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DANH M, C K& HI U, CH VIieT Td

ADR Phn_ng c6 M ¢ a thu c (Adverse Drug Reaction)

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

Trung tam DI & | Trung tam Quc gia V\QThong tin thic va Theo déi plin
ADRQu cgia | ngcoM ¢ athuc

H th ngphanlélthiucda tr ° n [cph,dao a

ATC d n g Qultri, tinh chdlhdéa h ¢ (Anatomical Therapeutic
Chemical)
Thud ng phin. ng c6 M theo WHO (WHGAdverse
WHO-ART _ _
Reaction Terminology )
UMC Trung tam giam sat Uppsala (Uppsala Monitoi@enter)
ROR T suwHichénh bao cafReporting odds ratjo
OTC Thuc k h ! n gOvkrthe-coumter)

Cl1 95% Khol['ng tin ey 95% (Confidence Interval 95%)




DANH M, C BU4NG

STT Tén bl ng Trang

. Blng 2.1. Gii hth  h e mo g | o b iun tronghcag -
t T n@h p thiu mau
B[ng 2. 2 .nh cacXtlganh gih tinh trong cong thc

2 28
ROR
B[ng 3.1.KJ} qul kiwh "th Manni Kendall kikh tra xu

3 |lhehg thay@dt!l bdocdoca ‘c€theothi| 32
gian (20107 2014)
Blng 3.2 So sanh’s| @g, t | bao céo nghiém'tng t

Y ldesv ¢ i§ Chg®hac(2014) 33
Blng 3.3 So sanh’s| “@g vat | b&o caofi c - i liém

5 |quanathgcivaADRt d'&s vat c §c¢i Tmng€ 41
khac
B[hg34. RORcabdocaotd&strong ngbBp

6 |phinv v° khtng MipAmv theoamg L1 44
(20107 2014)
B[ng 35. So sanh’s| “@g bao cao ADR huy h c ghi

7 . . ] 4
nhcht d & s vat ¢ 8 ci Lmg®hac (2010 2014) 6
Blng 36. ROR ¢a bdo cao td ‘& s trong cac ADR tréf

g |huythc v~ kht ndhADRténhuh @(@010 47

i 2014)




DANH M, C HCNH Vv, n” TH,
STT Tén hinh € Trang

Hinh 3.1. S| “@g, t | bao cadoADR ¢ a @€ theo

1 tng ntm20042 010 30

, Hinh 3.2. S| 4@g, t | bao caoADR ¢ a d&€ giai a1
' 8nh 20102014
H3 nh 3. 3t \8dhus Bghihg tlieo nhom thic

3 |ghintht bdocdoca ‘a&€ vat c § Ci Lmg®hac 34
(2014)
H3nh 3. 4K WoADR theohchlc c\Wo [hht

4 |hengghinkht bdocaoca ‘c€vat c §ci Lng{ 3°
khéc (2014)
Hinh35 So Wh&hih hg®ado0€ o nt m iR (

5 lde s vat c§ci [ngehact heo phel 38
VigiGrade 2015
Hinh 3.6 So sanh’s| @g, t | b§8 o c §Wwh ched:

6 |l ™@gftva" mc Vihi O ntm a20cl8c gn| 4g
t “@g

. Hinh 3.7 So sanh’sl @g, t | b&o céo pfnv ghi nhch 4o

t d'@&svat c § ci Lmg®hac (2010 2014)




n/ouT VIN nJ

B&o céo t nguy n piin_ng cé Wl ¢ athiuc (ADR) t céc can by t]
hin nay ktarm@il€" p HEMphathip gy lycds tinb
hiu | i ° hagtoannhwl3],[73.Tinhiu °‘lc€ t £ mgva g
c- 1T niudpaogéar - sl @g, LImbochdl ° hg@Ll § mgtinh
chinh xac trong quy trinh thudi va phan tictig2. S 1@ g cl nddl nh€
| “@g théng tin trong bao cdo ADR plthu ¢ riinhiQu v “io  ng€h c
hi nbé cdo, nhiQuqic gi as lah€trongnhngl’ i ~ mg€hinh
tham giabao cdo ADRCanada (88,3%), Atralia (40,3%) Nhd B[n (39%)
[71]. NhiQu nghiéncuc T g« "rcdh L - mupnfgng pa "€ v, i
h th ng bao céo, t nguy n trong vi ¢ phat hin, ghi nkth pin_ ng c6 K
¢ a thuc, gop pfn hinh thanitin hiu quantrng | i ° M agtodmn L
thu c trong th ¢ hanh lam sangp6], [70].

TY Vi’ t Nam,t | bdo céo.td ‘& s ch chim khdng 11,3 16,2%
t r ong Yg20@ii 2008[d5],vac - xagh€tng |fq rnbmn
ofn  L[By[87.Th° m vimovaihghiéncu LlIBtmchintdm t
s bnhvinc 1 n ¢n nadcho thy vai trokhdngnh ¢ a "€ v i hot
L, ngbao cado ADH1Q], [17].

Trong biclnhvbh Q#n toan thuc L afmlge cha trng hott | niy
D&clamsangvafhh gi'8c L g . & €lc| r ng[5], [16],
[84] thiv trica ‘d¢€ngaycangr nénc - T momga KNVit L -
Namc h ‘€©a  t;mghiémtu ndo phan tickQuaitroca c€L'iv ih
th' ngb&o caoADR t nguy n , Ho Hi t 1a va tro trong s hinh thanh tin hiu
| i ° n Jpanatoan tHuc ¢ a ADR nghiém frng khfnt ng gy t
caol’ \id hinhn h g&[n v , hotb ADR hi/ln gHp, khé phéat hin - htiBunbMd
nh€ c¢c8c ADR c.Virvd,n i mangmin pHn anhth c trlthgva
marg 1Y géc nhin toanfmhvQnh ngl - ng . g - pc€drongh th ng



b&o c&o. t nguy n ¢ a Vi t Nam ching téi thc hin Qt. ~ Phanftich vai
troc a dc® v ibédocdot nguy nphln_ ng cé Hic a thu ctrong
ch dsliugaVit Nam W@WRodai 200V, i2 m c tiéu sau:

1.Kh[o sk t ihbao cdo ADR. d ‘& s trongh th ng b&o céo t
nguyn ¢ aVi tNamg i ath 200G 2014

2Ph©n t 2 c h al’ ’d®ghdmy qua s hinh thanh tin hiu ¢ a
c § ¢ ng r p@Hn v va cac ADRtrénhuy/} h ¢ (mii btch du h, gifm
tiW dfu, thib mau)da  t r ¢ d licuthaosdao ADR tnguyn ¢ a Vi t
Nam tr orHg20i@i2814 L o

Nh ng K} qul't nghién cu nay hy vng €gilpL'n h , mg©€ho cac
hot nfjytn g  rg@aitrd ca “a€ trong h th ng bé® cdo ADR va
Clnh gi &tdViDKam



Ch€eph. T° NG QUAN

1.1. ClnhgidcD€cvaph[n ngcoHic athu c
1.1.1. C[nh giac D€ c

Sraidanhuthicmi L « Uaichgto]ln t r @nrg L i
v ' chtmkhsectwocsg nlg” ngthic IgnHlita nhiQu thach thc
t rong cPmrb $td§eg thdc K p ly, an toan va hu qu”. Trong
nhng nfamL@®@thiohl kitklhith t T neg ~ dp®m do nguy
c Wrong qua trinh’'sd ngthiucln h h@ smyhi i iichmathic L em
1. V.imec ichgimthWw t §igcol g athicvicng nd, h
th' ng dnh giac BEc L ‘«c hihh&hanh va phéat Wi r ng khdp tU nhiQu
qu cgia[2].

fnnhnghoa

Theo 'nh nglglachc Y t] Th] gii (World Health
Organizationi WHO) AiC[n h g i’ 8§ l& kh@aéc va cac h&  ng lién
qual/mvitphathin, L &§nh g phonggdnh caaph oig co
hYcgathucvacacwh QUi ° n Jgaguéatinh £d ngthuc gl © t h”
phfn ch L% ¢ a h th" ng theo déi hiu qu ¢ a thu c trongth ¢ hanh 1am
sang vatrongc § ¢ ¢ h €©h njgbdng o3y [F4]. Hg4 tnly Onh giac
D&cgn LecClygem rng tr ong, cctliic cOngumb c v
d & li u,thu c ¢ truyQ, cac ch]ph¥n méauthu cco ngun g ¢ sinh hc,
trang thit b y t/jva vdb xin [79).

