BENH VIEN PA KHOA AN SINH
KHOA DUQC

BANTIN
THONG TIN THUOC

KY 2 - NAM 2018



MUC LUC

GIaM THIEU BIEN C6 TIM MaCH
LIEN QUAN DéN C4C THUSC CHONG
TANG PUSNG HUYET & BeNH NHAN
b4l THAO DUONG

PHAN uNG C6 Hal CuA THU6C CaN

QUANG CHuA 10D
6

) DIéM TIN CaNH GI4C DU¢C
' 12

AL
|

Yu

Chiu trach nhiém phat hanh: DS. Nguyén Thj Tra My
Chiu trach nhiém ndi dung: DS. Pham Thi My Linh
Ban bién tap: DS. Nguyén Quynh Anh, DS. V& Thi Thanh Van

Bo phan phat hanh: bon vi thong tin thudc — Khoa Dugc

bién thoai: (028) 38457777 — Ex: 103, 523, 524



hitp.//canhgiactucc. org,vn

GIAM THIEW BIEN O T MACH LIEN QUAN BEN CAc THUGC
CHONG TANG BUGNG RUYET 0 BENH NRAN DAl THAO BUGNE

Nguln: US Pham. 2018-43(2)32-36
Ngutii dich: TU Phem H@n Treng, Luting Ash Tung

 TOM TAT: 84nh tim mach tp tuc (& nguyén ahin hing @By oly 1 vong tsi Hos Ky. D
thio duling (typ 1 v typ ahﬁgmd*ﬁdhmﬂ o tim mech vé
1 vong do ung thy, C6 nhidu w&ﬁa&auumdm*a

thio duling 03 Bute
;ﬂm&'ﬂuﬁm

Kdm okt Ot tr 15 Tosn
tam :x&**“%qd

mbu,

- véu nmﬂa vin cbn ghy tranh cBi. Hiln ney &3
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trf 841 thée dubing,

om*m&quuma*mwun

‘chi thidn K cuc tim mach & binh nhin 861 o dubing typ 2.

Bénh tim mach tip tuc I nguyén nhin
nang ddu gly t vong & ci nam vb nl gidi &
Hoa K. M3t nghién olu v nguyén nhin 1Y
vong trén bénh nhin dé thio dubing 3
dénh gié 123.205 ca tW vong tromg 38
823,500 ngulsi vb phét hén t¥ vong do moi
nguyén nhdn ting 18 fBn (5% CI
1,71-1,80); W vong lién quan dén mech méu
tdng 2,32 fBn (95% CI: 2,11-2,56); W vong
do wng MW ting 1,25 f8n (95% CI.
1,15-1,31) vh t¥ vong 0o nguyén nhén knic
ting 1,73 (Bn (95% CI: 1,62-1,85), Céc vin
d& U moch | mdt trong nhing bifn ching
cis 46l thio Buling typ & vi typ 2 khing
dude didu tr hode Butc kifm sodt kém,

Nim 2014, HOI DI théo duling Hos Ky
(ADA) vh H: Tim Hos Ky (AHA) 63 cbng bS
mdt béo cho chung v& kit cuc tim mach &
bénh nhin d& théo duling typ 1 (TIDM).
Theo 46, ting huyft dp 1b yéiu 1 nguy cd I0n
A5i w&i bnh Um mach § bénh nhda ddi thio
duling typ 1, vh 18 yéu t& nguy cd trung binh
vl i théo duding typ 2 (T20M); ting bipic
méu vh Khing insulin cling b cic yé t8
déng k& glp phlin gy ra chc bénh tim mech
wii T20M, vi 1§ thc nhdn trung binh w8
TIOM. Albumin nidu vi thE vh liém solt
duling huydt kém 14 cic y&u t3 ién quen
chit chi nndt w8l biénh tim mach & cb TIOM
vh T20M. Clc thubz dbng vai trd quan trong
trong diky chinh che y&u 18 nguy o cing
dude &k clp trong bio cho cla ADA/AMA,
84 Vi€t nby 3§ tp tung treo 48 VB viks
kdm solt duding huy® vb sl dung thulc
didy tri A6 thibo Suling O pibm thifu céc kit
quh DS Ik trén Uim mach,

dung lifu phip he ghucose miuy,
MUC TIEU DUONG HUYET VA x1fmM
SOAT DUONG HUYEY

Vike xbe dinh muc tibu Guling huyt chinh
x&“oﬂmﬁu*%dhmw

xbc dinh duoc lidu che myc Uy HbALe thilp
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Trung thm DI & ADR Quéc gl

han ob Gem lgi 101 ich hay kndng trong
triling hap khlng xulll hién he Suling huylt
qué mic, Myc tiéu HbAle dudc chip nhén
phd bin nhilt v& hiu nét céc bénh nhdn
T1OM vb T20M 1 <7,0% trong trling hop
ob thé gidm thiky he duling huyét.

INSULIN VOT T1DM

TADM khdng dudc ditu Ui 38 din dn 1Y
vong, Chi ¢ insulin ngoei sinh mdi

duy Ui cudc siing & nhlng biénh ahln ndy,
trong khi cie liéu phip khée cling <4 thé dem

gquen J8n kiém soét duling huyft vh the dung
cle insulin & bEnh nhin TIDM deo gbm:

- Kiém o8t Oubing huyl 18 Wy sdm &
bénh nhén TIOM dem lai nhlng Wi ich By
081 A5 vOi bénh tim mach.

= Tinh treng béo phi vh khing insulin ién
quan & bénh nhia TIOM dang gl tng,

- DU lidu v& nhlng thay 48i cie blo ph
holdic khiing insulin trén bénh nhin TIOM cbn
han ché.

