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DANH MUC Ki HIEU, CHU VIET TAT

ADR PHn_ ng cd M ¢ a thu c (Adverse Drug Reaction)

WHO T ch c Y tJTh/]gi i (World Health Organization)

AHFS AHFS Drug Information 203

WAO T ch ¢ D . ngth]gi i (World Allergy Organization)
ICD-10 Blng phan I8 qu c U] b nh & Ifn th 10 (Internationa

Classification 6 Diseasesl0)

Trung tam Dl

Trung tam Quc gia VQthdng tin thic va theo déi pfn_ ng

ADR Qu ¢ gia coc athuc

ATC H thngphanlsithucda tr ° n [@ph,dac dmy
I Qu tr, tinh ciilhoa h ¢ (Anatomical Therapeutic Chemica

WHO-ART Thud ng phfn _ng c6 W theo WHO (WHGAdverse
Reaction Terminology )

DRESS H i ch ng qua n¥ do thuc (Drug Rash with Eosinophili
and Systemic Symptoms)

AGEP Ban mn m chb toan than (Acute Generalized Exanthemal
Pustulosis)

SJS H, i ch ng SevensJohnson (Steventohnson Syndrome)

TEN Hichnghdlt t h® bi nhim B (Toxic Epiderma
Necrolysis Syndrome)

NSAIDs Thu cgifm L a’"ung vi@im khong colah tric steroid Klon
Steroidal Ani-Inflammatory Drugy

PRR Proportional Reporting Ratio
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PAT VAN DE

D ngthuclapin. ng qua mc, b  “tnb, € K cho b nh nhan khi ding
hohb ti/p xtc v i thu ¢ [2]. Kholng 1/3 trong’tng $ phln_ ng c6 M ¢ athu c x[y ra
“bnhnhanAnvinlad ngthic hdbgild ng[56], [57]. Cac plin. ngd_ ng
x[yra" nhiQ@ mc , Khac nhau,tmc , BhGhh€ ang ph &t bawh tr °r
c § ¢’ ng p@thbg, cOtMWL e atinhmth g n b 8 hotb cac pfin_ ng trén
da nghiém trn g n_h &8 ndi Stevenslohnson, hd t t A g bi nhim B éVi
vdy, vi ¢ giam satva'xtri Kpth icac pifin_ ngd ngthic L - reni trhquan
tr ng trong vic [niblo an toan cho mh nhan.

Ch® ¢ li ublo cdoADRt nguynlam tcéng ¢ quan frng LWphat hin
tinhiu | i ° dhag wanthuclhdi chung va'd ng thu ¢ ndi riéng Theo t ng K
bao cao ADR; a Trung tam DI & ADR Quc gian £ 8010,phln_ng d ngthu c
chmt I kha]n, tuy nkphnnnglhled phat hin (ng a, phat ban trén
da, m~ ycadply égnghiémtirng2t Ko ghinkdeTr ong Tung L - ,
tam D ngi Mi_ndchlamsang, BrhvinB& h Ma i Ifi ngdhlny tufn eu |
cadn@&vQcacbnhd ngvabnht min.H" ng Truhgrtdm tip nhch hang
t r b mh nhannhdp vi n Qi i do xudihi nd _ ng thu c nHbhg. nWt h ¥2¢ holt
I, ng bado cdo din_ ng d _ngthu c t4 Trung tdm, Trung tam DI & ADR Quw gia
phih pcing Trungttm D ngi Mindch | ©m s " ngc, Bihhvikkhoa
Bth Mai trid khai hat | nij theo d&i va bao cdo il ng d _ ng thu ¢ ghi nkdh trén
b nhnhanti k h § @ trvtd Truag tamD _ ngi Mi_n dch 1am sang. Tth c ]
tinh hinh d_ng thu ¢ ghi nkth “le@hing téi la chn m t thu ¢ tiéu bW Wm
hwi s ©@uQph[inmgd/ ngcathic n~y t'rdo h gba€dho ADR t
nguy n ¢ a Vi t Nam.



Tr°n' Lc-h, sc h ¥%ohgn O i Khdofat tinh hinh di ing thuéc ghi
nhan tai Trung tam di ¢ng — Mién dich Iam sang, bénhvietnBac h Mai & a Cc
di¥ liéu bao céo tw nguyén ctia Viét Namo . | i 2/m, c tiéu sau:
1. KH o sat tinh hinh [dong thuXc ghi nton t i Trung tdm Dbngi Mikn didh [am
sangpt h8nf& @& hi8ng 11 ntm 2013.
2.  TYng kX vZcac pAnong dlong oa mit thuxc tiéu b 1lc_Ixa chen tp kA
g ko s 8t t r °endu liMr Ao Gho ADRY nguyvh cva Trung tam DI&
ADR QU< gi aung008&-i201% o



CHQONG 1. TONG QUAN

1.1. So dcwapdi ing thubc
1.1.1. Bin h n géMiitrag thubec
Thenhl ngéa®ahococY UJTh]gi i (World Allergy Organizationi
WHO) (2002), pfin_ ng c6 M ¢ a thu c (Adverse Drug Bactioni ADR) la mt
phin_ ng. chd , k hnthngevaHE hin® [IQu trhge d%ng igeho ng
mc L2 ch nplkhin g’ oburtr,bnifiddb | ~ m imhehyc thtng si
yca cW ‘nmffh nghoa n~“ym nk hglpHy ngoxByaa dg dung sai
thu ¢, dung thuc® 1iQu cao vé tinh hieb co6 ch L' éh[70], [72].
PHn ngcoM cathic ‘tnhge ¢pBanrahaild  drla ADR typ A
v’ ADR typ B. Trongnd"d¢ €vA Di@Rphtty p li@Adingj ° n |
ng€d , ADR typ B, ckHeeng Lkoh§inn dghrhg °t r? odju ane |
L i/} ¢ a thu ¢ [60], [62]. Bén ¢hh typ A va typ B, con c6 ADR typ C (lién quan
IJh liQu dung va thi gian § d, ng thu c), ADR typ D (plin_ ng xud hi n mu n),
ADR typ E J/hihgnys dagtlair, pifn_ ng cai thic) va ADR typ F
(thEi b4 trong . @i tr) [42], [59].
D ngthiclavig L\ h3nh cho ADRhtyggai@BaWAdheo
B§ch k'rcdia (1B, d ngthiclamtlod ph[n ngph ¢ athic xyra
thong quahmindch¢ca cW12k h CHd b thu c c6 tAhMhéng quatrung
gian IgE (plin_ ng t c thi) hdb khéng qua trung gian IgE (. ng mu n) [41], [77].
D ng thu c khéng ph thu ¢ vao liQu ° Ihg&hu ¢, c6 tinh i dm chéo va co nt
s tiuchngvahichng | ©mhbs 't m ¢ migco bl hi € ngoai da vatt
nga. NpdangHthuc L «  _g@lydbd hang yi thu ¢ nay thi pfin. ng d
. ng<€xfyrarth g h h n\gay tt vongf2hh
1.1.2. Phan loai di ing thuéc
D ng thu ¢ c6 thAphan Id theo djn b Iam sang_ca pHn_ ng hdb theo
¢ h /jmim dch.



1.1.2.1. Phan loai di (rng thuéc theo Iam sang

Ctkn c¢c. tr°n di, n biJn | ©m s"ng, d _n
nhau nh€e d a tr°n t ¢ L., xublt hi n v di
ch quan L2ch v~ th | gian xI'y ra phln _n
-Cteo tr°n tXc Li xumt hi Mdoph©ndilKnYib id
thu ¢ th”nh 3 nh- m:

T Phd n ong dIl omnyc cpplint 2nrhg ph8t tri Wn
u ng hoHc ti°m thu ¢ v o ch thw. KiWu pl
Quink e , chn hen phJ quln, thi Ju m8u tan h

f Phdn ong dnil o p&Hiinc™m mg ph8§t sinh t
hoHc ti°m thu  c. Ki Wu phl[n _ng d’ . ng n
cfu.

f Phdomg dN ocdgpfhmui mg ph8t tri Wn trong
tufn sau khi d¥%ng thu  c¢c. KiWu phln _ ng n
c8c qus§ tr3nh vi°m kh, p v hlch bUlch hu
t h d r(téch theg[9], [16]).

-Cktn cd Ytnr trh_. _ ng c_ guan L2ch v 7 .Retnyi g
phon | o4i d° ng tphpnc ndp " gb8§4mX¥iphihemdizu
phln _ng phlen t/ng  "m,a mu, n [W[[748c ph[n

T Phd n ong qug8 m m iviki Wh3phlsXcnghh™y
n€ ¢ dX%n t.i dUng tinh h“ng nhi t, m'y
nh€ng c¢c- thw tr’ n ° n% ntghuayn hh i nW¥mm ,k hbii Wu nh it
T Phd n ong :Likci WuA pbh'fon _ ng/jwm " y/n ic¢ & c qtua
nigpi dn ch t.r°n m§u
T Phdn ong:n&a Wauipmn _ng n~ yni gdhne hc &cf y
ra tre°nk& nghdmdnc:- thwW ch” c¢- protein n
phg&t triWnith, nhhvQu khi b nh rBlt nHng



T Phdn ong kmwWNun phln _ng n"y |~ biWu hi°
v’ tre°n | hustmy,hichp ° vi {168)).da ti J]Jp x Y%c
1.122. Phan | oai theo co ché cadaa qua trinh

Ctkn cchtchiW mi_. n d ch, Gelng vt huCoco ntbh

typ:

9 Typ | : Phdn ong Iqgus8l oMin pthofcn t hn®g nhan
sau khi tiJ]p x¥Yc v, i kh8ng nguy®°nmatOy r
v blch kFuPK@aEn barkg c¢c- thW xublmi hagn [ €,
ti°u chl[y), tr°n L€ ng ht hblp (vi°m mli
sXn), tr°n mch m8&u (cho&ng phlfn v , tr,
bao g~ m: khS8bhetgl asdtnahm,n hr-inf ampi ci né

T Typ | 1I: Phd ® g®yg KkKhé&€hygAnt  mg phln _ nq
gua trung gian kh8ng thW IkhG nwg tlhgWi, g Q@yh .
h th ng b thwW v™ | "m v. tJ b o. M L2

ban xublt huy/Jt gi [mu thidWu cGs8uc, tghiu nt bcYc
primaquin, quinidin,cd r i moxazol é

T Typ 11: Phd n ongl "phrmohc, nhgt pp hnfinK n ndg cnic
trung gian kh8ng thwW | gG. Ph ¢ h°p mi_ n
c8§c biWu hi n vi'Om rs2” ntg” nt Y4yh@Hnego nhe€ vi °
ph”i... C8c thu' ¢ ¢c- thwW g®wctdam, ng8§aohd
sul fonamid, streptomycinée

T Typ | V: Phd n ong mu:i nl 'qurah_tmag nmh[grn ann
qua trung ygiphdmo TJ] Bhympho b "o T L« L€ ¢
nguy°n LHc hi u, tYo ra t" " n th€ehng mi_n
vi °m da tiJ]lp X Yc, sfn ng. a. tphénathiazin,ga®y d°
tetracyclin[9],[32]. T®%yvtadul el9i tJ b o T L€ ¢ hoUt
tham gia, typ IV ¢c- thW chia t Ip2]ne8l.c8&c p



Ngo~“i pho©n | oUbs¢c,  a,6 Gektl phoOGobméli c.
g m 5 typ. Trohy¥ t€hngyp. | phBh, | bHIi, c, s
phlfn _ng d _ng thu ¢ cH¥Ra[75.» ch chJ] hotF

1.1.3. Tinh hinh di &g thu6c trén thé gidi va tai Viét Nam

D ngthic ‘tnlg €p trén lamsang.Trong mt nghién cu ‘Lc@ c hin
tUmts bnhvingaPhap, d ngthicchifm 14, 7% ngBrdntnmpe
vin Qiff nitrd. Trong mt nghién cu khac tih hanh @ Anh, 5% $ b nh nhan
I/h khamdod ngthicvad ngthicxfyra® 1020%bnh nhonQttting L |
b nh vi n (trich theo [16]) Nghién cu i ¢ u trén cac bao cdo ADR inguy n t4
Trungtam Gn h g & c| td a8 Yy 19882006 chd’tly 11,6% trong'tng $ céac
ADR " &pBantich lapim_ngd_ ngthuc[41]. Trén th]gi i ,, c ti@éh khdng 10
12% dan's m¥ dmv. i m t hay nhQ lod thu ¢ khac nhayi32].

TdVitNam,t I d ngthic c 1 necgghi Bk trong nhu nghién cu,
ch y/Ju ‘lc@ chintdTrung tdm D ngi Mi_n dch |am sang, Bnh vi n Bth
Mai. Nghien cuga L ° Vi nngKdtinh lginh d ng thd c t4 Trung tam
trong 10 -1990)roho (bt @hds 241bnh nh@©n kh€mutv'™ L
L ©y, c - nB #hansd3nydobkhang sinfill]. K/jqult €hngl & ghi
nhah trong nghién cu ca Nguyn VEn no" " m WLNnNg@Wyn25Tnéam
(1981-2005), Trung tdm D ngi Mi_n dch 1am sang, Bah vi n B&h Mai, B nh vi n
Bch Maiti/p nhch 2067 bnh nhand ngthuc , t r chang sinh ludn lakniguyén
nhan chink(75,71%). Trong 28 nhém tha gay d_ ng, khang sinh nhém betactam
chim t I cao nhdl (63,58%). Cac b hi n 1am sang'd ng thuc il 1Yy, deb
nhiQu nhdi | © , bbéang a. Hai hi ch ng Stevenslohnson (Steven¥ohnson
Syndromei SJS) va hdt t heg bi nhim _ E (Toxic Epidermal Necrolysis
Syndromé TEN) ghinhch  °lc€himt | khéng nh (10,35%), vit | t vong la
6,07%(trich theq[16]).



Nhng nfamlL®@gtsic | €u h"tnrmegt mgri yt kt " ng
cungvivi ¢ nigld t y ding thic ph bi/h trong ¢n g” ng, & JJLtinh hinh
d ngthic ng~ "y c¢c” " nd dgmngahucttt2gdansh t m 1 %8 2n, L ni
1997, nhiQu n'Hin "ty L « 6% dams.Nghién chicaB moén D _ ng,
t Tneg Yh cYHaNi(20002003) chotbyt I d ngthicchungcadn &
A 7,84%[75].
1.1.4. Cacyéutbn g u yan & oéh q éndli ing thube

Cacypf nguylnb hing@htd ngthic °lc€hialam 2 nhémAu t :
y/u f thu ¢ vQthu ¢ (bao'gm: bin chiig athic, m ¢ | ti/p xic, ma dm chéo,
I “éng dung thuc) va yu £ thu ¢ vQb nh nhanao g m: tu i, gi i tinh, cac yu f
di truy@y, cac bnh Iy mdo kém, th s d _ ng thu ¢) [16], [41], [42], [64], [77] .
1.1.4.1. Cac yéu td thudc vé thudbe

a- Binchtcvathuxe

Khi thu ¢ c6 dn crdl la protein 8conhiQukh[n £ ng g O [42 [64. m
Tuy nhién nhiQu thu ¢ gay d_ ng I khong lién quan dlsch€ vOmHbhda hc [77].
HFuhJcacthic QI | © hapt e nko tHWiTin p v T pooteia huy}tthhnh
hotb mo tr thanh d nguyén hoan ch h,  k 2 ¢ h WitbhkRaoghthgé@yhnént dh
_ng thuc [16]. NhiQu “tng Kp cac §n ph¥n chuyM héa cathic cling c -
phl'n_ ng,gay qua mh trén lam sanfl6], [77].

b- Moc i tip xuc (lizu 1lng, thyi gian dung, t n s t)

Vic ‘tnigsyéntpxicvithiuc | " m t £ nHd nng thyc[edlh ¢
[77]. M.t nghién cu ti/n hanh 8 B nh vi n B&h Mai (2005)cho tey t | d  ng
thu c xuHlhi n* nhanvienyfflbnhvin cao Q soryi n Imih - khing €
thu ¢ kh i nganh Y.D €c [26]. Trén bnh nhanm ts bagchngchotiynguy c h
gay pin_ngquamh c ao h hn " &liuicaodk&ondgi, tuy hhién, trén tht/]
lamsangyut n " y ndgj€ n h€ kb guagirng.icdungthtic gi &n Lo



vimtliQu cfh b"m ttng [Mmogoyarmdh hdp@y KQthkéo
dai lien t ¢ [42], [77]
c- n _yng dung thuXc
C&c' nlgeL€a Y haM@eskifmtng ~gng[B3].d ©ng u ng
vQc hfnb heg an tHd o§ & hgti€m[42)], [77]. Tiémbp congy ¢ h
quamq cao hhida[42]. °‘m@d @ ‘&mdd EIm" ° nky @ing thuc it gay
quamqntd , n Wu@bg cpinv khis d n g ° ig@ung nayki nguy hth
[77].
d- HiM 1thg m n ¢ m chéo
Khib nhnhanbd ngvimtlodthic n~" o W d_ ngvica ko
thu ¢ khac cé thanh gim héa hc hdb cac §n pi¥n chuwd hdéa dn t €hliégrg t
q u afin lodthu c nay[37],[42]. Kh[n £ n g ¥cdm m h ® o irHlh mtyy thio
t ngcathwamikhéd L o §7i].
1.1.4.2. Cac yéu to thudc vé bénh nhan
a- TuYiva gii
PHn ngd ngthicitgp® trhemvan g &aottiv™ " ngx@ r a h hn
ng® ‘tngtAnh42],[64]. Ph n cOkhnt npdgngthic cao hHn na
[37], [42]. Tuy nhién, khéng c6 khac tivQbiW hi n l1am sang va tl t vong gi a
hai gj i [41].
b- Cé&c y\u tXdi truyzn (typ HLA, tXc i &dcetyl hda)
M iliénquan giacac yu t ditruyqrvakiint nipdgngthic L« L €
kh3n g nh tuy nhién mi quan h nay i ph c ttb lién quan_ti nhiQi gen va yu t
mt i " ntgr € Y%n g [41]§ [¢2]. U Wi hinh trong s L - | - g B*BBO1H L A
HLA-B*1502, Fn I ¥ n g Uya 8JS LaTEN gay rado allopurinol va
carbamazepifd1], [45].
c- Céac bvhh ly mac kem (nhikm virus EBV, HHV, HIV)



