PIEM TIN CANH GIAC DUQC

Théng tin lién quan dén ADR ciia cac
thudc chira chymotrypsin: Khuyén cio
tir Cuc Quan ly Duogc Viét Nam

DI \’:SIADRt Nguén: canhgiacduoc.org.vn
Ngay 21/6/2018, Cuc Quan 1y Duoc da co
cong van s6 11615/QLD-TT cung cip thong

tin lién quan dén ADR cua cac thubc chira
chymotrypsin (alpha-chymotrypsin).

Theo d6, trong qua trinh tdp hop thong tin
va tong két dir liéu theo thoi gian tir nim
2010 dén hét thang 5/2018, Trung tam DI &
ADR Qudc gia nhan thiy co sy gia ting rat
16n céc bao cdo vé phan tng c6 hai, trong d6
¢6 nhidu bao cdo nghiém trong lién quan
dén cac ché pham khac nhau cta hoat chat
chymotrypsin (alpha-chymotrypsin) tai Viét
Nam. Mot nghién cou dénh gid sy hinh
thanh tin hi¢u phan vé tor dit li¢u bao céo
ADR tu nguyén tai Viét Nam trong giai
doan 2010 - 2014 cho két qua co tin hiéu
phan vé ddi v&i cic ché pham chira
chymotrypsin (alpha-chymotrypsin). Ngoai
ra, theo cap nhat v tin hiéu Canh giac Duoc
tir Trung tAm giam sat thudc toan cau cua TH
chtrc Y té Thé giéi (UMC), tin hiéu vé sbc
phan v¢ cua chymotrypsin (alpha-
chymotrypsin) da dugc chi y. Dugc thu
Qudc gia Viét Nam 2015 ciing dd c6 khuyén
c4o vé kha ning gy di ung ning (bao gdm

soc phan v¢) sau khi tiém bap do tinh khang

nguyén  cua
chymotrypsin).

chymotrypsin (alpha-

Pé dam bao st dung cic thudc chira
chymotrypsin (alpha-chymotrypsin) duong
tiém an toan, hop 1y, Cuc Quan 1y Duoc dé
nghi cadc bénh vién, vién c6 giuwong bénh
truc thudc Bo Y té; S& Y té cac tinh, thanh

phé truc thudc Trung vong

thong bao cho cac co s¢ kham bénh, chira

bénh trén dia ban thyc hién cac yéu cau sau:

- Tuan thu chi dinh, chéng chi dinh, than
trong, lidu dung cta thudc, cha ¥ twong tac
thudc khi ké don thuéc c6 chia
chymotrypsin (alpha-chymotrypsin) duong
tiém;

- Chi sir dung thudc sau khi da kham sang
loc, phan loai bénh nhan, trdnh st dung
thudc tiém co chura
chymotrypsin (alpha-chymotrypsin)
cho nhiing d6i twong bénh nhan c6 nguy co

cao xay ra phan vé&/soc phan vé¢;

- Tang cudng tuan thi quy trinh tiém thudc
co chua (alpha-

chymotrypsin);

chymotrypsin

- Phoi hop cac don vi kinh doanh thubc cé
chita chymotrypsin (alpha-chymotrypsin)
dudng tiém tdng cudng theo doi, phat hién
va xu tri cac truong hop xay ra phan ung co

hai cua thudc nay (néu cd) va gui bdo cdo
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phan tng c6 hai cia thudc vé Trung tim DI
& ADR Quéc gia hoic Trung tdm DI &
ADR Khu vyc Tp. H6 Chi Minh.

Nguy co' thai ghép tang lién quan dén
lenalidomid: Khuyén cao tir Health
Canada

DI (:ﬁ}\ D R Nguén: canhgiacduoc.org.vn
Theo Ban tin Health Product InfoWatch
thang 5/2018 cua Co quan Quan ly Y té

Canada (Health Canada), nguy co thai ghép

tang méi dugc bod sung vao phan Canh bao,
Than trong va Phan tUng c6 haiva
phan Thong tin danh cho ngudi bénh trén
thong tin san pham cioa thudc chira

lenalidomid tai Canada.
Thong tin danh cho cdn b y té:

- Cdc truong hop thai ghép tang da duoc
bdo cdo lién quan dén viéc s dung
lenalinomid, trong d6 c6 mét sé trwong hop

tir vong.

- Phan ting thdi ghép tang cé thé khdi phdt
cdp tinh, xdy ra trong 1-3 dot diéu tri véi
lenalinomid.

- Loi ich cua viéc su dung lenalinomid so
vOi nguy co thai ghép tang nén dwoc danh
gid & bénh nhdn cé tién sir ghép tang trude

khi bat dau diéu tri véi lenalinomid.

- Ddu hiéu ldm sang va cdn ldm sang ciia
phan ung thai ghép tang nén duoc giam sat
chdt ché, bao gom cdc triéu chimg gid ciim
(Sét, on lanh, dau nhirc co thé, buén non,
ho, nhip thé ngdn, mét méi), dau & ving

ghép, nudc tiéu it, ting can dot ngét hodc

cdc triéu chung ddac hiéu khac lién quan dén
timg logi cdy ghép. Nén ngimg sir
dung lenalinomid trong truong hop xay ra
thai ghép tang.

Gioi han st dung Keytruda va
Tecentriq trong dicu tri ung thu biéu
mo dwong niéu: Khuyén cio tir EMA

DI (:S{A DR ) Nguén: canhgiacduoc.org.vn

Dit liéu so bo tir 2 thir nghiém 1am sang gan
day cho thay ty 16 song cta bénh nhan giam
khi st dung Keytruda (pembrolizumab) va
Tecentriq (atezolizumab) 1a lya chon dau tay
trong diéu tri ung thu biéu mé duong niéu
(ung thu bang quang va duong tiét niéu) trén
bénh nhan c6 biéu hién PD-L1 thip. Vi vay,
ngay 01/6/2018, EMA da khuyén cao gi6i
han viéc lya chon diu tay cac thudc nay
trong diéu tri ung thu biéu mé duong niéu.
Theo d6, Keytruda va Tecentriq chi nén la
lidu phap diéu tri dau tay cho bénh nhan ung
thu biéu mé dudng niéu c6 biéu hién PD-L1
cao.

banh gid nay duogc thyc hi¢n boi Uy ban
thudc st dung cho ngudi (CHMP). Y kién
cia CHMP sé tiép tuc duoc giri dén Uy ban
chau Au (EC) dé ban hanh quyét dinh phap

1y cudi cing trén toan Chau Au.
Khuyén cdo danh cho cdn bj y té:

- Dir liéu so bo tw 2 thur nghiém lam sang
Keynote-361 va IMvigor130 cho thdy ty 1é
song cua bénh nhdn giam khi s
dung  Keytruda va Tecentriq so véi diéu
tri bcing hoa tri lieu ¢ bénh nhdn ung thw

biéu mo dwong niéu di can hodc tién trién
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tai ché ma chwa diéu tri trude db va cé khoi
u c6 biéu hién PD-LI thap.

- Dya trén dir liéu tu cac thur nghiém van
dang dwgc tién hanh, chi dinh cia Keytruda

va Tecentriq dwoc sira doi nhu sau:
Keytruda:

+ Chi dinh don tri lidu diéu tri ung thu biéu
mo duong niéu di can hodc tién trién tai chd
& bénh nhdn da diéu tri héa tri liéu chira
platinum trudc do.

+ Chi dinh don tri lidu diéu tri ung thu biéu
mo dwong niéu di can hodc tién trién tai chd
0 bénh nhan khong du diéu kién hoa tri liéu
chita platinum VA cac khéi u cé biéu hién
PD-L1 véi diém CPS >10.

Tecentriq:

+ Chi dinh don tri liéu diéu tri ung thu biéu
mo dwong niéu di can hodc tién trién tai chd
0 bénh nhdn nguoi lon sau khi hoa tri liéu
chira platinum trudc do, hoac o bénh nhan
khong du diéu kién tri liéu véi cisplatin
Va Cac khoi u cé biéu hién PD-L1 >5%.

- Khéng c6 sw thay doi nao vé viéc sir dung
Keytruda hodac Tecentriq o bénh nhan dang
diéu tri héa tri liéu ung thu biéu mé dwong
niéu hodc ¢ bénh nhan diéu tri céc logi ung
thw khdc ma 2 thuéc nay da dwoce cdp phép
chi dinh.

Nhic lai: C4p nhét thong tin dwoc ly
ddi v6i thude chira Domperidon

(Pinh kém theo cong vin sé 9234/OLD-DK
ngay 25/5/2015 cua Cuc Quan ly Duwoc)

1. Chi dinh

[Can thay d6i nhuw sau]

{Tén biét dugc} duoc chi dinh dé diéu tri

tri¢u chirng nén va budn non.
2. Liéu dung va cach dung
[Can swa doi nhw sauf

<Tén biét dugc> chi nén st dung lidu thap
nhit c¢6 hiéu qua trong thoi gian ngan nhat

dé kiém soat non va buon non.

[Dang duwong uong] Nén udong <Tén biét
dugc> trude bira an. Néu udng sau bira an,

thudc co thé bi cham hap thu.

Bénh nhan nén uéng thudc vao thoi gian cb
dinh. Néu bi quén 1 lidu, c¢6 thé bo qua licu
d6 va tiép tuc dung thudc theo lich trinh nhu
cii. Khong nén tiang lidu gip d6i dé bu cho
lidu da quén.

Thoi gian diéu trj t6i da khong nén vuot qua

mot tuan.

Noudi 16n va tré vi thanh nién (tir 12 tudi trd

1én va can nang tu 35kg trd 1€n)

[Vién nén (bao phim, bao dwong, vién sui,
vién nhai), vién phan tan trong miéng, vién

nang]

Vién 10mg, c6 thé dung 1én dén 3 lan/ngay,
lidu t6i da 12 30mg/ngay.

[Vién phdn tan trong miéng|

Vién phan tan trong miéng c6 thé phan ra
nhanh trong miéng véi sy trg gilip cua nudc
bot va c6 thé udng ciung hoic khong cing
nuéce. Khi khong udng cing nude, nén dit

thudc trén ludi dé thude phan ra trong miéng




trude khi nudt. Bé thuan tién, co thé uéng
nudc sau do.

[Hon dich uong/siro]

10ml (hoic 1mg/ml hdn dich udng) 1én dén
3 1an 1 ngay véi lidu ddi da 1a 30ml/ngay.
[Cém siii bot Smg]

Mot hoic 2 goi (mdi goéi chia Smg
domperidon) 1én dén 3 1an 1 ngay véi licu
t6i da 13 6 gbi mdi ngay

[Com siii bot 10mg]

Mot go6i (mdi goi chira 10mg domperidon)
1én dén 3 lan 1 ngay voi lidu ti da 1a 3 gbi
moi ngdy

[Vién dan]

Mot vién dan 30mg dat truc trang 2 1an mdi
ngay

Tré so sinh, tré nhd, tré em (dudi 12 tudi) va

tré vi thanh nién can nang dudi 35kg

Hon dich uong/siro

Liéu dung 14 0,25 mg/kg. C6 thé dung 3 lan
1 ngay véi lidu toi da 1a 0,75 mg/kg mdi
ngay. Vi du, dbi v6i tré c6 can ning 10kg,
liéu ding 13 2,5mg, c6 thé dung 3 lan/ngay

v6i lidu t6i da 1a 7.5 mg/ngay.

Nén udng domperidon trudc bira an/trudc
khi cho &n. Néu udng sau khi an, thuoc cé
thé bi cham hap thu.

Vién nén, vién sui, vién dan

Do can dung licu chinh xac nén cac dang
thuoc vién nén, vién sui, vién dan khong
thich hop cho tré nhd va tré vi thanh nién
can nang dudi 35kg.

Bénh nhan suy gan

<Tén biét dugc> chdéng chi dinh véi bénh
nhan suy gan trung binh va nang (xem phan
chéng chi dinh). Khong can hiéu chinh liéu

do1 vo1 bénh nhan suy gan nhe.

Bénh nhan suy than

Do tho1 gian ban thai cua domperidon bi kéo
dai & bénh nhan suy than ning nén néu ding
nhic lai, s6 1an dua thudc cia <Tén biét
dugce> can giam xudng con 1 dén 2 1an/ngay
va hiéu chinh lidu tuy thuéc mic do suy
than.

3. Chong chi dinh

[Can sika doi dé bao gom cdc ndi dung sau
day]

Domperidon can chéng chi dinh trong
nhiing truong hop sau:

- Bénh nhan suy gan trung binh va nang

(xem muc Dugc dong hoc).

- Bénh nhédn c6 thoi gian dan truyén xung
dong tim kéo dai, dac biét 1a khoang QT,
bénh nhan c6 rdi loan dién giai r0 rét hoac
bénh nhan dang c6 bénh tim mach nhu suy
tim sung huyét.

- Dung dong thoi v6i cac thube kéo dai
khoang QT (xem muyc Tuong tac thudc).

- Dung dong thoi véi cac thudc trc ché
CYP3A4 (khong phu thudc tac dung kéo dai
khoang QT) (xem myc Twong tac thudc).