+ MOt 3§ biing ching cho thily ting chn
trong truling hop b chi thién kifm sodt
3uding huylt lién quan Sn gibm nguy cd tim
mach,

C4 thE nbi, vide s dung insulin & binh
nhiin TIOM hop by nhilt (clng nhy U8t ch céc
thullc gy trj TIOM hodc T20M) kni det
dude kifm sobt Suling huylt phi hop trong
ki viin gibm thidu nguy cd he duling huyt
V& mys dich nby, W phip bom insulin
(insulerpump) gin dly tS ra widt trdi hon so
véi insulin tém dudi e (sc insuin) oo of ty
1 ha Buling Nuy® ning vb nhifm toan ceton
thép hon, Didu nby rik &bng chi y do bom
insulin cb thE gilp civ thidn Kiim soét duding
huy@® & trd em, thanh thifu nidn vb '
tatding thinh tré tuli méc TIOM, T '
84, v8i T20M, bing ching ¥in ahit
tr dic higu lbm thay d6i k& cuc tm
dya trén nhlng th' nghiém IBm sing
Ohy Wén quan Gfin cic thulbc tiing 481 mdi,

CAC THUGC BIEU TRI DAC HIfU CHO
T20M

Knéc véi TIOM, T20M khing hobn tobn
bét bude déah ahdn s dung insulin vh T2OM
o nhdu Wa chon J@u tr Khic nhau, M 38
thullc Gy t T20M méi nhl, beo glm

i
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vé bifn ching tim mach dudi ddy bac gbm
metformin, thulic Je ché SGLT-2, thals chi
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vong do Ak thio dulng (p=0.017).
So v che thulc khdc, beo gbm cic
sulfonylure vl insulin, metformin gy ting
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Bang 1: Mk 5 thude va nibdm thube ching ting duding huyet

Tén thuiic

Mt

Cal ch bhe dung

Thiei reghisfm Lim shoag/ Ldi ich
trén tim mach v bdi ich khic

Hormon  Chit dikuphlichinticis By W hormaon B sung cle thill
peplid qud trinn viin chupln ehio biénh nhdn TIOM.
plucose vba trang 1€ bbs,
bae ghen gan, m3 vi mé ed,
€ nhifu tie dung Jing hds
b rung.

Metformin Bigusmid  Chi yifu lbm giben qué trinh UKPDS 34: C6 lifn quen 3&n gibm
Fiinki thibnh glucoss @ gan, 34t quy, 1 vang de mel nguyén
kit hgip wii che L dyng nhiln vl 1 vong s guan 88n
khie & mic ab khigm the 24 thiio dubing, ML & nghidn
mititmg £ EhE dem sl Il ely che thify ef cbi ks kbt =g
ieh. tim mipch, Slic Bift khi 5o siinh v

chc sulfonylure.

Gipisidvh  Sulfomylure Thng Ut imauin nlisind 17 UKPDS 33; Gibm 12% moi e by

mbt 38 thulc t¥ bdo beta tuyla tuy. ik quan 3én dik thio duling (30

khéc wii Iy phiip khing slf dung

thuc); chd ylu gl philin gibm
il Bifin cf mach miku nhd,

Empagiifiozin, Thubc e  Gibm nguBng Bbi €l qua EMPA-RED OUTCOME: Gibm 14%

conagiflcein  ché thén cla glucose vh bbi U8 cde truling hap b veng do tim

b mit o SGLT-2 Ehng théi natri vh mule, maych, nhli mbu 23 ten khilng by

thulie khie 1 veng, 888 quy kivbng oy 1

vang.
CANVAS: Glbm 10 vong do tim
mach, nhiuing o5 thE thmg nguy of
bt eut chi.

Liraglutid, Thabic Bhbi tlll inmulin phy thude  LEADER: Lim gilen diing ki o

eamnalid, tuthg b glucoos b che tF blo bets  vong O tim mach,

wragltid vb G-l tuplin tuy, ghm OB BBt glcTaNGg: Lien gikm nhBi mibu
mikt o4 thube ghueagen, chim thie ring ummmﬁhﬂuﬂm

khée o dby, gly chiln in, vh 888 quy knbing ghy 1 vomg (B

.t 8

Susglpn,  Thubcdc  Thngnbng B8 GLP-1ndi  Theo o ilu hiln ob, Idi ich trén

eaxagliptin,  ché DPF-4  sinh; cb the dumg tudng b tim mach Ran chi, nfiung khiling

alegliptin vk mhe che e tidng b Thng meuy cd nhli mbu o tim; of
milt 3 thule GLP-1 nbing vl mic 88 0 lifn quan 3 gis timg nhdp
khde yEu hiim, vikm de sy tim,

Piogitazon vk Thissalr  Hoat hda thy thé thng sinh  Chling chl dinh vl suy tim; ched

mit s thude  ginedion  percwisom, thng nhey chm  ghi mhiin idi ich dic hidu trén tiem

khdc will irmalin, mach vl b Io ngal il guen 3n

roniglitazen.
GRI chy: DFP-4; dipeplidyl peptidas 4; GLP-1; peptid-1 gifing glucagen; SGLT-2: kinh Sing

viin chuylin natri - glucsss 2.
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Trung thm OI & ADR Qué gia

huylt); ty ¥ W vong do dbi thio duling
trong nhdm ndy ting 9% (p=0,033). Tiép
tuc phin tich khing phit hidn nguy oo déng
ké L vong do 84i théo dudng Wén quen din
phdi hap tule. Tém lgl, metformin lim gidm
At quy, t vong do mol nguyén nhin vh t&
vong Ién quan dén di thio duling so wdi
didy t thing thuling.