Tinhtthgbnhly cothMn h " g&@h B ti/h trid ¢ a cac phn_ ng d _ ng
thic do | 7 inguattrinla ghuwi héa va gaylan ng ¢ § ¢ ng lingnpd ch.
Mts bnhnhjmkhifr | " m tLtng Magvu yhud € hn fg@Svirusni
EpsteinBarr (EBV) [41], [77] virus Herpesn g ©(HHV) [41], [42]. Nhi m HIV |a
mttrongnhngyput nguy ¢ h Fhsuxkudhi mpgin tngd ngthu c ,H L
bi tlavimts lodthy ¢ n ht@morgaaol, abacarviid2], [44].

d- TizZn so dlbng thuxc

Bnhnhanco@ s quamavithiuc ¢ - ngugyicaathidc mi
kh&8c caogi hhighengoottms d ng[42],[64. Trongbgm& L3 n
anhchemryt , con_ngBd)ngth&kchdbcobnhd ng (vi °m mi
.ng,d_ngthc tné) AEmguly” chngth®y[37(
1.1.5. M6t s6 hdi ching 1am sang di (ing thu6c
1.151. May day

My LaWhinph tp v * ngtlahb@hin b fungal c8ag t r €
hpd ngthickhdc. Tn t h€hlmbaogrhs$bphuvanga. M  y'clay |
chiaralam2 18 m” & : L acy8 cen'ly . nlraatiyongdvdng 6 fin , m°-y La
mth t2nh: m'y Lay  itghntrémptgtHilti mg mgyhyL 4
hay g nhHitrong d _ng thuc[2], [37]. RH nhiQuthiccéthg ©y m"y L ay,
L - ', khdng sinh betéactam la nguyén nhancly/uy g ©y np[6], [BH.y ¢
1.1.5.2. Phu Quincke

Phu Quncke xud hi n sau khi dung thie v 7 i Jhpdhgiatchdh hhn s o
vi m"y Lay. PWbn@ong dakaetchec: delatng L8&m s €n
nQ " hg&kinht 2-10c m, ° nig ku@hi n° nh ng vang da cé tch ¢ | ng Mo va
co thikuihi n© nh ng v t r Ro bi Ekhéc [2],[37]. M, t s thu ct h &8 gay phu
Quincke bao“gm céac khang sinh (peniii, ampiclin, tetracyclin..)thu c gifm L a u
ch ng viéem khéng co6 W tric steroid (NSAIDs) (aspirin, acid salicyic,
paracet artbnaadtdly kb8&8c nhe€e 6[dAri n, insulin



10

1.1.5.3. S6c¢ phan vé

BiW hi nlam sang.cascphinv rdl Yy, §§ ra &l nhanh sau khi dung
thict v ' i  #i2@8Q phiit. Khi Fulblag dm giac it h@ (Bnchn,vam
héi, hdng Ht é ) , s a uxublht n nhanh céc friich ng® m thatb nhiu ¢ h
quan nmanthad mpt,i t i ° UucabbWénngaran kkb nig-<€
mth nhanh nh, huy} ép i t, kho th, L auk nggué Whi chb b nh nhan hon
mé, ngl@ th , r i loth tim mth, ng ng tim va 't vong sau it phaf2], [37]. Cac I
nhém thGc ph bi/h gay sc pin v bao gm: khang sinh (h betalactam, nii 1a
peniclin), thu c gay t&, gay mé, the dn g u §16]g3].
1.1.5.4. Do datoan than

n, datoan than la tinhdn g, dia dinr ng hdbtoan than,gn 2 gWh:ai
I, da va bong My trdag [2], [37]. B nh xudl hi n sau khi dung thw 2-3 ngay, trung
binh67 ng~ y, -3l .Blkhnhant cao, ngakhdp nignd bava L
ti/htid nhanh chdagtohindhh®o nngxXyemndo thic €
n h € pire anipiclin, cac thic an thfn, gifm L a4s t §16], [37].
1.1.5.5. Hoéng ban nhiém sic c¢6 dinh

H’ ng ban nhim sdb ¢ L'nh xud hi n sau vai gi hotb vai ngay sau dung
thu c. B nh nhan st nhG mt m i, trén da xiil hi n nhiu b a nfu |, Ysau ¥
dfn,” mdi, t chi, thAn minh. Bnh €xudlhi n° chinh vt r 2 Julhh ng in sau §
dung thic L Hocdcehluc gingthuc L « @[], [16]. Thu c cé thiMgay

h ng ban nhim sb ¢ L'nh bam ‘gm céac 134 khang sinh nhéneyclin (tetracyclin),

macrolid, sulfamid (sulfamethoxazol, sulfazin), cac thuc k hg8c nh€e asp

thu ¢ i xudi¢ a acid babituric [16].
1.156. Hong bamangda d

Sau dung thuc, bnhnhan mt m i, s tva xidhi nnhiudthgtn t h<€hng
ban, o, mn rcdng o e g ttéaan hinh biadp, ti/h trivd c5b tinh toan

d
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than[2], [16]. Hng b almgchb#wgayradocacthe nh<€: sul famid,
antipyrin, acid salicycli¢37].
1.1.5.7. H6i chirng Stevens-Johnson

nk  t r_€higch g nay la loét cac’le t nhién (trén 2 hc hay dp~ mcb
vaming)vaconfu dhgin t h€h'ngg .dnaéntithdatn t h€hng <1
din t 2 chWabkenttheo'th t h €©h ndy, Hygacd thWt vohg[2], [37].
Cacthuccothiwgayhichng n~ "y nh€: k hBnsgeptsmycirhthun h € p
an tn, thu ¢ ch ng lao, thiic ch ng co g é N hg thu ¢ c6 thi gian ban hy dai
d gay raSJSvaTEN [16].
1.1.5.8. Hoi chitng hoai tirt homg bi nhiém  od

H ich nghodt t he®binhim & (TEN) latinh thg nhim | E hod t
da nghiém trng nfdl ,Ho L't r’ dilghi bNikols k y  d €h nty tdagcathl ( d
t vong cao. Bnh nhan mt m i, s t cao, trén da ¥l hi n cac nfn g, horb chian
xudl huy} , s apu tlbg 8 thch khi da, d tr t ra t ng nTng. Di n tich da’tn
t h€hng > 3Wclothddiém gart thit, tinhtrthg b nh nhan Ei nHg, nhanh
d¥t it vong[2],[37]. CacthUccothWyayraTENn h€: car bamazepi n,
paracetamol, cd r i mo Y1®Jjz o | €
1.1.5.9.  Hoi chimng qua man do thuéc

H i ch ng qua né do thdc (Drug Rash with Eosinophilia and Systemic
Symptansi DRESS)la bW hin nthg ga pHn_ngd _ngthiccot | t vong
cao. Bn h “now@& hin s afjn 8 fifn $au khi tip xdc v i thu ¢ v i cac tri u
ch ng:mtmi, s tcao 39-40°C,viemhn g, dt@rKdnd 50% bnh nhan c6
biwi hi n viém ga, 30% bn h  n h © Ach dukantgan NH thu ¢ cé thAbay ra
DRESSbao °(j’m: sulfonamid, phenobarbital, carbamazepin, allopurindfasalazin
[16].
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1.1.5.10. Ban mun mu cép toan than

Ban mn m chb toan than (Acute Generalized Exanthematous Pustulosis
AGEP) Bbn h ° ngh® ra sau vai ngay dung the, kh i fulla mtm i, S t song
t h®eg khlng ,crga, b a il hilh -nhiQx w& nhanh ym m nh vo
khu{y toan than. CoOteonco nh@udhgtn t h€hng kh&tmnbor fc® da
h'ng b alng va @ khi co loét niém k. Nguy@n nhan @ h i ch ng nay ch y/u
la docac thi ¢ khang sinHsulfonamid, quinolon, ampicilin), diltiazefa6].

1.2. Quan | y &usridi Gihg thudc
1.2.1. Chan d oiarmg thddc

D ngthic ‘L€ L o & mén quatrinh'd ngthic (pHn. ngd_ng
x[y ra sau dung the), d atrén cac triu ch ng, hich nggad ngthuc (ng ala
dilh hi uquanirng), d atrénths d ng (tQrs d _ngthdc hdbd ng cé nhan,
gi a L 3 mhrdn cac xét rajhin: c6 mt xét nghim (+) tr I1én tdy theo thMam
sang heb 1oY ph[n_ ng (pHNn_ ng thoét Kt t]bao mast, tiéulch du HLhi u, test
chuyddch g | y mp h[2],[37] o é)

1.2.2. D Bu tri di ing thubc
1.2.2.1. B Bu tri d&c hiéu (gidi man cam)

Gilim¥x1dm Hihiu | © ph+€ehng ap$ago ngl(dmuyénBvé n h
iQu t #m gv doWwbalhnhanitbd ngvid nguy° n i pHi P xdos
vidnguyént rong t €hnaggl elehdbt ded Gcdho ki eLe
m tliQ °IngeHd niitrong mtth i gian vai ngay, & tun hd-bvai thang, m ¢
liQunay, cacfin t imhkisit nt m &nagut b - clb€nh tthg d ng b
Ki 10c nao d¢p pHii d nguyén. Qua trinh §im» dm Hihiu 'ty @&th i gian
t 2 L 3 n[Emd driekhdi dgd co tWWefn thi i s m¥q dm L & hixnu
vanpuvi ¢ Q@iti blagthd c gay d_ ng la thit y/u va khong co thic khac thay th
C8&c kh&g&ng cgili m& dih ¢hank édng bao gn peniciin, cephalosporin,

vancomycin cac thuc khang laé [16], [61].
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1.2.2.2. b eutri khong adhiéu

x  Nguyén &b chung

-Kh® nW nitnhantipxicvithuc L « _q@khcth]vi ¢S d ngthuc
vinhngbnh nhonadcng. ch L

- S d. ng céac thuc ch ng d _ ng khang titaminH1 . " Mgrh®d ng thic
nth g h h n\KJ] it p ding lorticoid tiém truy, phih pvithuc QL tri u
ch ng.

-B% . o €v hagii(khicéchl'nh),trongmts t Tn@h pcothefns d ng
thu c I i tivd.

-S d ngthicchngbinhi m (W cé): | achn khang sinh thich'ip [ blo
s d ngh ply, an toan.

- Nang cao sc kh e cho bnh nhan (cunglgp d i mp, dad @t than nhit, v
sinh ca nhan[Q], [37].
13. Céacthuéc ¢c6 nguy i¢m@ cao gay d

THIic[ cac thlUc QLcokHnt n g "~ gn@[®4], iF7]. Tuy nhién, mts thu c
cokfntng @gn©mgdphg hhakhidchThheo TchcD _ng Thgi i
(WAO), cac thtic ¢ - nguy 'c g baagm: kh&g sintd bettactam,
sulfonamid, thuc khang lao, aspirin va cac NSAIDéac, thic chng co gd,
al | op U#7li.,n\G kt Mam, nghiéncu¢caNgiyn Vin nomd$vQirh c
hinh d ng thu ¢ t4 Trung tam D_ngi Mi_n dch l1am sang, Bah vi n B&h Mai
gi a%h 198%2008c | ng Jkgo €kng Ttr ong L - cgédy®cngnh - m
vit I cao fn "It ¥ khang sinh (77,8%), NSAIDs (5,28%huc Qi tr lao
(3,78%), thuc ch ngl, ng kinh(3,04%), thUc Q@Ltf b nh gout (1,5%]16].
1.3.1. Nhém thuéc khang sinh
Khang sinh luén lanhémtha ¢ - n g u yngcao nhij Ky quichghién

cutréncaNguyn VL n n o fantrory «hém khanginh, nhombetalactam
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gadyd ngnhundl (45, 91%), sau L - " nh-m amin
(7,23%), nhénphenicol (3,96%) va macrolid (3,69%4)6].
Trong nhombetalactam, penicilin va ampicilin 1a nim g 4 di n gay d_ng
thich ™ nfu" thng °“rg€ ngvikhang sinh[16]. Khang sinh h beta
lactam co thwgay ra§ b nlod phfn_ngquamn , t y p imQL(anyh €%imh X2 m
hen suyn, scpHnv ); typ | | ( dlhnfAu tAnhhif}, gilm tiVd cfu); typl | | ( nh<
b nh huy} thanh, viermh)vatypl V- (nh<€ vi ° f@2]d a, ph8t bar
Bén d¢hh penidiin, sul fonami d “od gaygra pii_ nqch ngn t h <
thu ¢ [44], [63]. D _ng nhém thuc  n " yng X{ylra@mu n [27], [63]. Nghién cu
56 ‘rily® ngcacthuc nh- m s ud fQdrimmita & T&ing tam D ng
i Mi_n dch lam sang cho By trong 10 |84 thu ¢ gay d_ ng thu c nhom nay, co
trimoxazol la thuc gay d ng nhiQ nhdl (48,21%). TWam sang chy/u | ‘da L
toan thanSJSVATEN [27].
1.3.2. Nhom thuéc NSAIDs
TUHoaK8€c t2nh "luhmigs®0 ngtNSAIDs mi ngay va 111
tiu Lhn k° h”ng n dmhomAHDKRNSAIDS chiin @1L5% t nd'
s ADR " &Hhao cad42]. TYVi tNam,vics d ngthichist glim Laung ch
vi °m Hphnbigh néntinh thgd ngvinhémthicxy r ‘ang kuyég16].
Aspirin va cac NSAIDs c6 thvgay ra chui cac pqin_ ngd ngn h@" y , phy
m&h, Scpinv vahingp n h € "\, vienmmapgmaga4].
1.3.3. Nhém thu6c chéng lao
Phn_ng cé M no6i chung va d ng thu c néi riéng l1a mt trong nh ng vah QL
quanfrngfn h "M@ ki ¢ @it lao. Cac nghién ax Ql'cho thyy phfn_ ng d
_ng trén da khi'sd, ng thic chng lao & “tnb ¢b. Trong mt nghién cu ti/h
hanh 8§ b nhvin PEM Ngc The h (2 0 1JR47,% bah nhdn nkp vi n do
xuHl hi ncac pfin_ ngda’ mc ., Kh § ¢ n h ¥ung & h €4 toan than, may
Lay, Yh¥% /m8I§14L M tnghiencukhacH B nhvinPhi Trung €h
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(2005)ch' raraag,7triuchng | ©m ° aggrdrong d g hu c ch ng lao
baogm:sfinga, b,&h 4l phu, bong ¥y trdhg, loét ming, bn g . @ tng
L - Hghundlashonga v~ , A8.n L
1.3.4. Nhém thuéc chén g éngkinh

D nglamtphin ngco™ ‘tnpegbcathicching . nly ki nh. N
2002, h th ngtheo ddid ngthuc "HfitUmtbnhvin La Bhongapore
ghi nhdh, thu ¢ ch n g, ng kinh 1a mt trong hai nhéom thwe gay d  ng nhiQu nhd,
cung v i thu ¢ khang sinH41]. M, t nghién cu vQph[n _ ng phat ban khi' sd, ng
thu ¢ ch n g, ng’kinh ¢ a nhom tac i Pelekanova ¢ ng s (1991)c | rchp thy
cac thic chn g, ng kinhla thu c gady d _ ng ph bi/h bao g m: carbamazepin,
phenobarbital, phenyt @ilm ng de tatbanwmzepiri dmi d , t
t | ch y/u.Cacphn ngd ng 1la phétban trén dajém da troc ¥y, SIS
chimt ' nh [58].
1.3.5. Nhém thuéc édtribén h g achhiéu d

Bnhgut ng”y c kéotheod icaaghi nidhil g ng thu c trong qua
tinhL@trbnh ng” "y ¢  ‘nthantgnitarongthng &k h- khtn cf
I’ GQu tr gout. Nghiencud ngthuc Q@tr gourbhilitrén21bn h n IQEm L |
n itra t9 Trung tm D_ ngi Mi_ ndch 1am sang, Bhh vi n B&h Mai cho tisy cho
thby, t | s cad ngv i allopurinol chijm 28,57%, colchicin ciijm 14,29%. Fn
silid ng° bnh nhonngdhtzmghil ¢, n cao h Wam<asg7 , 14
ch yu | datdanthanyv t h'@mmQ@ t h  dtéhg [19]. Allopurinol la
thic ‘tng€hyracacgm ngd_ngdambhg n Imgearhnhim s ¢ L nh,
DRESS SJSvaTEN [43].
1.4.  Vai nét vé Trung tdm Di (mg — Mién dich Iam sang

