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DIEU TRI NGUA DO THUOC

Nguon: https://www.uspharmacist.com/article/treating-medicationinduced-pruritus

Vuang Thao Ngan, Vii Thu Thay, Tang Quoc An, Cao Thi Thu Huyén

Ngu’a la trigu c/n/ng ngoai da tthdng gap o thé gay gail qua muc va anh
hutng d‘ang ké dén chét long « cugc song Tinh trang ngu’a man tinh thu‘o’ng kho
diéu tri, dan dén anh hL/dng nang né lén tam ly ngLfd/ bénh. Diéu tri ngua phan
lon phu thudc vao viéc xac dinh duoc nguyén nhén, co thé lién ‘quan dén bénh /y
hé théng, tinh trang tam thén va thén kinh, cling nhur cd thé lién quan dén sur
dung thuéc. Bai tong quan nay trinh bay vé t/nh trang ngua do thudc va cac liéu

phap diéu tri ngua tai cho va toan than.

Ngu‘a la mot triéu chiing thu’dng
gdp co thé gay kho chiu cho ngu’dl
bénh va dan dén tinh trang ga| qua
mc. Hon nifa, tinh trang ngu’a man
tinh gay anh erdng dang k& dén chat
lugng cudc song tuong tu nhu tinh
trang dau. Nglra c6 thé do nguyen
nhan bénh ly hé thong, tinh trang tam
than va than kinh, cting nhu ¢ thé do
st dung thudc. Ngu’a dugc coi la mot
trong nhiing van dé thu’dng gap nhat
trong da lieu. Mot nghlen ctru dich te
tai Phap da udc doan ty 1€ h|e_n mac
ngUra ghi nhan trong 2 nam theo dai la
12,4%. Hon 7 triéu lugt kham ngoai
trd hang nam & Hoa Ky c6 triéu ching
ngua, trong dd co 1,8 triéu lugt bénh
nhdn & do tudi tir 65 trd Ién. Tuy
nhién, tinh trang nglra thudng khang
tri, khién bénh nhan nan Iong va that
vong. Cac bénh nhan I&n tuoi thu‘(‘jng
phai d6i mat vdi tinh trang ngu‘a nang
do su thay déi & IGp hang rao bao vé
trén da.

Ngia do thudc la ndi dung chinh
trong bai tong quan nay, tuy vay cling
rat can diém qua hi€u biét vé su thay
doi cua hang rao bao vé da & ngudi
cao tudi. Co ba qua trinh sinh hoc lién
quan dén tudi gay nén tinh trang
ngLra Th& nhat la su suy glam chirc
nang clia hang rao bao vé trén da,
trong do, su duy tri d0 &m cua da
dong vai tro quan trong nhat. Tudi
cang cao, su tai phuc hoi va chuc
nang cla héng rao nay cang suy giam.
Th( hai, suy giam mién dich la trang
thai tién viém cua da, gop _phan lam
tang tan suat mac eczema va cac phan
U'ng viém khac. Ter ba, benh Iy than
kinh do tudi cao c6 the gay nén tinh
trang nglra. Viéc xem xét cac nguyén

nhan gay ngla trén sé gidp lua chon
cac bién phap diéu tri mot cach hiéu
qua.

Nguyén nhan nglfa nén dudc xac
dinh rd rang va tién s mac bénh can
dé cap chi tiét vé mic do nang va vi
tri nglra. Do c6 nhiéu nguyén nhan
gay nén tinh trang ngura, viéc xac dinh
nguyén nhan sé gilp dua ra cac lua
chon phu hgp trong diéu tri. Bén canh
do, tién sir sir dung thudc cua bénh
nhan can dugc thu thap chi tiét do
thuéc 1a mét nguyén nhan phd bién
gdy ngua. Mac du khéng loai trir cac
can nguyén khac, bai tobng quan nay
chu yéu ban luan vé cac nguyén nhan
vé nglra do thudc, bién phap diéu tri
va vai tro cua Dudgc si.

Ngtra do thudc

Tinh trang nglta c6 thé do st dung
cac thu6c tac dung toan than va dugc
chia thanh ba nhém: ngu‘a cd ndi mun
thoang qua hodc khéng ndi ban; ngLra
do s dung cac thudc gay mat va
nga cé ndi mun va phat ban. Tién su
dung thudc chi tiét rat quan trong
trong xac dinh chinh xac nguyén nhan.
Tuy nhién, hién co it dir li€u vé& moi
lién quan gilra ngu‘a va nhiéu thudc
dugc s dung pho bién. Nhiéu nghlen
clu trudc dd mdi chi danh gia mot s6
béo cdo chudi ca hodc cd pham vi thu
hep tai mOt cd sd diéu tri hodc trén
mot thudc/nhdm thudc cu thé.

Trong mot nghién clru hoi cltru trén
bénh nhan noi trd, ngoai trd va bénh
nhan & khoa cdp cltu, cac tac gia da
danh gia cac bénh nhan c6é dung mot
loai thu6c dugc quan tam (dugc dinh
nghia la c6 gay ra ngla theo y van
trudc ddé) va cd y kién phan nan vé
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“nglra” hodc dugc chan doéan bi nglra
trong vong 3 thang dung cac thudc
dugc quan tam. Trong s6 cac khang
sinh, tan suat gap nglra 6 nhém khang
sinh penicillin (0,73%) va
sulfamethoxazol/trimethoprim (1,06%)
cao hon so V@i cac cephalosporin
(0,03%), quinolon (0,02%) va
tetracyclin (0,05%). Ngudgc lai, cac
thudc tac dung trén tam than va than
kinh co ty 1€ ghi nhan thap nhat: thudc
chong tram cam ba vong (TCA) 0,1%,
thuéc Gc ché thu hoi chon loc
serotonin (SSRI) 0,03%, thudc chdng
dong kinh (AED) 0,05% va thuGc giam
dau opioid 0,05%. Cac thudc tim mach
gay ng(ra vdi tan sudt cao hon: thudc
uc ché men chuyen (ACEI) 0,69%,
thudc chen beta giao cam 0,75%,
thuéc Igi tiéu hydrochlorothiazid
0,68%, amiodaron 0,62% va cac statin
0,67%. MOt phat hién thu vi la heparin
gay nén tinh trang ngL'ra vGi tan suat
cao (1,11%). Khoang mot nira s6 bénh
nhan dong thai xudt hién tinh trang
ngu’a va n6i mun. Nhig bénh nhan
ngu‘a sur dung cephalosporln cé tan
suat gap ndi mun cao nhat (52,1%),
sau dé 13 thubc gidm dau opioid
(50,6%).

VEé cd ché gay nglra cua thudc,
penicillin va sulfamethoxazol/
trimethoprim dudc cho la gay nglra
th(r phat do phan Lrng viém da hodc
ton thuong gan & mat. Thudc chen
kénh calci, thudc chen beta giao cam
va thudc Idl ti€u hydrocloroth|a2|d cé
lién quan dén nglfa do viém da, trong
khi doé ngLra do thubc Uc che men
chuyén co lién quan dén tdng ndng do
bradykinin. Co ché cta hién tugng kho
da bat thudng (xerosis cutis) do statin
dugc cho la nguyén nhan gay nglra do
su’ suy giam chirc nang cua hang rao
bao vé da ma nguyén nhan la do giam
phan bd lipid trén da. Cd ché tac dung
cua cac thudc TCA, SSRI va AED thong
qua chen con dudng dan truyén than
kinh hu’c’ing tam cling nhu tac dong
truc ti€p 1én hé than kinh trung uong.
Cd ché gay ngLra cla heparln c6 kha
nang do phan Ung noi mé day qua
trung gian IgE, trong khi opioid gay
nglfa do kich hoat giai phong histamin
& da va hé than kinh trung uong.
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Piéu tri nglra

Nhu da dé cap trudc do, budc dau
tién trong diéu tri nglra la xac dinh va
loai trir nguyen nhan gay bénh, néu co
thé. MOt s6 bién phap bao gom xur tri
cac triéu cerng lién quan, tranh tlep
xuc di nguyen da biét, hoac ngu’ng su
dung cac thudc co the la nguyén nhan
gay ngu’a Chién lugc chung dé kiém
soat nglra bao gom cac liéu phap
khong dung thudc, liéu phap tai cho va
liéu phap toan than.

Liéu phap khong dung thuoc

Liéu phap khong dung thubdc dong
vai tro quan trong trong viéc giam cac
triéu chdng ngu’a Tinh trang da kho
khién cho ngu’a tram trong han, vi vay,
ngerl bénh can luu y duy tri do am &
cac vung da bi anh hudng va boi kem
dudng am theo tinh trang cla da.
Ngudi bénh nén tranh tdm qua nhiéu
hodc s dung qua nhiéu xa phong va
cac san pham chira chat tay rira vi co
thé gdy khé da. Nhiét d6 cao cd the
khién be_nh nhan dé bi ngu’a han, vi
vay viéc duy tri moi trerng mat mé,
mac quan ao thoang mat va tam nudc
dm thay vi nuSc nong cé thé hitu ich.
Giam stress va liéu phap hanh vi ciing
cd thé 1 cdng cu hiéu qua dé kiém
soat tinh trang ngLra - hoc cach lam
giam cam giac ngu’a thong qua cac
hoat dong phan tan su chu y va thay
d6i thoi quen. Cudi cung, cd thé sir
dung bién phap can thlep vat Iy dé cat
dit vong luédn quan “nglra-gai”.

Liéu phap tai cho

Co nhiéu liéu phap tai cho dugc sur
dung trong diéu tri nga. Nhu da dé
cap trudc dé, cac loai kem duBng am
nhu ché pham chira glycerol acetat,
ure, petroleum, dau khoang, egceryI
stearat, cung nhu sira derng da co thé
lam giam nglra do lam glam kho da va
phuc ho6i hang rao bao vé ty nhién cua
da. Ngoa| ra, cac san pham tao cam
giac mat ner ché pham dung tai chd
chlra menthol cling cé thé hitu ich &
nong do thap (< 5%). K&m oxit la mot
thanh phan pho bién trong cac ché
phdm dung tai chd, bao gom sifa
dudng calamine, du’dc chirng minh cé
hiéu qua vura pha| trong diéu tri viém
da. Camphor c6 thé dugc dung tai
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chd, tao cam giac am cling nhu la mét
thanh phan co tac dung gay té.

Capsaicin dung tai cho lam giai
phdéng cac neuropeptid nhu chat P tur
day than kinh cam giac trén da. biéu
nay ban dau s€ gay cam giac ndng rat
trén da va mdt dan sau vai lan s
dung. Capsaicin cd thé Igi ich trong
giam dau do than kinh, bao gom dau
lung di cdm va nglra vung cd canh tay
(co Brachioradialis), mdc du ciing la
moét hudng nghién cru trong cac bénh
ngUra da khac.

