:

- VoI thudc co chi dinh diéu tri dau nua
dau hodac réi loan lubng cuc:

+ O phu nif mang thai: Khdng dudc st
dung valproat.

+ O bénh nhan nif c6 kha ndng sinh san:
Khong dugc sir dung valproat trir khi thda
man cac diéu kién dugc néu trong Chuaong
trinh du phong mang thai méi.

- DOi vdi thudc co chi dinh dong kinh:

+ O phu nif mang thai: Khdng dudc st
dung valproat. Tuy nhién, c6 mot s6 phu nir
mac déng kinh khdng thé ngling st dung
valproat va van can ti€p tuc st dung thudc
trong khi mang thai (can tu van chuyén khoa
phu hgp).

+ O bénh nhan nif c6 kha ndng sinh san:
Khong dugc st dung valproat trir khi thoa
man cac diéu kién trong Chudng trinh du
phong mang thai mai.

- PRAC ciing khuyén cdo bao bi ngoai clia
cac thudc chlra valproat phai c6 canh bao
quan sat dugc bdng mét thuong vé nguy cc
khi mang thai.

- Thé nhac nhd bénh nhén cling can dudc

Tai Viét Nam, Cuc Quan ly Dugc da cé
cong van s6 10107/QLD-DK ngay 08/6/2015
vé viéc cap nhat thong tin dugc ly doi véi
thuéc chira valproat theo khuyén cao cua
EMA ndm 2014. Theo dd, & bé gai, tré vi
thanh nién ni¥, phu ni¥ trong do tudi sinh san
va phu nit cé thai, cac thudc chira valproat
can dugc khédi dau diéu tri va gidm sat chat
ché bdi bac si chuyén khoa. Chi nén str dung
thu6c nay khi cac bién phap diéu tri khac
khong cd hiéu qua hodc bénh nhan khong
dung nap dugc. Can bang Igi ich - nguy co
clia thudc nén dugdc danh gia can than trong
moi [an th&m kham dinh ky cho bénh nhan.
bodng thdi, chdng chi dinh thudc chla
valproat trong cac trudng hgp du phong ccn
dau ntra dau cap & phu nir cé thai hodc phu
nir trong do tudi sinh san khéng st dung céc

Quan ly Dugc phdm chau Au (EMA) d3 dua
ra mot s6 khuyén cao mdi nham tranh viéc
tré phdi nhiém véi valproat trong thai ky do
nguy cc gay di tat thai va cac van dé vé phat
trién & tré cd me s dung valproat trong thai
ky.

dinh kém vao bao bi ngoai dé dudc si trao
ddi v8i bénh nhan vé nguy cd trén trong mdi
[an cap phat thudc.

* Cédc diém quan trong trong Chuong
trinh du phong mang thai khi su’ dung
thuéc:

- Banh gia kha nang mang thai clia bénh
nhan, bao gobm ca xem xét hoan canh ca
nhan clla bénh nhan va phan tich giip ho
dua ra quyét dinh.

- Thir thai trudc va trong qua trinh diéu
tri néu can thiét.

- Tu van cho bénh nhan vé cac nguy cd
6 thé xay ra khi sir dung valproat.

- Giai thich cho bénh nhan vé tinh can
thié€t cua viéc tranh thai hiéu qua trong suct
thai gian diéu tri.

- Bac si chuyén khoa dinh ky danh gia lai
viéc diéu tri, t6i thi€u 1a hang ndm.

- Gi6i thiéu cho bénh nhan vé biéu
mdu théng tin vé nhén thuc nguy co
mdi. Trong d6, bac si va bénh nhan cung ra
soat tirng diém nhdm dadm bao béc si da
cung cap cho bénh nhan cac khuyén cao phu
hop va bénh nhan cling d& ndm dugc cac
khuyén cado nay.

bién phap tranh thai hiéu qua trong sudt thai
gian diéu tri bang valproat. Can loai trir phu
nit c6 thai trudc khi bat dau diéu tri bang
valproat.