4. Canh bao va than trong khi sit dung
thudc




[Can sira doi dé bao gom cdc ndi dung sau
day]

Suy than

Thot gian ban thai cia domperidon bi kéo
dai & bénh nhin suy than ndng. Trong
truong hop dung nhic lai, tan suat dua
domperidon can giam xuéng con 1 dén 2
lan/ngay tuy thudc mirc do suy than. C6 thé

hi¢u chinh liéu néu can.

Tac dung trén tim mach

Domperidon lam kéo dai khoang QT trén
dién tam do. Trong qué trinh gidm sat hau
mai, co rét it bio cdo vé kéo dai khoang QT
va xoan dinh lién quan dén st dung
domperidon. Céc béo cao niy co cac yéu tb
nguy co gay nhiu nhu rdi loan dién giai hay
cac thudc dung dong thoi (xem muc Tac

dung khéng mong mubn).

Céc nghién ctru dich t& cho thidy domperidon
c6 thé lam ting nguy co loan nhip that
nghiém trong hodc dot tir do tim mach (xem
muc Tac dung khong mong muén). Nguy co
nay cao hon ddi v&i bénh nhan trén 60 tudi,
bénh nhan ding liéu hang ngiay 16n hon
30mg va bénh nhan ding dong thoi thude
kéo dai khoang QT hodc thudc tc ché
CYP3A4.

Str dung domperidon véi lidu thap nhat co
hi€u quéa ¢ nguoi 1on va tré em.

Chéng chi dinh domperidon cho nhitng bénh
nhan c6 thoi gian dan truyén xung dong tim
kéo dai, dac biét 1a khoang QT, bénh nhan
¢6 rdi loan dién giai 10 rét (ha kali mau, tang

kali mau, ha magnesi mau), nhip tim cham

hodc bénh nhan dang mic bénh tim mach
nhu suy tim sung huyét do nguy co rdi loan
nhip thit (xem phan Chéng chi dinh). Roi
loan dién gidi (ha kali mau, tang kali mau,
ha magnesi méau) hodc nhip tim cham da
duoc biét dén 1a yéu td 1am ting nguy co
loan nhip tim.

Can ngimg diéu tri voi domperidon va trao
d6i lai véi can bo y té néu co bat ky triéu
chting hay ddu hiéu nao lién quan dén rdi

loan nhip tim.

Khuyén bénh nhin nhanh chong bio cdo cac

tri¢u ching trén tim mach.

5. Twong tac thuoc

[Can sika doi dé bao gom cdc ndi dung sau
day]

Tang nguy co kéo dai khoang QT do tuong

tac dugc dong hoc hodc dugc luc hoc

Chéng chi dinh dung dong thoi véi cac

thudc sau
Céc thudc 1am kéo dai khoang QT

- Thubc chéng loan nhip tim nhom IA. (vi

du: disopyramid, hydroquinidin, quinidin)

- Thubc chdéng loan nhip tim nhom IIT (vi
du: amiodaron, dofetilid, dronedaron,

ibutilid, sotalol)

- Mot sd thube chéng loan than (vi du:
haloperidol, pimozid, sertindol)

- Mot s6 thudc chong tram cam (vi du:
citalopram, escitalopram)




- Mot sb thubc khang sinh (vi du:
erythromycin, levofloxacin, moxifloxacin,
spiramycin)

- Mot sé thuéc chong ndm (vi du:
pentamidin)

- Mot s6 thude diéu tri sot rét (dac biét 1a

halofantrin, lumefantrin)

- Mot s6 thube da day-rudt (vi du: cisaprid,
dolasetron, prucaloprid)

- Mot s6 thudc khang histamin (vi dy:
mequitazin, mizolastin)

- Mot sb thube diéu tri ung thu (vi du:
toremifen, vandetanib, vincamin)

- Mot sé thudc khac (vi du: bepridil,
diphemanil, methadon)

(Xem muyc Chdng chi dinh)

Chat c ché CYP3A4 manh (khong phu
thudc tac dung kéo dai khoang QT), vi du:

- Thudc uc ché protease
- Thudc chong ndm toan than nhom azol

- Mot s6 thuoc nhom  macrolid

(erythromycin, clarithromycin va
telithromycin)

(Xem muc Chéng chi dinh)

Khong khuvyén cio dung ddng thoi véi cac

thuoc sau

Thudc e ché CYP3A4 trung binh, vi du:
diltiazem, verapamil va mot s6 thuéc nhém
macrolid.

(Xem myc Chong chi dinh)

St dung thin trong khi dung ddng thoi

voi cac thuoc sau

Thubc cham nhip tim, thudc lam giam kali
mau va mot s6 thudc macrolid sau gép phan
lam kéo dai khoang QT: azithromycin va
roxithromycin (chbng  chi  dinh
clarithromycin do 1a thubc (rc ché CYP3A4
manh)

Danh sach cac chat & trén 1a cac thudc dai
dién va khong day du

6. Sir dung thudc cho phu nir ¢é thai &
cho con bu

[Can swa doi dé bao gom cac noi dung sau
day]

Phu ntt cho con bu

Domperidon bai tiét qua sita me va tré ba
me nhan duge it hon 0,1% liéu theo can
nang cua me. Cac tdc dung bat loi, dic biét
la tdc dung trén tim mach van co thé x4y ra
sau khi tré ba sita me. Can can nhéc loi ich
cua viéc cho tré bu sita me va loi ich cua
viéc diéu tri cho me dé quyét dinh nging
cho con bu hay ngung/tranh diéu tri bang
domperidon. Can than trong trong truong
hop ¢ yéu td nguy co lam kéo dai khoang
QT ¢ tré bu me.

7. Tac dung khong mong mudn
[Can sira d6i dé phan anh cdc néi dung sau]
Réi loan tim mach

Chua r0: loan nhip that, kéo dai khoang QT,
xoan dinh, dot tor do tim mach (xem muc

Canh bao va than trong)

B4o cdo phan rng c6 hai




B4o c4o phan Gmg c6 hai sau khi thuc dugce
cap phép luu hanh rat quan trong dé tiép tuc
giam sat can bang loi ich/nguy co cua thudc.
Can bd y té can bdo cdo tit ca phan tng co
hai vé Trung tim Qudc gia hodc Trung tim
khu vyc vé Thong tin thudc va Theo ddi

phan trng c6 hai cua thudc.
8. Qua liéu va cach xir tri
[Can svra doi dé phan anh cac noi dung sau]

Trong trudng hop qua lidu, can thuc hién
cac bién phap diéu tri triéu ching ngay lap
tirc. Nén theo doi dién tam d0 do co kha

nang kéo dai khoang QT.
THONG TIN THUOC MOI

~ .
\Y) Nguon:thongtinthuoc.com

Vao 31/05/2016. Allergan da cong bé sw
chdp thudn cua FDA cho khang sinh
TEFLARO (ceftaroline fosamil) mo rong
trén doi twong tir 2 thang tudi dén 18 tuéi
doi véi nhiém tring da va cdu tric da cdp
do vi khuan (ABSSSI) gdy ra béi MRSA
(methicillin-resistant Staphylococcus
aureus) va viém phéi cong dong (CABP) gdy
ra boi Streptococcus pneumoniae hodc vi

khuan nhay cam khac dwoc chi dinh.

TEFLARO la cephalosporin dau tién va duy
nhat dugc chi dinh & nguoi 16n va bénh nhi
tir 2 thang tudi trd 16n dé diéu trj ABSSSI va
CABP do cac tdc nhan nhay cam, thude
dugc dung dudi dang tiém truyén trong 5
phat dén 1 gid. TEFLARO da duoc dung
diéu tri cho hon 350.000 bénh nhan.

CHI PINH CUA TEFLARO

Diéu tri nhiém trung & ngudi 10n va tré em
tir 2 thang tudi tré 1én:
e Nhiém trung da va cdu trac da cip do
vi khuan (ABSSSI) giy ra boi céc
chung vi khuan nhay cam gram
duong va gram am  sau:
Staphylococcus aureus (bao gdm ca
chung nhay cam va d& khang
methicillin), Streptococcus pyogenes.
Streptococcus agalactiae,
Escherichia coli, Klebsiella
pneumoiae va Klebsiella oxytoca.
e Viém phoi cong dong (CAPB) gy ra
boi cac chung gram am va duong
Streptococcus
pneumoniae (ké ca cic ca nhiém
khuan dong thoi), Staphylococcus
pneumoniae (chi c6 chung nhay cam
methicillin), Haemophilus influenzae.
Klebsiella pneumoniae, Klebsiella

nhay cam sau:

oxytoca va Escherichia coli.
AN TOAN CUA TEFLARO
Chong chi dinh

Bénh nhan ting huyét ap nghiém trong do
ceftaroline hoic cac thudc khac thudc nhom
cephalosporin. Séc phan vé di duoc bao cao
véi ceftaroline.

Tiéu chay lién quan dén Clostridium difficile

Tiéu chay lién quan dén Clostridium difficile
da duoc bao cdo & gan nhu tat ca khang sinh
hé théng. bao gdm ca TEFLARO, véi mirc
do nghi€ém trong dao dong tu ti€u chay nhe
dén viém dai trang c6 thé giy tir vong, can
ghi nhén tién sir bénh can than vi CDAD da
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dugc bdo cdo sau hon 2 thang dung khang
sinh. Néu d3 nghi ngd hoic xac dinh CDAD.
néu co thé, can ngung cac khang sinh khong
chéng lai c. difficile.

Téc dong co6 hai pho bién

Nguoi 16n xay ra trén 2% bao gdm tiéu chay
(5%), budn non (4%) va phat ban (3%).

Tré em xay ra trén 3% bao gdm tiéu chay
(8%), phat ban (7%), nén mira (5%), st

(3%) va budn nén
(3%).
Twong tic thude

Chua c6 nghién ctru 14m sang vé tuong tac
thuéc cia TEFLARO. Tuong tac thudc tiém
nang rat nho ¢ thé giira TEFLARO va cac
co chit, cht e ché hodc cam ung CYP3A4:
thude sau khi bai tiét qua than van con hoat
tinh, ngoai ra thudc con thay déi lugng mau
qua than.

Poi twong dic biét

Hién nay, van chwa co nghién ciru
day du va kiém soat tot trén doi tugng phu

nlr mang thai va cho con bu.

D0 an toan va hi€u qua cta thuoc trén
bénh nhi < 2 thang tudi chua dugc cong bd
cling nhu khong c6 dir ligu.

Péi tuong nguoi cao tudi (65 tudi tro
1én) nhiéu kha niang bi giam chirc nang than,
ma cettaroline duoc bai tiét chu yéu qua
than. Vi thé, can than trong trong viéc chon
Iira liéu va theo ddi chtrc ning than dé diéu
chinh liéu cho bénh nhan.

Can phai diéu chinh liéu & cac bénh
nhan tuy theo mirc d§ suy than. Chua c6 du
thong tin vé lidu cho bénh nhi CrCI < 50
ml/phit/173m?,

Chua c6 thong tin trén ddi tuong suy
gan.
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PIEU TRI

Nhiém khuan gram am dé khang
o Y
(Y) Nguon: thongtinthuoc.com

Sw dé khdng khdng sinh cua vi khuan gram
am da tré thanh moi lo ngai trén toan thé
gidi. Cac vi khudn tiét beta-lactamase phé
rong chi con nhay cam voi mot vai khang
sinh va dwoc Trung tdm Kiém sodt va Phong
ngira bénh nhiém Hoa Ky (CDC) xép vdo
nhém moéi de doa nghiém trong (serious
threat). Enterobacteriaceae khang
carbapenem ciing nhay cam véi rdt it logi
khang sinh va dwoc phdn vao nhom moi de
doa khan cdp (urgent threat). 7y Ié tir vong
do nhzem trung mau boi CRE lén dén
50%.% Cac yéu té nguy co nhiém vi khudn
gram dm dé khdng cé thé dung dé xdc dinh
doi twong nao la phit hop véi ché do diéu tri
bang khdng sinh phé réng theo kinh nghiém.
That bai trong diéu tri va/hodc két qua cdy
vi sinh va thwr do nhay cua vi khuan doi véi
khdng sinh cé thé givp xdc dinh dwoc CRE.
Pong thoi, liéu phdp khdng sinh c6 thé dwge
xem xét 1én thang khi can thiét. Nhitng cdu
hoi thuong gap trén ldm sang trong quan Iy
tinh trang nhiém tring lién quan dén ESBL
va CRE dwoc trinh bay dudi day.

Viét tit: CrCL = d0 thanh thai creatinin;
CRE = Enterobacteriaceae ~ khang
carbapenem; CRRT = liéu phép thay thé
than lién tuc; c&s = ciy vi sinh va thir do
nhay; ESBL = beta-lactamase phd rong; IV
= duong tinh mach; KPC = carbapenemase
tiét boi Klebsiella pneumoniae; MBL =
metallo-beta-lactamase; MIC = Nong do trc
ché t6i thiéu; PO = dudng udng.