Cac thubc corticosteroid dung tai
chd dugc chi dinh dé glam nglfa do
cac bénh viém da nhu viém da di ing
va bénh vay nén. Thong qua giam tinh
trang viém cuc bd, cac corticosteroid
tai cho lam giam mic d6 nglra. Do
nguy cd vé tac dung khong mong
mudn nhu teo da, gian mach, kha
nang Uc ché truc ha doi - tuyén yén,
khdng nén si dung steroid tai cho
trong thdi gian dai. Mot s6 hudng dan
khuyén cdo vé thdi gian st dung trong
vong tur 1 dén 3 tuan.

Nhitng chat diéu bién miéen dich
khac da dugc nghién citu la nhirng
thudc Uc ché calcineurin dung tai cho,
bao gom tacrolimus va pimecrolimus.
Mac du cac thubc nay chu yéu dugc
chirng minh la cé hiéu qua trong diéu
tri nglra do viém da cd dia, ching
cling dugc st dung cho viém da tay
kich 'ng man tinh, bénh ghep chong
chd, bénh lichen xa hda, nglra co quan
smh duc va san cuc. Tacrollmus dugc
bao ché dudi dang thuéc ma 0,03% va
0,1%, pimecrolimus dugc béo ché
dudi dang kem 1% - ca hai déu
terdng dugc s dung hai lan mot
ngay. Tuong tu  capsaicin, nhﬁ’ng
thudc nay gay cam glac nong rat sau
khi st dung, diéu nay dugc cho la do
chat P dugc giai phdng gay ra.

Thu6c gay té tai cho, bao gom
pramoxin 1%, lidocain 5% va dang
phdi hgp cua lidocain 2,5%-prilocain
2,5% da dugc chirng minh la cd hiéu
qua trong diéu tri nglra, bao gom dir
liéu tr mot thir nghiém ngau nhién &
nhifng bénh nhan trudng thanh chay
than nhan tao. Ngoai viéc lam giam
nglfa lién quan dén bénh than man

(CKD), nhitng thudc nay cling cé thé
cé hiéu qua trong diéu tri nglta sau
bong, ngra do bénh ly than kinh, nglra
trong hoi chtﬁ’ng can ung thu.
Polidocanol la moét chat dién hoat
anion c6 dac tinh gay té tai chd va cd
thé dugc s dung dé diéu tri ngLra
trong viém da cd dia, viém da tiép xdc
va bénh vay nén.

Cac thu6c khang histamin tai chd
thu’dng dugc ké don dé diéu tri nglra
mdc du nhiéu béng cerng con chua
théng nhét. Doxepin, mot TCA dGi
khang manh véi thu thé histamin 1 va
2 (H1 va H2), 1a thudc dung tai chd
duy nhat cé dir liéu chirng minh tac
dung trong diéu tri viém da co dia
dudi dang kem boi da.

Liéu phap toan than
Thudc khang histamin

Histamin gdn v&i mot trong sO bon
loai thu thé, tuy nhién, chi cd céc thu
thé H1 va H2 dugc bleu hién trong da.
Nglta dugc dan truyén trong da bdi
day than kinh hudng tém loai ¢ va
histamin kich thich nhCrng sdi loai ¢
nay dan dén cam glac ngUa tai than
kinh trung ugng. Co hai thé hé thubc
khang histamin dugc st dung dé diéu
tri nglra. ThuGc khang histamin thé hé
1 lién két vdi cac thu thé histamin,
muscarinic, alpha adrenergic va
serotonin. Tuy nhién, thuéc khang
histamin thé hé 2 c6 Igi thé hon thudc
khang histamin th& hé 1 do su khac
biét vé ty 1& phan ly thu thé histamin,
thdi gian tac dung va kha ndng xam
nhap vao hé than kinh trung uong. Su
khac biét nay lam kéo dai thai gian tac
dung, gidp glam sO lan dung thudc va
giam dang ké cac tac dung khong
mong mudn nhu budn ngu. Nén dung
thu6c khang histamin thé hé 1 nhu
diphenhydramin hoac hydroxyzin vao
ban dém do ching cé tac dung gay
budn ngu. Thudc khang histamin dugc
st dung phd bién nhat dé diéu tri
ngla do dap Ung dugc cac tiéu chi
chung Vvé tinh an toan, tinh san cé va
chi phi. Ngoai ra, cac thir nghiém Ién
mu d6i c6 ddi ching véi placebo da
khang dinh rang cac thudc khang
histamin c6 hiéu qua cao trong diéu tri
nglfa lién quan dén may day man tinh
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va viém da cd dia.

Thudc chéng tram cam

Thudc chong tram cam du‘dng uong
cd thé diéu tri nglra do tac dong lén
cac thu thé serotonin va histamin.
Cach sur dung thu6c chong tram cam
du’dng ubng dugc khuyen cao bdi
Herng dan Chau Au vé NgLra man tinh
khi tinh trang nglra man tinh khong
dap (ing VvGi cac perdng phap diéu tri
khac. Mot tong quan hé thong gh|
nhan 35 nghién clu danh gia viéc su
dung fluoxetin, fluvoxamin, paroxetin,
sertralin,  amitriptylin,  nortriptylin,
doxepin va mirtazapin trong diéu tri
nglfa man tinh. Trong nhitng bénh
nhan dugc diéu tri bang SSRI, bao
gom fluoxetin, fluvoxamin, paroxetin
va sertralin, 15% dén 70,8% bénh
nhan gap moét hodc nhiéu tac dung
khong mong mudn. Cac tac dung
khong mong mudn phd bién nhit bao
gbm budn ngu, chdng mat, mét moi va
dau dau. Ngoai ra, cac triéu ching
trén tiéu hda va tim mach ciling da
dudc bado cdo. Trong s6 nhirng bénh
nhan s dung nhém TCA bao gom
amitriptylin, nortriptylin va doxepin,
16,2% dén 56% gap phai tac dung
bubn ngd, chéng mat, budon ngu va
kém tap trung. Nhitng bénh nhan st
dung mirtazapin gdp phai cac triéu
chirng trén than kinh va tiéu hoa, cling
nhu bubn ngu va Ig mo. Cac tac gia
két luan rang bang chirng manh nhat
cho viéc st dung thudc chong tram
cam trong ngra man tinh la nglra do
CKD, & mat va ung thu khi cac liéu
phap thong thudng khong cd hiéu
qua.

Thudc chu van va déi khang voi

opioid

Céc opioid la chat chd van thu thé p
-op|0|d dugc biét dén 1a cd thé gay ra
tac dung khong mong muon la ngla,
con dugc goi la ngra do opioid (OIP).
Do dd, OIP c6 thé dugc diéu tri hiéu
qua bang thudc d6i khang p-opioid
nhu naloxon hoac naltrexon. Naltrexon
cling da dugc ching minh cai thién
tinh trang ngUa trong ' mat, nhiém
doc mau, bong va viém da co dia.
Ngudc lai véi chat chl van thu thé H-
opioid, chat chi van k-opioid cé tac
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dung gidam nglra. Butorphanol, mot
chat cha van k-opioid, da dugc danh
gia qua viéc s dung trén hang loat
bénh nhan ngra man tinh kho diéu tri
do viém da hodc bénh toan than, dugc
sur dung theo du’dng xit mdi. Nalfurafin
la mét chat chu van k-opioid khac c
dir liéu 1am sang de chirng minh diéu
tri ngra lién quan dén CKD; tuy nhién,
thudc nay hién chua dugc luu hanh tai
Hoa Ky.

Thuoc an than

Gabapentin c6 cau trdc tuong tu
chat c ché dan truyén than kinh y-
aminobutyric acid (GABA), thudng
dugc s dung trong diéu tri nglra do
bénh than kinh, bao gobm nglra vung
Cd canh tay va dau lung di cam. ThuGc
dugc cho la lam giam su' nhay cam
dan truyén tin hiéu than kinh, mac du
cd ché chua rd rang. Gabapentin cling
cho thay hiéu qua trong ngla trong
bénh ly suy than man thong qua mot
thir nghiém ngau nhién. Pregabalin,
mot chat tuong tu GABA khac, cling
da dudc danh gia trong diéu tri ngL'ra,
dac biét la ngu‘a man tinh va ngu‘a do
nhiém déc mau, va da cho thay o tac
dung gidm nglra. Pregabalin co thé la
mot Iuva chon thay thé cho bénh nhan
khong dung nap gabapentin.

Thudc iuc ché mién dich

Bang chirng lam sang Vé viéc sur
dung corticosteroid toan than dé diéu
tri ngu‘a con han ché. Tuy vay, chung
dugc st dung dé diéu tri ngLra do viém
da hodc bénh toan than, vi du nhu
viém da cg dia va cd thé du’dc st dung
dé diéu tri nglra lién quan dén u
lympho. Néi chung, khong nén s
dung corticosteroid toan than qua 2
tuan vi nguy cd xay ra cac tac dung
khong mong mudn nhu (fc ché tuyén
thugng than va hién tugng bat lai
(rebound). Thong thudng, prednison
(hodc corticosteroid v&i murc liéu tuang
duong) dugc si dung Vvdi liéu tir 30
mg dén 40 mg moi ngay, rat hiém khi
phai sur dung liéu cao
methylprednisolon duGng tinh mach
sau do giam dan. Cudi cung, cac
hudng dan khuyén cdo corticosteroid
toan than dudgc danh riéng cho mot s6
trudng hgp ngra mirc do nang, kho
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kiém soat, chdng han nhu nglra lién
quan dén u lympho.

Thuéc Uc ché mien dich dudng
uéng, bao gom ciclosporin,
methotrexat, azathioprin va tacrolimus
da dudc sur dung trong diéu tri nglra.
Ciclosporin, moOt chat (c
calcineurin, dugc coi la mot trong
nhitng Iva chon diéu tri chinh cho
viém da cc dia mic d6 tur vira dén
nang ma khong dap. u’ng vGi cac liéu
phap diéu tri tai cho va thudc khang
histamin derng uobng. Hiéu qua cua
thudc trong trucng hap néy da dugc
cerng minh qua mot s6 nghlen clru
ti€n clru. Hon nifa, thuSc con co thé
dugc sir dung dé diéu tri ngra lién
quan dén may day man tinh kho tri va
bénh ly thugng bi bong nudc loan
dern (DEB). Viéc st dung C|clospor|n
cé the bi han ché do thudc nay gay ra
moét s6 tac dung khong mong mudn
nhu doc tinh trén than, run cg, di cam,
budn nbn, tiéu chay va réi loan dién
giai. Methotrexat la mét chat c ché
chuyén héa folat, c hiéu qua trong
diéu tri ngLra lién quan dén bénh vay
nén va viém da cd dia nang, khé kiém
soat. Mot thtr nghiém 18m sang ngau
nhién c6 doi ching da cho thay
methotrexat va azathioprin cho hiéu
qua tuong tu trong diéu tri eczema
nang vdi 42% bénh nhan cé tinh trang
bénh dugc cai thién. Cac tac dung
khong mong muon thu’dng gap bao
gom rdi loan chi’c nang gan, cac van
dé trén tiéu hda, bat thu’dng Ve huyet
hoc, nhiém ddc ph0| mét modi va dau
dau Azathloprln la mot chat Uc ché
tong hop purln dugc chi dinh off-label
dé diéu tri viém da co dia néng. Viéc
s dung thudc nay du’cjg chiring minh
bgi cac_thtr nghi€ém ngau nhién tién
cttu. Can can nhdc khi s dung
azathioprin vi thudc nay bi chuyén hda
bai thiopurin methyltransferase
(TPMT) nghia la ¢ cac mdc do hoat
dong khac nhau theo cic kiéu gen
khac nhau. Do do, nén danh gia hoat
tinh TMPT hodc kiéu gen dé giam
thi€u nguy co suy tay lién quan dén
azathioprin. Cac tac dung khong mong
mudn khac cla azathioprin bao gom
roi loan tiéu hda va rdéi loan chirc nang
gan.