Than trong khi ké don clarithromycin
cho bénh nhan c6 bénh ly tim: Khuyén
cao tir FDA Hoa Ky

Ngay 22/02/2018, Cc quan Quan ly Thudc
va Thuc phdm Hoa Ky (FDA Hoa Ky) da dua
ra khuyén cdo than trong khi ké daon
clarithromycin cho bénh nhan c6 bénh ly tim
do tang nguy ca cac van dé trén tim hodc tur
vong xay ra sau vai nam. Khuyén cdo cua
FDA Hoa Ky dua trén két qua ra soat dir liéu
ctia mot nghién clru theo doi kéo dai 10 nam
trén bénh nhan cd bénh ly mach vanh dugc
thu nhan tor mot thr nghiém lam sang I6n
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ma trong dé, lan dau tién van dé nay dugc
ghi nhan.

Thit nghiém 1am sang I6n dugc dé cap &
trén mang tén CLARICOR, da ghi nhan hién
tugng tdng s6 trudng hgp ti vong ngoai du
ki€n ¢ nhdm bénh nhan mdc bénh ly mach
vanh cd tién st dung clarithromycin véi thdi
gian diéu tri kéo dai 2 tuan. Hién tugng nay
dugc ghi nhan kha rd rang khi bénh nhan
dugc theo doi trong thdi gian mot nam hodc
dai han. Hién chua co gidi thich rd rang cho
quan sat tang ty lé t&r vong 6 nhdm dung
clarithromycin so véi placebo trong thir
nghiém nay. Mot s6 nghién clu quan sat
cling ghi nhan cac trudng hgp ti vong hodc
gap van dé nghiém trong vé tim mach tang
Ién khi sr dung clarithromycin, trong khi mot
s6 nghién ctu khac lai khong cho thay két
qua tuong tu. Can luu vy, tat ca cac nghién
clru ndi trén déu cé nhitng han ché nhat dinh
vé thiét ké nghién cru. Trong 6 nghién clu
quan sat da dugc cong bd dén nay, trén
bénh nhan mac kém hodc khdng mdc kém
bénh Iy mach vanh, c6 2 nghién ciru da chi
ra nguy cd dai han khi s dung
clarithromycin trong khi 4 nghién c(ru con lai
khong cho thdy van dé tuong tu. Nhin
chung, két qua tir thir nghiém lam sang cé
ddi ching vdi placebo CLARICOR d3 cung
cdp bang chirng manh nhit vé viéc ting
nguy cG nay so vdi két qua tir cac nghién clru
quan sat.

TUr cac két qua trén, FDA Hoa Ky da yéu
cau bd sung canh bdo vé viéc tdng nguy cd
t&r vong trén bénh nhan c6 bénh ly tim va
khuy&n cdo bac si ké don can can nhéc sir
dung cac khang sinh thay thé phlu hgp cho
ngudi bénh. FDA Hoa Ky cling s& yéu cau bd
sung két qua cla nghién clru trén vao to
hudng dan st dung thudc.

Khuyén cao danh cho can bé y té:

- Nhan thifc dugc vé cac nguy ¢ nghiém
trong trén va danh gia can bang Igi ich -
nguy c@ cla clarithromycin trudc khi ké don
cho bénh nhan, dac biét v8i bénh nhan cé
bénh ly tim mach va ngay ca trong cac dgt
diéu tri ngdn, cdn nhac sir dung cac khang
sinh khac thay thé.

- Tu van cho bénh nhan cé bénh ly tim
mach vé cac dau hiéu va triéu chirng bat
thudng trén tim mach, bt k€& clarithromycin
dugc st dung véi chi dinh nao trén bénh
nhan dé.