Trung tam D_ ngi Mi, n dch 1am sang trc thu ¢ B nh vi n B&h Mai, lam t
t r un gfunganh cd'd n & vQcac bnhd ngvabnht min. Tigh than ca
Trung tam la Khoa D ngi Mi ndchi©m s "t ¢hanh # theo quy niti s


http://www.ncbi.nlm.nih.gov/pubmed?term=Pelekanos%20J%5BAuthor%5D&cauthor=true&cauthor_uid=1831121
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481 BYT/ Qn ng.ay YL/BMgay/2a/0/2010, Bt f @B Y U]L «a
quyl nis 2 5 8 /-BOT iten thanh Trungtdm'Dngi Mindc h | ©nW s ™ n ¢
cOthM. § mg ~ & L _ ltoan din  h h n furkiam cha b nh cho nhan dan
trongbicfnhhinnay,t | mdacacbnhd ngvatmin ng” "y ¢ ng tktno
Hang ngay,Trung tdm tfp nhch mt ° hg@n b nh nhan d_ng thic J
k h 8§ m Qtf. B&nichh cacbnhnhangpcacpfin. ng da gt niget h€
tritich, nhi U@nchmtsil @d|nbnhnhan gp pin_ngd ng
nghitmfrng nh<€ SESfowHIinfGEWn v Qtrhhiittd. H" ng tr tn
b nhnhan khgdod ngthic L«ccli€ngtd 78]y
1.5. Vai nét vé allopurinol
1.5.1. Chi dinh
f niQutrl ©u d”" i titng acipgoutmditoh. m§8u do vi °n
B nh si thdh do acid uric (kém thee hdb khéng kém theo viém kip do
gout).
f n Qtrsicalci oxalat tai phat namcé baifif ur at ctivi wén §00 n €
mg/ngay va 750 mg/ngay.
T Ttng acid uric’lmg @itikuhnig divhng [hl-]a. t r
1.5.2. Chdng chi dinh
 Goutdp(nu ctgochdbxy ra tr ong lopguiinol, @ty d %n c
tcdangdo pur i nQ@if L’ vchp riéng ).
T Tbng aci/g U hfnkhdng coyriuch ng.
1 M> dm v iallopurinol [1].
1.5.3. Liéu dung

x Cach dung: Al | opur i nag ungldby °lLeruyd t otbhh m
n eng truygr t QUohtch dung khi bnh nhan khong dungth  ‘lc®?a g * iige
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u ng. LiQu dung ¢a alopurinol khdc nhau tiy theom , Bnh Vv ¢ @ éinh
t h e o ndv& gung H ¢ a b nh nhan.

x Liéu dngy

f BMhgoutliQukhi ful0 0 mg/ n gfngau mittdfm gt hd°> m 1h0 0  mg
khi n'n g, utat trong huy} thanh gim xu ng 0,36 mmol/l (6 mg/100 ml) kb thib
h hnkobhoti Khtii QLT I a/h kdb 809 mg. IQu 't ny @ing mi ngay
‘“ngHdE. n tr 0ngdhpbnha@Gla 200300 mg/ngay, gaucd h urat (tophi)
trung binh la 406600 mg/ngay. L@ L300 mgAn/ngay, IiQu trén 300 mg ph chia
nhiQu Ffn WBiMm nguy _adgddday Sab khi'nn g, ukathuy} t hand L «
kiwh soét, c6 tgilm liQu. LiQu duy tritrung binh n g & n 1a 300 mg/ngay vadu
t" i thiwi c6 tac dng la 106200 mg/ngay.

f Ttng acid ur Mot mgmngplitod bhhtreh cip do acid uric
khi dung héatrliiu Qiff mts bnh ung ° tl.me&yng alapu@nol 60800
mgihgay, trong 3 n g okhibdb BIL Qiff ung t h €. Trong tLtng
th ph&8t do Hyhogtrili th €u e Qtdly@i,cal al opur i Qo | t €
dungtrongbn h g %tc @dhnth€ t h eng ¢ d’b§lpnhan.

§ SYithon calci oxdat tai phat, bnh nhon c¢- tWwlQgkhaguld ur
m ingay 2003 0 0 nm@ychnhliQu t t kogilmhda vao s kiwh soat acid uric
ni u/i24 gi .

1 BMh nhan suy tim: PHigilm liQudl o p ur i n ¢hanh tfilceatininl

f Tri em adl5tui: mingay ung 1620 mg/kg,ti La 400 mg/ ng"
g LQtr,phi QichnhliQu t h e ong¢laBmhnhan.
1.5.4. Phan tng c6 hai cta allopurinol
ADR t h ! mgontitc la ®opurinol 1a hi ban trén dg1], [67] x[y ra“ kho[nhg
10% b nh nhans d ng thic, pdin.ng n * gyg ¢ h @ honnh nhan c6 mh
thchvabn h nh©n d tigamigl i§W thiazid, co lién quan ¢bchEv, i 0" ng
L, cao ¢a oxypurinol trong huf} thanh[39]. C§ c ° hgahp nhitl B &ndat $n
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kém theong a, thnhtho[ng g ban xt huy} [1],[67]. Ph 8t b angacom” vy
thwa ch 1a dal hi u ¢ a qua P hadb co thMa m t phFn ¢ a pHn_ ng toan than

[39]. Céac plin_ ng m¥ dm nghiémtr n g h h MX[¢ ra bab §m viém datroc

vly, SJSva TEN[1], [38]. CActri u ch ng khac ca qua ré1 bao gm s t va, n Ithh,

hith to, gfm bch du hado t Hbhgu b tléhndw R osi np[38L[EW k h
viemmeh g it n  t h ©h waganB®. PHNn_ ng qua r¥ ¢ a allopurinol ¢
thWhHag, thdn chi gay't v o n gobi tL. ¢ - n g u gh ng Ihnh oo suy gan
hotb thah [1], [67].

Ngoai pin_ ng trén da, allopimol con c6 tMgay cac ADR khac B hi n trén
nhi@h ¢ h quan Wmaunhn kichhtiéu hba, =y tistni u ,  g[&]38)e
[39],[67]. CACADRn "y cl ng c¢- Bh8gpb cn8haEmnbhdtifg kinh i
ngod bién, [ ng toc, ri loth v giac, rilothth gi § ¢, ngl t@wclipé [38],

[39], [67]. B nh nhan gout cO Wb t £ n g ° tog8ucch khi b Full Qi if bag
allopurinol vat h g gifm sau vai thand1], [39].
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CHQONGP@AIL TQaQONG VA PHQONG PHAP NGHI E
2.1. D6 onhgapghién ciru
2.1.1. Noi dung 1: Khao sat tinh hinh di tng thudc tai Trung tam Di (rng — Mién
dich lam sang, Bénh vién Bach Mait't hangn 6 hdAng 11 nam 2013
THIc[ cac bédo cdo dim_ ngd ngthuc td Trung tam D _ngi Mi_ ndch lam
sang, BnhvinB&hMaitt h§n/sn & hiEng 11 ntm 2013,
2.1.2. NGi dung 2: Téng két vécacphan ingditngclia al |l opur i mi | tr
dir liéu ctia Trung tam DI&ADR Qudc gia
KJT qul” kh[o sat WQtinh hinh d_ ng thu ¢ t4 Trung tam D_ ngi Mi_nd ch Iam
sang trong 6 thang chobhallopurinol 1a thic & fu'gay ra cac dm_ng d _ ng,
kWel nh ng pin_ng nghiémtrng. Tr €¥n , cle hdarchyn talil dwur i n
fngklcacthong i n | i fipingogadnnglthic tr ong liQRUC
gia VQph[n_ ng cd M.
ni °ng@ghiéncu: THHcfc §c b8&o ¢ & ol &t Rrung @m DI
&ADRQu cgiat 1/ 2 0/p8B2/2013.Mi b&o c&o LAB&® Vveu ngh
tha m«ngthlicactiéuchdhl achn sau L Oy:
T Thu c nghing horbthic d Y%ngthil & @0 { trong cac bao céo la
alopurinol.
f ADR trong bao céo thie lod d _ ng thu c.
 M"ilién quan gia vi ¢ s d ng allopurinol va pfin_ ng d . ng trong bao cao
I ‘& nhémchuyén gia ca Trung tam DI & ADR Quc gi a L & mthongdga §
mc: diiabcho, @Hotngdh MWaB tthheo t Mahlig ngch®n | o
¢ a WHO[4], [74].
22. Phaqong phaj nghi én <c
2.2.1. Noi dung 1: Khao sat tinh hinh di tng thudc tai Trung tam Di (ing — Mién
dich lam sang, Bénhvién Bach Maitvt han g 6 hdang 131 nam 201
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Nhom chuy&n mémao gm cac bas,0 *d £ty ¢ thu ¢ Trung tam D_ng'i
Mi ndchi©m s " ng, cikBhnbd n B Mai va Trung tam DI & ADR G
Gi a’ cthah & nRn xay d n g Qcl*€h n\Wi khai hdt | nky theo dbi va bao céo
phfn_ng d _ ng thu c ghi nkdh trén bnh nhanti k h § Qi trvtd Truhg tam D
_ngT Mi_ndch lam sang, xay dig bMi mX bao cdo pfn_ ngd _ng (ph | ¢ 1) va
h @hg o thu thdp théng tin bnh rhan. Céac can by t]t4 Trung tam D_ngi Mi_n
dchlamsangtikhaihdt nlg t heoQidasbiM i B§o ¢ &@y L «
dng ik tr ¢ anhém chuyén mon.

Nhém chuyén mém ~ s o ‘§ thi/vtidngltin trén bao caq ivthéng tin
trong bnh an vaphng v tr ct/pbnh  nh ©n." nd i pthi/p thang t@,
nhom chuyén motiQngh can b y t/JL @ bao céo b sung cac théng tinfa thi.
C8§c bSocth&o lam&chd liu nhbliux lyd liuvatngk} ki1
qul't h u c LnBk31 IFn/tufn.

Toanbd lfu b8o c8§o trcbnmghp66vi hEg We€a ngh

c h ¥Yan gWkh[@d dat, phan tich tinh hinh dng thu ¢ chung ghi ndh t4 Trung tam
D . ngi Mi_ndch lam sang.
2.2.2. NOi dung 2: Téng két vécac phan ingdittngctia al | opur i séo |l t
dir liéu ctia Trung tam DI&ADR Quéc gia

Nghién cu ‘lc®h hanh @ Trung tam DI & ADR Qic gi a t heo
phap mé6ERicud liu Théngtintc §c b&§o c &al aAdRddvao L €
cac tiéu chih t r° T thu thif®aom>u phiru khfo sat (ph | ¢ 2).

B&§o c §o cisEnRlcl @ Ha béo cao pfm. ng d_ ng thu c khi b
hin ADR | Fnngdaidahshvuiacotn t h<€hng “déoantham®hn g
t h €hntehg[82]. M, i " thg e nay €L ‘& xem xét, quy B la pin_ ngd ng
thu ¢ b i 1 bacs ¢huyén khoa D ngi Mi_n dch lam sang

r

Y
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2.3.  Chi tiéu nghién ctru
2.3.1. Noi dung 1: Khao sat tinh hinh di ¢ng thudc tai Trung tam Di (rng — Mién
dich lam sang, Bénh vién Bach Mait't hangn 6 hdAng 11 nam 2013
1 Théng tin ZsXI 1 ng bao cdo Obong thuxc
S | “@g bao cdo_ @ t ng thang, so sanh vs | “@g bao cdo ADR_ @ toan
b BnhvinBeh Mai trongg.th&8ng t€hng
1 Thongtin ZLllc @ kvhh nhan
-Phan I81 b nh nhan theo d  h 3Q@nthn iltrd, ngdd tra.
-Tu i, gi itinh.
-Tigvs d _ng, b nh mb kéem.
-Ch¥y L' b 8hrehinh: s d ngphan Idd b nhid qu c t/]Ifnth 10(ICD i 10)
¢ a WHO[5].
1 Théng tin Zph n ong dbng thuxc
-Ch¥h L o Banngp hngthuc
-M ¢ , BHbhggapHn ngd_ngthic:s dng t hangmd¢ ShHhg g
¢ aphHn, ngco M c a WHO[69]. C thwm ¢ , HHg ¢apHn, ngd. ng
tr°n da v c tlb§mh tdi©F tithhee o adu : m
Bl ng 2.1. Moc i tilng cva p nong dbng trén da va toan than theo WHO

Loai phan Phan &g di ing . .
) . o Phan ing trén da
ung toan than cap tinh

Mic 6@ |Nga nh<€ng ibah|Banda, nga

Mc 608 |M"y Lay khu |Ng a,bandalan ng, bong ¥y kho

Mic 68 M™ y Lay t o" M n _rcongVy . tdoét
Quincke

Mic 6d |ScpHnv Viém da tréc {y hotb, A ng b a rthg,l
| i ° n Jjgniéeanmk,lhdbSISTEN
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-Th i gian xtH hi n pin_ng d ng thic : " cltigh t Ifn cdi cung dung
thu ¢ nghi ng L khi xudthi n b hi nd _ng thi ¢ Fu'tién.

- KJ} qul sau x tri ADR.

1 Théng tin ZthuXc nghi ngy gay phA nong dbng

-Tnghp ¢ § g dilngthuc nghing L' ‘& béo céo.

-T ng h p cac nhém the nghi ng theo h th' ng phan 161 ATC.

- Cach d & ly (theo h th ngphan 16l A T Cobadcé® nigu nhi[76].

- Cac thuc nghi ng L ‘& bao céo niqu nhtl

-Tnghpthucnghingv ™ ¢ §c A DdRgay reedo thg.

-Tnghp c&8c ‘Abd&Rcab¥dcactha | i °n gngan t €hng
2.3.2. NOi dung 2: Tong két vécac phaningditngcia al | opur i m@@ | tr
dir liéu ctia Trung tam DI&ADR Qudc gia

1 Thong tin ¥ sX| | ng bdocdo dlong thuxc cva allopurinol theopn g npt m t
ntm 2M0éGLin 201 3.
1 Thoéngtin ZLlc @b dvhh nhan
-Tu i, gi itinh,
-B nh mb kémvathuc d Ynggh i.l
1 Théng tin Zph nong dbng

-Th i gian tiQn tang xdhi npHn_ngd ng do al I"ognbt o o |
by Fuldung thuc Jpikhi xudihi n pHn_ ng.

-BiW hi n |am sang.ca cac pfin. ng d _ ng do allopurinol ptheohc h qgu an
chuln h " mg@ a vaothud ng ph[n_ ng c6 M theoWHO (WHO-Adverse
Reaction Terminology WHO-ART) [71] .

- Céc I ph[n_ ngd_ ng trén da va niém .

-M ¢ , HHbg ¢apHn_ ngd_ ngtrén davaniém¥s: s d ng thang phan lé
¢ aWHO WM ¢ | fithg ¢ a b ¢ ¢6 M [69] (B[ng 2.1).

-X tri ADR va ki} qu sau x tri.
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- ThX¥n “tth m i lién quan allopuringADR
1 Thong tinvZallopurinol

- LiQu duing: LQu dung 1§n, t ng liQu duing trong ngay.

-Ch'nh v~ L 8phthh pg@cB L'sh : _cvamthdeg tin trong e
ALT do d¥ng tl@Ec thtng,_ctifmC8c °mi@hg uragh
qua/mpin. ngo tXibdgcBo ADR, phuBmchacigling s
allopurinol thedD €c  t h €giaQ/ut Nam 20171].

T n8nh gi 8 h?3 M pHntoiy diorg da ighiém g ova allopurinol
tpc _ € dsliMi cva VIM Nam

Sdng ph€ehng ph&8p PRR (iPoporRpndadhl!| sr e

i u vQbao cao allopurinol lién quanitphfn_ng d ng da nghiém tmg v i

toan b d i u vQbao cdo ADR Vi t Nam.
Tin hi u €L & hinh thanh da trén 2 tiéu chi:dh .d €a khdng tin ady 95%
O 1 vV@ags bg&8occ @& rOhgs.i §
2.4, Xt ly dirliéu

Sliu ‘lcuthbvax lyblag ch€hng tr3nh Mifrosof
mQn SPSS 16.0.

MM¥i ‘lc|idi nbags | @gvat [ %.

GY (6 )

Ch's PRR ° dtih theo cong the PRR=E
W (w-Q)
cdyv. i , ¢hinh xac 95%¢1 9 5 %) ngtaehn g

va cbng thc tinhkho[ng tin

Cl = PRR* exp (£1.96 x sqrt(1/a+XM(a+b)1/(c+d))).
V.i a, bg nlh, nd hlbfag 2k2rsajacl b
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Bing 2. 2mhcéx thanh ghn tinh trong cong tloc PRR

S6 bao cao c6 ADR S6 bao cao c6 ADR o
. 2 - 2 ya . | Tong s0 bao
la phan ingda | khéng phai phan tng di )
. . . cao ADR
nghiém trong trng da nghiém trong
Thubc n.ghl ngo la a b a+b
Allopurinol
Thuéc nghi ngd c+d
khong phai c d
allopurinol
Tong a+c b+d a+b+c+d

Bao c4ao Qphln_ ng da nghiém'tn g ~ ¢x€8 cnh I cac bao bAcQADR
thu cmttrongcachichngsau SJS, TEN, AGEWP,n gafoEaS Sc (
ch ¢ ghi nkth pHn_ ng da nghiém’tng ¢ a chau Au (RegiSCAR]IV8]. * ny th i,
m ilién quan giavi ¢ s d ng allopurinol va pfn_ ngtrénl: ‘& H, i ~ ny chuyén
gia ¢ a Trung tanDI & ADR Qu c giall 8 n h" nytitréng ba mc: fichd chdao, fico
kh['n £ a gHbfcod tividtheo thanghan I phln. ng cé M ¢ aWHO [4], [74].
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CHQONG 3. KET QUA
3.1. Khao sat tinh hinh di (ng thudc tai Trung tdm Di trng — Mién dich 1am
sang Bénh vién Bach Maitrt hanégn 6 hdang 11 nam 2013

3.1.1. S61 ang bao cao thunhadn  dcq

Ti/h hanh thu tHp béo cédo @ph[n ng d  ng thuc t4 Trung tam D_ ng—
Mi ndchlamsang, BhhvinB&hMait t h&§n/jn 6 hiSng 11 gthim 20
thu nich  “lc€ng $ 127 bao céo.’Sl “@g b&o cdo,@ t ng thang va so sanh ivs
| “@g bdo cdo ADR@toanB nhvinB&e h Mai tronggt titBhiqy t €h
trong hinh 3.1.