ché

Két luan

NgLra la tinh trang thu’dng gap, céd
thé gay kho chiu dang k€ va lam giam
chat Ierng cudc song bénh nhan.
Ngra c6 thé xay ra do tinh trang toan
than, tdm than, than kinh, cling nhu
hau qua cla viéc sur dung thudc.
Phuong phap diéu tri pgtra man tinh
bao gom diéu tri tai chd va toan than.
Cac thudc diéu tri tai chd cd thé bao
gbm capsaicin, corticosteroid, thudc
giam dau va thudc khan histamin.
biéu tri toan than cd thé bao gom
thudc khéng histamin, thudc ch6ng
tram cam, op|0|d thuoc an than va
thudc Urc che mien dich. Dugc si cd thé
doéng vai tro 16n trong viéc xac dinh
nguyén nhan nglfa thong qua xem xét
ky cac loai thuéc bénh nhan dang sur
dung va ho trg quan ly si dung thudc
diéu tri cac trudng hgp cap va man
tinh.
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DOC TINH TREN THAN LIEN QUAN DEN SU DUNG
VANCOMYCIN PHOI HQP PIPERACILLIN/TAZOBACTAM:
CAP NHAT BANG CHUNG MOT TU' Y VAN

Ca lam sang: bénh nhan gap doc
tinh trén than lién quan dén phdi hgp
vancomycin va piperacillin/tazobactam.

Trong ndm 2022, Trung tam DI &
ADR Quc")'c gia da ghi nhén dugc mot s6
bdo cdo doc tinh trén than lién quan
dén vancomycin. Sau day la mot
tru’dng hap dién h|nh bénh nhan nam,
60 tudi, 82 kg, méc nhiém khuan viém
mo té bao do tu cau vang dugc chi
dinh vancomycin vdi liéu 1250 mg moi
12 gid (2,5 g/ngay), tr ngay 17/10 dén
ngay 20/10. Ciling trong khoang thgi
gian dd, bénh nhan dugc chi dinh phoi
hgp dong thdi piperacillin/tazobactam
vdi lieu 4,5 g x 4 lan/ngay. Chirc nang
than cta bénh nhan udc tinh thong
qua muc loc cau than (eGFR) la 91 ml/
phat (ngay 17/10), sau dé da giam con
35 ml/phat vao ngay 20/10. Gia tri AUC
udc tinh tr néng do vancomycin dinh
lugng dugc theo phucng phap Bayes la
770 mg. h/L (Vert nguBng muc tiéu 400
- 600), c6 thé gia tdng nguy co gay tén
thuong than cap lién quan dén thudc.
Theo thang phan loai RIFLE (Risk, Inju-
ry, Failure, Loss and End stage kldney
diseas), benh nhan trén & mic dd ton
thuong than (m(c loc cau than eGFR
giam > 50% so Vv&i ban dau). Bénh
nhan da dugc xur tri nglrng s dung
vancomycin va piperacillin/tazobactam,
theo doi chirc ndang than va bu dich.
Sau khi ngirng s dung thudc, chuc
nang than hoéi phuc cham, mirc loc cau
than 3 ngay sau dé (23/10) la 50 ml/
phut.

Cac nghién clru vé doc tinh trén than
lién quan dén phdi hgp vancomycin va
piperacillin/ tazobactam

Vancomycin la lua chon uu tién diéu
tri nhiém khuan do tu cau vang khang
methicillin (MRSA). Tuy nhién, thudc co
nguy cc gay ton thuong than cap tinh
(AKI) do gay viém than ké va hoai tur
ong than cap tinh [19]. Ty I€ xuat hién
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doc tinh trén than lién quan dén
vancomycin dao dong tUr 5% dén 43%
tuy ting nghlen ctru [20]. Ty I& nay
khac nhau gitta cac nghién cu cd thé
do su’ khac biét vé dinh nghia AKI dugc
ap dung, quan thé bénh nhén nghlen
ctu va ché do liéu vancomycin su
dung. Bénh nhan cd thé cé nhiéu yeu
t6 nguy cd lam tang kha nang xuat
hién doc tinh trén than lién quan dén
vancomycin nhu chdc ndng than nén
kém, bénh mac kém va s dung dong
thGi nhiéu thudc gay doc than khac.
Cac thudc cé kha nang gay doc tinh
trén than thuong gap bao gom khang
sinh aminoglycosid, piperacillin/
tazobactam, amphotericin B, acyclovir,
cac thuéc (c ché mién dich khang
calcineurin (tacrolimus hodc ciclosporin)
va thu6c can quang dudng tinh mach
[9], [14]. Trong dd, viéc phdi hgp
vancomycin va piperacillin/tazobactam
dugc rat nhiéu nghlen clfu quan tam,
danh gid do su gia tang doc tinh tren
than tudng dodi ro rang KE tUr khi dugc
bdo cdo Ian dau tién trong y van vao
ndm 2011, tdn thuong than cap lién
quan dén phdi hgp vancomycin va
piperacillin/tazobactam da trd thanh
mot van dé _dugc quan tam trong thuc
hanh lam sang, vdi nhiéu bang chu’ng
méi dugc cap nhat. Bang 1 tom tat
cac tdng quan he thong vé nguy cg
nay, trong dé cé 10/14 bai phan tich
gop dua trén cac nghién cllu quan sat,
bao gobm ca trén doi tugng bénh nhan
ngudi I6n va bénh nhan nhi.

Da s6 két qua phan tich meta trén
mot s6 lugng I6n bénh nhan cho thay
s dung phbéi hgp vancomycin +
piperacillin/tazobactam lam tang nguy
cd AKI han so vdi st dung vancomycin
daon doc hodac vancomycin phéi hgp vdi
1 khang sinh B-lactam khac (bao gom
cefepim va carbapenem). Dang chd y
trén bénh nhan ngudi I6n phdi hdp
vancomycin va piperacillin/tazobactam
lam tdng nguy cd AKI vGi ty s6 chénh
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Bang 1. Tom tat cac nghién ciru tong quan phan tich méi lién quan giira
phoi hgp vancomycin + piperacillin/tazobactam va nguy co AKI

Alshehri 12 14511 VAN + TZP so vGi VAN + MER: Vancomycin +
(2022) [1] 2,31 (1,69-3,15) piperacillin/
tazobactam lam
tang nguy cd AKI
so v@i vancomycin

phdi hop
meropenem
Blears 14 30399 VAN + TZP so véi VAN + Vancomycin
(2022) [4] khang sinh khac c6 phé trén vi +piperacillin/
khuan Gram (-): 1,79 (1,46- tazobactam lam
2,19) tang nguy cd AKI
VAN + TZP so vdi VAN + FEP: SO YOI vancomycin
1,70 (1,36-2,12) phoi hgp 1 khang

sinh thay thé co
pho tac dung trén
vi khudn Gram(-)
Bellos 47 56984 VAN + TZP so vGi VAN: Vancomy-

(2020) [3] 2,05 (1,17-3,46) cin+piperacillin/
o tazobactam lam

VAN + TZP so v6i VAN + FEP: ténzg nquy co AKI

1,80 (1,13-2,77) so v@i vancomycin

VAN + TZP so véi VAN + MER:  don ddc va vanco-

1,84 (1,02-3,10) mycin phéi hop

. cefepim/
VAN + TZP so v&i VAN:?
4,18 (1,01-17,29) carbapenem
VAN + TZP so véi VAN + FEP:3
3,71 (1,08-11,24)
Ciarambino 6 9672 VAN + TZP so vGi VAN: Vancomycin +
(2020) [6] 2,77 (1,94-3,96) piperacillin/

tazobactam lam
tang nguy cd AKI
so vdi vancomycin

don doc
Kallogenos 10 3939 VAN + TZP so vdi VAN: Vancomycin
2019 [13] 8,15 (3,49-18,99) +piperaci|lir]/
VAN + TZP s0 v6i VAN + tazobactam lam

B-lactam: 3,48 (2,71-4,46)  tang nguy cd AKI

VAN + TZP so véi VAN + >0 vancomycin

+ B-lactam va
B-lactam:* 3,76 (2,56-5,51) vancomycin dan

doc
Chen 8 10727 VAN + TZP so vdi VAN + Vancomycin
(2018) [5] B-lactam: 1,57 (1,13-2,01) +piperaci|lir]/
VAN + TZP so v6i VAN + tazobactam lam

B-lactam:' 1,49 (1,06-1,92)  tang nguy cd AKI
SO vOi vancomycin
+ B-lactam
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Bang 1. Tom tat cac nghién ciru tong quan phan tich méi lién quan giira
phoi hgp vancomycin + piperacillin/tazobactam va nguy co AKI

Luther 32 24799 VAN + TZP so vé&i VAN + Vancomycin
(2018) * B-lactam: 2,68 (1,83-3,91) +piperacillin/
[16] VAN + TZP 50 véi VAN: tazobactam lam
3,40 (2,57-4,50) fang hguy co AL
VAN + TZP so véi TZP: o ondoe
2,7 (1,97-3,69) piperacillin/
VAN + TZP so véGi VAN + tazobactam don
B-lactam:® 1,43 (0,83-2,47) ddc va vanco phdi
hgp cefepim/
carbapenem
Hammond 14 3549 VAN + TZP so vé&i VAN + Vancomycin +
(2017) B-lactam: 3,11 (1,77-5,47) piperacillin/
[11] VAN + TZP s0 v6i VAN: tazobactam lam
2,5 (0,41-15,44) tang nguy cg AKI
SO VGi vancomycin
+ B-lactam
Mellen 6 963 VAN + TZP so vGi VAN + Vancomycin +
(2017) B-lactam/ hodac VAN + TZP so piperacillin/
[17] vGi VAN: 2,26 (1,41-3,63) tazobactam lam
tang nguy cd AKI
so vdi vancomycin
dan doc va
vancomycin phoi
hgp cefepim/
meropenem
Giuliano 15 3258 VAN + TZP so vdi VAN + Vancomycin +
(2016) B-lactam: 3,65 (2,16-6,17) piperacillin/
[10] VAN + TZP s0 v6i VAN: tazobactam lam
3,98 (2,75-5,77) fang nguy oo Al
VAN + TZP so vGi VAN + -0 Vi'[;’_ o
B-lactam: 3,03 (0,94-9,74)
Cac tir viét tit: AKI: tén thuong than cap; FEP: cefepim; MER: meropenem;
VAN: vancomycin; TZP: piperacillin/tazobactam.