M3t thY nghiém nglu nhidn cb 881 ching
khéc ién quen J&n metformin vh cic
sulfonylure clng 08 duoc dénh gid. Diy &
nghién ciu tén clu, md 04, tifn hbah trén
304 bénh nhin mic T20M vb bénh ddng
mech vinh, Che 481 tudng tham gia nghidn
el dudc phin nglu nhién sU dung
metformin holc glipizié treng 3 nm, Céc
nhém bénh nhiin nby dot kit qub kiém soit
duling hupdlt tiong W nheu (HbAlc trung
Binh tuldng dng 7,0% vb 7,1%). Nhém éah
nhin s dung metformin xullt hign & hon
déng kf cic billn cf tm mech (bao ghm t
vong do Uim mach, nhdi miu cd tm kning
gly W veng, 68t quy knbng oy tUf vong
hobe th thult thi thing Glag mach), Knbng
cb s khic biét déng K v ty i 1 vong 5ills
cée nhdm, Ty 38 nguy oo (hazard rat) véi
che biin el tim mach trong thdi gien thes 43
trung binh 5 ndm Ib 054 (95% CI
0,300,580, p<0,03).

THUOC (FC CHE SGLT-2

Thede e ché SGLT-2 dudc chi Binh cho
bénh nhdn T20M kndng dt dude ring 48
HbAle muc tilu thing qua didy chinh i
s0ng. Hiu hét che hubing aln diku trl Knuyéin
cho s/ dung thb Je ch SGLT-2 i 1b fidy
phip b8 sung che metformin, mic dl sl
dung dan Bl loai thubic nby cb thé dem lai
higu qub. Vike sU dung nhvdm thullc nby lién
tuc gie ting kKl tlf kN duUtc dus ra thi truding
do b nhidu the dung tich o, bec gim npuy
cd he dudng huylt thilp; mic a0 gdm
HbAle fng ché ¥ bhi it thim iy
glucose tai thin vh mBt calo tuding Ung; vh
glim huyllt bp wia phbi Tuy nhin, cic
thule nby cb nguy cd gy nhibm toen ceton
(nbng 40 dubing huy@ binh thuling), tha
thuting thin clip, nhiém trung Ul nidy - sinh
duc vh b e pN didy trf ceo. Che béo cho
gin Ay cho thily <b hiln tuting thng cbt eyt
chi dudl, 48c bilt v& canaglifiozin. Do &6,
cha s dung thulc thn trong holc trinh s/
dung tréin che bénh nhén cd bénh mech miu
ngoel bidn,

4 | B tin Chnh gl due | 62 -2018

ThY nghiém EMPA-REG OUTCOME cho
thly empegiificzin 1ém gdm nguy c0 tudng
85 cla t vong do tim mach 38% o v&i gid
0utk (p<0,001) v8i thi gian theo 85 trung
binh 3,1 ndm. N& cich khiic, thalc nby ém
gibm chung 14% oo tibu b8t ii chinh teén
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exenslid, semaghitid vk che thulc ke, b
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exenalid 2 (Bn/nghy. Vike sf Gung clc thulc
ndy i han e do chi phi @y Ui cao vh ty ¥
cao xullt hién téc dung khdng mong mula
trén tidy héa, bao gdm budn ndn vi Uy
chdy. Ngobi re, viém tuy clip, viém tuy cin
1&m sbng vA ung thy tuyén tuy cling 43 duoc
ghi ahln & béah nhiin sU dung exenatid.

Thi nghiém LEADER cho thily lirsglutid
Bm gidm Géng k¥ nguy o Y vong do tim
mach, nhli méu cd tim khlng gy L vong vé
a0t quy khing gdy t& vong trong 3.8 nim,
thif nghiém ndy dép Ung U ch chc o iy
chinh dudc 3t re, LI ich trén tim moch thé
Nign r3 ring hon & ahling bénh nhin <5 bénh
Iy Um mech so vi nhém kKhing cb bénh Iy
nby. Téc dung knbng mong muln trén tidy
nés vk he duling huydt ceo hon déng kE &
nhém @y trl 5o vi nhém Olng ol dutic.
Thi nghiém LEADER i bao gbm nhing
oénh nhiin cb nguy cd tim mech cao, do 86
101 ich tréin tim mach d3 dudic ghi nhin cb th

ThY nghiém SUSTAIN-E cho  thiy
semaghutid |dm gibm Géng Kk kit qub chinh
cus nhdi mbu of tim inbng gly tU vong (i
a8y vh 04 quy khing plly tif vong fin dBu.
Tuy nhidin, ty & t vong do Uim mech
ddong nheu gile nhbm Gy tri
dlng gib dute. SUSTAIN-E c han
K 1h khdng dutc il i OF xbc
vt Ol vh cb thdi glan tuting
{trung binh 2,1 nm).

THUOC (C CHE DPP-4

Chc thullc Uc ohé DPP-4,
saxagliptin vh slogliptin, cb the @
glbm glucose Ndu qub, X of nguy o8
duding huy@t vh tBng chn. Lol ich teén B
mach cUa che thubc nly b thi dudc ky vong,
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dEu thE hiln the dung thing
incretin, Muc dich chinh cls che !y nghidm
cis FDA Hos Ky glin diy U phit hidn sy gia
thng nguy ctf che biin cf tim mech; trong 46
SAVOR-TIMI 53 vh EXAMINE cho thily khing
gibm vh clng khdng ting W vong Oo tim
mach, A0t quy khing ply W vong vh nhdi
mbu o0 tim khing gy t& vong. Tuy nhén,
trong nghidn cdu SAVOR-TIMI 53, saxagliptin
Wm ting ty 1§ nhlp vidn do suy tim 3o v
nhéen ding gib Gudt, i ty 1§ cao nhilt dudc
ghi nhln trong ahdm biah nhiln cb tUln s
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« Nhbn Didt oy hvéu e Gubing huylt toén
bénh nhiln, gilp éoh nhlin Kém scit ne
Bubing huy® vh Knuyén khich bénh nhn trao
05 v chc bién philp phdng triknh vdi bikc o,
beo gbm sU Oung thulc o R aguy cd he
uing nuyt non

« Gidp beh ahlin det duoc kiém solt
Quling nuyl thiing qua hd try e chon thuls

No.2 - 2018| Bulletin of Pharmacovigilance] S



Trung tm 01 & ADR Quéc gis

ndp i nhd vh quyll dinh mic HoAle muc
tiéu phi hop v ting ngudl binh &€ gibm
thiu viin G& tim mech trong bénh J4i thio
duling.