233

250

200

Srd AWg bdo céo

50

Thang6 Thang7 Thang8 Thang9 Théang 10 Théng 11

mmS’ | € ng b&8o c8o0o c,a Trti
Sarng o

. S |l € ng b8o c8o0o ¢

-®-BS§o c8§o Ily tifln c,a Tr
sang « _

—=>=B&80o c8o0o I 1y til]ln

Hinh3.1. Xl 1ng b §o c &dheopng thahggva Trung tam Obng —
MiKn did¢h 1am sang vaea BMhh vivh B! ch Mai
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Nhon xét:
Trong 6 thang, thang 9 cb b “@g bao céo cao kth(20,5%), thy nhi la thang

6 (12,6%). Tuy nhién, sl “@g bao céo gia cac thang khéng c6 quéa @his khac
bi t. Trung binhm i thang thu neh Lc€1,2 + 3,5 (b4o céo) trong khi b @g bao
céo trung binh_a toan bnh vi n B&h Mai mi thang la 38,8 + 9,6 (bao cady.
| “@g bao cdo.a Trung tdm D ng— Mi_n dch |am sanghi/in 54,6%s | “@g bao
céoc atoanb B nhvi nBh Mai
3.1.2. Bac éh bénh nhan

nk  \Vih b nh nhan QloY h 3Qa th, gili tinh, t4i, tigh s d ng, bnh
mcb kém, Iy do's d. ng thu ¢ chinh theo ma ICEL 0 ° ¢'té@n tbtrong Hng 3.1.

Bl ng 3.1. Mt sXLllc @h iva bivhh nhén trong nghién ou

bac éni Phan nhom: s6 bénh nhan (ty 1& %)
Loai eéditri Niitra: 98 (77,2%) Ngd i tra: 29 (22,8%)
Gidi tinh Nam: 78 (61,4%) Nu: 49 (38,6%)
Tudi’ < 12 tuvi 12-18 tuvi 18-60 tuvi > 60 tuVi
8 (6,3%) 10 (7,9%)  83(65,4%) 25 (19,7%)
Tui trung b3A20( ntm):
Tdithgpnkdl (nktm): 3
Tuicaonidk (ntm): 88

Tién strdi ing

Cé tizn so dibng
34 (26,8%)

Khéng c6 tzn so dibng
93 (73,2%)

DIbng do thuxc: DlMong khéng do Dibng arm_
24 (18,9%) thuXc: 7 (5,5%) Nguyénnhan: 3
(2,4%)

Bénh méc kém

C6 dvhh mac kem
21 (16,5%)

Khéng co ivih mac kém
106 (83,5%)

gE?:h (t:e;) 21 RooR99 M00-M99 300-J99 Khac
ICD-10) 28 (22,0%) 18 (14,2%) 17 (13,4%) 64 (50,4%)

(*) ( khdng c6 thong tinZtuYi cva 01bMhh nhan
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Nhon xét:
Trong 127bnh nh©n k b € tvtY Triing tm D_ngi Mi_n dch

lam sang dofy rapHn_ngd ngthic,bn h n QEtnmn iltrd (77,2%) chijm t
' vatrisovibnh nmenngdli tr %% (22 n8Rpd ngQlic tr €
L& b§o  ogypnhihneh - m Thg® 1860thi(chim 65, 4#) . n
trung binh ca cac bnh nhan 1a 41,3 + 20,8 nh nhan ch y/u 1a nam gii (61,4%)
g gfn 2 Fnsoyin gi i(38,6%). S b nhnhancé @ s d_ngchimt I khong
nh (26, 8 %) , phfn i rladg nglde thiic.

B nh nhan gb piid ngthuc L &hérsy c6 bnh mdb kém (83,5%). 'S
dngthicnghingvi | T d & ching, 8 hi t vainh ng bMA hi n 1am sang
va oh lam sang B “tnb, ¥hong phan M phfn k h § cRI9) CHRO O | n
nhill (22 % th hajla bnh h ¢ & ©hkhgo va mo lién Kt (MO0O-M99)
(14,2%) va bnh vQh hé hp (JO0J 9 9 ng th 3 (13,4%). S| “@g bao céo ding
thu c v i cac ly do khac ctimt I nh .
3.1.3. Thong tin vé phan tng di &ng thudc
3.1.3.1. Phan loai chan d oiarmg thddc

D _ngthucco nhu thwt thwhhGn h€: m ' /gthiwhkbyg, hbkhna, L e d
Uhtinhnth g napAEnsg. KJqu phanidich¥y L o 8ngthulc °lc @nh
bay trong ipng 3.2.
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B! ng 3.2. Phan loichkn L ol®ng thdXc

Chan doan S61 ang Ty €%
My Lay 48 36,4
H ich ng quéa ¥ do thuc 29 22,0
Phu Quincke 21 15,9
ScpHnv 10 7.6
H, i ch ng Steven$ Johnson 9 6,8
H" ng ban nhim so ¢ L' nh 6 4.5
Hng bathg La d 4 3,0
Ban mn m chb toanthan 2 1,5
Holt t h g binhim E 1 0,8
Khac* 2 15
Tong 132 100,0

(*)(bao gl : Yngthip_ b &mAn iy, lyngthrp loét mihg K2ng)

Nhon xét:

M"y L awl ngthud¢ h'tng @b nhil (36,4%) theo sau 13 hch ng quéa
m>n do thid ¢ (DRESS (22,0%) va phu Quincke (15,9%). Nig pHn_ ng nghiém
tr n g n hck nghSteveri Jonhson (SJS), ban mm chp toan than (AGEP), kb
tt A@bnhim E ( T E Rcé&bad clo, tuy nhién dhit | thip.

3.1.3.2. Miurc 0dang cua phan (ng di ting

K/Tqu L ghrgiamc | tiHbg ¢ apHn. ngd_ ng XYy ra trén 127 mh nhan
theo thang phan¥%m ¢ , tthggcapHn ngco Wl c a WH Oc ttinBbay trong
b[hg 3.3.
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B! ng 3.3. Moc i tIng cva pi nong dbng

Mlc ©dang S61 ang Ty €%
M. c , 2hdb3* 44 34,6
M. c, 6 8 29 22,8
Mc, 6 4& 54 42,5
Tong 127 100,0

(*) (ynghphdocdochghi Am"y Layo khing r» m’y
nén khéng tBphan lei 1€ A themoc i 2 hdlc 3)

Nhon xét:

S phfn_ngd_ng" m c , iiHg cao nki(m c 4) chimt I nhiQu nrHl 1a
L@ L&ng ch¥% T [n(ng2m56 %R. c CHhgt [pmdng nh
(22,8%). Tinhtth g m~" y L ayb (ke 'un’ter BECSIMOmM Eg8PShdb 3
chi/im khd'ng 1/3tng s béo céo.

3.1.3.3. Thoi gian xudat hién phan tng

Th igian xtilhi npHn_ngd_ngthic ‘le€nhht Ifn cuicung ding
thu ¢ nghi ng LU khi xudithi n bMi hi nd _ ng thid ¢ fu'tién. Phan I€ th i gian
xull hi n pin_ ng thu ¢ theo Adova ¢ ng s (1970)(trich theo [16]) K/} qul phan
lod th i gian xtlihi nphln_ng d_ ng thu ¢ sau khi dung the trinh bay trong fng
3.4.

B! ng 3.4. Phén loi thyi gian xur t hivh pit n ong dbng thuXc sau khi dung thuxc

nghi ngy
Thoi gian xuat hién phan tn " -
sau kﬁi dung thu6c g ’ Sol ang Tyle%
Trong vong 1 gi 32 25,2
Trongvong 1 ngay 42 33,1
Trong vong vai ngay hdb vai tin 53 41,7
Tong 127 100,0
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Nhon xét:

Cacplin ngd ngthic ‘Lt Ao cdo chy/u xudihi n sau khi ding thic
trong vai ngay hieb vai tn (41,7%). S ph[n_ ng d . ng thu ¢ c4b tinh (X{y ra trong
vong 1 gi sau khi dung thwe) chint | nh nht (25,2%).

3.1.3.4. Kétquasau xtrtri ADR

Sau khi X tri ADR, b nh nhan gp pHin_ ng d_ ng thu c c6 thAR" i ph, ¢ hoan
to"n nh€engngl oy M dichhng, thdn chi c6 thgay t vong.
T ngh p K} qulsau x tri ADR chobn h n h ©tminh bag@trong fng 3.5.

B! ng 3.5. TYng hi p k&t g sau o tri ADR

Két qua sau xtr tri ADR S61 ang Ty €%

H"i ph, ¢ khéng c6 di chng 97 76,4

n a n"d phhc 17 13,4

H"i ph ¢ cé dichng 11 8,7

Khong rd 2 1,6

Tong 127 100,0
Nhon xét:

Sau Kkax tridengthic, ~Ibah rhanhiph, c khéng co di chng
(76, 4%) . n §&n qhnhanys,7%) 4 plyc W di chbng.
3.1.4.  Thong tin vé thudc nghi ngd
3.1.4.1. Phan loai cac nhém thuéc nghi ngdtheo ma ATC

KJI qul phan 181 cac nhém thuc nghi ng gay piin. ng d _ ng thu ¢ theo ma
AT C ° ¢tréh bay trong ng 3.6.



31

B ng 3.6. Phan loi cac nhém thkc nghi ngy theo ma ATC

Ma& phaiftNhdém t huodc Tong Ty | &
J Khang khu§y tac d ng toan than 106 57,0
M Hchx€hng 32 17,2
N H thfn kinh 27 14,5
A n ‘€ng tiéu héa va chwt hoa 4 2,2
B M8u v~ Ebmapuan t 3 1,6
R H ho hgp 3 1,6
Céc ¢ hor mon’ ng fgm
i than, t?] E:iqr:on sinh Bn va insuling . Lt
S Ch qua&lm t h 1 0,5
Khéng c6 ma ATC 7 3,8
Khong rd thac nghi ng 1 0,5
TOng 186 100,0
Nhon xét:

Nhom thu ¢ khang khin tac d ng toan than la nguyén nhan gy gay ra cac
pffn ngd ng (57 %), sau kticdnjtréecBck €fhng ( hd, 2
va nhom thuc tac dng trén h thfn kinh (14,5%). Cac nhémthe conH ¢ 1°'rcg L €
b§&8o c8o itnlhM@ng v
3.1.4.2.Phan loai thuéc nghi ngd't h e @ngdumg thube

KJI qul phan 181 thu ¢ nghing gay piin_ngd _ngthic t h engdutge
I’ ‘& trinh bay trong fng 3.7.
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Bl ng 3.7. Phan loithuXc nghingyg ©y t yneg dungl _
b apng dung S61 ang Ty €%
U ng 162 87,1
Tiém, truyr  t dbhh m 12 6,5
Tiém bdb 8 4,3
Ngdm 1 0,5
B6i ngoai da 1 0,5
Khoéng ré 2 1,1
Tong 186 100,0

Nhon xét:

nengung [ figdlngthuc gay d ng nhiQu nhl (87,1%). T/p
| " ng@m, trugh t ¢mh M6 ,” BPtigm kbl € 4, 3 %)ng dum@ivac L €

L &ghinkth kh:ngV L&§ng k
3.1.43. Hod @c | ¢c bad cpo nhiéu nhat

D a vao phan ld theo ma ATC cathiic, cach d ‘&

nhil  ° & #8 ng ké trang bng 3.8.

Bing 3.8. Caciad 1 clyLl 1cbdo cao nhiu nh t

t heo

| “Tc bdb €40 nig

Maphan Nhém t huobec TO6nNn Ty

| oai %

JO4A Thu c Qitr lao 31 16,7
JO1D Khéang khuo betalactam khac 26 14,0
MO4A Thu cL Qu tr gout 22 11,8
NO2B Thu cgifm L a uds vkhac h 14 7,5
JoiC Khang kho§y nhdm betdactam, cac penicilin 12 6,5
NO3A Thu cch n g, ndkinh 11 5,9

Thu ¢ ch ng viém, chng thgd kh p khéng co Eli
MO1A trac steroid 10 54

(TO IM%% tinh trén ¥ng 186 thixc

Ilc 0 dAng trén vhh nhan)

L
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Nhon xét:

Nhém thic QL if lao (§ m cac thic: ethambutol, pyrazinamid, isoniazid,
rifampicin) A h d'& | Tcbdo@doniuntll (16, 7%) . Saw L -
khang khiq betalactam khac (14%) va tha Qi i gout (allopurinol, colchicin)
(11,8%).Nhoém thuc gifm L a uds vKhac kbao'gm cac thuc gfm L &gt hl a
thanh pfn, t r oQn ¢ cHa-pardcetamol) (7,5%) va nhém tleuch ng viém,
chngthgp kh pkhongcé Bl tr %ac steroi 8805c8%) Léhggch
3.1.4.4. Thuée nghi ngdd @c bao cao nhiéu nhat

Céac thuc ngiing gay pin ngd ngthuc ’lc®o cdo nifu ntll "k €
trinh bay trong png 3.9.

B! ng 3.9. Cac thxc nghingy L 1 ¢c bdo cao nhdu nin t

STT Tén thubc S61 ang Ty €%
1 Allopurinol 21 11,3
2 Carbamazepin 8 43
3 Pyrazinamid 8 4,3
4 Ethambutol 8 43
5 Streptomycin 7 3,8
6 Paracetamol 7 3,8
7 Isoniazid 7 3,8
8 Rifampicin 7 3,8
9 Cefixim 6 3,2
10 Amoxicilin 5 2,7
11 Ibuprofen 5 2,7

(TOIM% tinh trén ¥ng 186 thixc 1Lt so dAng trén vhh nhan)
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Nhon xét:

Allopurinol d FW'vQcéac thic nghing gay pin_ ngd ngthic 'ltc o
cdo. Trong 11 thic  ‘tnig @p nay co ti 5 thu c 1a cac thuc  d %@ugr ldbi
(pyrazinamid, ethambutol, streptomycin, isoniazid, rifampiciiju ¢ QL fr L ng
kinhcomt Ydin t ©€mggl ~ c ar b aémaitireng danh sach nay
3.145. Capthuéc v a AoDbo cdoq

Chi ti/ danh sach cac tha nghi ng va cac ADR do nhng thu ¢ nay gay ra
I ‘& trinh bay ph, |, ¢ 3. Bng 3.10 tdmdbcac thic nghi ng L ‘& bao céo nigy
nhilva ADR lién quan.

B'ng 3.10. Caclpthuxc v~ A®bRo cho nhiu nhnt

S61 ang .
s So!1 ang
bao céo
. _ _ ADR
Tén thubc lien quan ADR gap phai
. t qon
dén
~ tng
thudc
Allopurinol 21 H ich ng qua ¥ do thic 15
H ich ng Stevenslonhson 4
Hng bathg La d 1
Ban m n m chb toan than 1
Carbamazepin 8 H, i ch ng Stevenslohnson 5
H i ch ng quéa ¥ do thuc 2
Hng bathg La d 1
Ethambutol 8 M™y Lay 6
H i ch ng quéa ¥ do thuc 2
Pyrazinamid 8 M™y Lay 5
H i ch ng quéa ¥ do thuc 3
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Isoniazid 7 My Lay 4
H ich ng quéa ¥ dothu ¢ 3
Paracetamol 7 My Lay 3
My Lay + ph+¥ 1
H" ng ban nhim s ¢ L'nh 1
H ich ng quéa ¥ do thuc 1
ScpHnv 1
Rifampicin 7 M™y Lay 4
H i ch ng quéa ¥ do thuc 3
Streptomycin 7 M™y Lay 5
H ich ng quéa ¥ do thuc 2
Cefixim 6 M~y Lay 4
H ich ng quéa ¥ do thuc 1
Phu Quincke 1
Amoxicilin 5 M™y Lay 4
H" ng ban nhim sdo ¢ L' nh 1
Ibuprofen 5 Phu Quincke 5
Nhon xét:
C6 66 I3l thu cnghing gayd n g ~ dtkeng ké. Cac i thu c-ADR L ‘&
bédo caoll ddmg. Trong L-, al |l o'pnug idht@dcioyvic ar b a

DRESS va SJS. Cac thucing | amg tdtg@nkhyvibiwihin m"y Lay
DRESS. Cac khang sinh gay ra@hthWd _ ng khac nhau. Bic[t Tn@ hpd ng

nghing d o i b u @apHu Quinckk. P ar a c’ent ga ntd&o cdo ABR vi

nhiQu bW hint nhGlach yyu nh<€ mJynbhlgayhhln nh€ ph¥
DRESS, hng ban nhimsb ¢ 'nh, We[sScpinv. n&ng ch¥% T trol



36

tréncothtc nam cl ne hdiADRgghiemimhy | © DRES$b v~
bit, corti cchiodaogay drg (betaBrethason, methylprednisolon).
3.146. TYnghip c 8c I1AD& cad_
Tnghp c8c ‘ADb&®cdbaqu nHvathic | i ° n'cighoham L €
trong ng 3.11. Chi i} cAc ADRL ‘& b&o cédo va thie lién quan trinh bay trong ph
|, c4.
Bng 3. 11.cbdold vathX lién quan nhizu nint