Chu thich: 1: Khi loai trar cac nghién cuu chét luong thap, 2: phan tich vdi phan
nhom bénh nhdn hoi suc tich cuc; 3: phan tich vdi phdn nhom bénh nhan nhi;
* 15 nghién cuu va 17 bai bao cao hdi nghi; Alt: khang sinh thay thé khac;
NC: nghién cuu,; BN: bénh nhan

8 | Ban tin Canh giac dugc | S6 4 -2022




http://canhgiacduoc.org.vn

(OR) tir 2 dén 3,5 lan so vGi s dung
vancomycin dan doc, trong khi dé &
bénh nhan nhi con s6 nay Ién dén 4,18
-8,15 lan [3], [13].

Clng v3i cac téng quan hé thdng va
phan tich meta, cac phan tich héi clu
dir litu vGi s6 lugng I6n bénh nhan
cling tai khang dinh nguy co AKI khi
ph6i hgp vancomycin va piperacillin/
tazobactam. MGt nghién cliiu ho6i ciu
mdéi day cua Komerdelj va cong su
(2022) trén 3000 bénh nhan ngudi I6n
cd thdi gian s dung ph6i hgp hai
thudc trong it nhat 48 gid dugc tién
hanh trong 2 nam da cho thay ty 1€
mac AKI cao hon dang k&€ & nhédm sir
dung vancomycin phdi hdp piperacillin/
tazobactam so vdi nhdm s dung phdi
hgp vai cefepim hodac meropenem (p <
0,001) [15]. Nghién clru cua Downers
va cong su (2017) phan tich héi ciu
trén 1915 bénh nhan nhi dugc chi dinh
sur dung vancomycin va _P-lactam tai
don vi hoi surc tich cuc cung ghi nhan
trong 157 tré xudt hién ton terdng
than cdp lién quan dén khang sinh cé
t&i 117 tré dudc chi dinh phdi hgp van-
comycin va plperaculln/tazobactam
Sau khi hiéu chinh cac yeu t8 vé tudi,
mUc d0 ndng va viéc s dung dong
thdi cac tac nhan gay doc than khac, ty
s6 chénh OR gifra st dung phdéi hgp
vancomycin va piperacillin/tazobactam
so vdi phoi hgp vancomycin va cac B-
lactam chéng truc khudn ma xanh khac
la 3,4 (95%CI: 2,26-5,14) [8]. Nghién
cltu clia Joyce va céng sy’ (2019) trén
5686 tre diéu tri tai don vi hoi suc tich
cuc cho thdy ty 1é mac AKI & giai doan
2 hodc 3 (theo tiéu chuén KDIGO) o]
nhém st dung phdi hgp vancomycin va
piperacillin/tazobactam cao han dang
ké so vGi nhdm phoi hdp vancomycin
va cefepim (16,7% so véi 10,6%, p =
0,02) nhung ty s6 chénh OR doi vdi
nguy cd AKI khong ghi nhan cé y nghia
thong ké (OR=1,39; 95%CI 0,85-2,24)
[12]. Nhu vay, mdc du chua ¢b nhiéu
cac thir nghiém 1am sang ngau nhién
cd doi cerng dugc tién hanh dé& lam
sang to van dé trén, nhung cac dir liéu
hién co tUr cac nghlen cltu téng quan
va nghién clu hoi cltu md@i nhat déu
cho thdy phGi hgp vancomycin va
piperacillin/tazobactam c6 nguy cd lam

tang doc tinh trén than so véi khi phdi
hgp vancomycin va cac khang sinh
B-lactam khac.

Ca ché xuat hién doc tinh trén than
khi ph6éi hdp vancomycin va
piperacillin/ tazobactam

Ca ché xuat hién doc tinh trén than
khi ph6éi hdp vancomycin va
piperacillin/ tazobactam dén nay chua
dugc chirng minh day du. MGt trong
nhitng gia thuyét dugc dua ra la
piperacillin/tazobactam lam han ché
van chuyen creatinin vao long ong than
do (c ché cc chat trung gian van
chuyen cta no [2] Nghién clru dugc
cong bd gan day cua Miano va cong su
(2022) da danh gia cu thé nguy cc AKI
do phdi hgp vancomycin va piperacillin/
tazobactam c6 lién quan dén hién
tugng “gid” doc than [7]. Nong do
creatinin huyé't thanh tang trong khi
cac chi s6 can lam sang khac (cystatin
C va nitg uré mau — BUN) khong thay
doi. Két qua nghlen cttu cling cho thay
khong gia tang ton thu‘dng than cap
tinh thuc sy trén 1am sang (bao goém
s dung liéu phap thay thé than hoac
tor vong) khi phdi hgp hai khang sinh
nay néu su dung cystatin C nhu mot
chi s6 (marker) dé danh gid chirc nang
than thay thé cho do thanh thai
creatinin [7] Do dé, viéc danh gia AKI
chi dua trén néng do creatinin huyét
thanh don thudn co thé chua hoan
toan chit ché. Bén canh dé ton thuang
than cd thé la hu qua cla tinh trang
viém than k& dusi ngudng phat hién
trén lam sang lién quan dén
piperacillin/tazobactam ¢4 thé bi
khuéch dai bdi stress oxy hoda do
vancomycin [2], [21]. Piperacillin/
tazobactam lam giam d6 thanh thai
cua vancomycin dan dén tich Iy thubc
tai than Iam tang kha nang doc tinh.
Hinh 1 mo ta qué trinh sinh Iy bénh
cla ton thucong than cdp tinh sau khi
st dung phdi hdp vancomycin va
piperacillin/tazobactam.
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Khéng AKI AKI

Céc yéu td
nguy co

tim Ung ‘

Bénh Suy
than
man thu

E‘!:annh NK Thubc diing

dbng thai gly 9
huyét b thin H
Tudi
cao
ste +
Dai thao

dudng J\

WVancomycin +

2
4 . --
%’ : :
J\ Elien quan dén stress axy
hoa)

- Téng nbng 4% creatinin
huyét thanh (do gidm bai
tiét creatinin vao long
thén)

Khéng xudt hién AKI
nghiém trong/ khang
o - Khéng thay ddi Cystatin str durlg liéu phap
& c. Buﬁﬂ.rreya ® thay thé thin/khéng
& thay d8i ty Ié tir vong
+

. &
D4u higu CLS / Bidu hién 1am sang
Tang ndng a5 creatinin

huyét thanh
Tang BUN/Urea

Tang kha nang AKI
nghiém trong/ tang
sir dung liéu phap

T
B CYRIE thay thé thin/cé thé &

Tang AKI

Piperacillin/Tazobactam

Hinh 1. Qua trinh sinh ly bénh cua ton thucong than cap tinh AKI sau khi
str dung phdi hop vancomycin va piperacillin/tazobactam [7]

Huéng dan phong ngira doc
tinh trén than khi sir dung
vancomycin

Hién nay chua cé cac khuyén cdo
chinh thic tir cdc huéng dan chén
doan va diéu tri, tuy nhién nén tranh
t6i da viéc phdi hgp vancomycin va
piperacillin/ tazobactam. Trén cac
bénh nhan cé chi dinh khang sinh
chong tu cau vang dang dudc diéu tri
bang plperacnlln/tazobactam cd thé
can nhac khang sinhthay thé cho
vancomycin cling c6 phd tac dung trén
tu cau nhu linezolid hodc daptomycm
tuy theo tirng loai nhiém khuan va két
qua khang sinh db. Linezolid 1a khang
sinh c6 hiéu qua trén cac chung vi
khudn Gram (+) bao gém ca
Enterococci khang vancomycin va
khong gay doc than, tuy nhién can luu
y than trong nguy cd tudng tac thudc
tiém tang va doc tinh trén huyét hoc
khi str dung thu6c kéo dai. Daptomycin
cling khong gay doc than, tuy nhién
khong dudc chi dinh trong viém ph0|
do bi bat hoat bai chat dién hoat cla
phbi. Trén cac bénh nhan bat budc
phai chi dinh vancomycin, can lua
chon khang sinh B-lactam khac cé tac
dung chdng truc khudn mu xanh nhu
cefepim hodc carbapenem thay cho
piperacillin/tazobactam. ~ Carbapenem
la lya chon hdp ly cho bénh nhan co
nhlem khuan nang cé yéu té nguy co
nhiém vi khudn da khang nhu
Enterobacteria sinh  B-lactamase
(ESBL), tuy nhién can can nhac su
dung hop ly dé tranh nguy cd gia tang
dé khang carbapenem cua cac chung
Acinetobacter baumanii va
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Enterobacteriaceae [21].

Giam sat néng dé thudc trong mau
(TDM) c6 thé dem lai Igi ich cho nhitng
truGng hgp cé nguy cd cao xay ra doc
tinh than nhu bénh nhan bat bubc sur
dung dong thadi vancomycin va
plperacnlln/tazobactam AUC/MIC la
thong s6 dugc khuyen céo dé danh g|a
cd vé hiéu qud va _an toan cla
vancomycin. Huéng dan dong thuan
cap nhat vé TDM vancomycin nam
2020 cua cac hiép hdi chuyén mon
Hoa Ky khuyén cdao TDM vancomycin
v@i gia tri AUC muc tiéu trong khoang
tlr 400 — 600 mg.h/L (vGi gia dinh MIC
= 1 mg/L) nham dam bao hiéu qua
cling nhu han ché nguy cd doc tinh
trén than. Hudng dan cling khuyén
cdo phuong phap udc tinh AUC theo
ti€p can Bayes Ié~ cach t6i uu gidp han
ché 1dy nhiéu mau mau va khong can
doi dén trang thai can bdng, tur do
phat hién sém nguy cd ddc than dé
hiéu chinh ligu vancomycin phu hgp
cho bénh nhan [18].