- Xée Ginn vh giém thifu nguyén nhin din
dén khing tulin thi Ay tr vOi che thulc
ik tei 08 théo Suding.

- Dua ra khuyéin clo vE che thule didu b

a6 théo dudng cb ding ching dBy AL i,
el che chl dinh 45 dudc phié ouydt OF cdi
thién che vin & tim mach trén bénh nhin of

thifu nguy cd méc binh tim mech
KET LUAN

Bling ching v 101 ich lién quan Ofn mech
miu cua chc tudc didy trj 0 thio dubing 43

AUk tich 1y trang nhu adm. Quy Sinh m&
cls FOA Hos Ky 8 Oue ra nhdm Sbm bio
cic thulic ik tri 88 thilo Suling mdi ihdng
lién quan Gfn gia tng npuy J tim mech &3
clin &én nhng phit hibn Sdng chi: y. Khing
chi mdt 38 thulic mdi chiing minh dutc
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PHAN UNG €0 HAI CUA THUGC CAN QUANG CHUA10D

Trong glal dosn tU nim 2012 &én may,
Teung thm DI & ADR Quic gis 45 ghi nhila
mit o8 Lo cho Giin ninh lidn guen Ofn phin
Ung 0 Ung vdi thulc chn quang chia
beo glim cic bio cho phin Ung t m
nhe (ban 8, miy day, mia ngla,
run) che O mlc 80 nghiém
tiah mang nh sbc phin Wi, npl

i
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C4 nhily cheh philn logi phin dng cb hei
cia thude chn quang, beo glen phiin losl Ova
trén cd chi sinh Iy binh (phin dng deng d
ingiqub mbn vb phin Ung deng Bl tiah hés
hoc), dus teéin M c¢ quen chiv dnh huling
(phdn Ung likn quan Gl thén vb phin ing
khdng lién quen Gin thin) vh dua trin thi
gien KnGi phit (phin Ung clip tinh v phia
ng xullt hifn mubn) (1) Ap sullt thilm thilu
1h mit trong nhidng the nhlin chinh idn quan
0dn phin (ng qui mla clp tish (immedate
hypersensitivity reactions - IHR) [2):

« Phia Ung THR mde db tJ nhe din trung

6 | B tin Chnh gific dute | S6 2 -2018

Nguyln Phdng Thiy

binh xby ra trong ihobng U 5% O 13%
WOt Ui thudc chn quang ion hde cb &p sult
thim thiu ceo vi t 0,2% O 3% U0t tém
thulc chn quang khing ion hle b &p sullt
thim iy thlip [2).

« Phla Ung nghibm trong Oe doa tiah
meng clip tinh xull Nln v8i ty i tU 0.04%
d6n 0,22% gt tikm thulc chn queng on
hbs cb &p sullt thém thiu cao vl U 0,004%
38n 0,04% Wt tden thullc chn guang khbng
ion e cb bp sullt thim thiu thilp [2).

Ol it ihdng phin ng thibing gie v
che y#u ¥ nguy o8 duoc tim R tromg
g 1.

Trong cd 34 a0 lidu blo cho ADR cie
Trung thm DI & ADR Quic gis 1 nim 2006
dn Nt ndm 2017 cb thag 36 1037 béo cho
ién quan Ofn thelc cin quang chia iod,
thing tin BuUtk trinh biy trong Sdip 2

S6 Wong bho clo ADR lién quen Sn
thubc chn quang giel doen 2012-2017 glip
6,66 (3n 38 Wong blo cho gisi doan 2006
<2011, Ty W blo chz v thulc chn gueng
trong <0 30 a7 by qua hel gisi doen nly
ting tlf 1,25% Mn 1,80%.

Trong giel Goen 2006-2011, bt dude
Telebeix (acid ioxitalamic) Sude bl cho
nhlu ohlt (chdm 54.61%), sev 46 4

Xenelc (iobitrical) chifim 24,44% vb Ultravist
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Bang 1 Phin dng ¢b hai 1ién quan 88n thubc chn quang cb cha's jod [1)

Phdn g cé hal knéng iikn quan akn thin
Micad  Phn (g dang Phan dng asng
ning  diimo/audmdn  @bctinh hda hoc Nowy e

Phin &rng cp tinh (xby ra trong vang 3 312 sau kn! s cung twdc)
Nhe  Prndngténca  BubnnSnindnang,  * T M, NSl cac wll

NI mén nne, Néag bling/dn gnn = Bénn nhiin ¢4 tiée s
Ngla nhe. 850 chin/ia idng = Ol &g &1 thubc chn auang,
Ban 26 Prdn Gng trbn kinh ond = Hen o cudn,
vl c8 ol h3 pme. « Viém g atooy
Tweg N minanbe P Gng ol kon ook ':;"‘*‘I s
oinh Cotndspndquin VI Thodt mach; Lot '
nhe. o8, sung oning, hoal Y « Bénn noyl noc/chuviin nda.
o mit/end thann mS mim v ndl cndng  * SU ung thuc b suang 3eng lon nde <t
chén do kmoang. $2 sullz thiim snifu cas,
* ThoSc s aung dBng ol Thude dc o
Ning  Séctvtruyd dp Loan hip tm, men chuyln, twlc chen deta, thul dt o
Nalmg né nilp Ca gt DIM D1OL0N, MMErieUUn-2, metformn
Ngimg t, * Thc 66 vém/trrin ok,

Pradn dng xudt nén mudn (xdy ra t sau 1 g& cne 80 val tlbn sau kv sl dung i)

Prdn (g cang 4l Ong/aud mibn toén 2o (Sen 83, miy Say, cie sbn), trén né tiby nda (ubn nda, ndn, Cay
ving thifgng i), trin thla kinh trung wang (chédeg mie, Sau EBu), 8 an tabn tin (e run, 380) Susc
ot i v ehn pullt sl 0,3% affn 14% (1),

Nném abe vdin oo Bénn nndn of oln sl
Bénn Graves,
Doty gl €a nniin vh Db 1 taylia glls oY
maln, Gk oIl b noudt cac tull nolc 38ng
trong ving dicn of el 10a,
Phdn dng cb nat 140 quan aén thin
**78n thoeg thdn ol sau knl @ M'Wﬂw‘ﬂ&ﬁﬁ:
chn quang: - « Blen nndn o4 MLCT <43 mipndtl
o OV g thee 1o WY Chin G Aok m* tude knl obng e chn quang ous
don iy sh e ondy Au (ESUR) (1) gutng S9ng macn.