Loai ADR SOl ang SO
t roug hop Thudc lién quan
(ti 169%0) g
My Lay 75 Ethambutol 6
(38,9%) Pyrazinamid 5
Streptomycin 5
Rifampicin 4
Isoniazid 4
Amoxicilin 4
Amoxicilin /acid clavunalic 4
Paracetamol 4
Khéc 39
H i ch ng qua 41 Allopurinol 15
m>n do thic (21,2%) | Isoniazid 3
Pyrazinamid
Rifampicin 3
Khac 17
Phu quincke 29 Ibuprofen
(15,0%) Paracetamol/lbuprofen 4

.
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Khac 20

Scphnv 16 Metronidazol

(8,3%) Spiramycin/Metronidazol

Terpin hydrat/Codein

Acetazolamid

Cephalexin

Ceftazidim

Cefuroxim

Esomeprazol

Methylprednisolon

Ciprofloxacin

Paracetamol

Penicilin

Salbutamol

Dextromethorphan

H, i ch ng 14 Carbamazepin

Stevens (7,3%) Allopurinol

gl » O] R R R R R R R R R R R R NN

Johnson Khac

Nhon xét:

Cacplfn_ ngd_ ngthucgp plicoé mc | t nhGLuh nHhg, do nhi thu ¢
khac nhau gay ra, chy/Ju b\ hin ngo " ingfud.l "n m"y Lay (3
nguyén nhan hayHlp lathucchng | ao v™ kh8ng sinh. Sau
t r on g bédb céo dosallopurinol ciint | v ‘@ tr i. Phi Quincke cofn swH gt
khg§8 cao " 6§55 %Hpao tahd€ paracetamol, ibuprofen va khang sinhc S
phfn v (8,3%) co6 thwo nhiu loY thu cgay ra, \efmet hy | predni g0l on
thu ¢ nghi ng. SJS (7,3%) g | n do allopurinol va carbamazepin gay ra.
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3.2. Tong két vé cac phan (ng di tng cha allopurinol tr o n g & dirdiéu stia

Trung tam DI&ADR Qudc gia
3.2.1. S61 ang bao cao di irng thude cha allopurinol

KJT qul” kh[o sat Wtinh hinh d_ ng thu ¢ t4 Trung tam D_ngi Mi_nd ch

lam sang trong 6 thang chdghallopurinol 1a thic d Fu'gay ra cac @m_ ng d
_ng, M nh ngpHNn_ngnghiémtrng. Tr £n, cbhhswrlgn t i |
all opWngkRolc&c th!nghginmgd ingtmicguwamnly ch
d liugucgiaQphin. ngcoM. T nt m 2/pEp it m 2 06g63hao c - t
cdowQphln ngcolca al l opurinol, tQdomgghud 56/58 - 538
b8§o «c §octhi whdbd®iliénquangiavics d ngthucvaphin ng Xy
ra.D. li u Lcnh toan trén 56 b&o cdo tré&} qu s | “@g b&o céo theo hg
n t m’ cliri@h by trong hinh 3.2.

38

40
35
30
25
20
15
10

S | "@g béao cao

5 5
5 Lo Lo [e)

1 1 4 4 4
o_=._,_=_,_ﬁ.ﬁﬁ.
2006 2007 2008 2009 2010 2011 2012 2013
Hinh 3.2. I 1 ng bao cdo ADR ¥ph n ong d'bng thuXc do allopurinol

Nhon xét
Tr ong 8ng% hameao ADR Qallopurinol khongnf@ . Tr ong L -,

I ‘& b&o céo ¢hy/u la pin_ng d ng thuc . NEm 2013, &ADRung t
Qu c gia nkh  ‘lc€ | “@g bao céo Qallopurinol nhiu nhs, chim t | v @ tr i
sovi ¢ 8¢ 200&2012 {67,9%).
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3.2.2. Pac éhbénh nhan di tng véi allopurinol
Al | opurdch dhh trénd®nh nhan gout & tinh. Bn h

t heddiaxyr a

gout gi a

"hngexuyCmamgisavin gii , doivdgii t u

tinh c6 ttM i ° n Jp khamt nlddl hixnuADR. Cac tinh #hg b nh ly c6 thWMnh

h@rg/nhis ti/h trivdi ¢ a cac pin_ ng d _ng thuc

do |

" mgué thna y

chuy hoa va gaylan. ngc § ¢ _ tig8npn dch v i thu c. T hanh thu tHp thong

tin trén b nh nhan cho B qu trong g 3.12.

B! ng 3.12. Mt sXl”Ic @h ova bvhh nhan dbng wii allopurinol

Gibi S61 ang (ty 18 %)
Nam 46 (82,1)

N, 10 (17,9)
Téng 56 (100,0)
Tubi

Tuitung b3nh (ntm 59,8 + 15,2
Tu i thblp nhblt 17

Tu i cao nhblt ( 90

Bénh mac kem” S61 ang (ty 18 %)
TEngl/ldpuy 12 (36,4)
ngi tmgo L€ 6(18,2)

R i loth lipid mau 3(9,1)

Suy thdh 2 (6,1)
Khac 10 (30,3)
Téng 33 (100,0)
Thusc d uamggthod S51 ang (ty 1€ %)
Thic Qtrt tnglabuy 13 (16,9)
Colchicin 9(11,7)
Thu ¢ Q@itr riloth lipid mau 4 (5,2)
Khac 51 (66,2)
Téng 77 (100,0)

(*) C6 24/56(42,9%) bhh nhan c6 Mhh mec kem, rdi bMih nhan cé tBmac Qly
thyi nhizu bivhh. (**) C6 27/% (48,2%) vhh nhan e dAng thuxc g thyi, trong

L
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L - Mh nban ding niu thuXc khong ré 1o, tYng sKthuxc ghi nton  1lc_trén
26 bvhh nhan la 77 thxc.

Nhon xét:
Trong 56 bnh nhan, bnh nhan namcmt | ch yJu ( 8 2, Wi%ung n
binhgacacbnh nhon | " 59,8 i 1%p,2 W &ygirind¥ms of Lin

lipid mau 1a ca&c mh Iy me k ~ ‘rmg tHh & nh nhan b pin _ng d ng do
allopurinol. Thic Qitr t £ n g/ dp,uhyc QLtF r i loth lipid mau, colchicin la
nh ngthicd ¥%n qg th i ph bi/h v i allopurinol.
3.2.3. Thong tin véallopurinol
3.2.3.1. Liéu ding

LiQudung cottMa mttrongnhngyuf nguy c Hd hign@kn rgud
ngthic. Tnghpthéngtin QliQu d¥%ng trong cththg kélrég c § «
b[hg 3.13.

B! ng 3.13.Théng tin VZIliZu dung wa allopurinol

Liéu dung S6 Tylé% | Tong liéu dung S6 Ty 1€%
1l1an | ang trong ngay | ang
150 mg 1 2,3 | 150 mg 1 2,4
200 mg 1 2,3 200 mg 1 2,4
300 mg 39 88,6 |300 mg 30 73,2
600 mg 3 6,8 600 mg 7 17,1
Tong 44> 100,0 900 mg 1 24
1200 mg 1 2,4
Téng 41%* 100,0

(*)(12/56 (21,4%) bao cao khong rd thdng tidhizu dung 1tn, WIM% ¢ tinh
trén cac bao cao co thong tin). (**)(15/56 (26,8%) bao cao khéng rd thongzZtin v
tYng lizu dung trong ngay iM% L ¢ tinh trén cac &o cdo cé thong tin).
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Nhon xét:
na’ icbnh n h ©dung.apurinol m ¢ liQu 300 mg/iFn (88,6%),
ng&ng ch¥% T ¢ nhrbin4ihg @ 600r8glh. Sk T n@ h p thong tin

vQliudingca al | o p ur’icnQd trandib&acad’ ABR chHint | khéng
nh (21,4%).T ng liQu dung allopurinol trong ngay phoi/h 1a 300mg (73,2%). Co
bnh nhedingtgliQu tr ong /mMIPO nyg hbb°1200 niig/ngay. Thong
tin vQhi u chnh liQu cho bnh nhan cé suy finchc ntdng kthh' © o T €
trong cac bao céo.
3232.Chidinh va d &phdhogvechi dsh

Ldndngthichabdingthtc khing CbB¥ndg " onifn tmi & h
ADR néi chung va'd ng thu ¢ néi riéng. Kp qu L § n h . ghid B p ga ch I'nh
dingthtcvi al |l opuriictho8 Cgiad&ic DN@&m (@) L€
trong dng 3.14.

Bbng 3. 14 . Zsxdm h pchil@h cva allopurinol

Danh @dind ch S6!1 ang Ty 1€ %

Phu hp 30 53,6

Khéng phu hp 24 42,9

Khing L&mh gi § 2 3,6

Tong 56 100,0
Nhon xét:

T I ch U'nh allopurinol phachp ( 53, 6 %)c tt hh'eSgiaQd €Nam
2012 caqikhbhgphishp ¢ 4 2, 9 %)chémhficBgig@ hasmc  Hay
khéngnh@u. Mts t Tm@hp kh?t ng L[ &dothong tin§hi idarong béo
c 8§80 ADR fk hiCacch Ubhkhongphohp v™ khingctiirhbdy gi
trong dng 3.15.
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B! ng 3.15. CiRLImh khéngphuhp v ™ Kk h1 ngickvg allbpurgal 8 L _

Chi dinh S61 ang
Khongphohop [Tt ng aci d fnr khéng tdu 23

ch ng 24

Lao hth 1

Khéng diSithd/st (khong cé K qul xét nghim 1

gi aocd q acid uric mau)

. 2
Khong rd (ly dos d ngthuc ¢ h €43 1
LQcdp trong bao céo)
Nhon xét
PHn | ncacchl'nh khéng pho’hp 1T Qitrtbng acid uric kh
ti uchng. Pgnly do s d ngthucvacac xétnghn ¢ - | i fhipingogan L

trong 2 Db8o CEOQ@WANRERILE A egWILsEwh L[gling ¢ac h
allopurinol.
3.2.4. Thong tin vé phan tng di tng vai allopurinol
3.2.4.1. Thai gian tiém tang xuét hién phan &ng di ing do allopurinol

PHn_ ngd ngcotWkl[yrangaydbtcsaukhisdngthic, cl mg c -
di nbihchdn h hn , tt$iagian nm xull hi n. Théng tin Vth i giant luc b
I'fu dung thic Jyikhi xudlhi npin_ngtrténnhng b8§8o c8o ghé¢ r »
thWhi' n trongb[ng 3.16.
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B! ng 3.16. Tlyi gian tiZm tang x@r t hivh pi¥ n ong d'bng do allopurinol

Thoi gian tiém tang S6| ang bao cao Ty 1€ %
<1 tfn 17 38,6
1 tufn-1 thang 21 47,7
>1 thang 6 13,6
Tong 44* 100,0
Th i gian ngh nhdl (ngay) 1

Th i gian dainhii (ngay) 62

Th i gian trung binh (ngay) 15,3+16,3

(*) (12/56 (21,4%) bao cao khdng ghi rd théng tin)

Nhon xét
PHN_ng d_ ng do allopurinol x hi n trong khging 9 tfn KW khi bdb Ful’

dungthiUcvachyugdp t r on gfusbaukhhsgimg. L
3.2.4.2. Biéu hién lam sang clia cac phan tng di (ng do allopurinol

KJ} qul th ng ké biM hi n 1am sang_ca cac pfin. ng d ng theo cac'hc h
q u a nc tlinkebay trong fng 3.17.

B! ng 3.17. B& hiMh I1am sang va pl n ong d’bng allopurinoltréncaciMc . qu an
Héc o0 q uiadn hc dhga S61 ang

Da, niém ntt 50
Da, niém ntkt/Toan than

Da, niém ntt/Tiéu hda

Da, niém mt/Mcb

Da, niém ntt/Md/Tim mtch/Ho hgb

Da, niém nst /Tim mcch/Thn kinh ngdd vi
Tong 56

PR R RN

Nhon xét:
D ng thu c do allopurinol cOtWbiW hintrénnh@y ch quan Hkh§c

c[ cac bnh nhan trong nghién a Ql'cé bW hi nd _ ng trén da va niém ¥s.
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3.2.4.3. Céac loai phan trng di trng trén da va niém mac véi allopurinol
BiW hi n trén da va niém ket chijmt | ch y/u trong cac BM hi nlam sang
¢ ad_ng do allopurinol. Cac @ ph[n _ngd ngthic t r °’rct mgdd] tibrg
b[hg 3.18.
B! ng 3.18. Cac loi pit n ong d'bng thuXc trén da va niém ic do

al |l opurcibwoecdo L _
Biéu hién trén da Tan suat Ty 1€%
Ng a 17 23,3
Ban da 16 21,9
H i ch ng quéa ¥ do thuc 15 20,5
H ich ng Stevenslohnson 13 17,8
My Lay 4 5,5
Viém da tréc Yy 3 4,1
Hng bathg La d 1 1,4
Ban mn m chb toan than 1 1,4
H ich ng TEN 1 1,4
Loét mi ng 1 1,4
Bng o€ 1 1,4
Tong 73 100,0
Nhon xét

Xét rieng pfn _ng d _ ng trén da va niém ¥, ng a (23,3%) va ban da
(21,9%) la hai triu chn g ° hdhgd ntEL Hai pHn  ng trén da nghiém tng l1a
DRESSvaSJSchnt I cao, _ nhg®h20,5% va 17,8%. Cacwdihi n con H co
tfn stH khong nh@u.n § n g ¢ h %ngTADR hifn vilmghiémtng nh€© AGE|
TEN cl ngbabedo.L €
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3.2.4.4. Mlrc 6 dang cua phan tng di ing trén da va niém mac
Kiiqu L 8§nh _gi &HgwapHn ngd_ ng thuc do allopurinol theo
thang phan.a WH Oc flngh p trong ng 319.

B! ng 3.19. Phan i moc i tilng cva pi n ong d’bng do allopurinol

Mlc ©dang S61 ang Tilé%

Mc. I 3 5,4

M. c , 2hdb3* 1 1,8

Mc, 6 B 15 26,8

M.c B8 3 54

Mc 4 34 60,7

Tong 56 100,0

(*)(Am'y Layo kh!ng Ongth®phanmlet ri¥.cAth@moc t o~
Li 2 hdlc 3)
Nhon xét

Pin. ngd ng do

nHog(mc , &) Hobint, piin. ng° m ¢ |

lamc B (26,8%).

al | éhg,edtiWnm k& | Bh&(mdc

3.2.4.5. Xrtri ADR va két qua sau xtr tri

Tnghp c §agxht®phn ngd ng do al " ogiuationgo |

bl’ng 3.20.

Bing 3. 2 0QniikKkhda&atri pif n ong dbng do allopurinol

XU tri S6t roug hop (ty 1€ %)
Corticoid 45/56 (80,4%)
Khang histamin H1 45/56 (80,4%)
TruyQ d ch 12/56 (21,4%)
Khang sinh 4/56 (7,1%)

n Qtrt4ch 4/56 (7,1%)
Vitamin C 3/56 (5,4%)
Khéac 4/56 (7,8%)

LL)/pt
B chimnt | cao nhdl (60,7%), tip L -

n

L



Nhon xét

niutrvi corticoid

clngngh®sdng.
phép, tiy theo nc | & bW hi n lam sang.cat n
Sau x tri, K/} qul vQtinh trithg ¢ a cac bn h

3.21.

"rcéc bis h

v " ng Rk &rirpd bifikrs b rdn mhiam
gt pin_ng d _ ng do allopurinol. Trugh d ch nang cao ttrthg cho bnh nhan
nh©nQiifehihpnhiQ bin
t h€ehng.
n h © thwhi’ n&rong ljng

Bl ng 3.21. Kt qu sau o tri ptf n ong d'bng allopurinol

n a’ bsnh nhan‘hi ph ¢ hoan toan (78, %)
'ng v~ "agh pll,8%Yybeh nhan‘hiph, c

3246.Dbanh gi &

allopurinol tir ¢ o& d& liéu cua Viét Nam

K/lquch's PRR

/A yqud

Két qua sau xtr tri ADR S61 ang Ty lé%

H'iph c 42 75,0

C h €4 phhc 4 7.1

H"i ph c c6 dichng 1,8

Khoéng rd 9 16,1

Tong 56 100,0
Nhon xét

s a uc xk i iphnLl g d
n h W@WH di ch'ng.
hi n Bu phah @ng Hi Urgida nghiém trong cla

c€Scdrinm Hayniroriy fng 3.22.
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Tr ong Y 20862009 to L i
p h €h nPRR (bdo§m och

b §

cactiéu chi ca
| “@ g
tin hi u vQphln_ ng da nghiém’tm g
c hdh2n6-2 013 ° ERnhthéah.

(0]

do

3.2.4.7. Tham idh mai lién quan allopurinol-ADR
KJT qu th¥nm “tth mi i lién quan gia allopurinolA D R ° & téhh bay trong ng
3.23.