1S cfnthijtrivikhaiC[nh gi ' 8c D€

Tr.€© khi Lt&a@, tinh anttdan @ thuc , Ho 1l t [a céac
phin._ ngco W g athic L« L€ nh g §g gt eghidn @
phat trMd (nghién cu tiQ 1am sangth nghim | ©m s " Wd, gigii a i
L 6h 2 v "t Q.iTayinhiéh,sau khithe ‘€1 €u "bs dhg, Vi
thu ¢ khdng con bgi i hth trén mt s | “@&g nh n g ¥ nh vatrong cac



L @ ki nnghi@fmngbn h€© t r omghine §lcOm hs "om rmj L €
theo yéu fu ¢ a th c UJL Q tr. Lic nay, cac kb Qb h @b Mhi n g €
b nh, bnh Iy mdb kém, thiic s d n g” nd.th i, s d ng thu c kéo dai, tuan
th, L Qu tr... khdng hoan toan'gh g n h € inghiamlam sangThém
v o [Lts,vbehnQKhacl i ° n Jptinh antdAn@athic nh€ t hu
gl thickémchi "he® hay sai Jpthdc ['ting @ xuilu a n
hi nsaukhithuc ‘lt&pphépy ~ L €adng[D s
Hhn armcl &§nh Ygéc 8h 'hh 0 sung hay Bhch) ; QL |
chnhliQu, t hapngths dng tr “in’ tcghi ttcung ¢p
théngtinwWQcacs dng kh'ng L Ymg ngetific, lth mh sai; |
b sung thém thngtin vQcac ADR hijm gp ; WAy nbh  gting L
t Tn@din, nguy 2@Hy.]8aumtth igianthic | ©uc Thn'gn h
c6 vai troquan frng. Vi vdy, cfn thif phlicé mt ¢ hgiam kat va theo
déil, antoancathuc k hds d.n@trorgth c U][58].
Clnh gi'geuinBheg . il @ heo d»i v~ cdc ph
d i u ¢ aminh €cung &3 thém nhng thdng tin quan'tng vQtinh an toan
cathuctrongthctJL@tr,h tr ¢ §c ¢ h [nqulaln , oguQy tU]n €
trong cong tac din ly s d ng thu c gép phn gifm thiw tac M do thu c
gayra, tifkim c¢ hi Qrtv2 [milblo an toan sc kh e cho cn g~ nd.
[58].
f M _ctitugaClnh gi &c D€
M, c tiéug, thWwg aC[n h g i’ € dRmD BNt i:
- Clithinvic c¢ ht mhsharcvdpm blo tinh an toan trong i
lién quangi as d nghu cvas canthipca Qiti vah tr L Qi tr trén
n g ¥ nh.
- Clithinsckhecng”nlyg Vi blolan toan trong sd ng
thu c.



- GoOp pHn L §n'h gickh, [ungluw  alHoan hi
¢ a thuc, khuyh khich s d ng thic h p ly, an toan, hiu qu” (bao g m
cac yu t kinh t).

- T h ¥4 s hiw bif}, gido dc val ~ &b trén Iam sang tronG[nh
giacD €c vahi u gu tuyén truydht ic n g nd[79], [80]].

TCinh gi’ &¢tiviDt®am

Cachét nlg | i °Jin CJohug@aBe E va gidm séat tinAn toan

cathic L'«ctrid@haitiVitnamtntm 1994 trdrdg kht
S| DA tfiHthnggin | TcoD&l o CHRyn WMitati. Nim
1999, Vit N a m thanh thanh#¥n chinhnthcgca Ch<€hng tr 3 nh
thu cquct]do T ch cY vJth/]gi i (WHO) thifldo. Nt m 200 8i L s
¢ a Trung tam Quc gia \QThong tin thiic va Theo ddi pfn_ ng c6 M ¢ a
thi c L « HI § bcBydtiquan trng trong hét  niy dnh giacD€ c t4
VitNam.Nt m 2011, T r w v@Thongctim thikc lval Theo doi
phin_ng cé W ¢ a thd ¢ td thanh ph H™ Chi Minh tr ¢ thu ¢ b nh vi n
Ch R§ ‘lcanhd.Nhng L khuydrvmdn nay cung vC, ¢ QUn
| T "®€c QUn ly Khdm, cha bn h §u'm i ¢hinh trong h&t _ ng
Thong tin thic va Gnh giac B2 ¢t Vi t Nam[2].
1.1.2. Ph[n_ngcé g athu c

fnnh nghoa

Thu ci béncthhnh ngtac d ng o | ntrong phong bnh, chqr L o § n

hotbchabnh lubntQnXy nguy ¢ h/ntinhamtodg ula nnll™  p
‘ngcoMcgathic[80. Themhl ngaVgHD, pdn ngco M ¢ a

thu ¢ (Adverse Drug ReactionADR) lamtphin ng, cbd , kmhng L
t re@axHhin® IQu trg®my choivim€ L2ch nph, ng
cph Lo&rtr,bntihdd | " mimhehyw Intng .ai oW 1 h

nnh nghoa n "~ ynnknglphng ngbdd ca dgding sai th,
dung thiic” liQucaovotinhhebcéch L 2 E74.



Trong th ¢ /] WHUy KT nguyén nhan gay ra phm_ng cé M co lién
q u a/ithd’c hay kbngl nt nguyé&n nhan khac khéongh h nln, giivdy
bén ¢hh khai ni m pin_ng c6 M ¢ a thu ¢, khai nim bih ¢ c6 M ¢ a
thiuccl Ags dng t €iph gpi/ptiBi/hc co6llc athic ‘lt€
'n h n g kiiglacacliri  tt h ©h g ¢ & Vi c shd ng thd c, bEl kW
miquanhnhangfin "y Tccchrigeé mi nh H&ly kh'ngbod

1 Hdu qul ¢ a ADR

NhiQinghién cudcht h ¢ L €ad fi avQtfn swH gH ADR
cl ng céaelkehephi y fjlién quan trong thc hanh 1am sangTheo mt
nghién cu® Phapmi n £ rho[rg 123000 b nh nhan phi gHb béac s
do xudihi ntri uch ngADR. T | nhd vi ndoADR® m ts n & chi/jn
ti hhn 1Na%y (Lh5&), Anh (16%) [73], phia kb Tasmania
Australia (18,8%) n abh (18)6%)[55. M, t s nghién cu tdp trung vao
nhngl'i “ng@ btn t hKhmgeg &ao tliva tfhemcho tHy,
c6t 2,00 Jp4,1% ADR X[y ra“ trGemd¥ t i hdu qu” phli nhdp vi n
I Qu tr, va co ti 39% ADR gay nkp vi n* b nh nhila nh ngph[n_ngl e
d atinh nthg hdot vong[42]. Tfn stigh ADR® n g #caotiicl ng
| ° M20% Anhvamts n & Chau Aukhac[81].

M, t hdu qu L § n\4t akADR la kéo dai thi gian riRm vi n. Nghién
c uth chintd m tb nhvinNhd B[n cho ts}, " b nh nhan khong g
ADR, th i gian Rn vi n trung binla 8 ngay vacon'sn "y t L@ | °
ngay nh ngb nh nhanco x[y raADR [44]. Davies vacngs ¢ | 1 gohat
hinnguy \wortg® h ng bnh nhancé xudlhi n ADRt £ n gso Vi° n
nhng ‘rige€agdp ADR . tr €9.Th e oc tifh ¢a nhiQu
nghién cu t4 M:, ADR L. ng hang th 41 6 trong nhng nguyén nhan gay
t vong nhiu nhHit4  HIL | & @y[45]. Khéng nhng gayt n thll | n vQ
sckhephn ngcoMgathic ¢, n | " m t thgekinhiv]o m g



khi ma" nhiQu qu c gia,chi phi &0 vi ¢ gili quy/J cactaibi/h | i ° h qu a |

thu ¢ chim kholng 15% 1 20%ngan sach. @ b nh vi n[73].
fC8c ph€ehng dd §pvQirhanteahc athu c
TrongC[nh giacB2c, ph€hn gl g h SdhYvbghttdindh

i uvQtinh antoancathic | © ph€ehng nuy8.cS8b&§phe€ha

phap b sungkhama h € gi § i ngv& bao cab tnguyncéch L 2 ¢ h
cO thAL ‘& ap dngtuytrongtn g = hgrh© ¢ thw

- Bao caot nguy n:la hot L, ngthu thdo cacb § 0 ¢ StoQni mgn |
t T n@h p nghing x[y ra pin_ng c6 Wl ¢ athu c, I ‘& cacnhan viény
tJbnh nhon, sfagud Lkhm hv dpX¥nido cab enguy n
theo mt bii m@ ntdl ‘ni.n ©y | ©  p h €©h ingrGtighhc® Wag. h n
dng ¢ @ itHc[ cacldlthu cn ° n’ c Bp&ing r ng rai Thém vao
L., donkng kthhe o "td »v . intga thithcgbaoscdo ADR t
nguy n <€ L' bi t cd ich khi phat hin nh ng pHn_ ng him gHp, nghiém
tr ng va xwhi n mu n[72).

- Baocaotnguyncoéch ' 2 dalp:h €hng p mEdatrén@ic d
nguyén & ¢ a bdo cdo tnguynn h €ngc afg@dg vimts thiffId
X § cnh. Nid, ch td trung theo dGADR ¢ a m t nhém thic hay trén mt
nhom bnh nhang, thWb n h  n h © nQu t kamkband'thuc, b nh nhan
L an @ trilHIV). B4o é@ot nguyn co ch L 2 &hab phc ‘lc6h ng
n h € Whichinh cap h ‘€©h n gbapchostpguynt h * n'gng (t rhee
| bao céao thp, bao céo thj théng tin khdtinh toantfn sudl ¢ a cac ADR
mctiéut rong Y hidul -chlynig LS8 i h it thihphi
thip vacé thMién ki “Eicach thngc ht m s khehis co d
t ng qu c gia[52).