14 | Ban tin Canh giac dugc | S6 1 -2018

Dabigatran va bénh gut hodac cac
triéu chirng tucng tu bénh gut: Thong
tin tir Medsafe

Thang 9/2017, Trung tam Theo doi Phan
g co6 hai New Zealand (CARM) da ghi nhan
mot trudng hgp tién trién bénh gut ndng hon
sau khi diéu tri bang dabigatran. B&nh nhén
nay cd s can gut cap téng dang k& sau khi
bdt dau sir dung dabigatran va hién tugng
nay dugc cai thién sau khi ngirng dabigatran
ma khong can can thiép nao khac. Ca sé dir
liéu vé phan (ing c6 hai ctia TG chirc Y t& Thé
gidi (Vigibase) ghi nhan 71 bao cdo vé gut va
triéu chiing tuong tu gt nghi ngd lién quan
dén dabigatran. SO lugng bao cdo nay cao
hon du ki€n va da hinh thanh tin hiéu an
toan thudc. Co quan Quan ly An toan Dugc
phdm va Thiét bi Y t& New Zealand
(Medsafe) hién dang tim kiém thém thong
tin.

Gut khéng phai la tac dung khong mong
muoén da dugc ghi nhan vdi dabigatran va
chua dugc liét ké trong muc tac dung khong
mong mudn trong t& hudng dan sir dung cla
thubc. Lgi ich cla viéc sir dung dabigatran
van vugt tréi hon nguy co ndy cua thudc.
Bénh nhan cd bénh gut hodc cac triéu chirng
tuang tu bénh glt nghiém trong va/hodc tién
trién ndng hon van nén tiép tuc dung thudc
va tham khao thém tu van tir can bo y té.

Gidi han déng géi dé tang cudng an
toan khi st dung loperamid khong ké
don: Khuyén cao tir FDA Hoa Ky

Theo thdng bdo ngay 30/01/2018, dé
tang cudng an toan khi sir dung thudc diéu
tri tiéu chay loperamid dang khong can ké
don (OTC), FDA Hoa Ky dang lam viéc vdi
cdc nha san xudt dé€ chuyén sang déng géi
dudi dang vi thu6c hodc dang dong gdi dan
liéu, déng thdi, gidi han s6 lugng liéu trong
mot dan vi dong goi. Thong bao nay dugc
dua ra do FDA Hoa Ky ti€p tuc nhan dugc
bdo cdo vé cac tai bién nghiém trong trén
tim va cac trudng hgp tir vong lién quan dén
viéc sir dung loperamid vdi liéu cao hon so
vGi khuyén cdo. Cac trudng hgp nay chu yéu
Xay ra & nhirng ngudi dung sai ¢ chd y hodc
lam dung thu6c mac du cac thong tin canh
bdo dd dugc bd sung vao nhan thudc va
dugc FDA Hoa Ky thong bao trudc do.

Loperamid c6 tac dung trén cac receptor
opioid trén dudng ti€u hda, lam giam nhu
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dbng rudt va giam so lan dai tién. Liéu t6i da
dugc phé duyét cho ngugi I6n la 8 mg/ngay
vGi dang khong can ké don va 16 mg/ngay
vGi dang can ké don. Thudc nay an toan khi
dung trong muc lieu dugc phé duyét. Tuy
nhién, khi dung liéu cao hon so véi liéu
khuyén cdo, thudc co thé gay ra cac van dé
nghiém trong, bao gém loan nhip tim va t&r
vong. FDA Hoa Ky dang ti€p tuc danh gia
van dé an toan nay va sé cap nhat cho cong
ddng khi cé théng tin bd sung.

Khuyén cdo danh cho can bé y té:

- Nhan thi'c dugc vé viéc sir dung
loperamid V@i liéu cao han so véi khuyén
céo, cé hodc khdng cé chu y, co thé gay ra
cac bién cd bat Igi trén tim nghiém trong,
bao gébm kéo dai khoang QT, xodn dinh
hodc cac ro6i loan nhip that khac, ngat va
ngiing tim. Trong trudng hgp lam dung
thudc, bénh nhan thudng str dung lopera-
mid két hop véi céc thubc khac dé€ lam
tang kha nang hap thu va tham nhap cta
thu6c qua hang rao mau - ndo, Uc ché
chuyén hoéa loperamid va téng tac dung
tao ao giac. Mot s6 bénh nhan dung
loperamid liéu cao dé diéu tri cac triéu
chifng cai opioid. Trong trudng hgp nghi
ngd xudt hién doc tinh cda loperamid, can
nglrng ngay thuGc va xr tri kip thdi. Trong
trudng hdp loan nhip tim khdng kiém soat
hiéu qua bdi thubc, cdn nhac tao nhip hodc
khtr rung bang s6c dién.