1. Yéu t6 nguy co cua sy xdm nhdp hoic
nhiém trung do vi khuan gram am dé khang
la gi?

Cac yéu to nguy co lién quan dén nhiém
trung do vi khuan gram 4m dé khang tuong
tu v6i yéu td nguy co cua nhiém tring bénh

A A 67
vién, bao gom:ﬁ‘

e Bénh nang
e Dat catheter tinh mach trung tam/dong
mach, dat 6ng thong ticu giir luu
e Thong khi co hoc
Ngoai cac yéu to ké trén, mot s6 yéu té nguy
co chuyén biét cho cac tinh trang nhiém
trung lién quan ESBL va CRE, bao gom:

e ESBL'
o Thoi gian nam vién va/hodc nhap
ICU

o Sbng trong cic co sé chim soéc dai
han

o Phau thuat cép ctru tai 6 bung hodc co
xam 14n vao duong rudt

o St dung 6ng thong da day hodc éng
thong hdng trang o Thim phan mau

o C6 su dung bt ky loai khang sinh
nao trude do

o CRE™®"
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o Co6 st dung khang sinh trong vong 3
thang truéc do6 o Co6 st dung
cephalosporin thé hé 1I/IV va/hoic
cac carbapenem

Chén thuong

bai thdo duong

Bénh ac tinh

CAy ghép co quan

o O O O

2. Vi khuan nao c6 nhiéu kha ning san xuat
ESBL nhét ?

Chi nhitng vi khuan gram am méi c6 kha
ning san  xuat ESBL: Klebsiella
pneumoniae,  Klebsiella  oxytoca va
Escherichia coll 1a nhitng vi khuan san xuét
ESBL phd bién nhit; Acinetobacter,
Burkholderia, Citrobacter, Enterobacter,
Morganella, Proteus, Pseudomonas,
Salmonella, Serratia va cac loai Shigella
ciing c6 thé san xuat ESBL."®

3. Co ché dé khang cua vi khuan gram am la
gi?

Vi khuén han ché sy thim nhap cua khang
sinh:*’

e Maing ngoai giam tinh tham véi khang
sinh.

e Cic dot bién di truyén: thay doi vi tri
lien két voi thude, ma hoa cho cac bom
c6 nhiém vu déy thube ra khoi té bao,

1am mat cac kénh porin.
Vi khuan san xuét ra cac enzym lam phan
giai va mat hiéu lyc cua khang sinh:*"1>1°
Enzym thuy gidi vong beta-lactam cua
khang sinh nhém beta-lactam. Céc vi khuan

san xudt ESBL lam bat hoat cac khang sinh
nhém penicillin, cephalosporin, aztreonam
va con co thé d& khang véi ca
fluoroquinolone va aminoglycoside.

. CRE d¢ khang dong thoi cac nhom
carbapenem va fluoroquinolone.

Su dé khang cia CRE VOI aminoglycoside
cling da dugc bao cao trong 50% céc truong
hop.

4. Khang sinh nao van con hiéu luc véi vi
khuan gram 4m dé khang

Céc vi khuan san xuat ESBL thuong van

. , L. 7,4,17,18
con nhay cam voi:

e Carbapenem (thuong dung trong nhiém
khuan ESBL ning)

e Cetepime liéu cao

e Ceftolozane/tazobactam

e Ceftazidime/avibactam

e Piperacillin/tazobactam IV cham & licu
cao

Nhiém tring duong tiéu dudi (viém bang

quang) co thé dugc diéu tri hiéu qua voi

nitrofurantoin, fosfomycin PO,

aminoglycoside, fluoroquinolone va

sulfamethoxazol/trimethoprim (Bactrim) khi

két qua cdy dinh danh va khang sinh d6 cta

vi khuan cho thiy c6 nhay cam VOI khang

sinh. Nong do cua nhitng khang sinh nay

trong nude tiéu cao hon MIC cua vi khuan

s& giup khic phuc dé khang khang sinh mot

, A ,.7,21,23
cach hi¢u qua:
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e Nitrofurantoin c6 thé dung cho bénh nhan
c6 CrCI > 30 mupht.

e Liéu fosfomycin rat khac nhau trong céac
béo céo ca, lidu 1én dén 3 g PO mdi 48
gio X 3 liéu d3 duoc st dung an toan trén
bénh nhan.

Tinh trang nhiém trung lién quan CRE c6

A A 2:.12,19,20
thé duoc diéu tri voi:

e Colistin hoac polymyxin B
e Aminoglycoside
e Tigecycline liéu cao
o Ceftazidime/avibactam
e Ngoai trir CRE san xuat MBL c6 kha
ning dé khang dbi voi phdi hop nay.
e Meropenem hodc doripenem, IV cham ¢

A 12
liéu cao

Pé han ché su phat trién cua vi khuan dé
khang nén phdi hop it nhéat hai khing sinh
khi diéu trj cac tinh trang nhiém trung lién
quan CRE.'?#

5. Khang sinh nhém beta-lactam c6 phu hgp
dé tri nhiém tring do ESBL khong

Viéc str dung piperacillin/tazobactam trong
nhiém trung lién quan ESBL van con giy

tranh Céi:7'24'25'30'44'45

e Piperacillin/tazobactam da thanh cong
trong diéu tri cac truong hop nhiém tring
tiéu do E.coli san san xuit ESBL. Tuy
nhién, viéc diéu tri lai thuong that bai hon
d6i v6i nhiém tring mau va/hoic du

khuan huyét c6 nguon goc tir duong ticu,

dic biét khi MIC cua vi khuan > 8
mcg/mL.

e Két qua tir mot nghién ctru da trung tdm
c6 quy mé 1én cho thdy khong co khac
biét c6 nghia thong ké khi phdi hop beta-
lactam/thudc rc ché beta-lactamase (chu
yéu la piperaclllin/tazobactam) so véi
carbapenem (chu yéu 13 meropenem)
trong diéu tri nhiém tring mau lién quan
ESBL.

e Su dung piperacillin/tazobactam, IV
cham trong 3-4 gio & liéu cao (4,5 g IV
mdi 6 gid) giup cai thién ty 1& thanh cong
trong diéu tri.

St dung cetepim liéu cao trong diéu tri

nhiém trung lién quan ESBL ciing gy ra

céc tranh cai trong tir: %%

e Cic trudng hop viém phoi dugc diéu tri
thanh cong voi cetepim 2 g IV mdi 8 gid

da duoc bao cao.

e DOGi véi du khuan huyét, bénh nhan diéu

tri v6i cetepim cho két qua kém hon ngay
ca khi MIC ctia vi khuan < 8 meg/mL.

6. Dung MIC dé chinh liéu khang sinh trong
diéu tri nhiém trung lién quan CRE nhu thé
nao

Gia tri MIC tir két qua dinh danh va khang
sinh d6 doi véi CRE c6 thé hd tro diéu chinh
ché d6 khang sinh, gitp ting kha ning diéu
tri thanh cong. Cac ngudng MIC dudi day
duoc dé nghi cho Klebsiella pneumoniae tiét
KPC:*

e Nhom carbapenem IV cham ¢ liéu cao:
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o MIC < 16 meg/mL: vi khuan nhay VOI
khang sinh,
o MIC >16 mcg/mL: can d6i sang khang
sinh khac.
e Colistin/Polymyxin B:
o MIC < 2 mcg/mL: vl khuin nhay voi
khang sinh,
o MIC > 2 mecg/mL: can ddi sang khang
sinh khac.
e Tigecycline liéu cao:
o MIC < 1 meg/mL: vi khuan nhay voi
khang sinh,
o MIC > 1 mecg/mL: can dbi sang khing
sinh khéc.
e Nhom aminoglycoside:
o MIC < 2
(gentamicin/tobramycin) hoac MIC < 4

mcg/mL

mcg/mL (amikacin): vi khuan nhay voi
khang sinh,
o MIC > 2

(gentamicin/tobramycin) hodac MIC > 4

mcg/mL

mcg/mL (amikacin): cAn nhic d6i sang
khéng sinh khéc.

Dbi v6i vi khuan CRE khang tit ca khang

sinh:1231-3

e Phéac do gom carbapenem kép (hai khang
sinh nhom carbapenem) phdi hop véi mot
khang sinh khac c6 thé c6 hiéu qua:
ertapenem dong vai trd nhu “vat thé than”
trong phdi hgp VOI meropenem hoic
doripenem, do carbapenemase uru tién bat
hoat ertapenem trong khi khang sinh con

lai van giit dugc hoat tinh.

Phéc d6 phdi hop méi dang duoc ap dung
thanh cong trén sé it bénh nhan: phdi hop
aztreonam + ceftazidime/avibactam di diéu
tri thanh cong trén hai bénh nhan du khuan
huyét co lién quan CRE. Mot gia thuyét
cho rang carbapenemase wu tién tdn cong
trén aztreonam; nho do,
ceftazidime/avibactam tranh duoc sy bat
hoat.

7. phdi hop khang sinh c¢6 1a mot lya chon

dé diéu tri nhiém trong lién quan CRE

khong

Nén tranh dung phac db don tri cho nhitng
truong hop nhiém CRE vi nguy co gia ting

dé khang khang sinh.'%%*

Lya chon phdi hop khang sinh theo kinh
nghiém d6i véi Klebsiella pneumoniae tiét

- ’ ‘ s « X <\ 2
KPC cén ctr vao vi tri nhiém trung:'

e MaAu:
o Carbapenem + Colistin hodc Polymyxin
B
= +/- Aminoglycoside hoac Tlgecycline
hodc Rifampin
e Phoi:
o Meropenem + Colistin hoac Polymyxin
B
» +/- Tigecycline hoac Aminoglycoside
hoac Rifampin
e Duong ti€u hoa:
Colistln hoac
Polymyxin B hoac Tigecycline
= +/- Rifampin

o Carbapenem  +

e Puong tiéu:
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o Carbapenem + Fosfomycin PO hoac
Aminoglycoside

» +/- Colistln hodac Polymyxin B hodc
Aminoglycoside

Ceftazldime/avibactam ciing dugc str dung
phéi hop véi cac khang sinh khac nhu mot
cach thirc “dé danh” carbapenem (xem vi du

O muc trén).””

8. Dung ché d6 lidu nhu thé nao dé tri nhiém
trung do vi khuan gram am dé khang

Déi vai bat ky phdi hop khang sinh va vi tri
nhim tring nao, déu can khang sinh licu
cao dé khic phuc dé khang va cai thién ty 16
thanh cong trong diéu tri nhiém trung lién
quan CRE va ESBL.*

Nhém carbapenem:*?

e Meropenem 2 g mdi 8 gio, IV trong hon
3-4 gio.

e Doripenem 1-2 g mdi 8 giod, IV trong hon
4 gid.

e Meropenem va doripenem dugc uu tién
st dung do nguy co giy co giat cua
imipenem/cilastatin liéu cao.

e Ertapenem duoc dung trong phac dd
carbapenem kép, lidu 1 g IV mdi 24 gio.

Nhém Polymyxin: 2%

e Colistlmethate (CMS) 13 mét tién chit
ctia colistin. Co nhiéu bang chimg ung ho
ding CMS trong diéu tri nhiém tring
CRE hon 14 polymixin B.Liéu tinh theo
mg, dya trén lidu colistin dang base
(CBA).

o Colistin dat néng d6 cao trong nudce tiéu
nén dugc uu tién dung trong nhiing
truong hop nhiém trung tiéu, o 30 mg
CBA =80 mg CMS

o Nguy co doc than 1a 50-60% véi lidu
tiéu chuan va co thé cao hon nita & phéc
d6 dung liéu cao. o Liéu nap: 5 mg
CBA/kg (t6i da 300 mg). Liéu nap =
noéng d6 dich trung binh & trang thai on
dinh cta colistin (mg/mL) X 2 X cén
ning (kg) [dung can ning 1y tudng néu
nho hon can nang that], 270 mg CBA IV
X 1. o Liéu duy tri: dung sau liéu nap
12-24 ¢i0.

o Bénh nhan khong tham phan:
= 75-337,5 mg CBA IV mdi ngay, chia

2-3 1an (mdi 8-12 gio), tly theo CrCl.
= Liéu duy tri = néng d6 dich trung
binh ¢ trang thai on dinh cta colistin
(mg/mL) X (1,5 X CrClI + 30).
= 135 mg CBA IV moi 12 gio.

o Tham phin mau ngit quing: 97,5 mg
CBAIV vao nhiing ngay c6 thim phéan
va 75 mg CBA IV vao nhiing ngay
khong tham phan,

o CRRT:
= 192 mg CBA IV mdl 8-12 gid (dua
trén 4 bénh nhan)
= 135 mg CBA IV mbi 8 gio
= 2,5 mg/kg CBA mdi 12 gid (dya trén
tung bénh nhan)
e Polymyxin B;!%%%4
o Céu tric tuong ty colistin, chi khac
mot amino acid.
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o Co6 thé dat dugc néng dd cao trong
huyét thanh nhanh hon so véi colistin
vi khong can chuyén tir dang tién chét
sang dang co6 hoat tinh.

o Khong can thiét chinh liéu theo chirc
nang than du dugc khuyén cdo boi nha
san xuat, 10.000 IU = 1 mg o Liéu nap:

= 2-2.5 mg/kg, dung can nang that o

o Liéu duy tri:

= Dung sau liéu nap 12 gio

= 1,5-2,5 mg/kg/ngdy chia 2 lan (mdi
12 gio) doi voi bénh nhan c6 chuc
nang than binh thuong hodc it hon
1,5 mg/kg/ngay chia 2 lan (mdi 12
gio) ddi v6i bénh nhan suy than

= MIC < 1 mcg/mL: 2,5 mg/kg/ngay
chia 2 1an (mdi 12 gio)

= MIC =1 -2 mcg/mL: 3 mg/kg/ngay
chia 2 1an (mdi 12 gio)

= MIC s 4 mcg/mL: can nhic d6i sang
khang sinh khac

Tigecycline:'?

e Liéu nap: 200 mg, sau d6 dung 100 mg
IV mbi 12-24 gio.