- Giam satch L ng:1 © p h€©h n_ gL, ng ph&tmin cab bih ¢
bHl [ i trong qua trinh’'sd, ng thuc. Bi/h ¢ bHEIl i c6 th\W & phét hin
b2ng cachtr ¢ ti/p ph ng vish b nh nhan hbb theo dicac théng tin trongh

(



s h'nthan.Ph €hn g puy & pkémn hy€gitp phat hin  “Lc6hiQu
bi/h ¢ bHIT i nghiémtrngvacacbihc | i ° n Jj kjaup xétnghi m
bl ‘tng€ hhn c8§8c ph8Ghng ph&p khs§gc
1.2. Giam sat ADR trong b nh vi n
Trong th ¢ hanh lam sang, ph ngcé M ¢ athicc - tngtéu L
cctisckhe hig@ h, | “ m t tQntg, [nchh imggpnh AL L i
chidl ° hg@chy c h tséc sc kh e[63]. Whpth chjveh Qtay, vi ¢ trivd
khai h th" ng giam sat ADR trongmhvinlamttrongnhng €©u ti °n
I'fu trong chinh sach yjg anhiQu  .rc© t r oVi g Nath[14].c -
1.2.1. Céacthanh phfn tham gia giam sat ADR trong bnh vi n
THIi “ngthuc vQtUr(iHHh & nT)
HnT & nTtflchic ‘loManhdnm L Enh g § t !
¢ a thu c trén lam sang, phatW cac chinh sach §o ly, s d ng thuc va
quln ly danh mc thu c. Theo WHO, mttrong nhngchc ntnggac h2 n
Hn T &lagidm satvaginly ADR [48].
Thtng t-BEYTALMTEONY L whritdcmhilme a
HnT & n ThitQHiay,gdhWvh € s au:
- Xay d ng quy trinh phathn , L & n Hri, d) ph®ng ARR va cac
sai s6t trong chu trinh s ngthuctdb nhvint gi athch¥o Lo §n,
I h natidy thu ¢, chiq b va dip phat thUuc g ad ‘& s, th chinyl nh
v o ng@hs dngca Qi ches tudnth LQtr ¢ca nig@h
nhfnblo i an t o nbnchho rrogn® Qotu§ tr3nh L
- T ch c giam séat ADR, ghi ndin va rat kinh nghim cac sai sot trong
L Q@tr.
- Triwt khai h th" ngb&o cao ADR trong mh vi n.
- Théng tin cho can by t]trong b nh vi n VQADR, sai sét trongs
d. ng thu ¢ WK p th i rat kinh nghi p chuy&n mén.



- Chnhd,sa "il'b sungdanhpcthicgabnhvin, . ng &h
L @ tr va cac quy trinh chuyén mon khdca trén thdng tin QADR va sai
sét trong's d. ng thu ¢ ghi nkdh t9 b nh vi n.
- T ch c td hush cho can by t/JvQADR va sai sét trong sd, ng
thu c[4].
T Khoa D€ cb nhvi n
Khoa cbhvinlamttrong nhng md xich c6 vai trd quan
tr ng trong h th ng gidam sat ADRYb nhvin.Tht ng t € -BYl/ 201
vOQf chcvahdt ngca khoabnBD¥n L « “nipuyt trdhg
nhnghdt njca khoalathe® giacongtac[8h gi 8, theoD €
ddi, th h p cac bao cdoQtac d ng khéng mong miin g athic t rong L
Vv, béo céo @ Trung tam DI & ADR Quc g Qxal bi i phap dii quy/}
va kilnh ngh vQs d, ng thu c h p ly, an toari6].
f n hn théngtinthu c
n h n théng tin thic trong bnhvin trng®cthuc khoa DE
hot nlg . ik@iamsatca HnT & nT veébrBan Thed § m |
th1 ng I3MOHFTFBYT ¢ aB Y tJh g o hdt | nf thong tin,
qulng céo thuc, Lh n” thdng tin thic trong bnh vi n, ngoai nhng nhim
v, | i ° n Jpthwthep, tip nhdh, cung &b thong tin thuc, con c6 nhim
v, thuthdp, tngh p, bdo cdopin ngco M ¢ athictiH i “niythuc
v " Qlifig a bnh vi n, Trung tam Quc gia/Trung tam khu vc vQThoéng
tin thu ¢ vaTheo ddi plin. ng cé M ¢ a thu c[9].
T Canb yt/]
Theo WHO, céc can by t/Jc - Qulkiin f t nhEl WhAo0 céo cac ADR
nghi ng x[y ra trén bnh nhan. Bic[ can b y v](bac s,d ‘& s, y t4, nha
so v cgOkhackdn koi b&o c§o tpfdaahADR
nhi m ¢ aminh, ngaylck hi ADR cilgu@ah ré rang mi thu c b
nghi ng [73].



T4Vi't Na @51 but ‘RHOO5q u yn hl:  ‘fikB4m bah,
ch a bnh, can b y t]cé trach nhim theo dbiv - b§8§o c8@h cho
t r 8c’h ccHh sgX¥megoyrgun Iyttthi ¢ vQcac pfin. ng co M ¢ a
thu co[14]. D th[o Lud ‘ER€a "ilv a ‘lt©uc hithéng qua ngay
06/04/2016 «, thwh - a nhattréch nhim ¢ a cac can by t]trongtheo
ddi, giam satbdo cdo cac fh ngco M ¢ athuictd Ch€ehn@Q VI
théng tin thic, n h gi §gunP€othuc v~ Ch@&bgg | X
lam sand84].

H ©ng o Qu ¢ gia WQClnh gidc B2 ¢ ( L &ban hanh theo Quy
'nhs 2 11 1-BYXJmgay 01/06/2015) «Qcdp JJvaitrog acan by t/]
trong h th ngdnhgidcB2c n h @and g tlbaogmbacs, “d <L
L@ _ceevién, h sinh vién, k thud vién va caacan b y t/Jkhac co tréh
nhi m theo ddi, phat hn, X tri, d phong va bao caoQcéac plfn_ ng c6 M
¢ athic..c ho  imply ®@achwhot ngdnh gi"6€ct D&€nvg c h
Trung tdam Quc gia hdb Trung tdm khu vc vQThoéng tin thic va Theo déi
phln_ng cé M ¢ athuc[2].
1.2.2. Céac hdt | njgiam sat ADR trong b nh vi n

Céac hét  nfy giam sat ADR trong Imh vi n L ‘& trivd khaitheo tih
trinh: phéat hin, X t r 2nh gid, tBeaddi bao céo val phong ADRV. i s
tham gia canhiQi thanh pEn khac nhau trong mh vi n.

T Phat hi n

n Q@ _cheevién, h sinh vién, k thud vién trong bnh vi n c6 trach
nhi m theo ddi va phat hin nh ng bMi hi n |1am sang vadh lam sang Hi
t h g trénb nhnhand a trén céac thdng tin do nh nhancung & va céac
tri uchngghinkh ‘lc®onggu § tr 3 nh ¢ hthomgbdcgay t h e
chobacs LQtr v° k h’e,ahi B &c thong tin lién quan tthu ¢ ma
b nhnhanl « dsng.
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Bac s phat hin va ghi nlth nh ng bMA hi n |am sang vadh 1am
sang il “tnd ¢ b nh nhan vao mh an; kixh tra K tHi c[ cac thic th ¢
t/lbnh nh ©d ngtkikh tsa cill ~ hg€m quanm> thic L ‘&1 €u
14 xem c6 biM hi n bl “tng Ao YQchil ~ hg@hu ¢ hay khéng kivih tra
tinh hp Iy trong s d ng thic  n finfetithg b nh Iy, b nh mb kém va
chngchllnh t rimnhii@&ing, tths d ngvas phuhpga
th i Wb dungthUcv ith i W %usihi n ADR.

Trong qua trinh hd  ng chuyén ménthéng qua gidm sat g, ng
thu c trong bnh an hébduytthu ctd K h 0 @d ‘@ € phat hin ADR
datréncadhu ccokint ngc s nglWx tri piin ng c6 ¥ ¢ a

thu ¢, bM hi n 1am sang vai qul xét nghim oh |am sangpil  “tntg©  hu

tién xemxétbn h  &§n'i ¢ @ eobit, s dngthic c¢c- nguy
X[y ra ADR[2], [3].
1 X tri

c

n Q@ _&Eh sinh, k thudvienthchin X t r2 ADR t heo

I nh¢ abac s: theo ddib nh nhan va théng baogkth i chobac s L Qu tr
np cé din bih bt hreg . * n§ h kb o c6 thvng ng s d ng
thu ¢ nchi ng gayln h ° mg®i tinh mthg b nh nhant 1 c&hi théng béo
chobéac s.

Bacs conhimy L §nh _gi Bghigmfrngga A D/Ruyl
'n h _ g€ tri lam sang phu’ip: gilm liQu hdb ng ng thu ¢ nghi ng
gay ADRt r o 1Qugki nllam sang cho phég p th i th ¢ hi n cac bin phap
LQ@trtiuchng ,Qtth tr, mlbfochc n £ mgghols nhnhan
th chin t h e g ngod® chuy@nénon.a B Y t/]colién quan i vi ¢
X ti ADRthucphm vi _amga@h hle ".ng g d@ thi/, co thv
t rao _Hge trivi “nfgnghip,t ch chichX¥ chuyén mén, tham
khlo thém théng tin QADRt d ‘& s, n h théng tin thic b nh vi n
hotb cac Trung tdm @ Thong tin thic va Theo d6i din  ng co K
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¢ a thic. Giamsatcluichen g nh t r oglgp btbbu€ s d ng
14 thu” ¢ nghi ng gay ADR khi khéng c6 thw thay tijhorb khi [ iich ¢ a
thic "Mt€i hhn nguy ch.
D€cs cfnpHi t riw bbads L Qi tr n/u phat hin ADR khi
th chinhot  nig “dl& sangd k h o a Wy bi n phgp XLtri pha
hp, cling Hthé@gtnthdc ctrong ¢qubBvaxmn? nh
ADRtheoyéufucacanbyt] _Hegdh, h tr bacs, QL i chevién
hoan thin FyL _ ,Lchinh xac cac thong tirfie thi} trong M4 bao cao ADR
hotb co thWr ¢ ti/p thu thdo thong tin va vif bdo cdo ADR 2], [3].
fn8nh gi 8 ADR
- n &8 nh “gqud hmhan gl gi athdcvaphin ngco M
nNWL § nh  ghi/lgc bkl i co pHi do thu c gay ra hay khéng,
bacs hotb ‘&€ cfnrasoatH c §c t h?! n gWkemixét nguyerf n g
nhan co ti\bay rablh ¢ baogm:kivh t ra xXbmhng+€ d¥%ng
thic ‘lt€k° H hmh § tt @ khuyh¥%éo hay khbng;em xét th
S bnh ths d n gWad tr nguyén nhan; kh tra mi lién quan gia
th i gian dung thuc va thi Wb [y ra pin_ ng; kham lamsang ¢ thch
vath c hi ncacxétnghim | i ° nWk @ enh higuy@n nhan gay ph_ ng;
ghi nhch di n bilh ¢ a pHn_ ng sau khi ngng thu ¢ va tai s d, ng thu c;
kiwh tra xemphn ng LU<eghln®h trong ‘yh@dgdhshay
dngthicnhing hay kh? mgkinchi@n ménicotM. §nh gi §
m i lién quan gia thud ¢ nghi ng va ADR theo thang phandbc¢ a WHO
hotb t h Wmgga Néranjo.
-n8&nh @i $ghiBmirngcapHn. ngco M
PAHn ngcoMl "E<€L &nh gi §nglkhigayrg mttrong t r
cac ki qUu tr c ti/p hab gidan tipgayt v ong ¢ hbon hn;g @tmh d
mthg ‘rigmd, dn Qi chcu; " nmgn® dn nhd vi n hdb kéo
daithigiannvin; "~ ngnébtand v @ mhdb nHig Q gay d
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td thai rhi hotb b k8 hdi qU' ndo ca  hid®h macan b y tJcho la gay
hdu gu” nghiém tr ng VOmHblam sang.