Bbng 3.22. n8nh ghtph nmohgda nghiém temdhvai alléparindd |
Nam S6 | qong bao PRR Khoédang
da nghi ém tr cay 95
allopurinol
2006 1 439 271-713
2006-2007 1 338 8,1-1415
2006-2008 2 356 12,9981
2006-2009 3 245 9,5633
2006-2010 3 205 7,7-549
2006-2011 4 255 11,1-58,6
2006-2012 4 20,7 8,6-500
2006-2013 30 453 33,9-606
Nhon xét:

din 20062013, K} qul L « , at hm« n
deakhdngtney O1°

c § o Nh&a@yhrongd 18 d<)i udgo.cao ADR ca Vi t Nam,
al | pur Hthn260620Q9 rtrol’ni g

B! ng 3.23. Thm Nth mX lién quan allopurinoFADR
MGi lién hé Allopurinol-ADR S61 ang Tilé%
Chdo chch 11 19,6
CokHntng 33 58,9
Co thw 12 21,5
Tong 56 100,0

L

v

gi
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Nhon xét:
Trong nghién cu, pfn | n cac bdo cdo dng v i al | opath¥n nih | L e
mc fAcfnthiydo n@hBEG, 9%. Cscahirb §o nt & o &bt €
chdh 0 Jjm khifng 1/5tngs bao cao.
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CHQONG 4. BAN LUAN

41, Tinh hinh di *tng thudéc ghiMiemanrditcdi |
sang, Bénh vién Bach Mai

BS8o c8o ADR L -'mgtrongahét  bgrgiam satpkn nng tort
cathuctd ¢ §'ckh@arhchasbnh. B4o cdo ADR tnguynlabin ph&p L h
giln, chiphithg n ° ©_ nd &g r ng rai nhd hi n nay. Tuy nhién, tI' bao céo
ADR ‘“tgBinkhsoyith ct]contigy. M tnghiéncu L « bBeshADR he €
bé&o cao chchi/n khdng 6% tng $ ADR X[y ra trén lam sanf#9]. T E h'@g s
bdocdo ADRIammec t i ¢t k8V lhg&rong cong tdc bao cdo ADR. C6 @hi
y/Jutf cfntr tivic b8o c8o ADIRanbtu)thiughil -g,iQavdo L i
bao céo la mt trong nh ng nguyén nhan phbi/h [49]. Do L {nhoéaln#umaog i
cdo, ¢ thwhoéa céc triu ch ng, pin_n g ~ nchg® t m t khoa 1am sang, cthw'wW
thuhtin hhn c tyo]Jtrangunc hban thanh bao cao ADR gopFphdi thi n
sl@g v~ H figHaocdo ADR.Hd ngphih pgi aTrungtam D ng
i MiindchiOom s ng, cKB ohai nB®h Mai va Trung tam DI & ADR
Qu ¢ Gia trong theo d6i va béao céolph ng d _ ng thu ¢ ghi nkth trén bnh nhan ti
k h&m Qtftddrung tam D_ngi Mi_n dch lam sang lan t mé hinhmi " €
th nghim. M! ‘hcexayhl ngvém, c L £aainthtg | illié8 k], nang cao
s phih pgiacécbénlién quan Aim t hX/alot L ng bao cdo, hoan thi quy
trinh bao céo va gop ph nang cao nth th ¢ ¢ a nhan vién yftrongvi ¢ bao céo
ADR. n®©y ¢ IWiganingtd c le § Qikirhkbaa trotigibnh vi n.

Sau 6 thang tid khai, hét _nlg n~y ‘lcd}dquhiug nlge cmgs 1T . T
| “@g b&o céo ghindn “lcd 127 béao cdo. Tl gi as | “@g bao cdo'd ng thuc
nhch ‘lc® i thang €l Trung tdm D_ngi Mi_ n dch lam sang soN s | “@g bao
céo ¢ a toan Bnh vi n B&th Mai cung thi Wh & kha cao, trung binh dim 54,6%.
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Theo tng KT ¢ a Nguy n Minh Thanh(2010)[13], Trfn Nhan Tlkhg (2013)
[36], . INg c Tram (2013)[8], Trung tdm D_ngi Mi n dch lam sag trong cac
ntm 2006, 2007, 2 ®0uéngdadlOsach ph g2 Olkh Fuw@ n  n
sl™®g b8o c8o ADRH tiromdg m :2,00ca hcdeHod 40 ¢
f ng $ bao céo.ca b nh vi n B&h Mai). Trung tam D ngi Mi_n dchlam sang la
t r ungfuhg@imbDlIngi Mi ndchgcadn& . H" ng ntmpnhhr ung
v Qltfichomt " hg®nbnhnhand ngthlic, c6 bW hin Llg t dnay
L'ay, , bhdhcBchich ngnghiémtr ng BSJISEENé Do LU { @gbao
cédo ADR ca Trung tam ludn clim t | | n trong tng S béo céo ca B nh vin
Bk h Ma @ dlhiW. Kligu nghitncugca ch¥%ng tngvitngxkfng L
gacactacdit r °n. Tuy nhi °nacull 8§ md mc i 9ild3,baot r o n
cdo ¢ca Trung tam D ngi Mi_n dch lam sang sonit ng $ | “@g bao cdo @ toan
bnhvin cabotric®mkhdng tr°n 50%) . .iThégc vélomlLt
s |“@gbdocdo@a Trung t ©mgscHamad ¢ a todd Binh vi n Bch
Maicl ng t tngwW |G mydhd&thyg ki g o "Hothilgh trutigotaminéu
trén,mé hinhm "E&@dngtdt Trung t Omutk ph&t huy hi
So v i quy trinh bdo cdo ADR chungaBnhvinB&h MaikM nt m 201 2,
m6 hinh triwi khai hét |, niy theo d6i va bédo caoph ngd _ngthic ‘lc&p dng
td Trungtam D _ngi Mindchi©m s ng  dHam gia ca khoaslam sang,
Kh o a” c &&rung tam DI & ADR Quc gia. Tuy nhién, vicpiih pxadydn gQ L
c ‘€h n\t khiaihot | niy, m4 phinu thu thdp thong tin bnh nhan (M béo cao'd
_ngthic)phthp h hintolvwhiHitha®d Tr un glbt @ ki n thiehdi nt
chocanbyutjtrongvic b&§8o c8&8o ADR.c Ttht mgthudkP thdhg , Vi
tin b nh nhan théngi ua r ~ " sohifutthdng tin trBn fu phiu v i thdng tin
trong bnh an, phng v tr ct/pbn h  n h @ngh ean b Yt]b sung cac théng
tncnthif LKntufn ) | " m tlEagl €1 ng nh€ _tazhdrgtinc h2 n't
T L. ,4 hngnaygopphnth t htfh ¢ clcho can by t]trong béo cdo ADR.
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MHukhac, khi &b K p cac phili thu th thdng tin bnh nhan, vic lam $th d i u,
nhap li u, X Iy d li'uvatng K k] gu L ‘& th c hi n hang thang. Hd | nfy nay
gigpd liu ‘lcebnt nhanh c¢chingulyh’itng §ug htkahgfine
kiwh tra va gib4o0 cAlo ADRQTr ung t ©m DI "&thABRtUBamg L €
vi n Beh Mai. Nhn g @ nay ¢6 thwili thichchost £ n g Qf P g bao
c 8§80 ADR cthTwngta® D _ ngi Mi_n dch lam sang sau khi Wi khai hét
I, ng phih ptrén. Vi, cothvhhanrn g m?!  ‘hesamdng # Bung tam D
ngi Mindch | ©m s ng Q t &hacctréng bnk i @ aW E in‘gng ¢ €
cbng tac theo ddi va bao cdo ADR.

cung vivi ¢c xay d ng mt mé hinh bdo cdo ADR 'hi qu, nghién cu ¢ a
chang t6i con ghinth  “lc€c M qu L § ng ¢ hobt: | My theo ddi va bao céo
ph[n_ng d ng thu c ghi nkch trén bnh nhanti k h § & trvtd Trdhg tam D
_ngi Mi_n dchlam sang. Trong nghién a ¢ a ching t6i, caichd ‘& | ‘Tc bdb€
nhiQu nil §° m khang sinh nhém betactam (20,5%), thic ch nglao (16,7%), thuc
L Qutr gout(11,8%). Bénenh h L - , cgifnc LtahWsy ~ Ll tfrhttomgh p h
L - ¢ apamtetanipthicching nly ki nh, NSAInDs nhlamg LI
bdocéoyvit [ L § nWKJ/kqu['t r ° n t nBi@ mghiért cu ti/n hanh © Trung
tdm Mj n dchi Mi_n dch lam sang[15],[16],[23], c 1 ng n hu@ a®lghhn i ° n
Hoang Kham 4 Khoa Da l[jui B nh vin 103(2011)[30]. Trong L -, kh
NSAIDs, thuc Qi tr gout, thic chn g, nd kinh, thtcchin g |Qansmn tibng
danh sach cacthagayd ngvit | cao nitl

KJI qu nghién cu ¢ a chang téi cung, v cac K} qul trongnghién cu ¢ a
Phim V£ nc, Ngbyn Th Bich Y/n t4 B nhvin H ungh Vi t Ti p H[i Phong
(1993)[34], Nguyn Nt n@99&[B], Nguyn VL n (2008)[26], Qlkh3hg
I"'nh khang sinh lathe gdyd ng "nohgpnl , tr ong Hactamla h - m
nguyén nhan han fu. Trong nghién_cu ¢ a chang téi, khang sinh covliay ra nhiu
thWam sangd ngthict m"y L ay, ehhrigba® ohimsd & I'nh, i ng
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ban Wg, dfmDRESS, AGEP, s pHn v . NhiQu nghién cu khi th ¢ hi n

tréntng ttMam sangh €: m~ y L a y[20], [24 ¥Em Qaido i_kng thu ¢

[31], h i ch ng A 'ng ban nhim sb ¢ 'nh[28], SJS vaTEN [21] ¢ | i@ cho thy

khang sinh 1a nguyén nhan phi/h ¢ a cac thMam sang nayi c¢s d, ng khong hp

ly, qué r ng réi, khéng co kh soat khang sinh coMgoppfn | " m t £t ng ng!
_ngV inh ng thu c nay.

Tr ong dclihu bdo cdo ADR_ca Trung tdm DI & ADR Quc gia, thic
chnglaolubn la mttrongcachde | Tcbhdb€oniunt , trong L -
trén dachim t I v @tr i [10]. Trong nghién cu ¢ a chang tdi, thuc ch ng lao 1a
nhémthic nghangthhaivQs | ' @g b8&8o c8§o.n figrdong &€, p
ghinrdhvicint m a¢chog | afo: pyarinaimid, ethambutol, streptomycin,

i soniazid v~ ayvafDRESSlachai tam dengy nd thu c x[y ra
V. i thu ¢ ch ng lao ghi nkh ‘Lc@ong nghién cu. Nghién cu ¢ a Phan Quang
no (1998)ci ng I8fh an” tyh X agya,la cat BM hin 't rig @p nhil”

b nh nhan d ng thu c ch ng lao[35].

Theo nliQu nghién cu, NSAIDs rfm trong cac nhém thie gay d  ng nhiQu
nhil [24], [30], [36]. Chuing t6i ghi nth ‘LN _ng d ng ¢ a cac thuc nhém
NSAIDs trong nghién_cau bao gm ibuprofen, meloxicam, diclofenac, nimesulid va
etori cdox i dhfnsnyd ng Xyravicacthic n Quya phu Quincke,

t €hnnyv Lk} qu ¢ alnomata(2012) trong L - ,tnhEmStAlcbd |~
phi Quincke phbi/h[52]. n&ng c¢ h¥% Tcnhém NADg trén, 8hting toh u
ghinhth  °lc€’tng Kp s d ng etoicoxib, m t thu ¢ NSAIDs mi c6 tac dng c
ch/JCOX-2gp bamntmy. Et or iccolx8rbht lg8l§ cx[y ra c§
d° ng tr°n da v° c¢8c phln _ng d _ ng |
COX2 tre, ¢ LOy. Tuy nhng° by °nhdagnghfiAm o
h® ng ban nhnhS#S vaTdEAN d'Qul L« NK€icebF9.i cE8ni

Khac v i cac thuc trong nhdm NSAIDs, trong nghiénw ¢ a ching t6i, ngoai phu
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Quincke, bM hi n d _ ng thu ¢ ¢ a paracetamoldd  Yey, tdnhGlach yJu n h €
m'y Ujaghbg hhrDRESS £ng ban nhim s&o ¢ L'nh, $c pHn v.

Par ac e tngtmdltrond danh sach cac trmnghi ng gay d ng. Xudll phéat t
Kifgu Ll &§nh _qig§ hagri® gp pHn_ngtrén danghiémtng | i °Hp qua
vicsdng par aceghandolt rloeng y dvliturg atd 'th' ng bdo s

cdo cac bih ¢ cé HH ¢ a FDA (FAERS), than® 8/ 20 1 3, h Ideame Q
phX¥n va Th ¢ pi¥n Hoa K8 (FDA) c[nh bdo ©n g u y [yaahcacxphn_ ng c6 M
tréndatuy hingdp nh€eng noggthdn° emh{ athenmddg | i °f qual
vi ¢ $ d ng paracetamolTY Vit Nam,C, ¢ QuTIl& El«l @Dng vin s
687/QAD-nK, ng "y ae¢fhbddp@ywIdhy°u cfu c8c clng
sfn xublt th, ¢ hig nt i ssmh onhiXmrgy Qo hl nngh
tr°n daccch ahboUt [@.hBbB° rpacgtrcke§maro It y B t J]
tuy°n truyQn n®©ng cao hi Wu biJjt cho ng¥€
c8c thu' ¢ ch ng v8e¢mlWigimfmauhihWu sd't Kking
hi n.

ng§ng chv T, trong nghi°n ¢, u c¢c, a c¢ch¥
nam b’ d° ng nghi°m tr ng. M, t tbr@hng
NhOWTEN . Thu ¢ ¢- ngu nng€ci dd@®nc dai ul "v
nhi°n, d. |i u vQ phlfn _ng c-Thé&o t agl
b8o c¢c8o ADR vQ thuiccuca Thrgwungn tgOur &l i&a
gi ai Le2®WmMm2201s0 b8&o c8o ADR | ic°hni Jlgu aln, 118
t"ng s° b8o c8o ADR, nh_ng biWu hi n d’
nhdn v, i t 1. KBhag %8 (d.33200%§15]y. Ngdh, n

VEin n2002n24)(t 4i Trungi M©Omn Dd" ¢cmgl ©m s " ng,
Mail Qu cho kJJt qul[ thu ¢ L'ng y L. ng th.
th i, lo4i thu' ¢ n"y c¢lng gi. Vv  tr2 th
thu ¢ ¢c- b  ng n€e ¢ (h[lvly Rbh KkKh- - d¥8g, LS
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hoHc BOYN ohtrong t_.ng v , trong t_ng ¢t
d¥%ng blfo quln thu' ¢ nam hoHc nblm m ¢ xu
kh[ ntng g©y d° _~ng. Do L:- c¢cfn tktng c€
tJ] v ngthu dow” vQ8&ch s d_ng, L7 ng th’
c8c bifJn ¢ ¢+ hYi khi d¥%ng nh-m thu ¢ n

ntobit , ch¥ng td i lcé ngbdo gab'd ngtht c do corticoid
(betamethason, methylprednisolon). Trong khu6n KiQtai cgb b (1997-1998),
nghiencugaB ménD ngit rneg Y h cY Ha Nicho thyy cac thic khang
histamin v~  comgVitdi3dl%3]. Nhgm thi@ khard histamin
va corticoid 1a hai nhom the Hthiu WEQutr d  ngthdc, vivdy,” nh ng b nh
nhan nay, vic Qitf phfn. ngd_ngcépfn kh- khtn hhn.

C¥%ng v.,i ¢c&8c nh-m thu' ¢ ¢c- t | gOy
t 1 ghi nhdn hai thu" ¢ ri °ng albplrinotva s’
carbamazepin. Thiam sangd ng Xy ravicacthitc n " yg l& ¢ashi ch ng
nHag, ch y/u la DRESS va SJS.

Pin_ ngco ™ tr °n ddh alopurimol dfp phabi/h, [n h =~ mg@i

2% S ng€ ‘E€ek° [chnay[54]hNghién cu gca nhdmtac §in " i Lo an
(2012)vQcacphln _ ng d _ ng da nghiémtmg do thic ¢ | nhrg allaptrinol la
thu cph bi/h | i ° oh DRESSIva IR3]. Theo mt nghién cu’ Hoa K8, . c€

tinh pHn_ ng da nghiém’tmg xud hi n trén nhng b nh nhan dang allopurino| vt
0, 69/ 1°.i0m@@83]n g€

D ngvithiccing nly ki nh ® hg'dpk MEY HLhgd nghiém
tr ng. KN} qul nghién cu d _ ng thu ¢ carbamazepint Trung tam D_ngi Mi_n
d ch 1am sang, Bhh vi n B&h Mai (1999) cho thyy SJS la tiMam sang d ng hay
gHp nhii do carbamazepif25]. TY m tb nh vi n® Trung QU ¢ (2011) carbamazepin
lathic rgful | i ° dh cdewlinn nglba nghiém’tmg v i th i gian tiQn tang
xull hi n pHn_ng sau ding the 1a 14,3 + 5,8 ngay50]. Nghién cu khéc ¥
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Malaysia(2010)[45] va ko sat ca Sharma va mg s t4 Chandigarhr n |, 1§2001)
[65] ¢ I n g ra,cchc thuc chn g nd kinh: phenytoin, phenobarbital va HiHa
carbamazepin la nguyén nhiraacac pfin. ng da nghiém’tmg, ch L. ng sau khang
sinh Xét rieng SJS/TEN, chamazepin ciin t [ cao nhdl, v i DRESS, phenytoin
L. ng hang th hai sau allopuringl45].