Kha ning cao s& c¢6 hiéu qua khi phbi hop
véi cac khang sinh khac khi MIC i 1
mcg/mL va diéu tri nhiém tring 6 bung
hodc md mém.

Khong hiéu qua ddi v6i nhiém tring
duong tiéu do ndng d6 dat duoc trong
nuée tiéu thap.

Gay tac dong phu trén ti€u hoda, dac biét

l1a budn ndén va ndn, co6 thé nghiém trong

Nhém aminoglycoside:

hon khi ding liéu cao va co thé bi gi6i
han liéu.

1,12,41,42

Gentamicin hoac tobramycin 7-10 mg/kg
IV hodac amikacin 15 mg/kg IV X 1
lan/ngay.

Phac d6 nén dugc diéu chinh theo nong
d6 dinh va ndng do day cua thubc trong
huyét thanh.

Liéu cao 1am ting nguy co doc tinh trén
than va tai. Do d6, liéu phap nay nén
dugc str dung trong khoang thoi gian
ngan nhét co the.

Gentamicin c6 thé hiéu qua hon ddi voi
cac loai Klebsiella va amikacin hi¢u qua
hon cac thudc khac trong diéu tri CRE.
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Giam thiéu bién c6 tim mach lién quan
dén cac thudc chong ting dwong huyét
6' bénh nhan dai thao dwong

Nguén: canhgiacduoc.org.vn

TOM TAT: Bénh tim mach tiép tuc la
nguyén nhdn hang dau gay tir vong tai Hoa
Ky. Ddi thdao dwong (typ 1 va typ 2) lam
ting nguy co cdc bién c6 tim mach, tiz vong
do tim mach va ti vong do ung thu. Co
nhiéu bién phéap gilp cdi thién két cuc tim
mach ¢ bénh nhan dadi thdao dwong da dwoc
ap dung, bao gom kiém sodt tiang huyét ap,
diéu trj roi logn lipid mau, siz dung thusc

chang két tdp tiéu cdau va kiém sodt dwong
huyét. Viéc xdc dinh nong dg dwong huyét
muc tiéu hep Iy nhdt diwa trén bang ching
van con gay tranh cai. Hién nay da cé thém
nhiéu bang chitng va céc phé duyét gan day
cia FDA Hoa Ky cho mét sé thude diéu tri
ddi thdo dwong, bao gom céc thuoc ic ché
SGLT-2 va thudéc chu vdn GLP-1, véi muc
dich cai thién két cuc tim mach ¢ bénh nhan
ddi théo dwong typ 2.

Bénh tim mach tiép tuc 12 nguyén nhan hang
dau gay tir vong & ca nam va nir gidi & Hoa
Ky. Mot nghién ciru vé nguyén nhan tir
vong trén bénh nhan dai thao duong da danh
gia 123.205 ca tir vong trong sd 823.900
nguoi va phat hién tr vong do moi nguyén
nhan ting 1,8 lan (95% Cl:1,71-1,90); tu
vong lién quan dén mach méu ting 2,32 lan
(95% CI. 2,11-2,56); tir vong do ung thu
taing 1,25 lan (95% CI: 1,19-1,31); va tor
vong do nguyén nhan khac ting 1,73 lan
(95% CI: 1,62-1,85). Cac van dé tim mach
1a mot trong nhiing bién ching cua dai thao
duong typ 1 va typ 2 khéng dugc diéu tri

hoac duoc kiem soat kém.

Nam 2014, Hoi Dai thao duong Hoa Ky
(ADA) va Hoi Tim Hoa Ky (AHA) da cong
bd mot bao cao chung vé két cuc tim mach ¢
bénh nhan dai thao duong typ 1 (T1DM).
Theo d6, tang huyét ap 1a yéu t6 nguy co 16n
doi v6i bénh tim mach & bénh nhan dai thao
duong typ 1, va 1a yéu t6 nguy co trung binh
véi dai thao duong typ 2 (T2DM); tang lipid

mau va khang insulin cling 1a cac ycu to
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dang ké gop phan gay ra cac bénh tim mach
vol T2DM, va la tdc nhan trung binh véi
T1DM. Albumin ni€u vi thé va kiém sodt
duong huyét kém 13 cac yéu té lién quan
chat ché nhat véi bénh tim mach 6 ca TIDM
va T2DM. Céc thubc déng vai tro quan
trong trong diéu chinh cac yéu t6 nguy co
cliing dugc dé& cap trong bao cio cua
ADA/AHA. Bai viét nay s& tip trung trao
d6i vé viéc kiém soat dudng huyét va su
dung thubc diéu tri dai thao duong dé giam
thiéu cac két qua bat 1oi trén tim mach.

Mot nghién ctru tién ctu vé dai thao duong
tai Anh (UKPDS 33) cho thiy kiém soat
duong huyét tich cuc (thuwong voi insulin
hoic mét sulfonylure) din dén giam dang ké
(12%; p<0,03) tat ca cac tiéu chi lién quan
dén dai thao duong O bénh nhan T2DM.
Phén 16n tac dung 14 gép phan lam giam cac
bién chimg mach méau. Pang chu y, cc chi
tiéu 1am sang lién quan dén dai thdo dudng
giam 24% (p<0,005) dugc ghi nhan khi
huyét ap duoc kiém soat tich cuc. Loi ich
dang ké tiép tyc ton tai trong 10 nam sau khi
két thiic thir nghiém - giam 9% céc chi tiéu
lam sang lién quan dén dai thao duong -
trong nhom diéu tri tich cuc, trén nhirng dbi
tuong ban dau duoc phan ngiu nhién sir

dung liéu phap ha glucose mau.

MUC TIEU PUONG HUYET VA KIEM
SOAT PUONG HUYET

Vi¢e xac dinh muc ti€u duong huyét chinh
xac dé giam thiéu céc bién co tim mach trén

bénh nhan dai thdo duong con gip kho khan,

ddng thoi gia tri HbAlc muc tiéu dé xuét
con giy tranh cdi. Trong mot sb thir nghiém
vé dai thao duong (UKPDS, DCCT), cac
bién phap can thi€p tich cyc hon va muc
HbAlc thép hon da cho théy su cai thién cac
két cuc trén bénh nhan. Tuy nhién, vé1 muc
tiéu HbAlc thap hon nhiéu (dudi 6%), két
cuc tim mach va tir vong lai trAm trong hon
so vO1 muyc tiéu & muc do vua phai (7,0-
7,9%). Trong thtr nghie¢m ACCORD, su gia
ting ty 1& tir vong co thé lién quan dén gia
tang ty 1¢ ha duong huyét ning trong nhom
diéu trj tich cuc, van chua xac dinh duoc
liéu cac muc tiéu HbAlc thép hon c6 dem
lai lgi ich hay khong trong truong hop
khong xuat hién ha duong huyét qua muc.
Muc tiéu HbAlc duoc chap nhan phd bién
nhat véi hau hét cac bénh nhan TIDM va
T2DM & <7,0% trong truong hop c6 thé

giam thiéu ha duong huyét.
INSULIN VOI T1IDM

TIDM khéng duoc diéu tri s& dan dén tir
vong. Chi ¢6 insulin ngoai sinh m&i c6 thé
duy tri cudc séng & nhitng bénh nhan nay,
trong khi cac liéu phap khac ciing co thé
dem lai loi ich nhung chi c6 tinh b6 trg. Mot
sO van dé chinh tir cong bd cia ADA/AHA
lién quan dén kiém soat dudng huyét va tac
dung cua insulin & bénh nhan T1DM bao

gom:

- Kiém soat duong huyét téi vu sém & bénh
nhan TIDM dem lai nhiing loi ich lau dai

doi véi bénh tim mach.
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- Tinh trang béo phi va khang insulin lién
quan ¢ bénh nhan T1DM dang gia tang.

- Dit liéu vé nhiing thay ddi cua béo phi
hodc khang insulin trén bénh nhan TIDM

con han ché.

- Mot s6 bang ching cho thiy ting can trong
truong hop cé cai thién kiém soat duong
huyét lién quan dén giam nguy co tim mach.
C6 thé néi, viée st dung insulin & bénh nhan
TIDM hop 1y nhit (ciing nhu tit ca cac
thudc diéu tri TIDM hoic T2DM) khi dat
dugc kiém soat duong huyét phu hop trong
khi van giam thiéu nguy co ha duong huyét.
V61 muc dich nay, li€u phdp bom insulin
(insulin-pump) gan day té ra vuot troi hon
so vdi insulin tiém dudi da (sc insulin) do c6
ty 16 ha duong huyét ning va nhiém toan
ceton thap hon. Piéu nay rat dang cha ¥ do
bom insulin ¢ thé gitip cai thién kiém soat
duong huyét & tré em, thanh thiéu nién va
ngudi truong thanh tré tuéi mac TIDM.
Trong khi dé, véi T2DM, bang ching 16n
nhat vé diéu tri dic hiéu lam thay do6i két

cuc tim mach dya trén nhitng thir nghiém

lam sang gan ddy lién quan dén cac thubc
turong dbi méi.

CAC THUOC PIEU TRI PAC HIEU
CHO T2DM

Khac vé1 TIDM, T2DM khong hoan toan
bit budc bénh nhan st dung insulin va
T2DM c6 nhiéu lya chon diéu tri khac nhau.
Mot s6 thude diéu tri T2DM méi nhat, bao
goém thudc e ché kénh dong van chuyén
natri-glucose 2 (SGLT-2) va thudc tuwong tr
peptid-1 gidng glucagon (GLP-1), da ching
minh kha ning 1am giam céc bién chung tim
mach trong T2DM; trong do, mot s6 thube
da c6 chi dinh trong bdo v¢ tim mach dugc
FDA Hoa Ky phé duy¢t. Do sy gia tang lién
tuc dir li¢u trén tim mach tir cac thir nghiém
lam sang lién quan dén cac thubc diéu tri
T2DM, c6 thé s& cd thém cac thude duoc
cong nhan kha ning lam giam nguy co bién
chtng tim mach trong twong lai. Cac thubc
duoc ra soat vé bién ching tim mach duéi
day bao gém metformin, thudc e ché
SGLT-2, thuéc chi van GLP-1, thudc Grc
ché dipeptidyl peptidase-4 (DPP-4) va céc
thiazolidinedion (TZD) (bang 1).
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Mhom

Cdo ché tac dung

Bang 1: Mot s6 thudc va nhom thudc chiong tang dudng huyét

Thir nghiém Iam sang/Lgi ich
trén tim mach va lgi ich khac

Insulin Hormon Chat diéu phdi chinh cla Déay la hormon bd sung can thiét
peptid qua trinh van chuyén cho bénh nhan T1DM.
glucose vao trong t€ bao,
bao gém gan, md va md co.
Co nhiéu tac dung dong héa
bd sung.

Metformin Biguanid Chui y&u lam giam qua trinh  UKPDS 34: Cd lién guan dén giam
hinh thanh glucose 4 gan, dit guy, tr vong do moi nguyén
két hgp voi cac tac dung nhan va tir vong lién guan dén
khac & mirc dd khiém ton dai thao dudng. Mgt sG nghién
nhung co thé dem lai Idi cifu cho thay co cai thién két cuc
ich. tim mach, dac biét khi so sanh vdi

cac sulfonylure.

Glipizid va Sulfonylure Tang tigt insulin ndi sinh tir  UKPDS 33: Giam 12% moi chi tiéu

mot s6 thubc té bao beta tuyén tuy. lién guan dén dai thao dudng (so

khac vdi liéu phap khéng sir dung
thudc); chu yéu gop phan giam
thiéu bién cd mach mau nho.

Empaglifiozin, Thudc U Giam ngu@ing bai tiét qua EMPA-RED OUTCOME: Giam 14%

canaglifiozin~ ché than cla glucose va bai tift  cac trudng hgp tir vong do tim

va mot s6 SGLT-2 dong thdi natri va nudc. mach, nhi mau co tim khong gay

thuéc khac tir vong, dot quy khing gay tur

vong.

CANWVAS: Giam tr vong do tim
mach, nhung cé thé ting nguy cd
cit cut chi.

Liraglutid, Thuéc Bai tigt insulin phu thudc LEADER: Lam giam dang ké tor

exenatid, tuong tv  glucose tif cac t8 bao beta  vong do tim mach.

semagiutid va  GLP-1 tuyén tuy, giam ha' hﬁg SUSTAIN-6: Lam giam nhdi mau

qu s0 thudc glucaegnn,lchgr'r‘l thao rong cd tim khéng gdy tir vong f3n dau

khac da day, gay chan an. va dét quy khong gdy tif vong fEn
dau.

Sitagliptin, Thubc 'c  Téng ndng dd GLP-1 ndi Theo dif liéu hién co, Igi ich trén

saxagliptin, ché DPP-4  sinh; c6 tac dung tudng tw  tim mach han ché&, nhung khdng

alogliptin va nhu cac thudc tugng tu tdng nguy cd nhdi mau cd tim; cd
mt 56 thudc GLP-1 nhung véi mifc do thé lién quan dén gia ting nhap
khac véu han. vién do suy tim.