Sau khi Uiguamh mpan&d vmi thu ¢, m ¢ | Bghiém
tr ngcapHn ngco M, can b y UJcFn ¢fn nhdo ¢é &n thi} g i cho
n g ¥ nhi TOcinh bdo pin_ ngco M g athic © hay RKdrhng.
bao plin_ ng cé M ¢ a thu c la m t loY thTthong bao choHi c[ cac can b
y JvQn g Bmang tiol « ngtb phin_ng c6 Kl nghiém trng ¢ a thu c,
clng gi Y»pb nhbigvOnhgngpHn ng cé Kl nghiém trng ¢ a
h.Binphapnaygilpcan by t/Jbisj "EH#hs bnh | i °/mthdqawan |
ca nib®@h Vv~ gi %mhngphny coleung I hokb cac
phin.ng t €2n[g. t

1 Bao cao ADR

THic[cacbin ¢ c6 i x[y ra tr on Qtrogca @hihg 3 nh
| i °n JthlecnQlgn ‘lc®aoc §o, trong L- €m ti°
_ng c6 M nghiém trng, cac pin_ ngcoé M ¢ athuicmi L €a dwg o s
t r omgtt thibnhvin, pin_ngco6 K ¢ hnen * &tb@ Jhic a
thu ¢, pdn_ng co M x[yraliéntcv im tthu c hdbm t 16 thu ¢ trong
th i gian ngh.

N g €tr c ti/p vi/J bdo cdo ADR c6 Wla bac s, d& s, QUi
d @nhg vién, h sinhvién, k: thud vién va cac nhan vién ¥jkhac, s d ng
mXu bao cdo do BY t/]q u ynh.L

B&o céo €n ‘Lc@ i trong th i gian s m nhHl cé thAsau khi Xy ra
phin_ng,ngay §k hi t h! ngc td hpea.lehithMi Sung béo
céo i thu thp  “Lc Em théng tii2], [3].

1 D phong

NhiQ pHn_ng cé Bl ¢ athuccothvh g £ na nlg¥Rag cac bin

phat d phong trong qua trinh sl ngthic ¢ h'oib nhg €
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Hi “ngThic v Qtircd thM £ n'gng @i €s d, ng thu c an
toanvadph ., ng °~ aghp ADR tidng quaxay d ng quy trinhphat
hin, L §n htriwvwyba8 cao ADR trong mh vi n; xay d ng danh mc
cac thuc ¢ - ngufpgansavagagdncg quy . ngrddhah h €
d, ng cac thuc nay trongp nhvin.Bén¢ch h Hi " ng dnt chchi
chX, thfo luchv © L' § W €gih 8gx t r 2 QxwHibi i phap d
ph, ng { ngdipalyraca€phn_ ng c6 M nghiém trng. M t hot
I, ng khac §n  °lcuan tam 13 tch ¢ td hush cho can by tJvQk: n £ n g
phéat hin, X tri,d phongADRvak nt n@ Lbi§o c8o AMDPR LY
. t h* n g nhkinng KJredng tac bao cao ADR trongrth vin, t L -
s d, ng thdng tin an toan the t h e Widehd, s a " il'b sungdanh
mcthicgabnhvin, c §gdah @ ir, quy trinh chyén mon trong
b nhvi n.

Khoa c,Dhn" Thong tin Thic ¢ga bnh vin hotb b
phch / nigpe t r 8 ch ¢ ¥ adn ab dfet thihgtins d ng thu c,
théng tin WQthu ¢ m i, vQan toanthu c; g i LUh canb y t/Jvab nh nhan
t r o nsgkhémrch a b nh;giam sat cell ~ h & | ¢ khi€gd phat thuc vQ
cac khoa phongh &hg o va h tr can b y t]trong cdng tac bdo céo
ADR; phln i k/1 qul th¥n "rth b&o cdo ADR_ @ Trung tdm Quc gia hdb
Trung tam khu vc vQThong tin thiic vaTheo ddiph[n_ ng cé M ¢ athuc
gichocanbyt/JL « t ham gia b8o c8o.

n"iv icanb y t]cfn pHi: tuan th ch L'nh, chng ch L nh, thch
tr ng, liQu ding cathuc,chiyths d nggcabnhn®©n, t€hng
thictrongk Lhnchin fLhyi §m s 8§t “tiheharond »i 1
qus8 tQ@¥ndéanth c[nh bdovathhtrngv icaicthtic c¢c- nguy
cao hab “il " m @b bi t; tudn th quy trinh o qun vas d ng thuc
trén bnh nhan, chay Mh t r a t €t wégchrg cl nh thong quy
trinh d3p phats d ng thu c[2], [3].
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1.3. Vaitrd ¢ ad€ cs trong hot | rifybdo cdo ADR

D&cs cov triquanfrngtronghth ng ¢ ht mkhse: Theos
thi gi anchdl onjba vi€c - xuongthh@y. Ldr Loy,
nhi my chinhcad ‘& s laphacijthic t h e o [nibrothue " Lt
pha cH]L tiéu chuqr  nlha@u du. Ngay nayc § ¢’ ¢ d € h g xuyén
hot nlg .id €g -ccanh ~ Bt €k, thdnchi’ AnhvaM,h con
L' ph®p[3R{7].htery | " ‘ccimgsdicsk | ¢Bch L Oy
nhiQ n, hhAila" nh ng qu c giathilican b y bac s [37].

Sthayvtlica ‘¢€ HalLantl LI8®ghly.Ba nfu,l
d ‘& s ch y/u th ¢ hi n phan tich thanh h héa hc, nguyén liu ¢ a
thu c, pha chj phan phi, cbp phat thic thi VQsau cong vicg a ¢€
dfnchuyd s an g . apdi ngcahfl ¢ athiuc,t €hng "¢, &og t hu
chh t h1 ngngddisnd ngthds , Hh€p i &G tricho d bacs
va b nh nhan vaco thWV ‘& md T m t cAch toan dn  h Rag ¢ t
ichtm s ¢nbdt@ong giam sat gin. ng c6 M ¢ a thu c, vai trd
ca a€tr nénngay cangjuan trng[37].

D€c s - nh ng chuyén gia @thu c, 1a nhém can by t]hiW rd
rag, khdng cdEik8 m tthu ¢ ndo la tuyt L i an toan va nhng th nghi m
L& thchin tcrkthic L €a tvrn@khadndthWL §nh Jjgi §
L& c8§c nd¢llayimhmgthacmil & L €a dvng[s0. s
Trong mtnghiencuftnghpnt 986, Gr 'ird, hhiumu dgia ¢ h
nh€ AustRPm8p c lrefardl,New Zealand, Anh vaNhd b[n L «
chipp nhch bdo cdo ADR.ca &€ n h €t tidu cho§i trong th ¢ hanh
[36. Ntm 1993, Lindgdinbhdes-laBdwat]ds L
t € tv ¢ ti/p cho bnh nhanc - Qulkiin f t nhEl Wihat hin ADR [47].
Robertsvacngs L' « L Gpludr an km: 6@&X4 nhiQ qu ¢ gia
nénl. ‘& khuyh khich tham gia vao hth' ng bao cdo ADR m t quy trinh
gop pfngidpcfithinc h£t m s khechebn h n [5®.Mrung tam
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giam sat Uppsal@UMC) t h g xuyén ep nht quy trinh bao cdo ADR @
nhiu .c€ kh&8§c nhaurcgat rdoghagl Mg ~ & Gt LUh
[371,[68. n- nga ge®evihthng b§o c8§oc MBIR L «
trong nhiu nghién cu L' ‘&th ¢ hi ntd cac bnh vin® M:, Anh, Canada
[46], [82).