Bén ¢hh vi ¢t ng kK vQcac thGcvanhdmthucgayd ng, ch¥ng t !
fnghp ‘lc®ts Klgul §ng ®Qbatplfh ngd ngthic. D ngthuc
c6 nhiu thwt thWhahGn h €: m~/gthikdbyg, hlkh'na, JJtinaenddg nbo € s
phln v . KJ} quf nghién cu ¢ a chang tdi cho th, trong cac ttMam sang d_ng
thu ¢ , m”y \Wdayng thic tthig@p nhl (36,4%) theo sau la DRESS

(22,0%) vapht Quincke (159%)S" ¢ phl[n v | thwWw d° _ ni
vong cao, c- thW g©y ra b" i[l6hchlinQqu xtuhblt" ct
v, i t° ITuychifgn ¢ 2 kK Wh hn _nghpm gg dn hg nghiém trng

nh€ BHN, AGE Rcghnhh.

KJT qu nghién cu td Vi t Nam ¢a Nguyn V£ n (2004)[28], PhEm Cong
Chinh(2008)[29], L ° Vit [@993[hl} RHim Hoang Kham(2011)[30]c 1 n g
chra m"y Lay eddhaipNam sipg phbib krén cac bnh nhan gp d
_ngthic,nidd | © m” yTEN &ong nhi®nghijén cu trén va trong nghién
cuvQd ngtréndadmtbnhvin® Trung Qic (2011)c | nig phj v, i tfn
sitti t €hng L€ehn gqgkh” °EdE0]YDRESStrorig cat nghiéne tcr €
L ©f VittNami#l 2t HB&®€o c§o, ctinghgn culodainndo @ m
hich ngnayH . Tuy nhién trong nghiéne ¢ a chingtéi gp pHiv, it |
k h 8§ cQamay co INdo thdng tin Qbao cdo ADR 1 c€ Lc@nynh{u thiu sot,
vicmétf[cactriuchng | ©m s fyn W6 thiwgay KT thanh hich ng ¢
thWw Nghién cu ¢ a ching toi ghi éh  ‘lcehiy  hhnrm@hp DRESS, cl
n h@mMamtsangd nghiingp | °~ A GHPIA do ngBién cu Lc®h hanh
td Trungtdm D_ngi Mi ndc h | ©m s~ n gunganhtuhoiid @& L
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vQvQd _ng-mi ndch,bnhnhangbd ngthicvinhiQlod h 3 rthg ‘Ingn d
th i, hi u qu” ¢ a md hinh phi h p khoa Iam sang khoaD €c i Trungtam DI &
ADR qu c gitp ghinleh ‘lcgh ng hich ngd nghi/m gH.
4.2. Khéo sat phan ing di ingthuécctia al | opur i naldliek Quacn g C
gia vé phan ing cé hai

Al | o p un gFudanh dach 66 c gay d_ng theo K} qul khlo sat H
trung tam D_ngi Mi_n dch 1am sangB nh vin B&ch Mait t h § n § théng L
11/2013. Hic uld Ch ° 4 Ii u bdo céo tnguy n td Trung tdm DI & ADR Qlc
gavQd ngthic do al |l opur i n @b8 baocchoys6/§8 bhotcao nhyh u
I ‘& th¥n “rth c6 mi lién quan gia vi ¢ $ d, ng thu c vaphln_ng Xy ra. Trong
L-, nkm 2013,& ADRWnN g giat rMdm °‘BE | “@g bdo cao @
allopurinol nhiu nh, chifmt I v@triso vi C 8§ c. 20062012t(67,9%).
Trong cac béao céo 2013, cos | “@gln ¢ §c DJgtotrumg8am DI ng i
Mi_n dch |am sangB nh vi n B&h Mai sau khi tii khai hét  ny phih p v i
Khoa’cb#h vin Bh Mai va Trung tam D& ADR Qu c gia RVt thang
6/2013. Ngay 11/9/2013, € Qu[n Iy Kham ch abnhl « cct-n g ~ 789MCBs
NV clnh bao Qphln_ng c6 M trén da nghiémtng do dung thuc allopurinol[7].
n©y Ingylnthgop pfnlamchosbdocdodng do al l opuri nol
Ltbi/hsovinhng ntem Er €

Trong rgépdrngviallopurinol, dofn h “mg€a H Whib nh
gout nén bnh nhan nam cimt [ ch y/u  ( 8 2, 1 ®6)i trumg bin. ca céac
bnh nhon |7 59,8 M 1%p,2 W Sgkimtpéh$md méga h uy
cac bnhlymd  k ~‘nmg tH» @ nh nhan gb piin_ ng d . ng do allopurinol. Kéo
t heothulc: Qiir t £ n g/} dp,uhiic QL ir r i loth lipid mau, colchicin la
nh ngthuc d %ngghibh bi/h v iallopurinol. Kif qu nay phu hp v i nghién
c ugamtnhémtac gikhi f ng quan hth'ng I nh n g * hgrh9 qua nx do
allopurinolll ‘& cong bt r o n g thgl9522012[66].
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D ng thu c do allopurinol c6 tAbiWi hintrénnh@u ¢ h quan fkh§c
h} Qlcé bW hi n trén da va niém k. PHn_ng d _ ng trén da va niém ¥ do
allopurinol gay raldl %y, cdlthf\t m c nfGnh € & ban dall “tng g /i
nthg hhn nmEbn @ Rut@nnda, viem da trody, ing b atng, Wa d
cnh nghich ngnghiémtrn g n h TENSDRESS, AGEP. Nimg thMam sang
n"y c 1crghi nhth+hi theo d&i# khoa da liu® miQr nam Sardinia (Y)2012)
t rong 1i0alloputinm languyén nhan ggphln ng* 84/780 bnh nhan gp
ph[n_ ng cé M trén da[40].

DRESS, SJScAnt  cao Mg 20, 5%, 17, y%pagPp ong
d ng chang t6i ghi néh  “Le:&heo thang piralod m ¢ | BHbg ¢ a bih ¢ c6
¢ a WHO, 60,7% pfn_ng d ng do allopurinol trong nghién a ¢ a chdng toi
mc B(mc  BrhgnHl ). nE@YQLEhgvch¥% T "¢ Qtde Ifhg L «
trong nhi@ nghién cu’ ¢ § ¢, ¢ khé& nhau. Nghién o EwoSCAR ho Halevy va
c ngs ti/hhanh 6 _rc<€hau Au(2008)( C o ,c, Ha La, Israel, Phap va Y) trong
thigiant t h§ng 4 1t9M0&n g 1J/RIuE Gog llopliriwol & thuc co
nguy c¢ h vigreN casnki17,4% S b nh nhan bcac hi ch ng nay)[48].
M tnghiéncu ‘lcchintl Si ngap diduen LtEHvnrgal bkSJIS,
TEN do allopurinol 1a 15,3%b51]. M, t nghién cu kh&c(2008)c T n g & naytng
hp ‘lce 28nghp€DRESS c¢- Jhl ialnl ogpuwan nlol [54l.r on g
N h ‘©dy, v6 rang allopurinol la ntthicco kfnt ng g ©ng plna ngrda
nghiém frng v it | cao. NhQu cong trinh nghienw* c §c.cn®h8c nhau
Singapore, Malaysia, Trung Qu  Wkludk Qi hayvyit [ phln_ ng da nghiém
tr ngdoal | op ur jng wong kidag8,2¥%34,62%, tuy_tng nghién cu [45],
[50], [55].

Trong dc huga Vit Nam 20062013, st Tn@ hp pHn_ng da
nghiém frng (SJSTEN, AGEP vaDRESS)cAnt I cao ( 4 8\ 8/6h) . gin§ v
hinh thanh tin hu vQL, antoancathic, ph€©hn gs @ hg$p bilhia ch
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s PRR (Proportional reporting ratio). Tin hivQphln_ ng da nghiémtmg lién quan
LUh al |l opur i rdoll uctaviotn gN acnin clBkah thiash, vi PRR =45,3
kh3n g nhthém Rag allopurinol thcs lanhémthic ¢ - nguy [hhngcao
da nghiém trng.

Trong nghién cu ¢ a ching t6i, pfn_ ng d _ ng do allopurinol xti hi n trong
kholng 9 tyn kWt khi bt fulding thucvach yJugd t r on g fulsautkti 8§ n g
sdng,visng y trung b3nh | “ngtl 5,862 Rgayl he® n g
{ ng KT ¢ a Ramasamy va og s (2013) 90% bnh nhan trong nghiéna ¢ ah co
phn_ ng qua r¥ v i allopurinol Xy ra trong 60 ngay sau khidb ful's d ng. Bén
cchh L., pmgimySISTHEN c ao Hikhith i § g iQatikalldpurinol
| - fhsoy8thi u gi a n[66]. Th igihnHrang binh xdl hi n qua M v |
allopurinol 12471 09 ng "~ ggt 1d/HB28 hgay laghinint m tf ng quan
khac(1993 [47]. Th i gian tign tang giacacnghiénaw t uy kh&8c nhau
v i tfhI8\vh ghi beb Ful Qi v i allopurinol W 1a khdng th i gian &n chu
T Qih, ng n dihiyndc g thy a

Allopurinol khéngl’ ‘&ckhuyh ¢ § o Quérhtetgl iaci d @nrkhdong L hn
c6 tri u ch ng hdb gout & [1], [38]. Trong cac bao cao dng thu ¢ ma ching toi
nghién cu, t ' ch’ 'nh allopurinol phihp (5 3 Q6 %)Q t gout nth tinh)
c ao h hikhdsgphothp (42,9%) (pAnln 1@t ting acid uric
theotiuchng) . C-Whchofagvid i@QtFt tng aci dchdrfiut n°
khin'n g aidurichuy} t hatgua 9 mg®Lvinn g, LU " nggd liQ vy, i
nhng t i gacbihch ngthh[38]. Tuynhién,g anwhl h “~ y ‘cchkeddg L €
nhch chinhthcrng r « | g nh hgtbéo c&o trén khong ghi réHeokhdong co Kt
qul xét nghim n'n g, akid urichuy/} thanh, vivy chtngtdivqh L &nh gi § | °
phu h p. Arellano vaSacristan(1993)th  ng ké c6 75% (76M1) b nh nhan quéa b
Vi all opurd¥modg 4l o@uttikmgl acidngriicukhtn
ch ng[47]. Nghién cu t ‘©hch’ ga 45% bnh nhan dung the v i ly do trén va
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3% d ¥4t goltidyh tinh[66]. N Hy:&lung allopurinok ht ng Ll*mlg c h
y/ut gop pn khih chotinhnhinhdng al |l opurinol tktng | °n.
Liu cao QuiBlamtyutf nguy c¢ h X [66].Tuy nh@&n,@n
allopurinol ch I'nh cho bnh nhan con nm g Wi i c h @4dy. Thong nghién cu
nay, c6 bnh  n h Crdungt@g liQu | /h 800rhig/ngay, thkim chi 1200mg/ngay
L@trbnh gougua lQu@E L a/hkéo l&y800mg/ngay, het 3 bnh
n h ©nc dirg 600mg/Fn ma khong chia nfli fn WEIm nguy @ddd k 2 ¢ h
day 1a khéng phiu'tp theo K ng d [1]. Ben ¢h h L - ttcl- khdng nh céac
b&o céo thiu thong tin WIiQu dung. Trén nh nhan suy th, liQu allopurinol ¢n
' ‘& hiuchn h t hteaoh tifi creatinin[l], nh€©ng ®hhdahmhli@i n v
cho bnh nhan c6 suy fin chc mihdh k h 1 rcgnd L t@ng cac bao cao
ADR ° €& mhién cu.., nh ng bnh nhan cé suy #mn mb kém, st 2 ch | 1y
oxypurinoli chil chuyw hoa con hé tinh ¢ a allopurinol layuf nguy ch d
I'/h s phéat trvd piin. ng qua ¥ [66]. Liukhi ful clawptf nguy ch qua
tf ng, tuy nhién, chdng t6i khdngWt § nh gi § _d @a anind tdithivi c
¢ ud atrén bao cdo ADR. Nghiéne EuroSCAR chotlf n g u yb SASHTENM
c a o ~mhom bnh nhan's d, ng allopurinol I hang ngay t200mg tr 1én so
V. i nhom bnh nhan dong @ thgd h h n mgth@ag [48], [66]. M c liQu
allopurinol 300mg/fn  ( 8 8 ,° 6 @6ihg ph K trén cac bnh nhan chang toi
khfo s &t . Wa@ryttrang $ dadinguyén nhanXd Ji's | “@g b nh nhan
mdo SISTEN khénghQnh ( 1 4/ '5ng h p).r €
T r. €tinh hinh ghi nth pin_ ng c6 M trén da nghiém'tng do s d ng
allopr i nol , ng” vy 25/ RDclp@EePhapANM) edrthong
bdogi Jplcaccanbyt] Theo L -° ngRpmhieng & dangh@mitmg
| i °n Jpallewrinollacotp h , ng tanBinubnth l€4n gL nb dung
thu c. ANMS yéu §ucaccanbytjcfn k° Lhn al | op'Wnhiphéo!l t h
duy t va liQu theo khuyh ¢ &g th i theo ddi clvbchEb nh nhan, phat hins m
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va c6 bin phap x tri K p th i khi b nh nhan phat ban kb cé cac pfn. ng quam»n
khac[73] . Nh ng théng tin nay cho 8y s cfn thi/} phli k° Lhn d&nfrgng nh
thu ¢ h p ly gép pln gifm thiW nh ng r i ro do thii ¢ c6 thAgay ra cho bnh nhan.
TY Vi’ t Nam, ngay 11/9/2013, € Qun ly Kham chabnh L« c¢- "ctng
789/KCB-NV ngay 11/09/2013[mh bao WQphln_ ng c6 M trén da nghiém'tmg do
allopurinol va khuyh cdo can by tJtuanth L “angUlnhlga al l opari nol
n°u tronigh®&@yutNam[7].

N h €y, v i mé hinh hp tac gia Trung tam D ngi Mi_ n dchlam sang,
Khoa cDEnhvinBthMaiva Trungtam DI& ADRQuw Gi a L« ph§H
I *& hi u qu trong theo d&i va bao céoph ng d ng thu ¢ ghi nkch trén bnh
nhantikhdm v Qi trLThuccot | gdyd ngcaonbl | © al fofpiuri no
culdd liu tr ond li GAUcsgiawQphn. ngcé M Wdhat hin tin hi u.
Trongnghiéncunay,vc L &nh ‘gi BEGtl2 hi h ih atjopuaimol v
conmts htheWjnh<€ thitng tin trorfyg. bHlbittofgo ADR
thdng tin WQbiWw hi n A D Rc ni6€trong bdo cdo con nghéo nanhvi ¢ quy
k/} phfn_ngd_ngdanghiémtngcondgbnhiu kh- khtn. GrdvP m v~
vOnhch th ¢ ¢ a can b y t/]v. i cdng tac bao céo lam cho ks "@g bao cao ADR ghi
nhch ‘lc€ ¢ h @a §mhtinki Mhh's d ng thu ¢ trén th ¢ U] Tuy vdy, ki1 qu
ghinhch ‘lc§uavic ko satplin ngd ngthic do al l opurdi nol t
i ubdo cdo ADR tnguyngaVi tNamil L §ng _ugoh trohg cong tah

L Qu tr trén lam sang.
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KET LUAN V A& XPAT

1. KET LUAN

Hot ngphih pgi aTrungtdam D ngi Mi ndchl®m s " ng, cKho a
i B nh vi n B&ch Mai va Trung tdm DI & ADR Qu Gia trong theo dbi vado céao
phin_ ng d . ng thu c ghi nkch trén bnh nhanti k h § @ trvY Trug tam D
ngi Mindch | ©m s "Yhjgu g «hHil efithAHi n° vic t LIn@g s
b§o c8§o AORvyishiu@glbd® cado ADR. @ toan Bnh vi n Btch Mai
trongcungthi Whicl ng nh€8somtln tr®h°  wynay L -,
giup Trung tam DI & ADR Quc Gia ghi nleh  °lc€4c thMam sang d_ng thu ¢
Lo t r Bg@himmp , ‘2ctghitik® trong c8c b§ongc§o A
t cac bnh vi n khac.
1. Vai 6 thang trigh khai het inlg , c h ¥%andqo ts!§i¢ tink’kinhdbng
thuxc ¢ i Trung tam Dlongi Mikn dich |am sang, Bhh vivh B ch Maivaratral 1c
cackitluonn h_ s au:

f VQUH Wihbnhnhan:bn h n QEGMN ikrd (77,2%) chimt | v @tr i,
phfnln® L tiil860tui ( 65, 4l&nam gil(é1,4%), nh ngb nh nhan
cotihs d_ngpHnl nlad ngthuc.

f VQphln ngd_ngthuc:pin ngd_ ngthic LYag, ofi y/u xud hi n
sau khi dung thic vai ngay hebvaitdbn (4 1, 7 %) .° ndFpynhi(38,4%) t h €
ti/p L DRHESS(22,0%) va phi Quincke (15,9%luy chiimt I th§d n hS@%, g
TEN, AG@&R&badcaoS phfn ngd_ ng" m c . HHg cao nkil chi/n t
I nhiQu nhH (42,5%).

f  VQthu c nghi ng gay d ng nhém thic khang khify tdc dng toan than
chint | cao nhdl (57%). Cac’hd ‘& | “Tc bdo®hQu nHHl g m khang khdh
betalactam (20,5%), thic @l ir lao (16,7%), thuc L Qu tr gout (11,8%), thlc
gilm L a u4s v Khacl{7,5%), thuc ch n g, nd’kinh (5,9%), NSAIDs (5,4%). C6
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66 04 thu c nghing gayd ng,ch yu d¥%nmubi® (87 nhpoa L
allopurinol (11,3%).
2. TYng kKt vZcac phnongdbngwa al | opur iendoliM cvarToumgg ©
tam DIRADR QXc g i au ngR0082013hung *t i L afluwm c8c Kk
D _ ng do allopurinol c6 WbiW hintrénnh@u c¢ch quan Kh&c nh
ch y/u trong vong 1 thang sau khi dung teuhFu W} Qulcé bW hi nd _ ng trén da
vaniemmkt , L@ = c . HHbg. Ng a (23,3%) va ban da (ZBp) la hai triu
chng " ndg® nhti DRESSvaSISohnt [ c a o, _ nhgddn, 5% va 17,8%.
T B nh nhan d.ng v i allopurinol pifn | n ding thuc v i m c liQu 300 mg/An