- Khuyén cdo bénh nhan s dung
loperamid theo liéu dugc ké don hodc theo
hudng dan sir dung trén nhan thudc khong
can ké don. Tu van cho bénh nhan vé
tuong tac gilra loperamid véi cac thudc
thudng ding khéc cd thé lam tdng nguy co
xuat hién bi€n c6 nghiém trong trén tim.

Thong nhat thong tin chi dinh doi vaéi
thuéc chira alphachymotrypsin ding
dudng uéng, ngam dugi luGi

Ngay 26/12/2017, Cuc Quan ly Dugc da
c6 cong van s6 22098/QLD-bBK yéu cau thay
d6i cach ghi chi dinh clia thudc trén nhan, td
hudng dan s dung thudc chira hoat chéat
alphachymotrypsin dung dudng udng hodc
ngdm duSi IuGi theo hudng dan trong
chuyén luédn alphachymotrypsin ciia Dugc
thu Quéc gia ndm 2015, cu thé: “Chi dinh:
diéu tri pht né sau chan thuang, phau thuét,

bong”.

Yéu cau trén dudc Cuc Quan ly Dugc dua
ra nhdm dam bao muc tiéu sir dung thudc
hgp ly, an toan va hiéu qua cua thudc va
thong nhat cach ghi chi dinh cta thubc chlra
hoat chat alphachymotrypsin dung dudng
u6ng hodc ngam dudi IuGi.

Vé viéc dang ky, nhap khau don hang
cac thudc chira hoat chat sulfaguanidin,
cac thudc chira hoat chat ephedrin don
thanh phan dung dudng udng, va cac
thuoéc chira hoat chat nitroglycerin
dung dudng udng

Can c(r két luan cha Hoi dong tu van cap
gidy dang ky luu hanh thuGc, nguyén liéu
lam thudc - Bd Y t€, dé dam bao sir dung
thuéc hgp ly, an toan, hiéu qua, ngay
11/01/2018, Cuc Quan ly Dugc da cdé cong
van s6 456/QLD-DK thong bao:

- Ngurng ti€p nhan va xét duyét don hang
nhép khiu thudc thanh phdm chua cé gidy
dang ky luu hanh, ho sg dé nghi cap, gia
han, thay d6i/bd sung gidy dang ky luu hanh
doi véi vGi cac thubc chia hoat chat
sulfaguanidin; cac thudc ch&ra hoat chat
ephedrin don thanh phan dung dudng udng
va cac thubc chlra hoat chat nitroglycerin
dung dudng udng.

- DO vdi cac thudc chlra hoat chat
sulfaguanidin; cac thuGc chira hoat chat
ephedrin don thanh phan dung dudng udng
va cac thu6c chlra hoat chat nitroglycerin
dung dudng udng dang con hiéu luc gidy
dang ky luu hanh hodc con han dung dang
lvu hanh trén thi truGng: Trong vong 06
thang k€ tir ngay ban hanh cong van nay,
yéu cau cong ty dang ky bdo cdo an toan,
hiéu qua cta thudc (theo mau 3A/TT, 3B/TT
quy dinh tai Thong tu s6 44/2014/TT-BYT
ngay 25/11/2014 cha B Y t€ quy dinh viéc
dang ky thudc). Trén cd sG bao cdo clia cac
cd sd, Cuc Quan ly Dugc sé xem xét quyét
dinh vé viéc luu hanh cac thudc néu trén.

S dung hgp ly amoxicilin dudng
tiém trong giam thi€u nguy co lang cin
tinh thé trong nudc ti€u: Khuyén cao tir
ANSM

Nguy cd xudt hién cdn tinh thé trong
nudc ti€u khi diéu tri bdng amoxicilin da
dugc ghi nhan va chi yéu lién quan dén
dang tiém, phdi hgp hoac khong phdi hgp véi
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Trung tam DI & ADR Qudc gia

acid clavulanic, trong diéu tri hodc st dung
khang sinh véi muc dich du phong. Pac biét,
tir ndm 2010, s6 trudng hgp xuat hién bién
c6 nay dugc ghi nhan tai Phap da gia tdng
dang ké.