D€cs bnhvincoévaitrdol ny ibdocdo ADRS L- ng .g - p C
hrdd c- |biADRMNghi@mirn g ~ ng® ra trong bnh vi n[70].
NhiQi cong b L « b 8govQtibh tithg cac bijp ¢ bHIT i ¢ a thu ¢ ngay
canggiat t rklg/h cho mts | “@g khéng nh b nh nhan phi nhd vi n,
const [ bnhnnnkpvinl i ° n JjgADRN Phap la 3,2%54],
Thy Wia12,0949]. Nh ngb3ag ch ng naychothby s cfn thi/} phli
€u t icthim canditaad phong ghi nhdh tac dng ph ¢ athuc X[y ra
trong bnhvinvad& s n° n [ i'giam sat@&ong tac ndB7]. Nghién
cu’ khoaICUthucbnhvin La khoa Masknmwoimuset
chuyén khoa, In“ Boston,l' «ho tiBy s tham gia cad ‘& s trong vi c
xem xét h s h' ntban,cé thwgiap lamgifmt | gtb bih ¢ bEIT i ¢ a
thu ¢ va chi phi lién quam t cahh L 8W[4$]. Kd} qul nghién cu ¢ a
ShobhaPhansalkava cng s L' « “mh I phat hin bih ¢ bl [ i do
thicgca ‘d¢€cao nhthnc §ch ¢ ngKéson gnhapacadt ih
t “@g khac[53]. T ‘€h n &} dul trén,cac bih ¢ bl [ i x[y ra trén céac
b nh nhan nhtd b nh vi n Nhi Virginiahfu Wic | i g bdocdob "d €
s. (chimt | 83%)[28]. Bén ¢hh gop pfint £ 8 d @g b4o cadADR,
chil ° hg®ao ca@ | n g c di ¥ n donh ng théng tin cunglgh t bao
cioca &€ cochd " hg€tvalfy _lf ' bdo cdo nghiém tng ma
d@&sghinth ‘¢€cling cabacs[Bh so v

H th ng b&o céo 'mh vi n gép pfn quan irn g Wclih thanh h
th' ng bédo cdo ADR quc gia[37.S L' - ng .g - ge€asnmvibvih
th' ng bao caoqu ¢ gia( n h \c, Canada, Phapalaysia, Singapore..l) «
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Lle tEmg ¢ @AW CHnhvivdy, Hi phid& s tdHalanva
Trungtdm ¢n h g i & lcaretD¥EHa Lanl « h o p hc@&pb nld ven

tr thanh hp phn dall tric trong h th' ng bdo cdéo ADR nt m 18%5]8 4
T€hng td€cl ng c o2 Hchehéptham giabdo cdo ADRtY
VehngcAQht nt m 139]9 7

DE€cscng ndcli ng  tdnhllvnitv i h th ng kAo céo
ADR, nhHilakhibnh nh'@gs ¢ hg€acthiuc khing k° Lh
The Counteri OTC) ma khéng c6 ¢hl'nh ¢a bacs. Do cQ ki B i
t h g xuyén tip xGc vi b nh nhan ngd trd, d ‘&s: ¢ n g ndcodvai tro
lFobit trong b§o c &8P cadiR OTd, Adb thouca n L
ngUngct d&liu[34.S thamgiaca ‘c¢€cng nly gtléh,n6
thwyop pin khdo ph el ‘& hi n °* hgéao cadhbp so vith ¢ v][56]. TY
Ha Lan,d ‘& s ¢ n g nd la ngun b&océo ch y/l, theok/} quf ¢ a mt
khl'o safc64 3 % ads@& n g nly Li& nhgl 1 bdo cdo ADR t Trung
tamdn h g i 8 ¢ anD&nay[37] va trong s 40% b&o céo ghi rh
Let des,t | bdocaoca c¢€cng ndln hhres d@

vi n [69]. Tuy vdy, theo K} qul kh[o s&tt Ch€hng tr3nhc gi §
Qu ctJc aWHO vis tham giacah h n qudclgiacho thsy, ngdd tr °
HalLan,d ‘&s ¢ n g ngcoés | “@gbao cachtph hsovi °d<€b nh

vi n[70].

Vaitro ga € theo thigianngayc = n gc ghishch m t cach
tichcc hMhiQuguc gia nh€© Cuba, |relphatd, H
L ngnhiuc h€hng Wt h 3§ & théimgiaca c §cs din
th' ngbéo cdo ADR71].

TY4Vi't Nawkhaithacti [a ning bSod®&sso ADF
I « cQ wHnimphapquy « a inhsh mbhht iv trivaitroga “d€
sstrong, chay®i} vnii S 1088ngay 04/04/201%, a B Y t/JvQ
H€ ng & hdt | niy giam sat ADRY c§ ¢ ‘ckhamsbnh, chab nhl «
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quynhle § ¢i 1mg®it bdo cdo ADR Ibac s, d& s, Qi .che
vién, h sinh vién va cac can by ]k h 8 mg th i khuy/h khich nhiu
n g ¥ung tham gia Vi, hoan thin béo caq3].

C8c {nipmap duy'Q nhsh mthh rag, trach nhim béao cao ADR
la ¢ a il c[ cac can by /] tuy nhiéntrongl Qu ki nth c ] a Vi t Nam
d ‘& s néichung holbitl = ° cas@dm sang A n[mlirach nhim vy, nay
[23. M ts viErdncgmB Yt]L « b a Qi Qe IHh ch ¢ trach ca
khoacwm€a  d€ trongvicbio cdo ADRT h! n @1/2018TT
BYTVvQt chcvahdt nycaHi “ngthic &L Qtr trong bnhvin
vaThl ng t @T-BBI/VQh&hdldh s d ngthic trongyc8c
tc - “ggb@hlQnhth mthh Khoa cBr®lfumi tr3nb L«n
b nh vi n bdo céo pfn_ng cohd ¢ a thuc va g i vQTrung tamQu ¢ gia
vQThong tin thiic va Mln_ng c¢6 M ¢ a thuc (Trung tamDI & ADR
Qu cgigd ngay sau khixly[4],[7.Tht ng t€ -BYT26nkurdy TT
mttrongnhngnhimy ca Khoala@€hin cingchrBc d-
s ng, th%n@s d rgrhyc, thadh g cong tac tnh giac R c,
theo dobi, bdo céo thdng tin lién quamftac dng khong mong mun ¢ a
thic.Th°m vTlh?! g, taB® YaJbanchanh ngay 20/12/2018v
h &hg & hdt  nlg ° cl&n sang trongmh vi n « u yn hl:  t fioklg
nhngnhimy, cad@&s | ©m s " ng | theo dfi, ¢
m i bao cdo cac ADR4  L''H rh evo "nb biy hatih. H khoa l1am sang,
de@&sl ©m s"ng ngo i xem x®t ic 8§kt Qdhth uv ¢
'nh,chngchln h é «c [in xpehdh cA®ADR a thu c §5].

TYVit Nam, tuytnghien@a ndot@nann L 8&nh gi
phan tichvai trd ¢ad€c s v i C[nh gidc B2 c, giamsa&t ADR nh@ng m
s nghiencu LIBtHmts bnhvinl <hotB/l - ng L § n\at, ak
d‘@s v ih th ngbdo cdo ADR tnguy n. Nghiencuga VI Mi nh I
tdb nhvinPh SIn  t r u n(@010€200M4%nghién cu ¢ a Nguyn Th
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ThyTiéntibnhvin NhoOn Dem01mi a0 h4Q) ghilhhh
da&s | i [ hg@am gia bdo cdo ADR rii nhiitd cac bnh vi n nay
chimt I t ©h m@la73,6%va 100%[10], [17]. Kh[o satc a LY Quang
Ph €ehthbgnhvin Nhi t rcho iy, b&&tshhgacs, "d<€cl ng
| ""i [ hg®&o cdo chy/u ADR[13]. T ng K7 cdng tac bao cén a Trung
tam DI & ADR quc gian t m 20 Indp thy ¢ ng hih L § n 9 ak
d& s t rcaV} vOmtbs | “@g bao capchi/n 29,7%t ngs béo céo
ADRt r on gd di i béd® caod Trung tamch sau nhém Bcs - Y s:
[18]. Nghién cu ¢ a Trnh Th H ng Nhungt r ° n dclihu bdo cdo ADR
Quc gi a N2911a2013)td ng W hédocabthd&s c - W i
chdl ° hg@aonBisovitlicic § ¢ n'h - ty®tad12].

B2ag vi ¢ tich ¢ ¢ tham gia K c[ cac hét  nfj gidm sat ADR_t
phathin,x t r 2, L &nh gip®ng, Wrcoa caS&ngay cangd
I ‘& kh?n g nhl
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Ch€hng 2. n’ 1 Th” NG Vé PHhuNG PHC

21 n’i ° hg@ghiéncu
2.1.1. M, ctiéu 1l: Kh[o s &t Whibéo cdo ADRt d €c s trong h
th" ngbdocédot nguyngaVit Nam WWReaoi 2001b

THI [ cac baocdo ADR trén pHmvi ' n & ‘lt§i /hlTrung tam
DI& ADRQuU ¢ gi a thg01@ii2014. digun " il ~ mg®ao cao ADR
L'e x&d [és b c¢§c’ ng@®hac (bac:'s QL i che cac
can b y tJkhac).

Tiéu chuq o4 tr : Cac bao cao@chtl| “@g thu ¢ va bdo céo khéng
| i °n Jgthiacn L
212.M,c ti°u 2: Phopa tc® hhdong guag high- p ¢
thanhtinhiuga c¢ & cngt p pBIN vV va cac ADR huy} h ¢ (mbl
b&h Fu h&, gifm tiW cfu, thiyumau)d a t r ° nd K thbas cd
ADRt nguyngaVit Nam tr &m2910ig20Bti L o

THicfc8c b8o c8&o MAbAR IH ADR nghiénealao L
gm: ¢ 8nghpphH® v, cic ADR huyt h ¢ (mdl blch du h4, gifm
tiw fu, thiy  m§ U9 g i L/J@Trung tdm DI & ADR Quc giatrong giai
L 6n2010i 2014t 'i "m ¢ b&8o ‘c§wu | ¢i§ dng®nhacbac
s, QL i _che cac can by t/jkhac).
22. Ph€ehng ph8§m nghi °n c
Nghién cu ‘Lc®h hanh © Trung tam DI & ADR Quc gia theo

ph€hng @hE&cpudnitudtatrénBicfc §c b §ocl am. L €
Céc chtiéu nghién cu bao gm:
2.2.1. M_ctiéu 1: Kh[o s &t Vilbéao cdo ADRt d €c s trong h
th" ngbdocédot nguyngaVit Nam Wb 201b

1S 1 @gvat I bdocdoADRt d €cs
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- S 17@g,t I bdo cAcADRt d ‘& s sovit ng$ bao céo theo
tng ninng, tth 8§ng £hr2010ig2014 (S &&o cdobdrong g
t h § n'g chlt ®eo ngay néth bao cdod Trung tam DI & ADR Qlc
gia).