Neng €6 crastinin muylk thanh ting 20,3 mg/ = TIEM 380G macn iy cas.

2l (hodc 226,5 micramal), hobc tng 23,5 i * ThEn onal nevlim vt ol fn tnd nat

50 W1 gId &1 oan BBy trong Wang 4B-T2 gl sau Bdah mnln of MLCT <0 mipnivind
KN ik tnh mach thle chn quang. mé Uz v ubm ten mach Rolc 88nG mach
o Oy npive o Ml dBng e wh thudc - Bénn ahin nbe & Wnos ICU,

ol quanyg cin Trting mie CAB i Wt~ gl ngd cé t8n tuang sndn, mik nulc,
M o Ky (30 o8nn I} tm mach,

Trong vieg 48 O sau v 50 ung thulc BN . Thude cin quang <6 o sulk tnim oy cas.
quang wullt i mét trang an0ng Biln 8 80 e ke cin quang nnily B trang 4872
3 Wi @4 crantinin mupl thann tng 20 oy

me/es (>264 miramalil) holc tng 1.3 B0

50 W1 o\ vl ban @by, 2t
1 Long nule ol glm 05 mUNgigl
vong k anlk 6 91, -
wThn sult audt Nl U 20% (4] ¢Bn 100W
[5) thy thode chen @nn aghta t8n thang thin
trong timg nghién clu.
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Trung thm DI & ADR Quk gie

(lopromid) chifm 17,04%. Sang &&n giai Soen
2012-2017, Xenetic (icoitridol) v Uitrevist
(lopromid) cb 38 Wiong Déo cho n nhit (Bn
ot chifm 35,14% vb 23.50%), sau 96 b
Omnipeque (iohexol) chiém 15.30%. Cd =&

a0 Wy clng 43 ghi nhln béo cho v& cic
thulc cbn queng khic oY Pamiray
(opemidol), lopamirs (iopemdol), Visipeque
(ogxancl) vh Hexsbex (scd icxagic)
(bang J)

Bang 2: S8 bho cho ADR trong od sd dlf Kéu qudc gia ti’ nkm 2006 38n nikm 2017

2006 - 2011 135 10777 8 1,25
2012 - 2017 902 49590 133 180
Téng 1037 60767 1615 1,70

Bang 3 S8 Widng bho cho ADR lién quan 3&n chc logi thudc cha quang khic nhau

1 | Telebrix (acid loxitalamic) 74 %401 €9 765
2 | Xenetix (isbitridel) 3 24,44 35 35,14
3 | Ultravist (lopromid) 23 17,04 12 23,50
4 | Pamiray (iopamidal) 4 2,96 0 0,00
lopamiro (lopamidel) 1 0,74 45 4,95
S | lopamidel (iopamidol) 0 0 S 0.55
Lopamiro (lopamidel) 0 0 < 0,44
6 | Omnipsque (ichexol) 0 0 138 15,30
7 | Visipagque (iodixanct) 0 0 2 0.2
B | Hexabrix {aci¢ ioxaghc) Q 0 73 8,06
9 | Kndng 18 thing tin vt thulc 0 0 | 011
Téng 135 100,00 902 100,00

Trang glai Gosn 2006-2017, r& losn tobn
thin dute béo cho nhilu nhlt v ty trong
ngdy chng ting lén (tU 35,11% lin 43,69%),
trang 44 thn sullt cle phia (ng phiin vit/elc
phén vé 43 ting 1 9,57% M 24,83%. RS
loan da vh mb dudi da 1h ADR phl bilin thi
hai sau r8i loen toda thilm, chifm W 25,16%
(2006-2011) ddin 27,46% (2012-2017) thng
o¥ bio cho Wn quan Sn thulc chn quang.
RSI Iogn tidu hbe vh o8l logn hd hep (in Iuot
chidm chic vi tf tilip theo, Co 30 OO libu cing
phi nhda mit sf phin Ung 1t gie khilc nhy he
calei huyllt, ting men gan, U tal, .. (Bdng 4).
Treng ki thn thuting thin 1§ phila Ung e
hai 48 dudz g nhdin trong v viln thi hd thing

8 | B tin Choh gibe dute | S8 2 -2018

bio cho tv nguyln chi thu Ut 01 truling
hop w8 nidu. OF tim hidu 3 hon vi tin sull
xulll hiln cle philn Ung ndy, Trung thn DI &
ADR Quic gla 63 phi hop v 2 co 30 Sy tr
thic hiln host Glng pilm sit tich oJfc tha
thafdng thin n quan 4 thulc chn queng
trén Dénh nhln. K& qub cho iy thn thuting
thin xby ra trong kholng t 6,1% [€) Sin
7.4% [7] 38 binh ahlln sU dung thulc cin
gquang, trong 64 ty i binh thin do thulc cin
quang d y nghis lim shng 1h 1.1% [7].