Pioglitazon va  Thiazoli- Hoat hoa thu thé ting sinh  Chdng chi dinh vdi suy tim; chua

mit s thudc  dinedion peroxisom, ting nhay cam  ghi nhan Igi ich dac hiéu trén tim

khac v insulin. mach va cd lo ngai lién quan dén

rosiglitazon.

Ghi chi: DPP-4: dipeptidyl peptidase 4; GLP-1: peptid-1 giéng glucagon; SGLT-2: kénh dong

van chuyén natri - glucose 2.
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METFORMIN

Trong cic huéng din diéu tri, metformin
dugc coi 1a thude dau tay (trong truong hop
khong can diéu tri bang insulin ngay lap tirc)
phéi hop véi didu chinh 16i song & hau hét
cac bénh nhan T2DM khong c6 réi loan
chttc nang than (muc loc cau than ude tinh
>45 mL/phat) va khong c6 cac chdng chi
dinh khac. Thudc thuong dugc dung nap tot,
chi phi diéu tri twong ddi thap, it c6 nguy co
ha duong huyét va co tac dung lam giam
néng d6 HbAlc twong tu cac thudc khic
ngoai insulin. Mot s6 lo ngai dang luu ¥ lién
quan dén viéc sit dung metformin bao gém
nhiém toan lactic va roi loan tiéu hoéa do

khong dung nap.
Trong nghién ctru UKPDS 34, nhitng uwu

diém va nhuoc diém ctia metformin trong
kiém soat duong huyét tich cuc trén cic
bénh nhan thira cAn méi duoc chan doan
mac T2DM di dugc danh gia. So voi diéu tri
thong thuong, li¢u phap metformin & nhiing
bénh nhan nay dat duoc két qua an tuong,
lam giam 32% (p=0,002) vé bat ky chi tiéu
nao lién quan dén dai thio duong.
Metformin c¢6 thé lam giam dét quy
(p=0,032), giam t&r vong do moi nguyén
nhan (p=0,021) va giam 42% tu vong do dai
thao duong (p=0,017). So vé&i cac thudc
khac, bao gom céc sulfonylure va insulin,
metformin gy tang can it hon va it c6 nguy
co ha duong huyét hon. Cé mébi lo ngai trén
nhiing bénh nhan da dung sulfonylure véi

liu t6i da dugc phin ngiu nhién st dung

metformin sém (bénh nhan chua cé tri¢u
chung ting dudng huyét); ty 18 tir vong do
dai thao duong trong nhom nay ting 96%
(p=0,039). Tiép tuc phan tich khong phat
hién nguy co dang ké tir vong do dai thao
duong lién quan dén phdi hop thubc. Tom
lai, metformin lam giam dot quy, tr vong do
moi nguyén nhan va tir vong lién quan dén

dai thao duong so vai diéu tri thong thuong.

Mot thir nghiém ngiu nhién c6 ddi chung
khac lién quan dén metformin va céc
sulfonylure cling da dugc danh gid. Day la
nghién ctru tién ctru, mu d6i, tién hanh trén
304 bénh nhan mic T2DM va bénh dong
mach vanh. Cac d6i tugng tham gia nghién
ciu dugc phan ngdu nhién st dung
metformin hodc glipizid trong 3 nam. Cac
nhom bénh nhéan nay dat két qua kiém soat
duong huyét twong ty nhau (HbAlc trung
binh tuong ung 7,0% va 7,1%). Nhom bénh
nhan st dung metformin xuat hién it hon
dang ké cac bién cb tim mach (bao gom tir
vong do tim mach, nhdi mau co tim khong
gdy tor vong, dot quy khong giy tor vong
hodc thu thuat tai thong dong mach). Khong
c¢6 sy khac biét dang ké vé ty 1é tir vong giita
cac nhom. Ty s6 nguy co (hazard ratio) véi
cac bién c¢d tim mach trong thoi gian theo
doi trung binh 5 ndm 1a 0,54 (95% CI: 0,30-
0,90, p<0,03).

THUOC UC CHE SGLT-2

Thudc e ché SGLT-2 dugce chi dinh cho
bénh nhan T2DM khéng dat dugc nong do

HbAlc muc tiéu thong qua diéu chinh 16i
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song. Hau hét cac hudng din diéu tri khuyén
c4o st dung thubc e ché SGLT-2 nhu 1a
lidu phap bd sung cho metformin, mic du st
dung don doc loai thude nay co thé dem lai
hiéu qua. Viéc str dung nhém thudc nay lién
tuc gia ting ké tir khi dugc dua ra thi truong
do c6 nhiéu tac dung tich cuc, bao gdm nguy
co ha dudng huyét thdp; mic do6 giam
HbAlc ddng chu y; bai tiét tham thau
glucose tai than va mat calo tuong ung; va
giam huyét ap vira phai. Tuy nhién, cic
thudc nay co nguy co giy nhiém toan ceton
(néng do duong huyét binh thuong), ton
thuong than cdp, nhiém tring tiét niéu - sinh
duc va c6 chi phi diéu trj cao. Céc béo cdo
gan day cho thdy c6 hién tuong ting cit cut
chi dudi, dac biét véi canagliflozin. Do do,
can st dung thude than trong hodc tranh su
dung trén cac bénh nhan c6 bénh mach mau

ngoai bién.

Thir nghiéem EMPA-REG OUTCOME cho
thay empagliflozin lam giam nguy co tuong
dbi cuia tir vong do tim mach 38% so véi gia
dugc (p<0,001) véi thoi gian theo doi trung
binh 3,1 nadm. Néi cach khac, thudce nay lam
giam chung 14% chi tiéu bat lgi chinh trén
tim mach bao gém tr vong do tim mach,
nhdi mau co tim khong gy tir vong va dot
quy khong gy tir vong. Két qua nay nén
duoc gidi thich mét céch thén trong va co
thé khong phu hop cho tit ca cac bénh nhan
T2DM, vi trén 99% céc bénh nhan tham gia
nghién ctru EMPA-REG OUTCOME co

bénh tim mach.

Gan day, thtr nghiém CANVAS cho thiy
canagliflozin 1am giam cac bién cb tim
mach, nhung c6 thé ting nguy co cit cut chi.
Nhanh du phong tién phat cua nghién cuu
CANVAS cho thdy muc giam vira phai (va
khong c6 ¥ nghia théng ké) cac bién cb tim
mach; nhitng bénh nhan nay c6 nguy co mic
bénh tim mach nhung thap hon so véi céc
bénh nhéan trong thtr nghiém EMPA-REG
OUTCOME. Nhanh dy phong thir phat cua
CANVAS cho thiy muc giam manh hon
nguy co twong dbi & bénh nhan di gip bién
¢ tim mach truée d6. Cudi cung, CANVAS
cho thay canagliflozin 1am giam ty 18 tu
vong do tim mach, dot quy khong gay tu
vong va nhdi mau co tim khong gay tir vong
so voi1 gia dugc (26,9 so vai 31,5 trén 1.000
bénh nhin-nim; ty sé nguy co [HR]: 0,86;
95% CI: 0,75-0,97; p<0,001 v6i so sanh
khong kém hon; p=0,02 vd&i so sanh vuot
troi  hon). Nghién ctu EMPA-REG
OUTCOME khong dugc thiét ké dé danh
gia nguy co cat cut chi, do d6 khong thé so
sanh tryc tiép nguy co cat cut chi cia
empagliflozin voi canagliflozin tir két qua
cua 2 nghién clru nay.

THUOC TUONG TU GLP-1

Cac thuéc GLP-1, bao gdm liraglutid,

exenatid, semaglutid va cac thudc khac, lam
tang tiét insulin phu thudc glucose tir cac té
bao beta tuyén tuy. Viéc st dung cac thude
nay co lién quan dén giam can nang tir 1 kg
dén khoang 3,5 kg trong cac thir nghiém

khac nhau. Mic du két qua cua cic thu

23



nghiém c6 sy khac biét dang ké nhung déu
thé hién xu huéng cho thay, cac thudc chu
van GLP-1 lam giam dang ké HbAlc. Pic
biét, thir nghiém DURATION-1 cho thay
HbAlc giam 1,8% khi st dung exenatid 1
lan/tudn va giam 1,4% véi ché do lidu
exenatid 2 lan/ngdy. Viéc str dung cac thude
nay bi han ché do chi phi diéu tri cao va ty
1¢ cao xuét hién tac dung khéng mong mudbn
trén tiéu hoa, bao gdm budn ndn va tiéu
chay. Ngoai ra, viém tuy cdp, viém tuy cin
1am sang va ung thu tuyén tuy ciing di duoc

ghi nhan ¢ bénh nhan str dung exenatid.

Thir nghiém LEADER cho thay liraglutid
lam giam dang ké nguy co tr vong do tim
mach, nhdi mau co tim khong gy tr vong
va dot quy khong giy tor vong trong 3,8
nam; thir nghiém nay dép Gng tt ca cac chi
ti€u chinh duogc dat ra. Loi ich trén tim mach
thé hién rd rang hon & nhitng bénh nhan c6
bénh ly tim mach so véi nhom khong co
bénh 1y nay. Tac dung khéng mong mudn
trén tiéu héa va ha dudng huyét cao hon
dang ké & nhom diéu tri so v6i nhém ding
gia dugc. Thi nghiém LEADER chi bao
gom nhitng bénh nhan c6 nguy co tim mach
cao, do d6 loi ich trén tim mach da dugc ghi
nhan c6 thé giam dang ké trong quan thé
bénh nhan T2DM ndi chung.

Thir nghiém SUSTAIN-6 cho thay
semaglutid 1am giam dang ké két qua chinh
ctia nhdi mau co tim khong gay tir vong lan
dau va dot quy khong gay tir vong lan dau.
Tuy nhién, ty 1¢ tir vong do tim mach tuong

duong nhau giita nhém diéu tri va nhém
ding gia duoc. SUSTAIN-6 c6 han ché
dang ké 1a khong duoc thiét ké dé xac dinh
tinh vuot troi va c6 thoi gian twong ddi ngan
(trung binh 2,1 ndm).

THUOC UC CHE DPP-4

Cic thudc e ché DPP-4, bao gom
saxagliptin va alogliptin, c6 tic dung lam
giam glucose hiéu qua, it c6 nguy co ha
duong huyét va ting can. Loi ich trén tim
mach cua cac thudc nay co thé duge ky
vong, do co co ché tac dung tuong tu mot
phan véi thude twong tr GLP-1. Ca 2 nhém
thudc nay déu thé hién tac dung thong qua
thu thé incretin. Muc dich chinh cua cac thu
nghiém cua FDA Hoa Ky gan day la phat
hién su gia ting nguy co cac bién cb tim
mach; trong d6 SAVOR-TIMI 53 va
EXAMINE cho thdy khéng giam va ciing
Khong tang tor vong do tim mach, dot quy
khong gdy tir vong va nhdi mau co tim
khong gay tir vong. Tuy nhién, trong nghién
ctrtu SAVOR-TIMI 53, saxagliptin lam tang
ty 1€ nhap vién do suy tim so v&i nhém dung
gia duoc, v4i ty 18 cao nhat duoc ghi nhin
trong nhom bénh nhan ¢ tién sir suy than
man va suy tim. C6 thé ¢6 co ché chua ro
rang dan dén 6n dinh xo vita dong mach; loi
ich nay da dugc ghi nhan trong céac thu
nghiém dugc thyc hién trudoc do. Nhom
thudc chéng ting duong huyét nay co thé
khong phu hop cho bénh nhén c6 nguy co
tim mach cao. FDA Hoa Ky hién khuyén
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cdo ngung st dung saxagliptin trong trudng

hop bénh nhan c6 suy tim tién trién.
CAC THIAZOLIDINEDION

Cac TzZD (pioglitazon, rosiglitazon) lam
tang tinh nhay cam véi insulin & md ngoai
bién, mot phan thong qua hoat hoa cac thu
thé hoat hoa ting sinh peroxisom. TZD bj
chéng chi dinh & bénh nhan suy tim c6 tri¢u
chtng, rdi loan chirc ning gan va co cac tac
dung khong mong mubdn kéo dai dang luu y.
Tu nhitng phat hién ban dau trong thir
nghiém RECORD, FDA Hoa Ky da dua ra
nhiig han ché vé ké don va phan phdi
rosiglitazon, do lo ngai vé nguy co tim
mach. Vai nam sau, FDA Hoa Ky da loai bo
yéu cau thuc hién Chién luge Panh gia va
Giam thiéu Nguy co (REMS) ddi véi thube
nay. Mic du thuong ghi nhan sy cai thién vé
lipoprotein mau khi dung TZD va khéng c6
béng ching vé loi ich trén tim mach cu thé
trén cac bénh nhan st dung TZD, nhung cac
thudc nay cé thé dem lai loi ich cho bénh
nhan thong qua giup d& bénh nhan dat dugc
kiém soat duong huyét. Viéc phan tich mot
nghién ctru cii hon goi ¥ rang pioglitazon c6
loi ich cho tim mach dang ké so véi
rosiglitazon. Tuy nhién, kha nang trng dung,
sttc thuyét phuc va chét luong cia so sanh
nay con chua day du so véi dir lidu tir cac
thir nghiém 1am sang c6 chat lugng cao hon
lién quan dén mot s6 thude e ché SGLT-2

dic hiéu va thube chu van GLP-1.