Tong két
T6m lai, d& giam thiéu ddc tinh trén
than lién quan dén phoi hgp

vancomycin va piperacillin/tazobactam
trong | thuc hanh |am sang can xem xét
cac yéu to vé pho khang sinh, két qua
khang sinh do va dir liéu vi sinh tai
bénh vién nham Iua chon thubc hgp ly
an toan va giam kha ndng phat sinh
dé khang thudc. Khi st dung phac do
phdi hgp hai thubc trén trong diéu tri,
can giam sat chat ché chirc ndang than
hang ngay va luu y tranh téi da phoi
hgp thém cac thudc cé kha nang gay
doc tinh trén than khac nhu thuoc

tingty lé trvong
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khang ndm amphotericin B, thudc uc
ché mien dich tacrolimus, thudc Igi tiéu
quai furosemid, thudc can quang
dudng tinh mach,.. Bén canh dd cac
yé€u t6 khac co lién quan ro rét dén ton
thuong than cap do vancomycin cling
can dugc chd y bao gom tong liéu
vancomycin hang ngay cao (> 4g/
ngay), thdi gian diéu tri kéo dai (> 7
ngay), bénh nhan béo phi, bénh nhan
nang, bénh nhan cd chifc ndng than
nén kém [9], [14]. TDM vancomycin
theo AUC la quan trong va can thiét dé
dam bao néng do thudc trong pham vi
diéu tri, nhdm phat hién kip thGi va
ngan ngura nguy cd xuat hién doc tinh
trén than [18]. Viéc danh gia doc tinh
than dua trén loai chi s6 danh gia chic
nang than nao (marker) cling la mot
yéu t0 can Iluu y trong qua trinh sur
dung thud6c cia bénh nhan va can thiét
phai ¢ thém cac nghién cdu danh gia
cu thé cling nhu lién tuc cap nhat mdéi
cac bang ching tr y van. Theo doi
dong thai creatinin va cystatin C nén
dugc xem xét dé cé thém can cir danh
gia trong thuc hanh lam sang.
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PIEM TIN CANH GIAC DUOTC

Nguyén Lé Phucng Nga, Nguyén Thi Thu Hang, Kim Thj Khanh Huyén,
Lé Dinh Van, Nguyén Thi Cuc, Nguyén Thi Tuyén

CAC CHE PHAM BO SUNG CHUA
VITAMIN B6 CO THE GAY BENH
THAN KINH NGOAI BIEN:; THONG
TIN TU CO' QUAN QUAN LY THUOC
AUSTRALIA (TGA)

Vitamin B6 (pyridoxin) c6 trong
nhiéu ché& pham bd sung vitamin tong
hgp va khoadng chat, cac ché phdm cd
chira vitamin B6 c6 thé dé dang ti€p
can va sur dung ma khong can ké don.
Nhan thirc vé vitamin B6 cd thé gay ra
bénh than kinh ngoai bién clia nhiéu
ngudi dén nay con han ché, bénh co
cac triéu chL’rng dac trung nhu ngL’ra,
bong rat hodc cam giac té thudng gap
¢ ban tay, ban chan. Sur dung vitamin
B6 ngay & liéu thap cung co thé géy ra
bénh than kinh ngoai bién nhu’ng
nhitng ngudi cd khd ndng cao mac
bénh thudng do ho st dung dong thoi
nhiéu ch& pham bd sung cd chla
vitamin B6.

TGA da nhan dugc hon 30 bao cao
vé bénh than kinh ngoai bién ngh| ngd
lién quan dén cac ché pham cO chira
vitamin B6. Day la mét tac dung khong
mong muodn da dugc biét dén cua
vitamin B6 nhung nhirng bao cdo nhan
dugc cho thay mot s6 ngu’oi chua nhan
thic dugc diéu nay va khong nhan
thay rang vitamin B6 cd trong nhiéu
ché& pham bé sung.

Khuyén cao nguGi bénh néu dang
st dung mot hodc nhiéu ché pham bé
sung/thuc pham bao vé sirc khée nén:

Kifm tra thanh phan cd chira
vitamin B6 khong. Nén tim tat ca cac
tén goi khac cua vitamin B6 trén nhan.

Kiém tra_tong lieu vitamin B6 dang
st dung moi ngay. Mac du liéu Ierng
t6i da cho phep hang ngay ¢ moi san
pham da giam xubng 100 mg doéi vai
ngu‘dl I6n (va thdp hon ddi vdi tré em
tuy theo do tu0|), kha nang mac bénh
than kinh ngoai bién van co thé xay ra
ngay & liéu rat thap (dudi 50 mg).
Nguyén nhan mot s6 ngudi bénh co
kha ndng cao gap tac dung khong
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mong muon nay hon nhu’ng nguai
khac dén nay van chua ro rang.

Can chd y vé@i nhitng triéu ching
cla bénh than kinh ngoai bién nhu
ngUra, bong rat hodc cam glac té & ban
tay va ban chan, ngu’ng sur dung (cac)
san pham néu gap phai cac triéu
ching trén.

Trao d6i v6i nhan vién y té€ néu cb
bat ky lo 1dng hodc thdc mac vé bénh
than kinh ngoai bién hodc cac san
pham chira vitamin nhém B, bao gém
ca lgi ich cla viéc bd sung vitamin B6
cd I16n hon nguy cd mac bénh than
kinh ngoai bién hay khong.

CAC THUOGC “FLOZIN”- NGUY
CO’ NHIEM TOAN CETON DO PAI
THAO DUONG VA HOAI TU
FOURNIER: CANH BAO_TU CO
QUAN QUAN LY THUOC NEW
ZEALAND (MEDSAFE)

Thudéc dc ché kénh dong van
chuyén natri-glucose 2 & &ng than
(SGLT-2i) (hay 'flozin') la thudc dugc
st dung trong diéu tri bénh dai thao
dudng type 2 va suy tim. Empagliflozin
va dapagliflozin la cac thu6c Uc ché
SGLT2 dugc cap phép luu hanh & New
Zealand.

Bénh nhan dung thudc Uic ché SGLT
-2 ¢6 nguy cd cao gdp bién ching
nhiém toan ceton do dai thao dudng
va hoai tr Fournier. Khuyén cdo cac
bénh nhan khi st dung thubc Uc ché
SGLT2 vé nguy cd xay ra nhitng phan
rng nghlem trong va cd thé de doa
tinh mang néu trén. Luu y theo ddi cac
dau hiéu, triéu ching va hudng dan
ngudi bénh thsi diém can thiét phai
lién hé véi nhan vién y t& dé dugc ho
tro.

Trung tam theo doi phan (tng cd hai
cla thudc cta New Zealand (CARM) da
ghi nhan cac bao cdo lién quan dén
bién chi’ng nhiém toan ceton do dai
thao dudng va hoai tir Fournier (FG) &
nhitng bénh nhan s dung
empagliflozin. Medsafe Iuu y vdi cac
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nhan vién y t€ vé nguy cd gap cac
phan 'ng nghiém trong va tham chi de
doa tinh mang & nhitng bénh nhan sur
dung thudc Urc ché SGLT-2.

Empagliflozin va dapaglifiozin la cac
thudc (c ché SGLT-2 dudgc chi dinh dé
diéu tri dai thado dudng type 2 va suy
tim. Ca hai hoat chat trén déu c6 ché
phdm dang don doc (Jardiance,
Forxiga) hoac dang phoi hgp vdi
metformin (Jardlamet Xigduo XR)
Ngoa| viéc g|up cai thién kiém soat
dudng huyét & bénh nhan dai thao
dudng type 2, thudc (c ch& SGLT-2
con lam cham qué trinh suy giam chtrc
nang than, giam nguy co ti vong do
bénh tim mach cling nhu’ nguy cd nhap
vién & bénh nhan suy tim. Medsafe da
yéu cau cap nhat dir liéu vé an toan
thudc cla empagliflozin va
dapagliflozin.

Hién nay, Igi ich cia thuGc Uc ché
SGLT-2 van Ién hon so véi nguy co gay
hai.

Gia tang nguy co gap bién

chuang nhiém toan ceton do dai

thao duong (DKA) & nhirng bénh
nhan su’ dung thuéc uc ché SGLT-
2

DKA la mot blen cerng cla bénh dal
thdo dudng, co thé xuét hién khi ndng
dd insulin khdng du dé dap Ung nhu
cau trao doi chdt cla cd thé. DKA
thudng gap G nhitng bénh nhan mac
dai thao dudng type 1, tuy nhién
khong loai trr kha nang xay ra ca &
nhitng bénh nhan mac dai thao dudng
type 2.

DKA la mot phan ('ng ¢ hai cla cac
thudc Uc ché SGLT-2 dudc ghi nhan
vGi tan suat hiém gap. Nhitng bénh
nhan gap bién chiing nay lién quan
dén thubc Uc ché SGLT-2 cé thé co
dudng huyét & mirc binh thudng hoac
chi tang nhe (DKA euglycaemia). Khi
cd cac dau hiéu va triéu ching cla
DKA, bénh nhan nén lién hé v6i7 nhan
vién y t€ ngay lap tic bat ké muc
derng huyét cta ho la bao nhiéu. Cac
trleu chiing cé thé bao gdm budn non,
non, khat nhiéu, dau bung va kho thé.

Néu nghi ngG gap DKA, can ngung
s dung thudc Uc ché SGLT-2 va tuan
tha phac do diéu tri DKA. Trudng hop

bénh nhan gdp DKA trong khi dung
thuéc c ché SGLT-2, khong tai sur
dung thudc trlr khi xac dinh rd rang va
gidi quyét dugc yéu t6 cd kha nang
gay phan 'ng cd hai khac.

Nging diéu tri bang thudc dc
ché SGLT-2 néu bénh nhan co cac
yéu té nguy co nhiém toan ceton
do dai thao duong

Cac yéu t6 lam tang nguy cd DKA &
bénh nhan dung thu6c Uc ché SGLT-2
bao gobm ché d6 an vdi ham lugng
carbohydrat thap, mat nudc, bénh cap
tinh, phau thuat, thiéu hut insulin,
giam lugng calo hodc tdng nhu cau
insulin.

Néu bénh nhan s dung thudc (c
ché SGLT-2 va c6 cac yéu té nguy cd
mac DKA, can theo doi chat ché va can
nhac tam thsi nging si dung thudc
nay. Can nhac theo doi nobng do ceton
huyét, ngay ca khi da ngirng sur dung
va tuan thu theo huéng dan diéu tri.

VGi nhitng bénh nhan c6 thuc hién
cac phau thuat I6n/dai can ngling diéu
tri cac thudc (c ché SGLT-2. -Trong thoi
gian ddé, bénh nhan cé thé can tang
liéu cac thubc ha dudng huyét khac,
két hgp véi theo doi nong doé ceton
huyét va chi bat dau diéu tri lai bang
thu6c U'c ché SGLT-2 khi cac gia tri
nong do ceton trd vé ngudng binh
thu’dng va tinh trang ctia bénh nhan da
on dinh.

Nguy co hoai tir Fournier do
thuoc uc ché SGLT-2

Hoai t&r Fournier (FG) la tinh trang
nhiém khuén tién trién nhanh chéng &
cac mO mém sau, anh hudng dén cac
mo vung day chau, quanh hau mon
hoac bd phan sinh duc. FG con dugc
goi la "viém mo hoai tir vung day chau
va cd quan sinh duc".

Thu6c Gc ché SGLT-2 lam ha
glucose mau bang cach (c ché tai hap
thu glucose & 6ng than. Tang glucose
niéu sau dé cé thé tao diéu kién thuan
Igi cho sy phat trién cla vi sinh Vét,
lam t&ng nguy cd nhiém khudn tiét
niéu.

Tru’o’ng hop vé sinh vlung sinh duc
va hau moén khong dam bdo sach, su
ton tai cla vi khuén tai day cung vdi
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ham Ierng qucose cao trong nudc
tiéu, co the la yeu to thic day ca
nhlem khuan tiét niéu va nhiém khuan
tai cac vi tri nay NEu khong dugc diéu
tri thich hdp, Vi khuan ¢ thé xam nhép
gay nhiém khudn & cac vi tri sdu hon
thong qua V|ec pha v& hang rao nlgm
mac hodc vét ran nat trén da. Nhiém
khuan sau @ cac mdé mém nay sau do
6 thé tién trién thanh FG.