KN tra cifu o 39 00 lids phin Ung cb hel
cia TS chde ¥ 1 ThE gili (Vigibase) OBt tei
Trung thm gibm sit thelc oulc W
UMC - WHO tinh Ofia 10/6/2018, khd ndng



fittp:/feanhgiaciuse, org.vm

gly ra ADR sic phibn wi cla thulic chn quang  Hexsbrix  (scid  ioxsgiic) vl [opemirs
Xenelix (iablridel), Ultrevisl (iopromid) vh  (iopamidol) sz vil cle thulic khie (b ke bt
Telebeix (ioxitalamat), Omnipague (ihexol), o § ngfie thiing ké (1T »0) (buing 51

Banig 4: Chic hE o quan bi Snh hiudeg bdi ADR Bs quan d8n thelc can guang

RS loan todn thin (phin wi/sle
phin v, 3L, it run, kich thich, ..} L LR 585 185

P e i f 2F w57 i AT

RES Ioan on v mb 008 da (Den ca,
miy duy, mén ngla, dit alin, ..} “ - e i

RE Ioan tifu héa (buln ndn, ndn,

L s thadtng i, ..} L L] 12,41 181 12.08
RS Ioan b hip (k6 thi, ning

* | hong, o thilt phif quin, h, ..) 18 S&7 # &.50
RE: lman thBn kinh trung Jang vh

§ | rgoal bidn (dau JBu, ching mit, gt 1% £.74 L] 4%
ehi dudl, )
RS Ioan mach (villm the nh mach,

& | thoit mach ngoal vi, v ven, ming : ] 1,08 ) 240
phiing ndi tidm, ..}

7 | RS loan tim mach (ting huplt bp, 3 09 | 2 1,86

lewn mhip tim, mesh nhanh, ..}
B ﬁﬂ”'”#mmﬂ*’“m o 0,00 4 2,30
RE Ioan chuylin éa vh dinh duling

] i g Pyl 1 o a 2,00
RE Ioan thenh gliie vh tln dinh

10 H‘E}' | 0% 1 .08

11 | RE oan gan mét (thng snzym gan) 1 0,35 1 0,08

12 | RIS lown tHE mibu (v niiu) o 0,00 1 2,08

11 | Thilfu théng tin vl ADR 1 108 7 .58
Téng 282 100,00 1210 100,00

Cie ylu b8 nguy cd chn Bl v W, Chi tlit wiu 18 mpuy o0 cle bing

5 miib yiiu 15 nguy co lbm thng tin '8 Pl ding xin xem bing 1.

sult =xulkt hilin ADR il quan dif thufe cbn  Xif brf wib Oy phing ADR do thubic chn

quang J8 dudc ghi nhdn trong v viln, bee  quang chie iod gy ra

ghm che wliu 5 i dbc dilim thalc cbn :

quarg, che vl 18 vl e Gin g bl che ) PnG ngdle clie phll dng <8 hat likn

quan ofn thubc chn gquang. cia thiln trong
khi sl dung thulle trin clic 36 tidng Bk
¥ nhlin cf npuy oo, She badt 350 vdi bleh hlin

ylu t5 vl tlinh Iy mibc kim vh thudc
ickm, chic pliu 8 & thue hbinh lim shng

e3
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Trung tm I & ADR Quiic gis

nighl mgdl e bénh Iy thin, Bdn canh 86, cln
Khal théic &7 T8 ol & dng oda bnh nbln v
lubn chulin B trang thifl bi 48 sln shng

tr e phiin g e tinh

Mifm nay o nhidu protocsl QU phdeg
phdn dng of hel cis thulc cin queng =0
dung cie thulc chling of dng nhy corticeid,
kriimg higtemen nhumg hifu gul o chung
vlin cbn dang tranh i, OF gum thifu the hai
triin Blnh nhln thi ville xU W Ko thd ofc
phdn v 3drg val trd rBt quan trong. Mim
2018, Higp his Chillm dadn hinn dak nidy gink

duc chiu Au (ESUR) 88 o clhp nhit +i
Fifting aln wi trl che chic trdding hop phie i
wiii tiudle cbn quang ehlls iod (hing 6) 1]

Tai Vit Mam, B3 ¥ oF clng &8 clip nhlt
philic 98 =0 i clip el sfic phbm wl (Thimg
W o SL2007/TT-BYT nghy 28/12/2017) vl
gz bidn phip cd Ble 1h ngling Glmg
che Déah nhln nbm tei chd, Lém
sdrenaln gung dich 1/1000 vh chc
chiing di dmg dbc hilbu kndc; T oy, b
rudie, it Slin gibl (ndu clim)

?gii

Bang 5 DIl #8 Ehalc cln quang b’ oo @0 o0 BRa WHO-UMC [ngay bruy clp
10/6/ 2018)

1 | Telebrix (acid imtalamic) g58 84 1,18 58 1,08
2 | Xeratix (iobaridal) 11023 128 084 158 161
1 | Ultravist {iopramid) ey | 4 1,6 B1% 2,02
4 | Grnnipague (iohexol) wm | sa 1,38 758 2,08
S | Hexabrix (acid isxaglic) 2947 146 186 17 153
& | Ispamire (iopamidal) 3853 474 1,65 341 2.80

[ Bdng 6. Hudng dln xif tri sbc phin vé cus ESUR nam 2018

1. Gl mhiim BB sl
2. Lhm thing thodng duling th nu clin thill.

3. Niing s chiln bibnh nhiln niu b tut huyik dp.

4, ThY exy (810 Liphdt).

5. Tidm bilp sdrenain (epinepirin) [1:1000), 0.5 mi (3,5 mg) vdi ngul 18n, shic tai nliu cin.
DY) vl trd mhd tlF 612 tubic 0,3 md (0.3 mg), tikem bilp.

D81 vl trd nhd 0l & tuli: 0,15 mi (0,15 mg), tlm blp.

&. Truylin dich finh mach (v du: dung dich mudi sinh If, dung dich Ringer Lactal).