VAI TRO CUA DUQC Si

Duoc si dong vai trd quan trong trong viéc
gido duc bénh nhan, tu van cho can bd y té
va dua ra khuyén céo lién quan dén viéc st

dung thudc. Duoc si c6 thé:

- Nhan biét dau hiéu ha duong huyét trén
bénh nhan, giip bénh nhan kiém soat ha
duong huyét va khuyén khich bénh nhan
trao doi vé cac bién phap phong tranh véi
béc si, bao gom sir dung thudc co it nguy co

ha dudng huyét hon.

- Giup bénh nhan dat dugc kiém soat duong
huyét thong qua hd tro lwa chon thude hop
Iy nhat va quyét dinh mic HbAlc muyc tiéu
phil hop véi timg nguoi bénh dé giam thicu
van dé tim mach trong bénh déi thao duong.
- Xé4c dinh va giam thiéu nguyén nhan din
dén khong tuan tha diéu tri v6i cac thube
diéu tri dai thao dudng.

- Pua ra khuyén céo vé cac thude diéu trj dai
thao duong cd bang chung day du nhat, c6
cac chi dinh di dugc phé duyét dé cai thién
cac vAn dé tim mach trén bénh nhan c6 bénh
1y tim mach hodc c6 nguy co mac bénh tim
mach, hodc v&i bénh nhan muén giam thiéu

nguy co mic bénh tim mach.
KET LUAN

Bang chung vé loi ich lién quan dén mach
mau cia cac thude diéu trj dai thio duong da
duoc tich lily trong nhiéu nim. Quy dinh
moéi cia FDA Hoa Ky duoc dua ra nhim
dam bao cac thudc didu tri dai thao duong
moi khong lién quan dén gia ting nguy co

tim mach da din dén nhiing phat hién dang

25



cha y. Khéng chi mét sb thudc méi ching
minh dugc mic d§ an toan tuong dbi trén
tim mach, mot vai thudc khac cling da cho
thdy su cai thién dang ké vé két cuc tim
mach. Viéc ap dung cic thong tin nay mdt
cach hop 1y trén cac ddi twong bénh nhan
pht hop véi cac quan thé trong cic nghién
ciru dong vai tro quan trong. D li¢u thu
duogc tu cac nghién ctru dem lai thém hy
vong trong cai thién bién chung trén cac
bénh nhan déi thio duong va khuyén khich
bénh nhan sir dung thudc diing theo khuyén
Ccao.

Phan wng c6 hai caa thudc can quang
chwa iod
DI (\\'\DR ) Nguén: canhgiacduoc.org.vn

Trong giai doan tir nam 2012 dén nay,
Trung tdm DI & ADR Qudc gia da ghi nhan
mot s6 bao cao dién hinh lién quan dén phan
tng di ung véi thudc can quang chua iod,
bao gom cac bao cao phan ang tir mic do
nhe (ban do6, may day, man ngira, sot, rét
run) cho dén mirc d6 nghiém trong de doa
tinh mang nhu sdc phan vé, ngung tim,
nging tha. S6 luong béo céo nghiém trong
qua cac nam c6 xu hudng lién tuc tang cho
thay can c6 bién phap tich cuc hon nita dé
giam sat va quan ly cac yéu té nguy co trong
qua trinh s dung thudc can quang nham
phong ngira nhitng hau qua dang tiéc co thé
Xay ra.

Ciac phan tng c6 hai lién quan dén thuoc
can quang co chira iod

C6 nhiéu cach phan loai phan tng c6 hai cta
thudc can quang, bao gdm phan loai dua
trén co ché sinh 1y bénh (phan ung dang di
{rmg/qua man va phan tmg dang ddc tinh hoa
hoc), dua trén hé co quan chiu anh hudng
(phan Ung lién quan dén than va phan ung
khong lién quan dén than) va dya trén thoi
gian khoi phat (phan mg cap tinh va phan
g xuat hién muon) [1]. Ap sudt tham thau
la mot trong nhitng tac nhan chinh lién quan
dén phan tng qua man cap tinh (immediate
hypersensitivity reactions - IHR) [2]:

- Phan Uimg IHR muac dd tuor nhe dén trung
binh xdy ra trong khoang tir 5% dén 13%
luot tiém thudc can quang ion hoa co ap suat
tham théu cao va tir 0,2% dén 3% luot tiém
thudc can quang khong ion héa cé ap suat
tham thau thap [2].

- Phan tng nghiém trong de doa tinh mang
cap tinh xuat hién véi ty 1& tir 0,04% dén
0,22% luot tiém thudc can quang ion héa cd
ap suat tham thau cao va tir 0,004% dén
0,04% luot tiém thudc can quang khong ion
hoa co ap suat tham thau thap [2].

Chi tiét nhitng phan tng thuong gip va cac

yéu t6 nguy co dugc tom tit trong bang 1.
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Bang 1: Phan ir'ng cd hai liégn quan dén thudc can guang cb chira iod [1]

Phan irng ob hai khdng ligén gquan d&n than

Mirc d&
nang

Phan ao'ng dang
di &'ng/qua man

Phan 'ng dang
doc timh hda hoc

Mguy od

Phan r'ng c&p tinh (x3y ra trong wing 1 gidd sau khi s dung thudc)

- Tré em, ngu'di cao tudi.

- Bénh nhan oo tén su:

Di Ung wdi thudc can gquang.
Hen ph& gquan.

Vvigm da atopy-

B&nh tur misn.
B&nh hy than/dm mach.
Bé&nh huy&t hoco/chuydn hda.

S

+

- S dung thudc can quang dang ion hda oo

ap sudt thE&m thiu cao.

MNhe Phan ng trén da. Budn ndn/ndn nhe.
MN&i maEn nhe. Mdng blirmgfdn lanh.
Mglra nhe. Ban chén/lo 1&ng.
Ban dd. FPhan Ong than kinh ph&
wi oo the tur hdi phuc.
Trung MEi man nhiguw. Phan ng than kinh ph&
binh Co thit ph& guan vi. Thoat mach: Lost
nhe. da, sung phong, hoai tlr
Phis m&t/phi thanh MO mM&m va hdi chimg
quan. ché&n é&p khoang.
MNang Soc tut huyét ap. Loan nhip tim.

Mglng hd hap.
Mglrng tim.

Co gigt.

bom proton, interleukin-2, metformin.
- Téc do témtruyén thudc.

- Thudc s dung dong thdi: Thudc Jc ché
men chuy&n, thudc chen beta, thuSc oc che

Phan irng xudt higén mudn (x&y ra tir sau 1 gitf cho d&n vai tudn sau khi sir dung thudc)

Phan Ong dang di dng/qua man trén da (ban &, may day,

dat s&n), trén hé tiéu hoa (budn ndn, ndn, dau

wung thuogng wi), trén than kinh trung wang (chéang mat, dau dau), rSi loan toan than (rét run, s6t) dugc

ghi nhan wdi tan suat tlr 0,5% dén 14% [3].

Mhigm doc tuyén gidp

B&nh nhin ob tign =0
Bé&nh Graves.

Buidu gidgp da nhi&n v& bénh ly tuy&n gidp tuwr
mign, d3c bigt |& ngudi cao tudiy hodc sdng

trong wing dich t& thigu iod.

Phan irng oo hai lién quan dén than

**Tdn thudng thin c3p sau khi ding thudc
can quang:

+ Binh nghia theo Hido héi Chin dodn hink
anfr nidu sinh duc chéu Au (ESUR) [1]:

MNong df creatinin huy&t thanh ting =0,3 mg/
dl (hosc =26,5 micromol/T), hodc ting =1,5 [&n
s0 vwdi gid tri ban dau trong wong 48-72 gidf sau
khi tiém tinh mach thudc can quang.

+ Binh nghia theo HEi dbng thudc va thudc
cdn guang cua Truting mdn Chén dosdn hink
Ank Hoa kv [3]-

Trong ving 48 gif sau khi sir dung thudc can
quang xudt hién mdt trong nhiing bién cf sau:

1. NbBng dd creatinin huygt thanh tdng =03
mgfdL (>26,4 micromolfL) hodc ting 1,5 [En
so wdi gia tri ban dau.

2. Lugng nudc tifu giam =0,5 mlfkg/gis
trong it nhat & gid.

**Tan sudt xudt hidn: Tl 3,3% [4] dén 13,1%
[5] tiy thudc cach dinh nghia tdn thurong than
trong ting nghién clu.

- Thén phdi nhigm wdi thudc [En dau:

+ Bénh nhan o MLCT <45 mifphit/1,73
m® truidc khi ding thudc can guang qua
duiting ddng mach.

+ Tiém dong mach lidu cao.

- Thén phdi nhiém wdi thudc [En thi hai:

Bénh nhadn od MLCT <30 mifphdtfl1,73
m* trudc khi tiém tinh mach hodc ddng mach.
- Bé&nh nhin nSm J khoa 1CU.

- Nghi ng¥ b ton thuong thin, mat nudc,
b&nh Iy im mach.

- Thufic can quang cd Ap sudt thdm thu cao.

- Tiém thudc can quang nhigu [En trong 48-72
gid.

Lue § f1 ]

- OF tho¥ diEm mdv xudt fign, phdn dihg of the o o
muic 8 nhe. fuy nhidn sau d6 of the Hén tridn ndmg
thém.

Lafli). ki Bhodc can guang Bn d8u Jupc su dung tromg
khoa phdng, cic phan dihg oo hal Bhuting dubic bdo cde
rhigy fon so vei thute B (S ting Weber),

MLCT: Mirc loc cau thin
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Trong co s¢ dir li¢u bao cao ADR cua Trung
tam DI & ADR Qudc gia tir nim 2006 dén
hét nam 2017 co tong s6 1037 béo cao lién

quan dén thudc can quang chira iod, thong
tin dugc trinh bay trong bang 2.

Bang 2: S0 bao cao ADR trong cd sd dif lieu quoc gia tir nam 2006 dén nam 2017

2006 - 2011 135 10777 282 1,25
2012 - 2017 902 49990 1333 1,80
Téng 1037 60767 1615 1,70

S6 luong bao cdo ADR lién quan dén thudc
can quang giai doan 2012-2017 gép 6,68 lan
s6 luong bao céo giai doan 2006-2011. Ty 1é
béo cao vé thudc can quang trong co so dit
liéu qua hai giai doan nay tang tur 1,25% lén
1,80%.

Trong giai doan 2006-2011, biét duogc
Telebrix (acid ioxitalamic) dugc bao cao
nhidu nhit (chiém 54,81%), sau do
la Xenetic (iobitridol) chiém 24,44% va

Ultravist (iopromid) chiém 17,04%. Sang
2012-2017, Xenetic

(iobitridol) va Ultravist (iopromid) c6 sb

dén giai  doan

lugng bao cdo 16n nhat (1an luot chiém
39,14% va 23,50%), sau d6 la Omnipaque
(iohexol) chiém 15,30%. Co s& dit liéu ciing
d3 ghi nhan béo cao vai cac thude can quang
khidc nhu Pamiray (iopamidol), lopamiro
(iopamidol), Visipaque (iodixanol) va
Hexabrix (acid ioxaglic) (bang 3).

Bang 3: 50 ludgng bao cao ADR lién quan dén cac loai thudc can quang khac nhau

1 | Telebrix (acid ioxitalamic) 74 54,81 69 7,65
2 | Xenetix (iobitridol) 33 24,44 353 39,14
3 | Ultravist (iopromid) 23 17,04 212 23,50
4 | Pamiray (iopamidol) 4 2,96 1] 0,00
Iopamiro (iopamidol) 1 0,74 45 4,99
5 | Iopamidol (iopamidol) 1] 0 5 0,55
Lopamiro (iopamidol) 1] 0 4 0,44
6 | Omnipaque (iohexol) 0 0 138 15,30
7 | Visipaque (iodixanol) 0 0 2 0,22
8 | Hexabrix (add ioxaglic) 0 0 73 8,09
9 | Khing rd thong tin vé thudc 0 0 1 0,11
Tong 135 100,00 9202 100,00
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Trong giai doan 2006-2017, rdi loan toan
than duoc bio cdo nhiéu nhit véi ty trong
ngay cang tang lén (tr 35,11% lén 43,89%),
trong d6 tan suit cua phan tng phan vé/soc
phan vé da ting tir 9,57% lén 24,83%. Roi
loan da va mé dudi da 1a ADR pho bién thir

hai sau roi loan toan than, chiém tir 25,18%

(2006-2011) dén 27,46% (2012-2017) tong
s6 bao cao lién quan dén thudc can quang.
R&i loan tiéu héa va rdi loan ho hép lan luot
chiém céc vi tri tiép theo. Co so dir liéu
cling ghi nhan mot sd phan ung it gap khac
nhu ha calci huyét, tang men gan, U tai, ...
(bang 4).