Dai thao duong va thudc uc ché

SGLT-2 la nhifng yéu té6 nguy co
gay hoai tir Fournier

FG thuGng hay gap nam gidi, nhung
cling cd mot sb trudng hgp dugc ghi
nhan @ nir gii. Bénh nhan c6 cac bénh
mac kém anh hu’dng dén mién dich
hodac bénh ly vi tudn hoan c6 nguy cg
gadp FG cao hon. Bénh nhan mdc dai
thao dudng ciling tang nguy cd mac
FG, trong s6 cac trudng hgp FG co tdi
60% bénh nhan mac dai thao dudng.

FG cling da dugc ghi nhan khi sur
dung thubc Uc ché SGLT-2. Bénh nhan
diéu tri bang thudc rc ché SGLT-2 co
biu hién dau hodc nhay cam, ban do,
sung tay & vung sinh duc hoac vlng
day chau, cé st hodc khd chiu can
dugc nhanh chong danh gia cé lién
quan dén FG hay khong. Nging diéu
tri thudc ac ché SGLT-2 ngay lap tic
néu nghi ngd mac FG.

Khuyén cao du phong hoai tir Four-
nier

Khuyén cdao cac bénh nhan nén
terdng xuyen cham séc, vé sinh va
ki€ém tra vung sinh duc de phat hién
cac dau hiéu hoac trleu chu’ng cua FG.
Lién hé vgi nhan vién y t€ ngay khi
xuat h|en cac triéu chiing dé€ dugc
hudng dan va hd tro.

Ngoai ra, can can nhac quan ly cac
yéu td nguy cd gay FG khac, vi du nhu
hdt thuSc va béo phi cling nhu kiém
soat bénh dai thao dudng.

THAN TRONG TRONG CHE PO
AN UONG KHI SU DUNG WARFA-
RIN: THONG TIN MEDSAFE (NEW
ZEALAND)

Warfarin tuong tac véi nhiéu loai
thudc, dugc liéu, thuc phdm chirc ndng
va mot s6 thuc pham. Bénh nhan dugc
khuyén cdo nén tranh st dung warfa-
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rin cung vGi mét s6 thuc pham chirc
ndng va san pham tir thao dugc. Dong
thdi, bénh nhan cung nén trao déi vdi
chuyen ia cham soc sirc khoe néu co
thay ddi dang ké trong ché do &n
uéng.

Can theo ddi chi s6 INR thudng
xuyen hon ddi vdi nhu’ng bénh nhan cé
s’ dung san pham tUr thao dugc, thuc
pham chirc nang hodc mét s6 Ioa| thuc
pham cu thé.

Trung tam theo doi phan (ng bat Igi
cua thudc cua Canada (CARM) gan day
da ghi nhan bao cdo lién quan dén chi
sO INR tdng dot bién ¢ mét bénh nhan
sau khi sif dung warfarin. Bénh nhan
c6 chi s6 INR tang cao c6 nguy cd xuat
huyét nghlem trong. DBac biét, bénh
nhan nay da s dung thudc bd co chira
nghé va cd ché db an nhiéu nghé.

Trudc do, Medsafe da dua ra canh
bdo an toan rang nghe va cac ché
pham chlra curcumin cé thé tuong téc
vGi wanfarin. Hién nay, CARM van
dang ti€p tuc nhan dugc cac bao cdo
vé tuong tac cua warfarin.

Loi khuyén cho bac si va bénh
nhéan

Théng tin san phdm Coumadin va
Marevan dé cap dén tudng tac cua
warfarin véi cac loai thu6c khac, cac
san pham tr dugc liéu, thuc pham
chic nang va thuc pham Bén canh do,
nhan vién y té& co thé st dung cbng cu
kiém tra tuong tac thudc trén website
“New Zealand Formulary”.

Bénh nhan c6 thé khdng biét vé
nhiéu tuang tac cua warfarin, ddc biét
la vGi cac san pham tur thao du’dc thuc
pham chiic nang va thuc pham TG
thong tin san pham cd thé glup bénh
nhan tra cllu cac tugng tac tiém an.
Ngoa| ra, bénh nhan cung ¢ thé tra
cac thong tin vé warfarin va ché do an
udng lién quan trén Health Navigator.

Tranh sir dung mot s6 san pham tur
dugc liéu va thuc phdm chiic néng

Bénh nhan dang sur dung warfarin
khéng dugc st dung cac san pham tir
thao dugc chlra St John’s  Wort
(Hyperlcum perforatum) vi St John's
Word cé thé lam giam tac dung cla
warfarin. Trén ly thuyét, nhiéu loai san
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phdm thdo dugc va thuc phdm chic
nang khac cling gay anh hudng dén
warfarin mac du hau hét cac tuong tac
nay chua dugc chu‘ng minh. Bénh
nhan nén tranh dung cac san pham ké
trén trong thdi gian s dung warfarin
va th6ng bdo cho bac si va/hodc dugc
si néu dang sur dung Nén theo doi chi
s6 INR thu’dng xuyen néu bénh nhéan
dang dung cac san pham tUr thao dudc
hay thuc phdm chdic ndng.

Trénh nhirng thay déi Idn trong
ché dé an

Cac san pham tur thao dugc va thuc
pham chitc ndng hay mét s6 loai thuc
pham ner gan, bong cai xanh cai
brussels va rau xanh co the tudng tac
vGi warfarin. Cac thuc pham nay déu
ch(ra nhiéu vitamin K, c6 lién quan dén
qua trinh d6ng mau. Su’ thay d0| dot
ngot trong ché do an uong co thé anh
erdng dén viéc ki€ém sodt chéng dong
mau. Bénh nhan can tim kiém su tu
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§6 lwong bdo cdo ADR

Trung tdm DI & ADR Qudc gia

TONG KET CONG TAC BAO CAO ADR NAM 2022

Nam 2022, Trung tam DI&ADR
Quoc gia va Trung tam DI&ADR khu
vuc TP. H6 Chi Minh da tiép nhan va
X0 ly 19591 bao cdo (dat 199 bao
céo/l triéu dan). Trong dc'), 14942 bao
cao ADR dugc guri tir cac cd s@ kham,
chifa bénh; 2711 bado cao ADR Xay ra
tren lanh tho Viét Nam tUr cac don vi
san xuat, kinh doanh dugdc pham (17
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Viét Nam.
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Hinh 1: S6 lurgng bao cao ADR hang nam trong giai doan 2003 - 2022

Trong s6 cac bao cao da ti€p nhan,

¢ 19352 (98,75%) bdo cao vé bién co

bat Igi cua thubc, 109 (0,6%) bao cao
vé chat lugng thudc, 15 (0,08%) bao
cao Vé sai sot trong s dung thudc va
132 (0,67%) bao cdo vé cac van dé
khac (bao cdo lién quan dén thiét bi y
té€, sir dung v@i chi dinh chua dugc
phé duyét...). Chi tiét s6 lugng bao cao
da nhan dugc Iliy ti€én theo tirng thang
trong nam 2022 dugc trinh bay trong
hinh 2.
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I, BAO CAO ADR TU CAC CO SO
KHAM, CHUA BENH

1. Tinh hinh bao cao tir cac don
vi

Nam 2022, 847 cd sd& kham bénh,
chita bénh cua 63 tinh, thanh pho
trong ca nudc da gui bao cao ADR
(giam 2,6% so vdi nam 2021). Phan
I6n bdo cdo dugc guri tir cac don vi &
Déng Nam bd va vling doéng bang
song Hong, tlr cac bénh vién tuyén
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Hinh 2: SO lugng bao cao nam 2022 theo tirng thang

Ving kinh té

1.7%

= Pong bang séng Hong
= Trung du va mién ndi phia Bac

= Bic Trung B& va Duyén hai mién Trung

Tuyén diéu tri
Sh Q‘

= Trung wong
= Tinl/Thanh phd
= Huyén/Quan

Loai hinh
da khoa/chuyén
khoa

9
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= Chuyén khoa

=Y t& Nganh
= Bénh vién dai hoc

= Tay Nguyén
= Pong Nam B
= Pong bang séng Ciru Long

= Twnhin

Hinh 3: Phan loai bao cao ADR theo vi tri dia ly, tuyén
va loai hinh don vi gui bao cao

tinh, bénh vién da khoa va bénh vién
thuéc khoGi cac bénh vién coéng lap
(hinh 3). Trong d6, thanh phd H6 Chi
Minh va thanh phd Ha NGi cé ty I€ bao
cao cao nhdt chiém ty 1€ tugng ung
34,1% va 15,2% tong sO6 bao cdo cla
tat ca cac cd s kham, chifa bénh. Cac

tinh/thanh phd c6 s6 bao cdo/1 triéu
dan cao han 200 bao cao/1 triéu dan
bao gom thanh phdé Ba Nang, thanh
ph6 HO Chi Minh, thanh phé Ha N&i,
thanh phé Can Thg, tinh An Giang,
thanh ph6 Hai Phong va tinh Bac Liéu.
Trong do, thanh ph6é Da Nang la dia
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S6 luong bdo cdo ADR/1 triéu ddn

Trung tdm DI & ADR Qudc gia
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Phong

s SGBC/1 triéu ddn - =@=Ty & (%) (n=14942)

* Dan s6 tinh theo s6 liéu sa b clia Téng cuc Théng ké ndm 2021
Hinh 4: 10 tinh/thanh pho gtri bao cao ADR nhiéu nhat

phudng cé cong tac bao cao ADR hiéu
qua nhat véi s6 bao cao/1 triéu dan dat
663,3 bao cao/1 triéu dan (hinh 4 va
hinh 5). Cac don vi c¢6 sO lugng bao
cao ADR cao tép trung tai TP. HO Chi
Minh, trong do bénh vién Binh Dan duy
tri la don vi c6 s6 bao cao ADR nhiéu
nhat trong ca nudc, chiém 2,7% tong
sO bdo cao ADR tUr cac don vi kham,
chira bénh (Bang 1).

Can bd y té gui bao cao chu yéu la
dugc si (50,4%), bac si - y si (25,3%)
va ti€p theo la diéu duBGng va nir ho
sinh (18,8%) (Hinh 6).

2. Cac thudc nghi ngé gay ADR
dudc bao cao nhiéu nhat

Trong 14942 bdo cdo cd 102 bao
cdo Vé chat lugng thubc va 1 bao cao
loai khac (my pham), do d6 thong tin
vé thu6c nghi ngd dugc thong ké trén
14739 bdo cdo, tuong Ung véi 17820
thuéc nghi ngd (ty 1€ 1,2 thudc/1 bao
cao). Cac thudc nghi ngd gay phan (ng
c6 hai xuat hién nhiéu nhat trong cac
bdo cdo ADR thudc 2 nhoém chinh:
khang sinh (ceftriaxon, cefotaxim,
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vancomycin, ciprofloxacin, cefoperazon,
levofloxacin, cefazolin, ampicilin/
sulbactam va amoxicilin/chat c ché
betalactamase) va nhom thudc giam
dau, ha s6t, chong viém (diclofenac).
Ceftriaxon la thu6c nghi ngd dugc bao
cao nhiéu nhat vdi ty 1€ 7,9%.