- Phantich'sl “@g,t | b§o c¢c8o0o ADR t heWhbhtm,
L&xu g€t haivQd | @gbdocdo ADR@a Tx& theothi
gian .

- S |1 @g,t I bdocaonghiémtin g d os ba€cao so it ng
bdocdoca ntm 2014i (s®c wy®acts, QU i che cac
can b y tJkhac).

M c _ Bghiém frng ¢ a cAc ADR c6 H ghi nhdh  “LcBhan 181

da t hegdg@® WHO nt @phandd 3clvt Wn&cnh L
mc , lhthg ca bih ¢ bHE i (WHO Toxicity grading scale for
determining the severity of adverse evefit§]. Quy trinh phanldm ¢ | L
nghiémfrnggca b §o ¢ § o moARBWRt/IIYPhH | c3vaPh |
4.

1 So s &n hWthithu c nghi ng ghi nhdn  Tc@&ong bao céo

ADRg it d¥cs vat ¢ § ¢ci [hg®héac
Thu c nghing g ©y A D®mAalhé& theo hth’ ng phan 168l

ATC (The anatomical therapeutic chemical classification system). M& ATC
A mth thngphanlél m~ t r o ftghdl ° ¢ A% vao hhog
nh-m khS8kngqgvdu cth€ Bblharh garan m” nge h ¥%n g
cl ng nrhg@blnt2Qnth, HiLi t 2" h | dretinA héd'he ¢ a
chung[75].

- Phanhd & | “lc bdb €o: da vao ma ATC cathuc, Iby JH
bd 17 biWith nhémgliphs ch2 nh ( s 0ocss\8in hc i - lm d -
t “@gkhag.
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1 So s &n MhADR ghinhdh ‘Lc@ong bdo cAoADR g it
d¥€cs vat ¢ § ¢i [hg&hac
BiW hin A DRc niod bg b thud ng WHO-ART 2012
(Adverse Reaction Terminology). MbiW hi n A D’'R chud ®a’
mc PT (Prefered  @rhénmmd) bg ind I0ESyskeih L €
Organ Classesphaniddt chc cw mth me) tgHe.g
- Phan I&! bdo cdo ADR theo tch c AND [nhh ngh€
D avao maSOCabWwhin ADRc bs§o c8§8o (sSms s8§nh
V.i ¢ § C nghag.
f So sanh citi °~ hg& a bdo cdo ADR git d€cs vat cac
L"i ° hg&hac
B&8o cS8omADMARt dniéks vat c § ¢ci Lng®hac (bac
s, QQich®.,i he kh'&c)L8§h@® gi Nechdl"" hg& s &§nh
Chil "he b8&8o c 8o LADRh Lgd §WhtVigi€radet h an
(2015) ¢a h th' ng Documentation grading tha Trung tm Uppsala a
T ch cY t]Jth]gi i WHO (Trung tam WHO UMC) . Theo ph<€hr
n" yWwh hio” n t h" ndtinhbf@gtrurg inh ot eEWH G a cac
cHp thu ¢ ADR trong bao cdo, i WA hoan thanh bao capamt cHp
thu ci ADR ° &ti@h theo cong trc:

Cc=I1:2,(1 - Pi)

Trong L - : Whhodn thank ik thu c7 ADR

Pi Whphilgiami ° thg t®ng tin bthi/u

n Wh hoan thanh nt bao cao thd nhdila 0 va cao nHl la 1. Bao
c § 0 Whhoatthanh<0,8labaocéokémtch h @ v~ b §Wh c§o
hoan thanh t0 , 81 L \thia bdo cao dii °~ hg€t [66], [67].

So s&nh cehim cdge mgao cao khac (bac,s QL |
d hg, cac can by t/Jkhac) \Q
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- nWwhctil ' @g b8&8o c8§o theo ph€ehng phgp
- S béo cadocod cll “hg€t ( >0 ,v) Lt heo ph<e€ehng
VigiGrade (2015)
- S bdo cdo m c Wihi0 (khdng co thong tinQADR, vQthu ¢
nghing) t heo ph€hng ph&8p Vigi Grade (20
- S 1gvatl bdocao AR ‘ltquy k] 3m c: chd chh, co
kh[n £ n g ,Wheo-thartg Iphan ¢ a WHO[86].
2.22. M_ctiéu 2: Phant 2 ch L - mg d@® théngcqua s hinh
thanhtinhiuga ¢ & cngt p pBIN vV va cac ADR huy} h ¢ (mbl
blh dfu h&, gilm tiW cfu, thiJumau)d a t r °" nd K thnbas céo
ADRt nguyngaVit Nam t r &m2910ig20Bti L o
f Vai trd ¢,a ‘dc& thdng qua s hinh thanh tin hi u ¢ a céc
t f @®h pphnv
D atréntieuchichh L o & n nghSpopHTtvr ¢ Vi n Qu ¢
gia VQD _ ng va B nh truy nhj m Hoa K8[61], cac b&o céao ADR lién quan
I/Jh ¢ 8§ ag htprpn v t r o n g Yg20K0i 2014c€L & | a chn
nuth amanltrong2tiéuchppl achn nh€ sau:

1.n€ccanbytvJmdflascpHnv hotbpHn ngpHnv .

2. ADR xuHi hi n trong vong Ingay tinh t Ifn dung thuc cu i cung va
cobMihintrén2trong4hc h quan & -ahd - tidu hdai tim
mth (cAc biM hintréntngh ¢ h g U a niltHUetheoPh | ¢ 1) hotb

c6 bW hi n { t huy} &p nghiém trng.
B&o c4o ADR &b oY n/u cé mt trong cac tiéu chdn lod tr sau:

1.Bao cao khong lién quanitADR (bdo cdo nglL c,t sat, bdo cao

chil ° hg@hu c, bao céo khong lién quan thu c).
2B§0 c §o0 kthéhgtigwQtd i, gi L thu ¢ nghi ng va ADR.
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3.B4o céo ADR c6 MM hi n hid huy/} ap nghiém trng hdb c6 b
hintén2trong4dhch quan (bdta mich, chéntgptiéu héa)
n h €n g giah R hi n ADR tinh t Ifn dung thic cu i cung > 1 ngay
hoHb khéng co thong tin.
Quytrinhsanglc b8&8o c8o AI@WR cl8oyhtprodnan L
Vv (case) v  Db8o c/BocE hghtpgHvi(foncaseu a n
I ‘& trinh bay chi fi} trong Ph |. ¢ 2.
9 Vai tro ¢, a ‘] thong qua s hinh thanh tin hi u ¢ a cac
ADR trén huy/t h ¢
Cac ADRtrénhufhc (caslkfa ¥ o unbgohgm® n ¢
mHl btth du h4, gifm tiW cfu, thiu mau.
U MBI b%h fu ht

Céc béo cdo ADRtd ‘& s vat ¢ § ¢i Limg@hac khong ph
d&s (bacs, QU i chechaycaccanbyt]k h § ¢ ). tlr@un gtdrc h s
i u ¢ a Trung tm Quc giavQThdng tin thic va Theo ddi pfn_ ng c6 ™
cathiucthuc gith2010r 2014 €l &l achnwWptha m«ng L
th icactituchh sau L Oy:
1.B&o c4o ADR cO B qul xét nghimcho tiyy s | “@gbthdu L a
nhan trung tinh < 500/mhfi65].
2.M"iquan h gi athici ADR mH b%h du h& I' ‘& nhom chuyén
gia¢a Trung tam DI & ADR thfn "Mh" 3m c:chdochch, c6kifnt ng, ¢ -
thWtheo thang phan ¢ a WHO[86].
B&o c4o ADR &b loY kh i nghién ¢ u nu c6 1 trong céc tiéu chi
lodtr sau LOy:
1.Bao cao khong lién quanitADR (bdo cdo ngL c,t sat, bao éo
chidl ° hg@u c, bao cao khdng lién quari thu c).
2. B&o céo khong cé théng tirQthu ¢ nghi ng hotb ADR.
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3.Bnhnhannhh hn 3 ‘t,th&ng tu

4.B nh nhan c6 mh chinh héb b nh mdb kém la: nhim virus (HIV,
Epsteini Barr virus, Cytomegalovirus, rubellaaricella); nhi m khuX (s t
t h€©hng _imkho Brucdlld; bnhh thng (1 uptsthdgan L

b nh vQcollagen); bnh vOméau (bnhbthdutlb "o t - ¢, | h x°
lympho, hich ng loth dn t vy, thi/u mau dai @8ng); gim bteh dut mi n
( nh ngbnhnhannay, fmbthdu trngeypt bnh | T hhn

p h hi mwithu c).

5.B nhnhantipxicyi c¢c8&8c t § cc(dhhx@Eimenze® pc xd
ion héa)[65].

CS§c nghpeconHlanoncase. Tr oghlyp casg aont r €

case cnhrdxdgic il mg®&o cao.