DE lam gidm nguy cd xuét hién cdn tinh
thé trong nudc ti€u khi diéu tri vai
amoxicilin, ANSM khuyén cado nhan vién y té:

* Tuln tha ché do liéu, chudn bi dung
dich tiém va cach tiém truyén:

- V&i amoxicilin don doc, can tuan tha:

+ Liéu t6i da trong ngay la 200 mg/kg/
ngay, khong vugt qua 12 g/ngay.

+ Lidu tGi da 2 g trong mdi [an truyén va
truyén cham (tir 20-30 phut).

+ Khoang thdgi gian t&r khi hoan nguyén
thu6c dén khi két thac truyén: Toi da 1 gic
(néu pha lodng bdng dung dich glucose)
hodc t6i da 6 gid (néu pha loang trong nudc
mudi sinh ly).

- V6i du phong bdng dang phdi hgp
amoxicilin/acid clavulanic, can tuan thu:

+ Liéu t6i da 2 g/200 mg/lan truyén va
truyén cham (tir 30-40 phut).

+ Thé tich hoan nguyén: 50 mL dén 100
mL tuy theo ché& pham.

+ Dich pha truyén: Khéng s dung dung
dich glucose dé pha.

+ Khoang thdi gian tir khi hoan nguyén
thu6c dén khi két thuc truyén: Toi da 1 gid.

* Dam bao bu du nudc cho bénh nhan dé
duy tri chlfc nang tiét niéu.

* Kiém héa nudc tiéu (pH trung tinh dén
kiém) & bénh nhan cé mot hoac nhiéu yéu t6
nguy ca.

* Theo d6i thuGng xuyén chifc nang than
va lugng nudc ti€u cua bénh nhén trong qua
trinh diéu tri.

* Né&u diéu tri bang khang sinh liéu cao,
dinh lugng amoxicilin trong huyét thanh dé
hiéu chinh liéu phu hgp.
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Vé viéc diang ky, nhap khau don
hang thudc chira hoat chat paracetamol
dang giai phéng bién ddi

Ngay 15/3/2018, Cuc Quan ly Dugc da
ban hanh céng van s6 4430/QLD-bK vé viéc
dang ky, nhap khdu don hang thudc chira
hoat chat paracetamol dang giai phdng bién
ddi. Theo d6, d& dam bao st dung thudc
hgp ly, an toan, hiéu qua, Cuc Quan ly Dugc
thong bao tam thdi ngling ti€p nhan va xét
duyét don hang nhdp khdu thudc thanh
phdm chua c6 s6 ding ky, hd s ding ky
mdi, h0 so dang ky gia han; ngirng xem xét
duy tri hiéu luc s6 dang ky ddi véi cac thudc
chira paracetamol dang giai phdng bién ddi
k€ ca cac don hang nhdp khiu céc thudc
chua cd s6 dang ky, cac ho so dang ky da
nop tai Cuc Quan ly Dugc trudc ngay ky ban
hanh c6ng van nay.

Trudc do, ngay 01/9/2017, Uy ban Panh
gia Nguy cd Canh giac dugc (PRAC) cla Ca
quan Quan ly Dugc phdm chau Au (EMA) d3
dua ra khuyén cdo vé viéc ngirng luu hanh
thu6c chlra paracetamol dang giadi phdng
bién d8i dang Iuu hanh trén thj trudng, sau
khi cg quan nay xem xét nguy cd d6i véi cac
bénh nhan sau khi sir dung qua liéu do cach
gidi phdng phuc tap cla thudc trong co thé.
Trung tam DI & ADR Quéc gia ciing da co
cac céng van cung cap thoéng tin cho Cuc
Quan ly Dugc vé van dé an toan néu trén
cuia thudc.