II. BAO CAO ADR TU CAC PON
VI SAN XUAT, KINH DOANH DUOC
PHAM

Trong nam 2022, 60 cd s kinh
doanh dugc da gui bao cao ADR dan
lé, 67 don vi san xudt va kinh doanh
dugc pham da gui bao cao tong hgp
dinh ky (PSUR, PBRER...) va 71 cd sG
kinh  doanh dugc da gui bdo cdo an
toan (2A, 2B) vé Trung tam DI & ADR
Quoc gia va Trung tdm DI & ADR khu
vuc TP. H6 Chi Minh.

T6ng s& bao cdo ADR xay ra tai Viét
Nam da dudc cac cd sd kinh doanh
dugc ghl nhan la 2711 (giam 8,7% so
vGi nam 2021). Trong do, cong ty
Orient Europharma Pte., Ltd cd sO
lugng bao cao nhiéu nhat (24,4%). Cac
thudc nghi ngd dugc bao cdo nhiéu

% 91 41
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S6 lwgng bao caoltriéu dan cua cac tinh/thanh phé nam 2022

S6 bdo cdo/triéu dan

|653.3

11

Hinh 5: S6 lugng bao cao/1 triéu dan cua cac tinh/thanh pho nam
2022

nhat t cac cd sd kinh doanh dugc
thu6c 4 nhém chinh: thudc adrenergic
dang hit (phGi hgp beclometason
dipropionat/formoterol  fumarat va
beclometason  dipropionat/formoterol
fumarat/glycopyrronium); nhém khang
thé don dong, phuc hop thudc-khang
thé (rituximab, trastuzumab,
pertuzumab, atezolizumab); thubc diéu
chinh lipid (atorvastatin, rosuvastatin)
va thuéc Gc ché mién dich

(methotrexat va tacrolimus). Trong do,
phéi hdp beclometason dipropionat/
formoterol fumarat dudgc bao cao nhiéu
nhat vai ty 18 19,9%.

III. BAO CAQ ADR TU NGHIEN
cUU THU NGHIEM LAM SANG

Nam 2022, Trung tam DI & ADR
Quoc gia da nhan dugc 1955 bdo cdo
bién c6 bat Igi nghiém trong (tang
62,9% so vdi nam 2021) xay ra trong
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Bang 1: Danh sach 10 bénh vién guri bao cao nhiéu nhat

HLLTALELL]

Don vi gui bao cao phé

Bénh vién Binh Dan TP. HO Chi Minh 404 2,7

2 Bénh vién Dai hoc Y Dugc TP. HO Chi Minh 313 2,1
TP. H6 Chi Minh
3 Bénh vién TrU|1%8erng Quan doi Ha NOi 312 2,1
4 Bénh vién Tu Dii TP. HO Chi Minh 310 2,1
5 Bénh vién Thong Nhat TP. HO Chi Minh 292 2,0
6 Bénh vién Nhan Dan Gia Dinh TP. HO6 Chi Minh 279 1,9
7 Bénh vién PhGi Trung ucng Ha Noi 246 1,6
8 Bénh vién Ba khoa Khu vuc TP. H6 Chi Minh 240 1,6
Thu Buc

9 Bénh vién Hung Vuang TP. HO Chi Minh 236 1,6
10 Bénh vién Pham Ngoc Thach TP. HO Chi Minh 233 1,6

1.7% 3.9%

= Durge s1

=Bacsi-Y s
biéu dudng - Nit ho sinh
Khac

= Khong co thong tin

Hinh 6: Ty Ié can bo y té giri bao cao ADR
Bang 2: Cac nhom dudc ly dudc bao cao nhiéu nhat

[ERLE]]

loai ATC Nhom thuoc

Khang sinh beta-lactam khac (bao gom

J01D cephalosporin thé hé tir 1 dén 4, carbapenem) 4533 30,8
MO1A Thudc chdng viém, chéng thap khép 1256 8,5
JO1M Khang sinh nhém quinolon 1173 8,0
J01C Khang sinh ho beta-lactam, nhom penicillin 1144 7,8
JO4A Thudc diéu tri lao 997 6,8
Khang sinh nhdm khac (bao gom khang sinh
JO1X nhom glycopeptid, cac polymyxin, dan chat 5 930 6,3
nitro-imidazol, ...)
VO8A Thu6c can quang chira iod 611 4,1
LO1X Thudc diéu tri ung thu khac 523 3,5
NO2B Thudc giam dau va ha sot khac 428 2,9
NO5A Thu6c chéng loan than 324 2,2
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Bang 3: Danh sach 10 thuoc nghi ngé dudc bao cao nhiéu nhat

Ty lé
a " S6 (%)
Tén thuoc lugng  (n=1473

9)
1 Ceftriaxon 1166 7,9
2 Diclofenac 782 5,3
3 Cefotaxim 763 5,2
4 Vancomycin 596 4,0
5 Ciprofloxacin 567 3,8
6 Cefoperazon 523 3,5
7 Levofloxacin 425 2,9
8 Cefazolin 398 2,7
9 Ampicilin/sulbactam 393 2,7
10 Amoxicilin/chat ¢ ché betalactamase 350 2,4

79 nghién cru thr nghiém lam sang tai
Viét Nam, t0r 65 don vi nhan tha
nghiém lam sang.

1V. CAC TRUONG HOP KHAN
LIEN QUAN PEN AN TOAN THUOC

Trong nam 2022, Trung tam DI &
ADR Quéc gia da xur ly 49 tru’dng hdp
phan h6i khan lién quan téi an toan
thu6c. Trong d6, 33 truGng hodp la bao
cao ADR khan phén hoi cho can b0 y té€
va don vi gui bao cdo ADR va 16
trudng hop c6ng van cung cap thong
tin vé an toan thudc cho cac cd quan
quan ly cua BO Y té. Trong cac trudng
hop bao cdo ADR khan, 23 trudng hop
tir vong, 5 truGng hc_ipﬂcera ho6i phuc
va 4 tru’dng hop chuoi bao cdo ma
phan U'ng co6 hai xay ra vdi cung mot 16
thudc trong mot thdi gian ngan (bao
gom cac ché phdm Tenafathin,
Omnipaque, Remdesivir, Hwazon 1g va
dung méi pha truyén Natr| Clorid 0,9%
100ml). Song song vGi cobng tac phan
hdi khan cho ca nhén, don vi gli bdo
cao ADR, Trung tam DI & ADR Qudc
gia cling cép nhat cac thong tin vé an
toan thudc gui co quan quan ly cia BO
Y t€ bao gom:

- Cap nhat thong tin vé an toan va
hiéu qua cta thudc molnupiravir.

- Cung cap thong tin vé hiéu qua va
an toan cua cac thudc khang virus diéu
tri Covid-19.

- Cung cap thong tin vé viéc ngling
luvu hanh cac dich truyén chira Hydrox-

yethyl-Starch (HES).

- Cung cap théng tin dugc ly lam
sang cua thudc chlra progesteron
10mg/g (gel).

- Cung cap thong tin vé viéc Pfizer
thu hoi thudc chra quimapril do chira
tap chat nitrosamin.

- Khuyén cdo theo doi tuyén giap &
tré sd sinh va tré nho dugc tiém thudc
can quang chura iod.

- Cung cap thong tin vé chudi bdo
cdo ADR lién quan dén ché pham
Hwazon 1g va dung dich Natri clorid
0,9% 100ml.

- Cap nhat chdng chi dinh, canh bao
va than trong cuda etifoxin.

- Canh bao tang nguy cd tir vong &
ngu’dl bénh dudgi 65 tudi lién quan dén
viéc sr dung dexmedetomidin.

- Khuyén cdo mdi vé theo ddi bénh
nhan s dung metformin cé yéu to
nguy cd giam vitamin B12 huyét thanh.

- Cung cap thong tin vé viéc tranh
st dung cac thuéc NSAIDs cho phu nir
¢ thai tir tuan th(r 20 trg di I1én.

- Cung cap thong tin vé khuyén cdo
mdi lién quan dén cac thudc chia
terdipressin.

- Cung cap thong tin vé viéc thay
déi diéu kién ké don va cip phét cac
thudc chira topiramat.

- Canh bdo nguy cc gap phan Ung
cd hai nghiém trong trén than va
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dudng tiéu hda khi sir dung ché pham
phdi hgp chilra codein va ibuprofen.

- Cung cap thong tin vé bao cdo
ADR lién quan dén thudc Tenamyd -
Ceftriaxon 1000, NSX: céng ty C6 phan
Dugc pham Tenamyd (Viét Nam), SO
16: C42011.

- Cung cap thong tin vé bao cdo
ADR lién quan dén thudc Acriptega
(TLD).

V. KET LUAN VA BE XUAT

Trong nam 2022, s6 lugng bao cao
ADR dugc Trung tdm DI & ADR Quoc
gia va Trung tdam DI & ADR khu vuc
TP. HO6 Chi Minh da ti€p nhan tang
13,4% so vGi nam 2021, ty 1€ bao cao
van chua dong déu gitra cac dia
phuong, khu vuc va cac tuyen bénh
vién. Do do6, hoat dong béo cdo ADR
can ti€p tuc dudc thlc ddy hon nira,
dac biét tai don vi, dia phudng chu’a
tham gia bdo céo ADR Bén canh cac
ADR rGi loan toan than va biéu hién
trén da, cac ADR lién quan dén thudc
khang sinh va thuc giam dau, ha s6t,
chdng viém, nhan vién y té€ cling can
chi y theo doi, phat hién va bao cao
cac bién cb bat Igi cia cac nhdom thudc
khac (dac biét cac nhom thudc cd nguy
cd cao gay ADR, thu6c cé pham vi diéu
tri hep), cac ADR trén cac hé cg quan
khac, cac bién c6 bat Igi can giam sat
thong qua cac thdam do chic nang
chuyén sau hay xét nghiém can lam
sang.

Trong qua trinh x&r ly bao cdo ADR,
Trung tam nhan thay cd mét s6 bao
cao ADR gui tuUr cac don vi va thu cam
an, phan hoi tUr Trung tam bi that lac
kh| gu’l qua duGng buu dién. Pé dam
bao viéc trao ddi thong tin dugc day
du, kip thai, Trung tam xin dé nghi cac
don vi tang cudng trién khai bdo cdo
bang cac hinh thic khac (bao cdo truc
tuyén hodc gui thu dién tir) bén canh
hinh thir'c gui qua dudng buu dién vé
Trung tdm. Nam 2023, Trung tam ti€p
tuc duy tri gui thu cam on, phan héi va
cac thong tin khac vé ADR cho cac dan
vi qua dudng thu dién t. Trong
trudng hgp cd nhu cau, dé nghi cac
dan vi gui cong van dé xuat cir 01 can
b6 dau méi phu trach cong tac Canh
giac Dugc dé nhan cac thong tin néu

22 | Ban tin Canh giac dudc | S6 4 -2022

trén (céng van can ghi rd ho tén, chirc
vu, don vi, sO dién thoai va dia chi
email cua cac ca nhan dugc deé xuat).