Bang 4: Cac hé co quan bi anh hu'dng bdi ADR lién quan dén thudc can quang

Réi loan toan than (phan vé/soc
, | phén v&, sdt, rét run, kich thich,... o9 3511 285 43,89
Phan vé/sdc phan vé 27 9,57 331 24,83
Réi loan da va md dudi da (ban da,
2 may day, man ngifa, dat san, ...} 71 25,18 366 27,46
R&i loan tiéu hoa (bubn nén, nén,
3 dau thudng vi, ...) 35 1241 161 12,08
Réi loan hd hdp (kho thd, ndng
4 hong, co that phé quan, ho, ...) 16 3,67 92 690
R&i loan than kinh trung udng va
5 ngoai bién (dau dau, chding mat, liét 19 6,74 58 4,35
chi dudi, ...)
R&i loan mach (viém tac tinh mach,
5] thoat mach ngoai vi, vid ven, sung 3 1,06 32 2,40
phidng ndi tiém, ...)
R&i loan tim mach (tdng huyét ap,
7 loan nhip tim, mach nhanh, ...) 31 10,99 2> 1,88
3 Rdi loan thi giac (do mat, chay nudc 0 0,00 4 0,30
mat)
9 RGi Iuan_ chuyén hoa va dinh dung 3 1,06 0 0,00
(ha calc huyét)
o RPI Ic_v.an thinh giac va tién dinh - 0,35 - 0,08
(i tai)
11 | R&i loan gan mat (tdng enzym gan) 1 0,35 1 0,08
12 | R&i loan tiét nidu (vé niéu) 0 0,00 1 0,08
13 | Thiéu thdng tin v& ADR 3 1,06 7 0,58
Tong 282 100,00 1210 100,00
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Trong khi t6n thuong than 1a phan tng co
hai dd dugc ghi nhan trong y van thi hé
théng bdo cao tu nguyén chi thu dugc 01
truong hop vo niéu. Pé tim hiéu rd hon vé
tAn suat xuat hién cta phan tng nay, Trung
tam DI & ADR Qudc gia da phdi hop véi 2
co s& diéu tri thuc hién hoat dong gidm sat
tich cuc t6n thuong than lién quan dén thude
can quang trén bénh nhan. Két qua cho thay
tén thuong than xdy ra trong khoang tir
6,1% [6] dén 7,1% [7] s6 bénh nhan st dung
thudc can quang, trong do6 ty 1¢ bénh than do
thudc can quang c6 ¥ nghia 1am sang 1a
1,1% [7].

Khi tra ctru co s¢ dir li¢u phan Uing c6 hai
ctia T6 chirc Y té Thé gioi (Vigibase) dit tai
Trung tdm gidm sat thuéc quéc t& UMC -
WHO tinh dén 10/6/2018, kha ning gay ra
ADR sbc phan vé cua thudc can quang
Xenetix (iobitridol), Ultravist (iopromid) va
Telebrix (ioxitalamat), Omnipaque
(iohexol), Hexabrix (acid ioxaglic) va
lopamiro (iopamidol) so véi cac thuc khac
1a khac biét c6 ¥ nghia thong ké (ICqps >0)
(bang 5).

Bang 5: Dif liéu vé thudc can quang tir co s6 diif lieu WHO-UMC (ngay truy cap:
10/6/2018)

1 | Telebrix {acid ioxitalamic) 956 64 3,19 86 3,06
2 ¥enetix (iobitridol) 11023 128 0,84 195 1,61
3 Ultravist (iopromid) 37783 425 1,69 B15 2,02
4 | Omnipaque (iohexol) 26033 543 1,38 798 2,08
5 | Hexabrix (acid ioxaglic) 2947 146 3,86 176 3,53
6 | Iopamiro (iopamidol) 3853 474 1,65 941 2,80

Ciac yéu té nguy co

C6 nhiéu yéu t6 nguy co 1am ting tin sut
xuat hién ADR lién quan dén thudc can
quang da dugc ghi nhéan trong y van, bao
gdm cac yéu tb vé dic diém thubc can
quang, cac yéu to vé co dia ngudi bénh, cac

yéu t0 vé bénh Iy mac kém va thudc dung

kém, cac yéu td vé thuc hanh 1dm sang cia
can bd y te. Chi tiét yéu t0 nguy co cua ting

loai phan ing xin xem bang 1.

Xt tri va dw phong ADR do thudc cén
quang chira iod gay ra

Dé phong ngira cac phan tmg c6 hai lién

quan dén thudc can quang, can than trong
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khi st dung thube trén cac dbi tuong bénh
nhan c¢6 nguy co, dac biét ddi v&i bénh nhan
nghi ngd c¢6 bénh 1y than. Bén canh d6, can
khai thac k¥ tién st dj ung cua bénh nhan va
luén chuan bi trang thiét bi dé sin sang xir

tri cac phan ing cip tinh.

Hién nay c6 nhiéu protocol du phong phan

ung co6 hai cua thudc can quang st dung cac

thudc chdng di tmg nhu corticoid, khang
histamin nhung hiéu qua cta chiing van con
dang tranh cdi. Pé giam thiéu tac hai trén
bénh nhan thi viéc xtr tri kip thoi séc phan
vé dong vai tro rat quan trong. Nam 2018,
Hi¢p hoi Chan doan hinh anh niéu sinh duc
chau Au (ESUR) di c¢6 cap nhat vé hudng
dan xur tri cho céac trudng hop phan vé véi

thudc can quang chtra iod (bang 6) [1].

1. Goi nhém hoi surc.

4. Thd oxy (6-10 L/phut).

Bang 6: Hudng dan xir tri s6c phan vé cia ESUR nam 2018

2. Lam théng thoang duing thd néu can thiét.
3. Nang cao chan bénh nhan néu bi tut huyét ap.

5. Tiém bap adrenalin (epinephrin) [1:1000], 0,5 ml (0,5 mg) vdi ngudi Idn, nhac lai néu can.
D8i vdi tré nho tir 6-12 tudi: 0,3 ml (0,3 mg), tiém bip.

DGi vdi tré nho dudi 6 tudi: 0,15 ml (0,15 mg), tiém bap.

6. Truyén dich tinh mach (vi du: dung dich mudi sinh ly, dung dich Ringer Lactat).

7. Thudc khang histamin H1 (vi du: tiém tinh mach diphenhydramine (Dimedrol) 25-50 mg).

Tai Viét Nam, Bo Y té ciing dd cap nhat
phac do xtr tri cap ciru sc phan vé (Thong
tu s& 51/2017/TT-BYT ngay 29/12/2017)
vo1 cac bién phdp co ban la ngung dung
thudc, cho bénh nhan nim tai chd, tiém
bidp adrenalin dung dich 1/1000 va cac
thude chéng di tng dac hi¢u khac; thé oxy,

bu nudc, chat dién giai (néu can).
Ket luian

Trong vong 6 nam trd lai day, cac bdo cao
ADR lién quan dén thudc can quang chua
iod, dac biét la cac bado cdo nghiém trong cé
xu huéng ting 1én. Tin hiéu nguy co va mdi
lién quan giita viéc sir dung thudc can quang
va phan tng sdc phan vé trén bénh nhan da
duoc ghi nhan tor co sé dir lieu cua Viét

Nam ciling nhu tir co s¢ dit liéu cua To chirc

Y té Thé giéi. Do vay, viéc xay dung va
trién khai quy trinh quan 1y va st dung
thudc can quang tai cac co s& kham, chira
bénh ciing nhu cip nhat huéng dan xu tri
soc phan vé dong vai trd quan trong giup
giam thiéu cic tai bién lién quan dén thudc

can quang trong thyc hanh.

Trong khi hiéu qua cua viéc du phong céac
ADR do thudc can quang van chua duoc
chtng minh 1 rang, can bd y t& can cha y
khai thac tién sir, than trong voi cac d6i
tugng co6 nguy co cao, dong thoi chuan bi
san sang bo cap ciru séc phan vé cling nhu
k¥ nang x\r tri sdc phan vé trudce khi st dung

cac thudc nay.
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Phan loai thong tin di Wng thudc dwa
trén bo cAu héi va phéng van

DI ('\\'}\DRE Nguén: canhgiacduoc.org.vn

Tién sir di vmg thudc khéng chinh xdc,
khéng ddy dii hodc khéng ré rang cé thé gdy
bat loi cho an todan cua bénh nhén, danh
huwong dén viéc cham séc bénh nhdn va can
tré quy trinh diéu tri cia bac si. Do dé, tdi
liéu chudn vé thong tin di iing thudc trén
bénh nhén la can thiét doi véi tdt cd co so
cham soc suc khoe. Tuy nhién, hién chua co
phwong phdp ndo dwoc coi la tiéu chudn
vang dé thu thdp thong tin vé di img va co
thé la mét thach thire dé c6 dwoc théng tin

vé tién su di ung cua bénh nhan.

Mot nghién ctru da duoc trién khai tai mot
s6 co s y té dé xac dinh xem viéc st dung
bd cdu hoi va phong van di tng thube duge
chuan héa c6 mang dén nhiéu thong tin 1am
sang hitu ich hon so véi phuong phap tiép
can hién dung dé thu thap thong tin di tng
khong. Bo cau hoi va phong van nay duogc
trién khai tir thang 11/2014 dén thang
02/2015. Cac bénh nhan dugc nhap vién
trong vong 48 gid trudc khi dugce can thi€p y
khoa/phiu thuat c6 it nhat mot bénh di ung
duogc xac dinh hang ngay béi mot phan mém

hd tro dua ra quyét dinh 1am sang. Nhoém

nghién ctru st dung thuit toan tao sd ngau
nhién dé lua chon bénh nhan gitp lam giam
sai s6. Sau d6, nguoi phong van s& sang loc
dé loai trir bénh nhan dua trén viéec xem xét
bénh an. Tiép theo, nguoi phong van s& dén
phong cuia bénh nhan, thong bao cho bénh
nhan vé thoi gian, dja diém phong van.

Bo cau hoi bao gdm 7 cau hoi (bang 1) gilp
khai thdc bénh nhan vé tién sir phan tng
thudc, thudc da dung, duong dung, mo ta chi
tiét phan ung, diéu tri va thoi diém xay ra
phan mg. Néu bénh nhan khong nh¢ day du
thong in dé tra 11 cac cdu hoi niy, bénh
nhan c6 thé duoc goi ¥ boi cac goi y dinh
truéc (vi du thoi diém xay ra phan ung:
Trong vong 5 nam trg lai dy, 5 dén 10 nim

trude, hodac hon 10 nam trudc).

Thoi gian trung binh dé hoan thanh mot luot
hoi va phong van theo bd cau hoi nay 1a
khoang 10 phat. Tién st di Gng thudc cua
bénh nhan sé dugc cap nhat néu can, dua
trén cac thong tin thu thap tir budi phong
van. Piéu quan trong 1a phai trao d6i voi bac
si diéu tri cho bénh nhan trudc khi quyét
dinh xo6a dir liéu vé mot bénh di ung cua

bénh nhan.
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Béng 1: B cau hoi dianh gia di img thudc trén bénh nhéin

1. Ban da timg dung thudc ndo ma da tirng giy ra phan irng chua?

0 Cé ' Khdng

" Can goi y: 1Co " Khong

2. M6 ta phan ing ban gap phai

_ Di irng that su:

' Phan vé | Khé tho

_ Khic:

~ Mé day "' Phi mach

_ Negtra ' Ban da/phan ung trén da nghiém trong khéc

~ Khong dung nap/Téc dung bat loi:

_ Chong mat ! Pau co/dau nhirc | Tac bung/dau bung
1 Ngu ga " Budn nén "I Non

" Pau diu " Sung (khéc) " Tiéu chay

' Yéu | Khic

| Khdng 10 rang

"1 Can goi y: | 0C6 " Khong

3. Puong dung ciia thudc ma ban ding?

| Hit " Tiém | Ubng "I Ding trén da

| Khic

1 Can goi y: 0 Cé I Khong | Khong r0 rang

4. Sau bao lau bat diu dung thudc thi phan fmg xuit hién?

L gio | [|__ngay | __tuan | _ théng | __nam

[ Can goi ¥ 0 Cé 1 Khong "I Khong 0 rang
5. Phan trng da xudt hién cach diy bao 1au?

| <5 nam trudc | 5-10 nam trude | >10 ndm trudc
'] Can goi y: 0 Cé | Khong | Khong ro rang
6. Ban ¢6 can thim kham béc si khi ¢6 xuat hién phan tmg?

1Co | [ Khong

6a. Noi ban di dén kham dé xir tri phan mg?

| Phong cép clru ' Phong kham

| Pang ¢ bénh vién " Nhép vién dé xur tri

6b. Bic si ¢ chi dinh ngirng thudc nghi ngd giy phan mg khong?

0 Coé ' Khong

| [ Khéng rd ring

7. Ban da timg dung lai chinh thudc nay hoic cdc ché pham twong tu chua?

0 Cé [ ' Khong [ | Khong rd rang
7a. Néu c6, ban c6 gip phai van dé twong tu khong?
0 Cé | [Khong
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Trong nghién ctru nay, ti€u chi chinh Ia ty 1€
bénh nhén c6 tién sir di tng thudc c6 thay
d6i lién quan dén 1am sang sau khi hoan
thanh bd cdu hoi va phong van. Thay doi
lién quan dén 1am sang nay duoc dinh nghia
la mot bénh 1y di tng va/hodc cd phan ung
lién quan dugc thém vao hodc bot di sau khi

phong van tur dir li€u tién sir di rng cia bénh

Mot sd tiéu chi phu ciing dugc xem xét.
Phan Ung cua bénh nhan dugc bdo céo ddi
v6i mdi thude dwoc phan loai boi nghién
ciru vién theo cac loai: “D1 tng that su”,
o

tac dung bat loi”

rang” (bang 2).

hodc “khdéng 10

nhan.