7. Thulle khiing histamin M1 {vi dy: tibm tnh mach diphenhydraming (Dimedral) 2550 mg).

Kt habn

Trang ving & nbm t i dly, chc bio che
BOR liln guan Gl thulle chn queng ohle
iod, diic bilt Wb chc bis chio rghilm treng ob
i hutdirg thrg Wi, Tin Ailu nouy cd vl mis
lidn quarn gilfe vilic & durg thuliz chn quang
wh phiin dng sle phin vl trén bEnh nhls B
dude ghi nhda 1 e OF Iy ole Vet Nam

10 | Bdin tin Clheh gikie dutke | 58 2 -2018

wng i b0 oo ol o Iy cla TS ehde ¥ of
ThiE gidi. Do vily, vike xby dung vh tlin khei
guy thmh gubn Iy v 80 dung thulle cin
quing W ek o0 B khlen, onde Dk cing
b che rndt hudng aln =0t abe phie v
dirg val trh quan trong pidp gilm ik cbe
tai Billn lin guen Olin thule cbe guang tranmg
thute e,




hitp:{/canhgiactuse. org vn

Trang KN hidy qué cla vike oy
ADR do thule chn gqueng viin
ching minh 3 ring, cin bd y t clin chd
khai thic tdn si, thn trong v8i
tuging cb nguy cd caa, dling thili chulin b
shng bd clip civ sbc phin Wi clng nh
ndng xu ti slc philn v trudc khi sU dung
thulie nby.

Thi lidu tham khio,

1. European Society of Urogenital Redology
(ESUR), ESUR guidelines on the safe use
of ioGinated contrast media (electronic
version 10,0). Retrieved ot 12th June 2018
from  hitp://www esur-cm org/index.pha/
en/

2. 5endra ) Hong, Sechiko T Cochran,
Immediste hypersensitivily resctions to
radiocontrast media: Clinical
manifestations, diagnosts, end treatment.
Retrieved at 12th June 2016 from Mitps.//
www. uptedate com,

3. ACR Committee on Drugs snd Contrast
Media. ACR manusl on contrast medis:
Version 10.3/May 31, 2017, American
College of Radiclogy Websile, Retriaved of
12th  June 2048 from Mtps://

g
}zfgggi

www, acr.org/+/media/ACR/Files/Clinical-
Resources/Contrast_MeGie pof.

4 Rihgl CS, Textor SC, Grill DE, ot ol
Incidence and prognostic importance of
oscute rensl foiure after percilanesus
coronary intervention, Circwdaton 2002;
105: 2256-22¢64,

5. Mehean R, Aymong ED, Nikoisky £, et ol A
simple risk score for prediction of contrast
induced neghropathy after perculsnesus
coronary intervention: development and
iniie! validation, J Am Colf Carghionl. 2004;
44 1363-139%

hoc. Nim 2015, o6 11, tr.9-43.37.

TONG KET HOAT DONG BAO CAO PHAN UNG CO NAI CUA THUGC
(612l doan thang 1172017 - thing 4/2018)

Trong kholng thi gien tY thing 11/2017
dfin it thing 4/2018, Trung thm DI & ADR
Quéc gla vh Trung thm DI & ADR Khe wie TP,
Hb Chi Minh @3 tillp nhiin 5641 bilo cho ADR
(Wong Ung vk 56,2% thng ¥ béo cho ndm
2017). Trong 46, 4903 béo clo ADR dute i
W che oo 30 khim, chda binh vh 752 blo
cho ADR xby ra tréin Bnh thE Vidt Nem tif che
don vi sén xult, Kinh dosnh dude phm
(trong 66 cb 14 béo cho tring vdi biko clo ti
che o0 s& ihibm, chila binh). S8 IWdng blo
cho ADR (Gy tin thes thing dudc thé hibn
trong Ainh 1. 58 Mang blo cho ADR gim
trong thing 2/2018 v b xu huling thng din
lai vio che thing seu d6.

Bho cho ADR b che cd 80 khim, chita
bénh
Tinh dfin ht nphy 30/4/2018, 606 co s

Trlin Nghn Hb

trong ch nudc (1807 bio cho/l tribu dla)
(bng 2), Che don vi ob o0 IWong blo che
ADR cao thp trung toi M NOI vh TP, M3 CN
Minh. Binh vibn Bech Mal U d0n v| cb o bée
cho ADR nhilu nhit trong ch nube, chifim
6.0% thng o5 bés cho ADR tif che don v
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PIEM TIN CANH GIAC DUQC

1. Théng tin lién quan dén ADR cia c4c thudc chira chymotrypsin:
Khuyén céo tir Cuc Quan ly Dwoc Viét Nam

Ngay 21/6/2018, Cuc Quan ly Duoc d4 c¢6 cong vin sé 11615/QLD-TT cung
cap thong tin lién quan dén ADR cua cac thudc chira chymotrypsin (alpha-
chymotrypsin).
Theo do, trong qué trinh tap hop thdng tin va tong két dix liéu theo thoi gian
tir nam 2010 dén hét thang 5/2018, Trung tam DI & ADR Quéc gia nhan thay
c6 su gia tang rat 16n cac bao cdo vé phan tng ¢ hai, trong d6 c6 nhiéu bao
c4o nghiém trong lién quan dén céac ché pham khéc nhau cua hoat chat
chymotrypsin (alpha-chymotrypsin) tai Viét Nam. Mot nghién cau danh gia
su hinh thanh tin hiéu phan vé tir dir liéu bao cao ADR tu nguyén tai Viét
Nam trong giai doan 2010 - 2014 cho két qua c6 tin higu phan vé doi véi cac
che pham chira chymotrypsin (alpha-chymotrypsin). Ngoai ra, theo cap nhat
vé tin hiéu Canh giac Duoc tir Trung tam giam sat thudc toan cau caa To chic
Y té Thé gidi (UMC), tin hiéu vé séc phan vé ciia chymotrypsin (alpha-
chymotrypsin) da duoc chl y. Dugc thu Quéc gia Viét Nam 2015 cuing da co
khuyen cao vé kha nang gay di ung ning (bao gdm sé¢ phan vé) sau khi tiém
bap do tinh khang nguyén cuachymotrypsin (alpha-chymotrypsin).
Pé dam bao sir dung céc thudc chira chymotrypsin (alpha-chymotrypsin)
duong tiém an toan, hop Iy, Cuc Quan Iy Dugc dé nghi cac bénh vién, vién cd
giudng bénh truc thuoc Bo Y té; S¢ Y té céc tinh, thanh phé truc thudc Trung
uong théng bao cho cac co s khdm bénh, chira bénh trén dia ban thuc hién
CAC Y&u cau sau:
- Tuan thu chi dinh, chdng chi dinh, than trong, liéu ding caa thudc, cha y
tuong tac thubc khi ké don thude co chira chymotrypsin (alpha-chymotrypsin)
duong tiém;
- Chi st dung thudc sau khi d& kham sang loc, phan loai bénh nhan, tranh sir
dung thuéc tiém c6 chira chymotrypsin (alpha- chymotrypsin) cho nhiing doi
tugng bénh nhan c6 nguy co cao xay ra phan vé/ sbc phan vé;
- Tang cuong tudn tha quy trinh tiém thudccochaachymotrypsi
n (alpha-chymotrypsin);
- Phéi hop céc don vi kinh doanh thudc c6 chta chymotrypsin (alpha—
chymotrypsin) duong tiém tang cuong theo ddi, phat hién va xur tri cac truong
hop Xay ra phan tng co hai cua thudc nay (neu cd) va gui bao cdo phan ung
c6 hai cua thudc veé Trung tam DI& ADR Qudc gia hodc Trung tam DI &
ADR Khu vuc Tp. H6 Chi Minh.