Bén canh dd, dé thuan tién cho viéc
theo doi, ti€p nhan bao cao bién cb bat
Igi nghiém trong (SAE) tur thir nghiém
lam sang theo Mau 4 (ban hanh kém
theo Phu luc Thong tu 29/2018/TT-BYT
va Thong tu s6 10/2020/TT-BYT) va
bdo cag theo doi an toan cua thudc
theo mau 2A, 2B, 2C tai Thong tu s6
08/2022/TT-BYT, Trung tdm xin thong
bdo nhu sau:

1. Hinh thic ti€p nhan bdo cdo
SAE theo Mau 4 (ban hanh kém theo
Phu luc I — “Thuc hanh t6t thir thudc
trén 1am sang”cua Thong tu 29/2018/
TT-BYT va dudc stra déi, b6 sung tai
Phu luc “Thuc hanh t6t ter thudc trén
lam sang”cta Thong tu s6 10/2020/TT-
BYT):

- Nhan vién y té€ gu’ thong tin va
dinh kem file scan bao cao goc qua hé
thong google form theo dudng dan
sau: https://forms.gle/
e8kdzjBSOXNwcusy5.

- Sau khi gii bdo cdo tai hé
thong trén, Xac nhén s€ dudc gCri tu
dong vao email cua ngerl bao cdo. Xin
luvu y cung cap chinh xac dia chi email
dé tradnh that lac thdng tin. Trong
trudng hgp sur dung email cla doanh
nghiép dé gui bao cdo, quy dong
nghiép vui long tao tai khoan google
bang email doanh nghiép theo hudng
dan tai link  sau: https://
workspace.google.com/essentials/
signup/verify/workspaceoffer.

Tat ca cac bao cao SAE theo Mau 4
(ban hanh kém theo Phu luc I — “Thu’c
hanh t6t thir thuGc trén lam sang”cla
Thong tu 29/2018/TT-BYT va dugc sira
d6i, bd sung tai Phu luc “Thuc hanh t6t
thu’ thudc trén lam sang”cia Thong tu
s6 10/2020/TT-BYT) gui dén Trung
tam DIRADR Qubc gia tU0 ngay
01/01/2023 can dugc gui theo hinh
thirc nhu trén. Cac ndi dung bao cao
khac lién quan dén Thur thudc trén lam
sang (nhu bdo cao cac SAE xay ra tai
cac diém nghlen cttu ngoai 1anh tho
Viét Nam, bao cdo cac AE khac trong
nghlen ctu thir thudce trén lIam sang tai
cac diém nghién c(tu tai Viét Nam, ...)
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van dugc duy tri ti€p nhan qua cac
hinh thirc khac.

2. Hinh thdc ti€p nhan bao cao
theo doi an toan cua thudc theo mau
2A, 2B, 2C tai Thong tu s6 08/2022/TT
-BYT:

- Budc 1: Bon vi bdo cao gui
thong tin va dinh kem file scan bdo cao
goc qua hé théng google form theo cac
dudng dan sau (sau khi guri, hé théng
s€ gui email xac nhan vao email cla
ngudi bao cao):

+ Bao cdo theo mau 2A: https://
forms.gle/rng2YubkeVZqVK687

+ Béo cdo theo mau 2B: https://
forms.gle/7gxMLgv19YZAuHLCA

+ Bao cdo theo mau 2C: https://

forms.gle/fYLz1jLttbCWNDPx7
- Budc 2: Gui ban gbc bao céo vé
Trung tam DI&ADR Qudc gia.

Trong trudng hop s dung
email cla doanh nghiép dé gui bao
cao, quy dong nghiép vui long tao tai
khoan google bang email doanh nghiép
theo hudng dan tai link sau: https://
workspace.google.com/essentials/
signup/verify/workspaceoffer.

Viéc ti€p nhan bdo cao theo 2 budc
nhu trén dugc ap dung vdi tat ca cac
bdo cdo theo mau 2A, 2B, 2C gui dén
Trung tam DI&ADR Qudc gia tU ngay
01/01/2023.

Trung tam DI & ADR Qudc gia xin
tran trong cdm dn su’ hgp tac cua cac
don vi va can bd y t€ da tham gia bao
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Phu luc 5

BAO CAO PHAN NG CO HAI CUA THUOC

Noi bao céo: ...

ADR

THONG TIN VE NGUOI BAO CAO, BENH NHAN VA BON V| BAO CAO

SE DUQC BAO MAT

Mé s6 bao céo clia don vi

Ma s6 bao cao (do Trung tam quéc gia quan Iy):

Xin anh/chi hay béo céo ké ca khi khdng chic chan vé san phdm da gay ra phan (ing va/hodc khdng cb day dt céc thong tin

A.

THONG TIN VE BENH NHAN

1. Hovaten:

3. Gi¢itinh

2. Ngay sinh:...../.
ONam O Nt

Hoag tuoiz:svers: sisesenman =

4. Can nang:
kg

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

5. Ngay xut hién phdn &ng:........ oo

6. Phén tng xuét hién sau bao lau (tinh tlr 1an dung cudi clng cua
thudc nghi ngo):..

7. Mé ta biéu hién ADR

8. Cac xéet ngh|em I|en qﬂan den phan ung

9. Tién stv (dj ting, thai nghén, nghién thuée 14, nghién ruou, bénh
gan, bénh than..)

10. Cach xt tri phan trng

11. Mtc 6 nghiém trong clia phan trng
[ Tt vong
[ Be doatinh mang

[ Nhap vién/Keo dai thoi gian nam vién
[ Tan tét vinh vién/néng né

[ Di tat thai nhi
[ Khéng nghiém trong

12. Két qua sau khi x( tri phan trng

O T& vong do ADR [ Chua h0| phuc O Hc") i phuc cé di ohwng [J Khéng ré
O T vong khong lién quan dén thube OPang hdi phuc [ Hbi phuc khéng c6 di chirng
C. THONG TIN VE THUOC NGHI NGO GAY ADR
86 lan - ’
R ) Ngay diéu tri
S| 13 Thuée (tén gée va s | e . Lu | 08 | oong | (NodyAhang/nam) )
T t g G 5 £ S616 dung ng 5 Ly do dung thudc
T én thwong mai) ham san xuat mét [an ngay/ dung . o
lwong . tudn/ B4t ddu | Kétthuc
thang.
i
ii
iii
iv
STT 14.Sau khi ngtrng/gidam liéu clia thudc bi nghi ngd, phan tng c6 | 15.Téi st dung thude bi nghi ngd ¢é xuat hién lai phan trng

(Teong | duoc cai thién khéng? khong?
ung13.) | C6 | Khéng | Khoéng nglrng/giam liéu | Khéng co théng tin Co Khéng | Khéng tai st dung Khéng c6 théng tin

i O ] [ 0 ] [ ]

i | | Ll [ O] | | ]

iii | [ ] [l [ [ [ [}

iv O L] L] [ [ | L] []
16. Cac thudc dung dong thoi (Ngoai trL‘f céc thuéc dung diéu tn/khéc phuc hau qua cta ADR)

Tén thudc B4t dau Két thuc

ham Iuong

- Tén thuéc

Ngay dieu tri (ngay/thang/ndm)_|
Bat dau Két thuc

i Dang bao ché, |
! ham luong




D. PHAN THAM DINH ADR CUA BON VI

17. Banh gia moi lién quan gitra thuoc va ADR

Chac chan
0O Cékha nang
O cothé

0O Chwa phan loai
[0 Khéng thé phan loai

Khéng chic chan O Khac:...

18. Bon vitham dinh ADR theo thang nao?

O Thang WHO

[0 Thang Naranjo

[0 Thang khac:.

19.

Phan binh luan ctia can bd y té (néu co)

E. THONG TIN VE NGUOl BAO CAO

Bién thoai lién lac:

21

Chir ky

‘ 22. Dang bao cao:

O Langaw O B sung 23. Ngay béo céo:......... / — Y T

Xin hdy béo céo tat ca cac phan trng cé

hai
.

ma anh/chi nghi nge, déc biét khi:
Céc phan (rng lién quan téi thubc méi
Céc phan (ng khéng mong muédn
hoac chuwa dwoc biét dén
Cac phéan (rng nghiém trong
Twong tac thube
Thét bai trong diéu tri
Céc van dé vé chat lwong thube
Cac sai sot trong qua trinh sir dung
thuée.

MAu bao cao nay dwoc ap dung cho céc
phan (ng gay ra béi:

Thubc va cac ché pham sinh hoc

VAc xin

Céc thubc cb truyén hodc thubc co
nguédn géc dwoc liéu

Thue phdm chirc nang.

Ngw&i bao céo cé thé la:

Bac st

Duwoc si

Nha si

Y ta/ diéu dudng/nit ho sinh

Céc nha cung cép dich vu cham séc
strc khoe khac.

Xin chan thanh cam on!

HU'&NG DAN LAM BAO CAO

Cach bao cao:

«  Dién thong tin vao mau bao cao

«  Chican dién nhirng phan anh/chij cé théng tin

e Cothé dinh kém thém mét vai trang (néu mau bao cao khong di khoang tréng dé
dign thong tin hay co nhitng xét nghiém lién quan).

e Xin hay glri bdo cdo vé Trung tam Quéc gia vé Thong tin thudc va Theo dai phan
(rng ¢6 hai clia thubc theo cac dia chi sau:

Thu: Trung tdm Quéc gia vé& Thdng tin thudc va Theo ddi phan trng

o’ c6 hai cla thuéc

Trwdong Bai hoc Duwoc Ha Noi

13-15 L& Thanh Tong, Quan Hoan Kiém, Ha Nai

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

Anh/chj c6 thé Iy mau béo céo nay tai khoa Duoc, phong Ké hoach téng
hop clia bénh vién hoac tai tir trang web http://canhgiacduoc.org.vn. Néu cé bat
ky thdc méc nao, anh/chi cé thé lién hé véi Trung tam Quéc gia vé& Théng tin
thuéc va Theo dbi phan (rng c6 hai clia thudc theo sé dién thoai: (04) 3933 5618
ho&c theo dia chi email di. pvcenter@gmail.com.

Phan danh cho Trung tam DI & ADR Quéc gia

1. GUixac nhan téi don vi bao cao O 3. Phan (rng da c6 trong y van/ SPC/ CSDL O
2. Phan loai phan tng L 3 4. Nhap dit liéu vao hé co s& dir liéu quéc gia O
e [ Thuoc méi [ Thudc cii o - -
« [Nghiém trong [ Khéng nghiém trong : 5. Nhap di liéu vao phan mém Vigiflow O
6. Mcrc d6 nghiém trong ctia phan trng
Oee doa tinh mang/ gay ttr vong O Nhap vién/ kéo dai thoi gian n#m vién O Gay di tat/ tan tat O Lien quan téi lam dung/ phu thude thuée
7. Gl béo céo toi hi déng tham dinh e 8 GuibdocdochoUMC | [ R
9. Két qua tham dinh

O Chéc chan 0 Khéng chic chan O Khac:..

O Cékha nang O Chua phan loai

[0 cothé [0 Khéng thé phéan loai
10. Nguwoi quan ly bao cao 12. Chir ky

Phu luc 5: Théng tu s6 23/2011/TT-BYT: Huéng dén st dung thuéc trong cdc co sé y té c6 giudng bénh