Bang 2: Phan loai di rng trong nghién ciru

Di tng that su

Tac dung bat loi

Khéng rd rang

B cau hoi va phong van nay co thé hitu ich cho can bd y té x4c dinh cac bénh nhan duoc phat

hién c6 nguy co ¢6 tién sir di tng thudc khong chinh xac cao hon va cho phép thu thap thong

tin day du hon.

Bénh nhéan bao céo céc tridu ching phu hop vai di tng thude thong
qua co ché mién dich, bao gdm nhung khong gi6i han trong cac
tri¢u ching sau: Phan vé, mé day, ngtra, kho thd, sung, phat
ban/cac phan tng trén da nghiém trong khac, hoic bat ky phan tng
nghiém trong ndo khac ma thudc hozc nhom thudc duge quyét

dinh khong dugc str dung lai theo nhan dinh cia nghién ctru vién.

Bénh nhan bao cdo céc triéu chiing khong tuong g vdi céc triéu
ching cua di tng thudc théng qua co ché mién dich, bao gém
nhung khong gidi han trong cic triéu chimg sau: Budn nén, non,
tiéu chay, chong mit, dau dau, ng ga, yéu, dau nguc, kich dong,
hodc bat ky phan tng khac ma thudc hodc nhom thude van c6 thé

dugc st dung lai néu can theo nhan dinh ctia nghién ctru vién.

Bénh nhan khéng thé cung cip day du thong tin vé& phan tng hoic
cac triéu chung dé co thé phan loai, do d6 khong thé loai trur
truong hop di ung that su.



PINH CHI LUU HANH THUOC KHONG PAT TIEU CHUAN CHAT LUQNG

Can

ct Cong van

s6 17253/QLD-MP

ngdy 07/09/2018;

17572/QLD-CL  ngay

13/09/2018; 399/QD-QLD ngay 26/06/2018; 395/QD-QLD ngay 21/06/2018 va Cong vin sd
459/QD-QLD ngay 18/07/2018 cuia Cuc Quan 1y Dugc vé viée dinh chi luu hanh thube khdng

dat tiéu chuén chét.

1. Cuc Quan Iy Dugc théng bao dinh chi luu hanh trén toan quc:

A . A ) S6 PK, so 10, Ly do dinh chi luu
STT Tén thuoc Tén don vi SX . .
han diung hanh
] ) o PN S0 16: BL 109 Khong dap tng yéu cau
1 Nuwéc muoi sinh ly | Cong ty Co phan L e h . sinh vat
. g v€ gidi han vi sinh va
SAT BB Quéc té Pai Loi 1940/17/CBM g - nan d
P-HN trong san pham.
SPK: Khong dat tiéu chuan
chat luong vé chi tiéu
A 2 | VN-14104-11 . .
Thubc tiem Do‘A Cong ty ;CO o dinh  luong -Glngl\m
5 Koreamin phan duoc pham | S6 16: 160378 FI(?von Glycosu?l toan
Vinh Phic san NSX: phan va khong tién hanh
Xuat. 19/9/2016 ldy méu ‘tzé swung thu(A'),c
néu trén dé kiém tra chat
HD: 18/9/2019
luong.
Catalent Germany SPK: Co so ding ky thube i
Vesanoid Eberbach GmbH. nguyén rat sd dang ky
. (Tretinoin 10mg) Co 5o dong goi:| VN-19646-16 | | ' 950 thuée do khong
F.Hoffmann-La . [
Roche Ltd. c6 nhu cau kinh doanh.
SPK: Co so ding ky thudc tu
Cathy-K Eirgen  Pharma ] ] nguyén rat so dang ky
2 (Anastrozole 1mg) | Limited VN-20681-17 luu hanh thudc do khong
c6 nhu cau kinh doanh.
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https://thuvienphapluat.vn/phap-luat/tim-van-ban.aspx?keyword=4764/QLD-CL&area=2&type=0&match=False&vc=True&lan=1
https://thuvienphapluat.vn/phap-luat/tim-van-ban.aspx?keyword=4764/QLD-CL&area=2&type=0&match=False&vc=True&lan=1
https://thuvienphapluat.vn/phap-luat/tim-van-ban.aspx?keyword=4764/QLD-CL&area=2&type=0&match=False&vc=True&lan=1

PEGASYS Co s6 dang ky thube ty
(Peginterferon F.Hoffmann-La oEa. nguyén rat s0 dang ky
3 alfa 2a 135 | Roche Ltd. QLSP-958-16 luu hanh thuoe do khong
mcg/0.5ml) ¢6 nhu cau kinh doanh.
Thu héi gidy PKLH
Ly do: Trong thoi han
SPK: 60 thang co 02 16 thudc
ACIGMENTIN CTCPDP  Minh ’ bi thu hCA)’I bat budc do vi
4 . VD-21217-14 | pham chat lugng mtrc do
312,5 Hai 5
binh chi luu hanh trén
toan quoc va thu hoi
toan bo cac 16 thudc.

2. Cuc Quan ly yéu cau:

- SO Y té cac tinh, thanh phé truc thudc Trung wong thong bao cho cac co sé kinh doanh, sir

dung my pham trén dia ban tién hanh thu hoi 16 san pham vi pham néu trén; kiém tra, giam sat

cac don vi thuc hién Thong bao nay; xur ly cdc don vi vi pham theo quy dinh hi¢n hanh.

BO SUNG QUY CACH PONG GOI

Can cir Cong van s6 16438/QLD-DK ngay 23/08/2018, 16441/QLD-PK ngay 23/08/2018 cua
Cuc Quan 1y Duoc vé viée thay d6i to hudng dan sir dung, bd sung quy cach dong goi. Cin cir

Bién ban tham dinh ho so thay ddi/ b6 sung cua cong ty, Cuc Quan Iy Dugc c6 ¥ kién nhu sau:

STT Tén thudc SPK Quy cach dong goi Quy cach dong goi
di duyét b6 sung
1 Agichymo VD-24701-16 | Hop 2 vi x 10 vién Hop 4 vi x 10 vién;
Hop 5 vix 10 vién;
Hop 6 vi x 10 vién.
2 Agibromhexine | VD-19310-13 |Hop 1 chai 30ml, | Hop 10 goi, 20 goi, 30

60ml;

Hop 30 gbi x Sml

goi x 10ml.
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NHAC LAI: THONG NHAT THONG TIN CHI PINH

Thuc hién su chi dao cua Giam doc Bénh vién.

Can cu Thong bao ngay 05/01/2018 va Thong bao ngay 15/01/2018 ctia Khoa Duoc-
BV BKTT vé viéc théng nhat thong tin chi dinh dbi voi thude c6 chia Alpha
chymotrypsin va Citicolin dudng tiém. Khoa Dugc giri dén cac khoa, phong ndi dung

thong tin:
. Tén thwong i o,
STT Hoat chat . Chi dinh Ghi chu
mai
. Co a
Statripsine ons van
22098/QLD-bK
4.2mg .
. . ngay 26.12.2017
_ bieu tri phu ne sau
Alpha chymotrypsin ha th b Cong van
1 ) chan thwong, phau
(ubng) Alfachim o 13/SYT-NVD
4.2mg thuat, béng. ngay 04.01.2018
Difosfocin Cong van
1000mg/ 4ml . _
Giai doan cap cuaa 18583/QLD-DK
o . . ngay 13.11.2017
Citicolin chan thwong so nédo
2 . 5 5 4
(tiem) kém roi loan tri giac & Cong  van  s0
Somazina o 13/BHXH-
nguoi lon .
500mg/4ml GDbBHYT ngay
09.01.2018
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic
S6:A2  /2018/TT-BYT Ha Néi, ngay?2thdang & niam 2018

THONG TU

Sira d6i, bo sung mjt s6 diéu ciia Théng tw s6 52/2017/TT-BYT
ngay 29 thang 12 nim 2017 quy dinh vé don thude va ké don thude hoa
dugc, sinh pham trong diéu tri ngoai tri

Can cir Ludt Dwoc s6 105/2016/QH13 ngay 06 théng 04 niim 2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyén han va co cdu té chirc cia B Y té;

Theo dé nghi ciia Cuc truong Cuc Quan ly Kham, chita bénh;, L
a

Bo truong Bo Y té ban hanh Thong tu sia doi, bé sung mét so diéu c
Thong tu s6 52/2017/TT-BYT ngay 29 thdang 1 2 nam 2017 quy dinh vé don thuoc
va ké don thuée hoa duge, sinh pham trong diéu tri ngoai tr.

Piéu 1. Sira ddi, b6 sung mdt s6 didu ciia Théng tw sb 52/2017/I‘T-B\iT
ngay 29 thang 12 nim 2017 quy dinh vé don thudc va ké don thube hoa
dwgc, sinh pham trong diéu tri ngoai tru

1. Stra doi khoan 3 Piéu 6 nhu sau:

“3. Poi véi tré dudi 72 thang tudi ghi s6 thang tudi, can ning, tén bé hogic me
clia tré hogic nguoi dura tré dén khém bénh, chira bénh.” L

2. Sira d6i doan “ban hanh kém theo Thong tu nay, kém theo ban tém tat
so bénh an theo quy dinh tai Piém c Khoan 4 Piéu 59 Luét khdm bénh, chita
bénh cua co s¢ kham bénh, chira bénh cubi cung diéu tri dé lam can ctr cho bac
sy tai co s¢ kham bénh, chira bé¢nh c6 givdong bénh diéu tri noi tra ké don thuoc
mdi lan ké don, sb lugng thude str dung khong vuot qua 10 (mudi) ngay.”
khoan 2 Piéu 8 nhu sau:

“ ban hanh kém theo Thong tu nay (xac nhan c6 gia tri cho mét lan ké don
thuoc) kém theo tom tit bénh 4n. Tém tit bénh 4n thuc hién theo mau ban tém
tat hd so bénh an quy dinh tai Phu luc 6 Théng tu s6 14/2016/TT-BYT ngay 12
thang 5 nam 2016 cua B§ truong BS Y t€ quy dinh chi tiét thi hanh mét s6 diéu
ctia Luat Bao hiém x4 hoi thudc linh vuc y te.

Truong hop co sd kham bénh, chu'a bénh cubi cung diéu tri ké don thube
cho nguoi bénh thi khéng can c6 tom tat bénh an.




2

Viéc ké don thude gdy nghlen phéi do bac sy tai co s& kham bénh, ch*:la
bénh c6 giudong bénh diéu tri ndi tra thuc hién. S6 lugng thudc mdi lan ké don
t6i da la 10 (mudi) ngay sir dung.”

3. B6 sung diém ¢ vao khoan 2 Piu 14 nhu sau:

“c) Thong bao cho céc co sé kham bénh, chira bénh, co quan don vi c6 lién
quan trén dia ban vé danh sach céc co sé cap, ban thudce gay nghién.”

4. B6 sung diém d vao khoan 3 DPiéu 14 nhu sau:

“d). Déi véi nhitng quén, huyén, thi xa, thanh pho thudce tinh khéng c6 co s¢
béan thube gdy nghién thi khoa dugc ctia bénh vién phai cung mg thudc gay
nghién cho ngudi bénh ngoai tra trén dia ban theo gia mua vao cua co s¢ khdm
bénh, chira bénh theo quy dinh cta phéap luét vé quan ly gia thudc dé bao dam
cung cap di thude cho ngudi bénh.”

5. Thay thé Mau don thudc quy dinh tai Phu luc I ban hanh kém theo
Thong tu s6 52/2017/TT-BYT ngay 29 thang 12 ndm 2017 cia B truong Bo Y
te quy dinh vé don thudc va ké don thudc hoa duoc, sinh pham trong diéu tri
ngoai trii bang Mau don thuéc duoc ban hanh kém theo Thong tu nay.

Diéu 2. Hiéu Iwe thi hanh

Thong tu nay c6 hiéu luc ké tir ngay 15 thang 10 nim 2018. w

Piéu 3. Trach nhiém thi hanh aLh

Cuc truong Cuc Quan ly Kham, chita bénh, Chanh Vén phong B¢, Chanh
Thanh tra B, Thu truéng cac don vi truc thude Bo Y té, So Y té tinh/thanh pho
truc thuge Trung wong, cac co s& kham bénh, chira bénh, cac co quan, to chirc,
ca nhan khac ¢6 lién quan chiju trach nhiém thi hanh Théng tu nay.

Trong qua trinh thuc hién neu ¢6 kho khan, vucmg mic, cac don vi, dia
phuong phan anh bang vin ban vé Bo Y té dé xem xét, giai quyét./. ‘

Noi nhan:

- Uy ban cdc VDXH cuia QH (dé giam sét);

- Vian phong Chinh phu (Vg KGVX, Céng béo, Céng TTDT
Chinh phu);

- Cac Bo. co quan ngang B9, co quan thuge Chinh phu:
- HDND, UBND cac tinh, thanh phé tryue thudée TW;

- Bd Tu phap (Cuc Kiém tra van ban QPPL);

- B trudng (dé bao cao);

- Céac Thir truéng BYT;

-So'Y té céc tinh, TP truc thude TU:

-Y té cac Bo, Nganh;

- Bao hiém xa hoi Viét Nam; .

- VP B§, TTra B9, cac Vu, Cuc, Tong cuc thude BYT;
- Cac don vj tryc thuée BYT;

- Céng TTPT BYT;

- Luu: VT, PC, KCB (02).

guyén Viét Tién
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