U Gi[m ti cfu

ni “mg@ghiénculatticfc §c b&§o c8§8o "ADIRU tr o

¢ a Trung tdm DI & ADR quc giat 20101 2 0 1 4 c ghi@hht d ‘& s
v~ Ci§ chg®hac (bac:is QL i chethay cac can by UJkhac) tha man
" ng th i cac tiéu chif | a ch n sau:

1.B&o cdo ADR c6 B qu xét nghim cho thf s | “@g t\W dfu < 100
x 10°/L [21], [43].

2.M"iquan h gi athici ADR gilm t\W ¢fu ’Lc8hém chuyén gia
¢ aTrung tam DI & ADR thfn "th" 3 m c: chdochda, cOkint ng ,W c -
theo thang péin Iod ¢, a WHO([86].

Bao cdo ADR &b loY kh i nghién cu nu c6 1 trong céac tiéu chi
lodtr sau: L Oy

1. Bao céo khéng lién quanitADR (bdo cao ngL c, t sat, bao cao
chil ° hg@u c, bao cao khdng lién quari thu c).

2. B&o céo khong cé théng tirQthu ¢ nghi ng, ADR
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3.B nh nhan rab cac bnh: Xudl huy} gifm tiW dfu huy} kh' i tan
huyt t £ n gf], thifu tnauhidlishn.
4.B nh nhan #p xtc vi y/u f khéng plfi QL& ( Lc tinh méi
t T ng).
5Bnh nhoni(O, tiénay khd phan bt gii a gim tiW dfu
do thu ¢ hay do bnh ban xt huy/t gifm ti Fu t phat)[21], [43].
CS§c nghgeconHlanoncase. Tr oglyp casg aont r €
case c¢cnhrdxdgic il ° mg®&o cio.
U Thi/u mau
ni “mg@ghiénculatticfc §c b&§o c8o "ADIRuU tr o
¢ a Trung tam DI & ADR quc giat 2010i 2 0 1 4 c ghi®hcht d ‘& s
v " ¢i§ chg®hac (bac:s QL i chghay cac can by tJkhac) tha man

" ng th i cac tiéu chif | a ch n sau:

1.B&o c® ADR co K} qul xét nghi m hemoglobin An trong gi i hth

sau.

Blng2.1.Gjihh hemog!l obidin t hemgngb thi/ut r €

mau [77]
STT n, otui Gi. i hth hemoglobin
1 | TrGem 6i 54 thang tui <11,0 G/dL
2 |Trbemb5i 11tui <11,5 G/dL
3 |Trbem12i 14tui <12,0 G/dL
4 [N gl ( 01, Xhorig umang <12,0 G/dL
thai)
5 |Ph n cothai <11,0 G/dL
6 |Namgji (tDi) 5 <13,0 G/dL

3.M iquan h gi athici ADRthi/ui m§&’ w nHbrchuyén gia @
Trung tam DI & ADR ttdn 'th® 3 mc: chdb chdh, cO kifnt ng , W ¢ -
theo thang phan ¢ a WHO[8q].
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Bao cao ADR &b loY kh i nghién cu nu cé 1 trong cac tiéu chf
lodtr sau L Oy:
1. Bao céo khéng lién quanitADR (bdo cao ngL c, t sat, bao céo
chil ° hg@hu c, bao &o khong lién quan t thu c).
2. B&o céo khong cé théng tiQthu ¢ nghi ng va ADR.
3. B&o cao khong cé thong tiQi i, gi. i.
CS§c nghgeconHlanoncase. Tr oglyp casg aont r €
case c¢cnhrdxgic il mg®ao cdo
Céac bao cao liénuga nh chc ADR nghién ai (pHn v , mi bteh
cfu h&4, gifm tW dfu, thiy  m8 u) S alua ckrhsE L ‘@& ghan tich
cac chtiéu:
- S | &g mi ADR nghién cu trong nhém bé&o céo gt d ‘& s
I ‘& so sanh i nh- m chgEhacbacs, QL i cdhgcac canby
t/lkhac)theoth g n £t mi 20120 1 0
- T I m i ADR nghién cu trong nhém b&o céo gt. d ‘& s va cac
I”i * mgehac(bacs, QL i chgcac can by tJkhad so vit ng ADR
nghién cu ¢ atdicf cac nhomtheonh g n &t mi 20120 1 0
- Ch's ROR tinh trén cac ADR nghiéne t r o'ndg li’ € 20106
2014gia nh'imnk b§o °c§ vakhdng phi€ ¢ €(bacs,
L@ cdcac can by t/Jkhag.
Cong th c tinh ROR la ROR = (a/b) : (c/d) .

Coéng th ctinh khgngtineyvi  dh2nh x8c 95% ( CI
_ng la: Cl = ROR* exp (x1.96 x sqrt(1/a+1/b+1l/c+1/d)jv a, bg ¢,
'nh nghoa [mylsad3%,[@G:ng b
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B[ng 2.2.X § ¢ nhitac thanh pHn tinh trong cong th ¢ ROR

S bao cao t S bao caot. canb y ]
d€cs khéng phlilad €c s

S bado cido cd ADR

It a b
nghién c u
S béao cao khong lién
quan/h &c ADR C d
nghién ¢ u

ROR sau khi tinh toares ‘& binluch nh€ sau:

- ROR =1: S| “@g bdo céo td ‘& s trong nhém bao céo lién quan
L/ ADR nghién cu bag so vi trong nhom cac bao cao khéng lién quan
L/ ADR nghién cu.

- ROR >1: S| @g bdo céo td ‘& s trong nhém bao céo lién quan
LJh ADR nghiencucao hhn trong nh-m c¢c8&h bs§go
ADR nghién cu.

- ROR < 1: S| @g bdo cao td ‘& s trong nhém béo céo lién quan
L/h ADR nghiéncuthgp hhn trong nh-m c8c/nhbgo
ADR nghién cu.

Va khdng tin ey v i , €hinh xa4&c9 5% ¢ - T ngnk§ Mo a t
khong ch a gia tr 1 [64].
32. X lyd Ii'u

S liu ‘lcguthpvax lyblag ch€hng tr3nh Mi
2013, pin mQn XL STAT v tiinh SASE h&0ghK qul L ‘& X ly
thngké mofv ~ “db®idin ddshgt I phfn t trungny, khdng
t phanv.

D liuws | @g,t| bdoctko ADRca ¢€t heo ntm,
ths8&§ng t rth2040i 30 h4c fihéh tich da trénmd hinh Man
Kendwkiwh tra .on-g xuithepehgian hay khéng vam co,
xu mg L- |~ [ PHngQnhtang kedXLSTAT cho gia irS va
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P (mt phia). Ny S>0va P <0,05,thiph 8nh_nxu th@ g it r on
cac gia tr[27], [39].
Kiwh ‘#thChi b3 nhx®ph SBeg ngWkwh ihnii
lien h s khac bitvQt | b&o cdo ADR nghiémtng;bd ¢ § owhchl L i
| "@gft theo ph€ehng ph&8p Victixgrthd® ( 2
m c chdo chdh, cO ki n £ n g ,Wheo-tharig R'VHO.
KiWh chi§r Kolmogorowi S mi r n ocve dIne WKL'§ cn hLW i
chdl " hg€atng nHhi mhg®s tuan theo pham chu§ hay khéng.
N/u theo phanbchwf, s d ng t aAkiWwh Fh si’khac bit Wb chdl
| “@ggia c 8§c “in hmg@Nls khacbit ¢ - T nglfhima t h
c8c n'h-"mges dng Tt e SMKIWhL "th s khéc bit Wh chil
| “@g bao cao.@at ngdp “il °~ hge
N/ khong theo phan bchuXy, s d. ng test phi tham skiwh “h s
khac bit Wh chil °~ hg@®ao cdo ADRga ¢ § ¢ " in h ngehart gia
b&o céo Bag test KruskaWallis . Nu c6 s khac bit ¢ - T "ngkeh o a
g.a c8c “in hngéhisld ngtestManAWh i t We ¢ & Sdnchdl L i
| “@g baocédogiatngdp “il "mg@inhaumc P < °~ 0coiddko L €
T nghnglké. t h
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Ch€hng 3. KeT QU4 NGHI aN C U
31. Kh[o s8t LHKHc LiWm b8o c8o ADR t_

S

c§8§0o Gy ngc,a Vi t Na2eldgi ai LoUYn 201C

311.S" | € ng v ADRt | d€b&o scgo
1S 1@g,t | bdocdoADRc a ‘dc€ theotng ntmi (2010
2014)

Trong S 20681 b&o cao ADR Trung tam Qugia \QThong tin thic
va Theo ddi pin_ ngco Wi ¢ athucnhch lc€t rong v thAang 5 r
1/ 20/h@hangl 2/ 2014, c- BEHIA doE e, cifio L €
283%.S|@g,t I bAocaloADRm ntm v~ b&Sagict§o Al
d ‘& s thwhi n trong hinh 3.1.