Quy ddng nghiép cé thé tham khao
noi dung day du, chi tiét
cla cac cong van trén tai trang web
http.//canhgiacduoc.org.vn




D. PHAN THAM PINH ADR CUA BON VI

17. Banh gia moi lién quan gitra thuoc va ADR

Chéc chan Khéng chéc chén O Knac:
O C6 kha nang O Chwa phan loai :
O Cothé O Khéngthé phanloai
18. Bon vi tham dinh ADR theo thang nao?
O Thang WHO O Thang Naranjo

19. Phan binh luan clia can bo y t& (néu co)

Dién thoai lién la

E. THONG TIN VE NGU'OI BAO CAO

Nghé nghiép/Chirc vu:..

21. Chir ky

‘ 22. Dang bao cao:

O Lan daw O Bb sung 23, Ngay bao CA0: s Frvmlomssms

Xin hdy bao céo tat ca cac phan trng cé
hai ma anhi/chi nghi ng&, déc biét khi:
e Cac phan tng lién quan téi thubc moi
e Cac phan (ng khéng mong muén
hoac chwa duoc biét dén
e Cac phan trng nghiém trong
e Tuong tac thuéc
o Thét baitrong diéu tri
e Céc van dé vé chat lwong thuéc
e Céac sai sot frong qua trinh st dung
thuéc.

MAu béo cao nay dwoc ap dung cho cac
phan teng gay ra béi:
= Thubc va cac ché pham sinh hoc
«  Vacxin
e Cac thubc cd truyén hoac thudc co
ngudn géc dwoc lidu
«  Thwe phdm chic nang.

Nguwdi bao céo co thé 1a:

e Bacsi
e Duocsi
« Nhasi

e Yta/ didu dudng/nik h sinh
s Céc nha cung cép dich vu cham séc
strc khoe khac.

Xin chan thanh cam on!

HU'ONG DAN LAM BAO CAO
Cach bao cao:

«  Dién thong tin vao mau bao cao

«  Chican dién nhitng phan anh/chi cé théng tin

e Cothé dinh kém thém moét vai trang (néu mAu bao cao khong di khoang tréng dé
dién thong tin hay c6 nhirng xét nghiém lién quan).

«  Xin hay gri bao cao vé Trung tam Quéc gia vé Théng tin thuéc va Theo ddi phan
(rng c6 hai clia thubc theo cac dia chi sau:

Thu: Trung tdm Quéc gia vé Thang tin thudc va Theo déi phan trng

= c6 hai cta thudc

Trwong Dai hoc Duwoc Ha N6i

13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Noi

Fax: (024) 3933 5642

Pién thoai: (024) 3933 5618

Website: http://canhgiacduoc.org.vn
Email: di.pvcenter@gmail.com

Anh/chi c6 thé I&y mau béo céo nay tai khoa Duoc, phong Ké hoach tng
hop clia bénh vién ho&c tai tir trang web http://canhgiacduoc.org.vn. Néu cé bat
ky théc méc nao, anh/chi cé thé lien hé véi Trung tam Quéc gia v& Théng tin
thuéc va Theo déi phan tng c6 hai clia thubc theo sé dién thoai: (04) 3933 5618
ho&c theo dia chi email di. pvcenter@gmail.com.

Phén danh cho Trung tam DI & ADR Quéc gia

Mtrc d6 nghiém trong ctia phan rng
[JDe doa tinh mang/ gay tir vong

O Nhap vién/ kéo dai théi gian ndm vién

1. GUixac nhan tai don vi bao cao ‘ O 3. Phan (rng da c6 trong y van/ SPC/ CSDL O
2. Phan loaiphan tng L | 4. Nhap di¥ liéu vao hé co s& di liu quéc gia |
e [ Thudc maoi [ Thuoce ci g - -

o [JNghiém trong [ Khéng nghiém trong 1 5. Nhap dir lieu vao phan mem Vigiflow .
6.