2. Nguy co thai ghép tang lién quan dén lenalidomid: Khuyén céo tir

Health Canada

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 duoc bo sung vao
phan Canh bao, Than trong va Phan ang c6 hai va phan Théng tin danh cho
ngudi bénh trén thdng tin san pham cuaa thude chia lenalidomid tai Canada



Théng tin danh cho cén bo y té:
- Céc truong hop thai ghép tang da duoc béo céo lién quan dén viéc sir dung
lenalinomid, trong d6 c6 mot sé truong hop tir vong.
- Phan ting thai ghép tang c6 thé khoi phét cap tinh, xay ra trong 1-3 dot
diéu tri véi lenalinomid.
- Lot ich cua viéc sir dung lenalinomid so va&i nguy co thai ghép tang nén
duoc danh gia & bénh nhan c6 tién sir ghép tang trude khi bat dau diéu tri voi
lenalinomid.
- DAu hiéu 1am sang va can 1am sang cua phan tng thai ghép tang nén duoc
giam st chat ché, bao gdm céc triéu chung gia cim (sét, on lanh, dau nhic co
thé, budn ndn, ho, nhip thd ngan, mét moi), dau & ving ghép, nudc tiéu it,
tang can dot ngot hoic céc tridu chung dac hiéu khéac lién quan dén tung loai
cay ghép. Nén ngung si dung lenalinomid trong truong hop xay ra thai ghép
tang.

3. Giéi han sir dung Keytruda va Tecentriq trong diéu trj ung thw

biéu mé dwong niéu: Khuyén céo tir EMA

Dit liéu so bo tir 2 thr nghiém 1am sang gan day cho thay ty & séng cua bénh
nhan giam khi st dung Keytruda (pembrolizumab) va Tecentrig
(atezolizumab) 1a lya chon dau tay trong diéu tri ung thu biéu mé duong
ni¢u (ung thu bang quang va duong tiét niéu) trén bénh nhan c6 biéu hién PD-
L1 thap. Vi vay, ngay 01/6/2018, EMA da khuyen cao gioi han viéc lya chon
dau tay cac thudc nay trong diéu tri ung thu biéu mo duong niéu. Theo do,
Keytruda va Tecentriq chi nén 1a liéu phap diéu tri dau tay cho bénh nhan ung
thu biéu md dudng niéu co biéu hién PD-L1 cao.
Pénh gia nay duoc thuc hién boi Uy ban thudc sir dung cho ngudi (CHMP).
Y kién ctia CHMP sg tiép tuc duoc guri dén Uy ban chau Au (EC) dé ban hanh
quyét dinh phap Iy cudi cling trén toan Chau Au.
Khuyén cdo danh cho can bo y té:
- Dir liéu so bo tir 2 thur nghiém lam sang Keynote-361 va IMvigorl30 cho
thay ty 1é séng caa bénh nhan giam khi sir dung Keytruda va Tecentriq so
v6i diéu tri bang hda tri liéu & bénh nhan ung thu biéu mé dudng niéu
di can hoic tién trién tai chd ma chua diéu tri trudc d6 va cd khdi u co biéu
hién PD-L1 thap.
- Dua trén dix liéu tir cac thir nghiém van dang duoc tién hanh, chi dinh cua
Keytruda va Tecentriq duoc sira doi nhu sau:
Keytruda:
+ Chi dinh don tri liéu diéu tri ung thu biéu md duong niéu di can hoac
tién trién tai chd ¢ bénh nhan da diéu tri hoa tri liéu chaa platinum truéc do.
+ Chi dinh don tri liéu diéu tri ung thu biéu md duong niéu di can hoac
tién trién tai chd ¢ bénh nhan khdng dua diéu kién hoa trj liéu chaa platinum
va cac khdi u c6 biéu hien PD-L1 véi diém CPS >10.
Tecentriq:
+ Chi dinh don trj liéu diéu tri ung thu biéu mé duong niéu di can hoic
tién trién tai chd & bénh nhan nguoi I6n sau khi hoa tri liéu chta



platinum truéc d6; hodc ¢ bénh nhan khdng du diéu kién tri liéu vai cisplatin
va céc khdi u c6 biéu hién PD-L1 >5%.

- Khdng c6 sy thay do6i ndo vé viéc str dung Keytruda hoic Tecentriq & bénh
nhan dang diéu tri héa tri lieu ung thu biéu mé duong niéu hoic &
bénh nhan diéu tri cac loai ung thu khac ma 2 thube nay da duoc cip phép
chi dinh.