~

va t ng liQu dangl. a” 18300 mg/ngay vi ch’ I'nh phu hp. Tuy nhién é nh ng
bnh nh®odingl@ chEivahl bnh nh @ch L Bh&hdng phu'hp
la kha cao (42,9%)Tin hi u vVQphin_ng da nghiémtm g | i ° f alppu@nal L
trongddituga Vit Na m@lhinh thanhy, i PRR =45,3(20062013)
kh3n g nhithém Rag allopurinol thcs lanhémthic ¢ - nguy [nhngcao
da nghiém trng.
2 . EXRJAT
T Nhanrngmé hinhphihp khoa | ©m ‘sc’BmgyvinJaAmrg D€
tam DI & ADR Qu ¢ Gia trong theo ddi va b&o céo[ph ng c6 M ¢ a thu ¢ tY cac
kh o aQ t trong bnhvin nfRAn  t h'wc nhie h hin"@gbao cAbADR H L
bit “ilk i nh ng ADR hifn gp, nghiém trng, " ng th i gép pHn nang cao nén
th ¢ ¢ a nhan vién yJfjtrong vi ¢ bao céo pfn_ ng c6 K ¢ a thu c.
T h g xuyén ep nhdtrongCh* & li um ¢ , Hghiém frng ¢ a ADR {y
ravimilodthuc,t L - L €©a  udah bAd @an than thuc.
 CaccanbytjcfnpHituanth L %ng t h'ehogaB&®y tLh €giaQu
Vi t Nam \WQIliQu dung, chl'nh, thth tr ng khi § d. ng dlopurinol cho b nh nhan.
Theo ddi, giam séat, phat I, X tri va bao cao’lp th i vQTrung tdm DI & ADR Quc
gia cac ADR Xy ra trén bnh nhan, nlila cac ADR nghiém'tng.
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PH L, C 1: BM mX bao cdo,ca Trung tam D ngi Mi_n dch lam sang

BAO CAO PHAN UNG DI UNG THUQC | Noi bio cio: TT DU-MDLS, BV Bach Mai
Thong tin vé nguei bdo cdo, bénh nhdn va don vi bdo cdo
sé dwogc bao mat

Mi bénh an:
Ngay vao /Ngayra

Mi do Trung tam Qudc gia quan Iy

Tinh trang bio cdo: O Dién form ] Theo do1 ] Hoan thanh
THONG TIN VE BENH NHAN
1 Ho tén: | 2. Tudi: | 3.Gigi: O Nam O Nit | 4.Cannang: ke
THONG TIN VE PHAN UNG DI UNG CUA THUOC
5 Ngay xuat hién phan tmg: 6.Phan tmg xuat hién sau lan cudi cimg ding
thude bao 1du?
7.Mo6 ta phan tmg: 8.Chan doan thée 1am sang di tng thuoe:
Ban d0 khong bong da CMun mu CMay day OPhu Quincke
TBan d0 bong da CHoa tir da CViém mach T8be phan vé
TBan d6 nhay cam véi 4nh sing  OBan sin khéng xac dinh O Co that phé quan CHéng ban da dang
TMun nieéc bong nude CLoét < 2 héc tw nhién CBan mun nm cﬁp toan than
CBan dang Xuat hu}-'ét CLoét > 2 héc ti nhién CHOG1 clumng qua méan do thude (DIHS/DRESS)
CMay day osét D Héng ban nhiém sic cd dinh
CPhu Quincke [ Gan, lach, hach to CHO1 clntng Stevens - Johnson
TBiéu hién hé hﬁp __________________________________________________ CHoat fie thieomg bi nhiém doc
OBifu hién tiéuhéa................................. OKBAC. oo
OBicuhién wan hodn. ..o
9.Tién six: 10.Xét nghiém lién quan
11.Mtrc do nghiém trong: 12 Xk tri phan tmg: 13 Két qua sau x tri:
T vong C Te vong
Z De doa tinh mang O Chua hbi phuc
T Nhép vién/kéo dai thoi gian nim vién O Pang héi phuc
T Bé lai di tat O Hb1 phuc c6 di chimg
T Khong nghiém trong O Héi phuc khéng c6 di chimg
THONG TIN VE THUOGC NGHI NGO GAY PHAN UNG DI UNG
14. Thude nghi . . Liéu dun S6 lan dun Ngay didu tr1 Ly do din
ST ngo e Pudng ding 11in i trong n gii\-fg Bat dég Keét thic " thude i
1
2
3
15 Ngimg giam lieu thudc, phan tng di tmg co cai thién 16.Ta1 sit dung thuoc, phan tng di tng c6 xuat hién la
khéng? khong?
Thubc 1: OC6 CKhéng OKhéng ngimg/giam lidu Thubc 1: OC6 OKhéng CKhéng téi st dung
Thube 2: OC6 CKhéng OKhéng ngimg/giam lidu Thubc 2: OC6 OKhong CKhéng téi st dung
Thube 3: OC6 CKhong COKhéng ngimg/giam lidu Thubc 3: OC6 OKhong CKhoéng téi st dung
17.Chi phi diéu tri di ieng thuoe:
THONG TIN VE NGUGI BAO CAO
18.Ho tén: Nghé nghiép/chie vu:
Bién_ thoai: Ngay bao cao:
Email: i




PH L, C 2:Phiu thuthdp théng tin Wallopurinol

Nam:
PHIEU THU THAP THONG TIN
I-THONG TIN BENH NHAN
Ho tén: Gid1i tinh: oNam oONw@ Ngaysinh:  /  /  hoac
Tuéi:
Tién su: Théi gian phan #ng xuit hién sau lan cuoi Mo ta phan ting
cung dung thube:
Bénh mic kém: Chin doan thé 1im sang di ing thudc
:Slf?"' than £, . oMay day oHo1 chimng qua man do
:Ta,'t.lg I}uyet ap oOViém mach thude
=ba thao duomg oCo thit phé quan | oHdng ban nhiém séc cb
oSuytm oPhit Quincke dinh
:R?l loan_lgpld mau oSbe phan vé OHO1 ching Stevens-
:Eiex?h nhiém tring oNgia Johnson
SRbac:..o o | Ry da OHoai tie thirong bi nhiém
DHSng ban da dang | doc
oBan mun mn cﬁp oKhéc:
toanthan | ..
Tién s di ing:
Mikc d6 nghiém trong Xit tri phan ting Két qua sau xit tri
oTiE vong oNgtmng thude =T vong
oDe doa tinh mang oCorticord oChwa ho1 phue
oNhap vién/kéo dai théi gian ndm oKhang Histamin oPang héi phuc
vién DTm}-‘én dich oHbi phuc c6 di chimg
obeé lai di tat oKhac:............... 0 Hobi phuc khong di chimg
oKhong nghiém trong
II-THONG TIN THUOC NGHI NGO
Thuoc Dang bao Puong | Liéu So lan Ngay Ngay ket Li do dang thutc
ché, ham ding dung 1 | dung bat dau | thic
lrong/ lin
nang dg
Allopurinol oGout cap
oGout man
oTang acid uric
oKhac:
III- THONG TIN THUOC DUNG DONG THOI
Thuéc Dang bao Puwiong | Liéu S lan Ngay Ngav két Li do diing thuéc
che, ham dung dung 1 | diung bat dau | thic
Im_mgfnﬁng lin
a6

IV-DANH GIA MOI LIEN HE GIUA ALLOPURINOL VA ADR
oCo kha nang
oClura phan loai

oChice chin
o Khéng chic chin
oKhac

oCé thé

oKhéng thé phén loai




PH, I3:C Danh s8ch c¢c8c¢c thu ¢ nghi
S6!1 ang S6!1 ang
STT | Tén thuGc _kiao ¢80 1 ADR gap phai ADR
lién quan t gqon
dén thube ung
H ich ng qua n¥ do thac 15
: H, i ch ng Steves-Jonhson 4
1 | Al I 21 — .
opurino Hng bathg La d 1
Ban mnm chb toan than 1
H, i ch ng Stevenslohnson 5
2 | Carbamazepin 8 H ich ng qua n¥ do thac 2
Hng bathg La d 1
M™y Lay 6
3 | Ethambutol 8 . > -
ambuto H, i ch ng qua m¥ do thuc 2
. : My Lay 5
4 P - 7 -
yrazinamid 8 H, i ch ng qua m¥ do thuc 3
. My Lay 4
5 | Isoniazid ! H ich ng qua ¥ do thic 3
My Lay 3
My Lay + ph Qu 1
6 | Paracetamol 7 H" ng ban nhim sb ¢ L'nh 1
H ich ng qua ¥ do thic 1
ScpHnv 1
. - M™y Lay 4
7 Rif 7 - y -
fampicin H, i ch ng qua ¥ do thuc 3
. My Lay 5
8 | Streptomycin ! H ich ng qua ¥ do thic 2
M™y Lay 4
9 | Cefixim 6 H ich ng qua ¥ dothuc 1
Phu Quincke 1
. M™y Lay 4
10 | Amoxicilin 5 H"ng ban nhim s ¢ £ nh 1
11 | Ibuprofen 5 Phu Quincke 5

ng



Amoxicilin/

12 Acid clavunalic Mty Lay 4
M™y Lay 2
13 | Ceftazidim ScpHnv 1
Phu Quincke 1
My Lay + ph% q 1
ScpHnv 1
14 | Ciprofloxacin Phu quincke 1
H’ ng ban nhim s&b ¢ " nh 1
My Lay 1
My Lay + ph%¥% Qu 1
15 | Cloramphenicol Phu Quincke 1
H ich ng qua ¥ dothic 1
16 Paracetamol/ Phil Quincke 4
Ibuprofen
M~ L + h Y. 1
Spiramycin/ - y ; ay P 2 QU
17 Metronidazol S cprnv 2
H" ng ban nhim sb ¢ L' nh 1
1g | Sulfamethoxazol/ H" ng ban nhim s ¢ L'nh 2
Trimethoprim Phu Quincke 1
. M™y Lay 2
19 | Cephalexin S cpinv 1
. Scphnv 2
20 | Metronidazol Phil quincke 1
. My Lay 2
21 f . , -
Ceftriaxon H, i ch ng qua ¥ do thuc 1
M™y Lay 1
22 gllprr]naotr n Pht Quincke 1
y yp H, i ch ng Stevenslohnson 1
. ScpHnv 1
2 P I
3 enicilin M~y Lay 1
24 | Azithromycin M~y Lay 2
25 Paracetamol/ My Lay + ph% Qu 1
Phenylephrin/ H ich ng qua ¥ do thic 1




Clorpheniramin
maleat

26 | Cefetamet 2 M - y 3 = ? y 1
Loét mi ng h ng 1
. Phu Quinkce 1
27 f 2 ; -
Cefpodoxim Loét mi ng h ng 1
. S cpHnvQ 1
28 | Cefuroxim 2 H ich ng qua ¥ do thic 1
29 | Erythromycin 2 My Lay 2
My Lay 1
E I 2 - .
30 someprazo S cpnv 1
. . My Lay + ph'%% Qu 1
31 | Nimesulid 2 PhU QuInke 1
32 | Ofloxacin 2 My Lay 2
Terpinhydrat/ Scphnyv 1
33 . 2 - ;
Codein My Lay 1
. H ich ng qua ¥ dothic 1
34 | Th 2 L .
t e nam Holt t Regbinhim & 1
M~y Lay 1
Val 2 . - -
35 alproat H, i ch ng qua ¥ do thuc 1
36 | Cefdinir 2 My Lay 2
37 | UC-II 1 Ban mlhm 1
38 | Trimethoprim 1 Hong ban nhim sdb ¢ L' nh 1
39 | Tyrothricin 1 My Lay 1
40 | Spiramycin 1 My Lay 1
41 | Salbutamol 1 Scphinv 1
42 | Rowatinex 1 H, i ch ng Stevenslohnson 1
43 Q~um(?lon khong 1 H ich ng qua n¥ dothic 1
rd thu c)
44 | Moxifloxacin 1 I—T\n g " b athg +ban mam ctp 1
toan than
45 | Methylprednisolon 1 Scphnv 1
46 | Meropenem 1 H ich ng qua n¥ do thic 1
47 | Meloxicam 1 Phu Quincke 1
48 | Loxoprofen 1 Phu Quincke 1
49 | Lincomycin 1 My Lay 1
50 | Levomeproman 1 H, i ch ng Stevenslohnson 1




51 | Lamotrigin 1 H ich ng qua n¥ do thac 1
Isoniazid/
52 | Rifampicin/ 1 My Lay 1
Pyrazinamid
Imipenem/ . ,
53 Cilgstatin natri 1 Mty Lay 1
54 | Etoricoxib 1 Ban mlhm 1
55 | Diclofenac 1 Phu Quincke 1
56 | Dextromethorpha 1 ScpHnv 1
Choline/salicylat/
57 | Benzalkonium 1 Phu Quincke 1
chlorid
58 | Colchicin 1 H, i ch ng Stevenslohnson 1
Codein
camphosulfonat/ . )
°9 Sulch)guaiacoI/Cao 1 Mty Lay 1
mQn grindelia
Clorpheniramin/ . ,
60 Parapcetamol 1 Mty Lay 1
61 | Clarithromycin 1 My Lay 1
62 | Bisacodyl 1 Phu Quincke 1
63 | Betamethason 1 My Lay 1
64 | Ampicilin 1 Hng bathg La d 1
65 | Alverin citrat 1 H, i ch ng Stevenslohnson 1
66 | Acetazolamid 1 Scphinv 1
Tong=

186




PH L C4 Danh s §cbH#&ocadvRthdlién quan

S 6 oigq
t rong
hop (ty
16%)

Loai ADR Thudc lién quan S6!1 ang

My Lay 75 Ethambutol

(38,9%) | Pyrazinamid

Streptomycin

Rifampicin

Isoniazid

Amoxicilin

Amoxicilin /Acid clavunalic

Cefixim

Paracetamol

Azithromycin

Cephalexin

Ceftazidim

Ceftriaxon

Erythromycin

Ofloxacin

Cefdinir

Cloramphenicol

Alpha chymotrypsin

Betamethason

Cefetamet

Cefixim

Clarithromycin

Clorpheniaminparacetamol

RPlRlR R RPIRIRINN NN NN NN A AR AN o

Codein
Camphosulfonat/Sulfoguaiacol/cadjm
grindelia

Paracetamol/Phenylephrin/ 1
Clorpheniramin maleat




Nimesulid

Spiramycin/Metronidazol

Ciprofloxacin

Esomeprazol

Imipenem/Cilastatin natri

Isoniazid/Rifampicin/Pyrazinamid

Lincomycin

Penicilin

Spiramycin

Terpin hydrat/Codein

Tyrothricin

Valproat

RlRrRrRRRR R R R R R

H i ch ng qua rmh
dothuc

41
(21,2%)

Allopurinol

=
(6]

Isoniazid

Pyrazinamid

Rifampicin

Streptomycin

Carbamazepin

Ethambutol

Paracetamol/Phenylephrin/
Clorpheniramin maleat

RPINDNDNWWW

Cefixim

Cefuroxim

Cloramphenicol

Lamotrigin

Ceftriaxon

Meropenem

Paracetamol

Khang sinh quinolon ( khong ro the)

Thu ¢ nam

Valproat

Phu quincke

29
(15,0%)

Ibuprofen

Paracetamol/lbuprofen

Nimesulid

Ciprofloxacin

Choramphenicol

Alpha chymotrypsin

RINNN SO R RIR R R R R R PR




Bisacodyl

Cefixim

Cefpodoxim

Ceftazidim

Choline salicylate/Benzalkonium chlori

Diclofenac

Loxoprofen

Meloxicam

Metronidazol

Sulfamethoxazol/Trimethoprim

Paracetamol/Phenylephrin/
Clorpheniramin maleat

Rl R R R R R R R

Paracetamol

Spiramycin/Metronidazol

ScpHnv

16
(8,3%)

Metronidazol

Spiramycin/Metronidazol

Terpin hydat/Codein

Acetazolamid

Cephalexin

Ceftazidim

Cefuroxim

Esomeprazol

Methylprednisolon

Ciprofloxacin

Paracetamol

Penicilin

Salbutamol

Dextromethorphan

H, i ch ng Stevens
Johnson

14
(7,3%)

Carbamazepin

Allopurinol

Alverin citrat

Colchicin

Alpha chymotrypsin

Levomepromazin
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Rowatinex 1

H ng ban nhim s 7 Sulfamethoxazol/ Trimethoprim 2

¢ L'nh (3,6%) | Paracetamol 1

Spiramycin/Metronidazol 1

Trimethoprim 1

Ciprofloxacin 1

Amoxicilin 1

Hng bathg L 4 Allopurinol 1

(2,1%) | Carbamazepin 1

Ampicilin 1

Moxifloxacin 1

Ban mlhm 2 Etoricoxib 1

(1,0%) UC-lI 1

Loét mi ng h ng 2 Cefetamet 1

(1,0%) | Cefpodoxim 1

Ban mn m chb 2 Allopurinol 1

toan than (1,0%) | Moxifloxacin 1

Hod t t heg bi 1 Thu ¢ nam 1

nhim £ (0,6%)

Tong = Téng =

193 193