O Gay di tat/tan tat O Lien quan téi lam dung/ phu thuéce thuée

O Cé kha nang
O cothé

O Chua phan loai
[0 Khéng thé phan loai

7. Giri béo céo toi hoi ddng tham dinh o “/‘géylgl” 8. GiibdocsochoUMC | [] | N/g‘ay gui
9. Keét qua tham dinh
O Chéc chan O Khéng chac chan

O Khac:..

10. Ngwoiquan ly bao cao

12. Chir ky

Phu luc 5: Théng tu s6 23/2011/TT-BYT: Huéng déan sir dung thuéc trong cdc co sé y té ¢6 giudng bénh

Phién ban truc tuyén cda Ban tin Canh gidc dugc va cdc théng tin vé an toan trong st dung thubc thuding xuyén
dugc cdp nhdt trén trang web http://canhgiacduoc.org.vn



Phu lyc 5

BAO CAO PHAN U'NG CO HAI CUA THUOC  [Noibéocaor oo

THONG TIN VE NGUOT BAO CAO, BENH NHAN VA DON V| BAO CAO Ma s6 bao cao clia don vi:. e
SEDUQCC BAO MAT Ma s6 bao cao (do Trung tam quéc gia quan Iy)

Xin anh/chi hdy béo céo ké ca khi khong chic chén vé san phdm da géy ra phan ting va/hoac khong co d‘ay d‘u céc thung t/n

A. THONG TIN VE BENH NHAN

3. Gioi tinh 4. Can nang:
ONam O Nt sreesennkg

2. Ngay sinh:..

T HOVALEN. . e Hodc tud:

B. THONG TIN VE PHAN I'NG CO HAI (ADR)

6. Phan (rng xuat hién sau bao lau (tinh tir lan dung cudi cling cua
thudc nghi ngd):.. R T
7. M6 ta bigu hién ADR 8. Cac xét nghlem ||en quan den phan Lrng

5. Ngay xuét hién phan tng:........J.......0..............

9. Tién st (di tng, thai nghén, nghién thube 14, nghién ruou, bénh
gan, bénh thén...)

10. Cach x( tri phan trng

11. Mrc 36 nghiém trong cuia phan trng

[ T& vong [ Nhéap vién/Kéo dai thdi glan ndm vién [ Di tat thai nhi
[ Pe doatinh mang [ Tan tat vinh vién/néng né [J Khéng nghiém trong
12. Két qua sau khi xtr tri phan ¢rng
O Tt vong do ADR i i [ Chua héi phuc [ Héi phuc ¢6 di chirng [ Khéng ré
[T vong khéng lién quan dén thuéc [JBang hdi phuc [ Hai phuc khong o6 di chitng
C. THONG TIN VE THUOC NGHI NGO GAY ADR
S0 lan % ot 1
R 4 Ngay diéu tri
S| 13 Thuéo (ten géc va béDoagﬁé Nha . ey ﬁung Puong (Ngég’/tyhé”g/ﬂém) .
i " ? el R sbe dun ong 4 Ly do dung thuéc
T én thuong mai) ham san xuat mét Bn ngay/ diing s o
lwong tuan/ Bat dau | Kétthuc
| théang
i
ii
i
iv
STT 14.Sau khi ngirng/gidam ligu cua thude bi nghi ngd, phan trng c6 | 15.Tai str dung thudc bi nghi ngd ¢ xuat hién lai phan ¢ng
(Tuong | duwoc cai thién khong? khong?
ing13) | Cé Khong Khoéng ngtrng/giam liéu | Khéng cé théng tin Co Khéng | Khéng tai str dung Khéng ¢6 théng tin
i ] ] [m] ] O ] O ]
ii O] O [H] [ O ] O ]
ii [ O ] [ O [ O [
v [ ] [m] [ [ ] ] ]
16. Céac thude dung dong thoi (Ngoai trix cac thude dung diéu tri/ khac phuc hau qua cua ADR)

Dang bao ché, | Ngay diéu trj (ngaylthang/nam)

Tén thuée 3
ham lugng

Tén thude

| Dang bao ché, Ngay dleu tri (ngay/thang/nam)
i ham luong

<+ Xem tiép bia 3