S | &g T I (%)
9000 40.0
8000 3551 350
7000
- 30.0
28.2
6000 27.0
- 25.0
5000
- 20.0
4000 18.8
- 15.0
3000 132
2704 100
2000
1604 |
1000 3.0
239 452 850
0 T T T T 00
2010 2011 2012 2013 2014 NE m
S6 lwgng BC tir Dugc sy~ ™ Tong s6 bao céo Ty 1€ (%)

Hinh3.1.S | &g, t I bdo cAloADR ¢ a ‘dc€ theotng ntm
(20102014)
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Sl@gvatl bdocdoADRt d&sttnfg ttheo c8§c
ntm 2010 c¢- 2 309d% $ tvongctdpl80% b4 cab cfjin
13, 2%, nH may2a0da,8Ps vit452bao cao ADR trong hg $ 2407
bdocdo.® “d liu ntm 201 lc&0hab cdo ADRtd ‘&
s. trong t ng 3150 bdo céo, vt | t €h m@la27,06. Ntm 2013 c
th ng ké bdo cko ADRtd & s 1a1604/ 5962 t  ohifms |
28, 2%./JhChéaml 2 WI1840, €téao nidla 355% vis | @g
2704 béo cdo td ‘& s trong t ng 7625 bdo cdo gvQ Xétd gi ath Lo
20107 2014,tng $ bdo cdo.td ‘& s la 5849, chiin gfn 1/3tng $ béo
c8o tranlguch s

1S | @gvat I bdo cAioADR ¢ a ‘dc@ theo t ng thang (010

i 2014)

nWhBfy r » Qalinng g - pg€d¢iv ih th ngbéo cdo
t nguyn, s | “@gvat | bdocdo ADRtd& s cl ngcthrgké
theotngthAang Mt t h § ng IWh3 R2PO4. K gt nghp ‘lce
biWi di n trong hinh 3.2.

S | &g T I (%)
350 50.0

45.0
300

40.0
250 35.0
200 300

25.0
150 50,0
100 15.0

10.0
50

5.0

S6 lwong T3 18 Thang

Hinh3.2.S | “@&g,t I bAocdoca ‘dc® gi ath 20102014
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Trong 60 thang nghién o, s | “@gvat [ bdo cdotd ‘& s so
v. i t ng béo cédo trong hg thang cé st h d ¥ S L @g bao cao ghi rdn
L'edaongt 2b§8o ¢ §/& g 300 bad do mithang. T | béo
c8§o0o h"ng t/h§&irgrtc,| ntg3 @thang ti 44,9%/thang.
neng b\ dint | bao céo theo thang c6 § a onglL n* kholng th i
gi apc t4/€2 013 nsgunhbh3n thwmg@llhhncao v
nNWk § ecnhti g h a yvQL | “@gvat I bao cédo theo'th
gian nghién cu ti/h hanh phan tichdg test MarKendall. K/ qu kiVvh
'nh gatestnayvichyigiati s | “@gvat | badocdo ADRca ‘a¢€
theothi giant £ €©nh _ ryfrong fingSHn g
Blng 3.1.KJT qul kiwh "fih Manni Kendallkish t r a_ mxou thheay L
s | “@g,t I baocadoca ‘dc@ theoth igian (2010i 2014)

Mann-Kendall trend v .y e c
test / Uppertailed test Thayivas | &g Thayva |
S 1293,000 9940000
p-value (me-tailed) < 0,0001 < 0,0001
Alpha 0,05 0,05

B&o cdo ca € theo tng thang tuy c6 sd a gngkQs | @g
vat I, n hki@m gth Manni Kendall cho gia trS > 0 va p< 0,05 cho
thbys | @g,t | baocdoca 'd¢€c- xogh®€bn'giganheo t h

 Sosanhsl| “@g,t I bdo cdonghiémirngt d€sv"~ cBc L

t “@g khac(2014)

Theothng k°, c¢c8c Dbé&ol €6 dung BR DI&E
ADRQUC gl @git €hiQ “il * mng®hac nhau, bado g: = ds€béc
s, QUi chengodiracdcomt ~ hg®ao cdo i ‘nlh ~¢gat cac
can b y tJkhac(k: thud vién,can b phong KJhotth t ng h p...). KJ1 qul
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phan I bao cdo ADR theo nt |
I' ‘& trinh bay trong fng 3.2.

hghiém trng” t n g

n Hi mnge

Blhg 3.2 Sosanh's| “@&g,t | bao cdo nghiemtrngt d €cs vacéc

"i ° hg@&hac(2014)
Ntm 2014
KiWh
o Kh? ng )
) Bao cao Bao céo TT CSnh 'nh's
Canb nghiém khong . khac
t . nghiém m C , ,
y ] tr' ng 9 o bi' t X2
(BC - %) tr ng | nghiémtr ng
- 70 -0
(BC-%) | (5c. o)
D&cs 1732 950 22
(N=2704) (64,1) (35,1) (0,8)
BAC s 1702 1070 22 Pg"’r‘]rfon
(N=2794) (60,9) (38,3) (0,8) Square=
N e 872 673 9 éfl_ZG
(N=1554) (56,1) (43,3) (0,2) 020 D01
Khéac 247 311 15
(N=573) (43,1) (54,3) (2,6)
c §c n'k - mg@am giabdo c40ADR (ir n h - M Tnge
can b y tJkhéac), t I bao céo nghiémtnglnhhn b8§8o c§o

trng,
(64,19,

i

Ssau L -

trong ~€s,6 tnlh bam cad ®yhiém tng cao nikd

k ht

|:"(60,8%,tifp H&heos |Q dd- m
(56,199. Kiwh "tths khéac bitvQt | bao cao nghiémtng gi a cac nhom

" mg€ho gia irp<0,001, chngt t | b&o céo nghiém'tng gi a cac

nh - m Thg&ychénh nhau khéng n@i nh € n ¥ covs khac bitcod y
nghomg th° v csddi mghin®h bdo cdo nghiém'tngl n

nhHl.
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3.1.2. So s &mn Mhithu ¢ nghing ghinhdnt bdocédoca ‘dc€
s vat c § ¢i [ hg&hac (2014)

Céac thuc nghing g ©y A DRmalhé theo hth ng phan 168l
ATC v i bt 1 trong ma ATC ca mi thu ¢ la thwhi n nhém hu c. S
nhom thic nghi ng L ‘& ghi nkeh, fn stighbvat |t €hmggami
nhémthic" nh - M Th @ dsev”™ nh - m ‘ca§€hond phi
d ‘& s (Khaci D€cs) I #®nAhi ntrén hinh 3.3.

Téng 6417
Khang khuin tic dung toan than 4406 (68,7%)
He than kinh g, 48 (19(5‘%{))
He van dong  J™,35 1655379
Madu va cac co quan tao mau 1%%%&‘5%2@
Duong tiéu hod va chuyén hod 125115&,3%%‘?
Hé tim mach 5%-5%29305@%)
Céc ché pham hormone hé thong. trirhormone gidi § 72 (1,1%)
tinh va insulin 80(2,3%)
Céc loai khac ;g 8’%2%
Heé niéu duc va hormone sinh duc 5545 ((105%%)
enonip | 2961339
Chdng ung thw va diéu hoa mién dich 4618 1:21.;]//;’))
Datiéu | 13(82%)
Thuéc khang ky sinh trung va c6n tring 2(%]?3(%3% %)
Céc co quan cam gidc 3%8:}32}
mKhac - Dugc Sy ®Duogcsy 0 1000 2000 3000 4000 5000 6000 7000

Hinh 3.3.S o0 s &un Mhihu ¢ nghing theo nhém thu c ghi nhdn t,
bdocdoca ‘dc€ vat c § ¢i [ hgRhac (2014)
Nt m 2°0rhém bdo cao td ‘& s va nhém béao céo tc § Ci
t “@g khac(khéng pifi 1ad ‘& s), s nhém thic thu ¢ nghi ng ghi nhch
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L' QU nh<€baohrmald nhdmthuc. Trong L'c, trgenh -
L ‘@bdocaoniuntd hai nh - mEl t €mgwthahh phn,
bao gm: nhdbmk h&§ ng khuXn t §8c d, nghtm” d€tdh

68, 7% ° nhD® Khgc); nh-m thwhfen tigicn
93% nh-m d€ ¢ s:, iD€5& S: )n:h-mh Kihs8tch
tr°n h° vdn L ng (6,5% ° c¢c[ hai ngu
m&u v~° c¢c8§c ch quamh-trod@8au :4, 5% 2%
D€ ¢ s:), nh-m t€unhg tBeéulLhng ©f°wh
nh-m d€ ¢ s:, 3D8%c snh: m Kh§c

B°n c¢cUYnh L-, kJt qul c¢c,n cho t hbl
nh-m kh8ng khuXn t8c d, ng to"n thon
cin tr%ng) L€ ¢ B8ocec8&§d tIl nh-.-m d@&n

nhomc § ci ‘Img®hac
313. So s&wkhLLWm ADR ghi nhdn t _cacb 8o ¢
" i t € 014k h §c

M., i b4o cao ADR cé tghi nhdh nhiQu biwi hi n ADR khac nhau.
BiwWhin ADRcnmb€bugb thud ng WHO i ART 2012 (Adverse
Reaction Terminology). M biwi hin A DRc dhd& héa” m c PT
(Prefered term) va m P Tc nid@oa Bag mda SOC (System Organ
Cl as s e sng((SO€B myphanibt chc cW [ " mge

S cactchc cWh [hh “m¢E ¢gbi nkh, fn s ghi nhah
ADRtrénmit chcvatl gaching nh - m In & ds€vanhém
c §ci Img®hagKhaci D€cs) I m@inhha trén hinh 3.4.
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Roi loan da va mo dudi da

Roi loan ton thén

Roi loan thén kinh trung wong va ngoai vi
Roi loan ho hép

Roi loan hé tiéu hoa

Roi loan hé tim mach

Réi loan nhip tim

Ri loan tai chd

Roi loan tAm thén

Roi loan hé tiét niéu

R6i loan hé sinh san nit

Roi loan thi gidc

Roi loan huyét dong

Roi loan hé gan mat

Roi loan hé co xrong

Roi loan tién dinh va thinh gidc
Roi loan tiéu cu, dong mau, chiy mau
Roi logn chuyén héa

Rdi loan hong céu

R loan bach cau

Roi loan ndi tiét

Roi loan co'tim, mang trong, mang ngodi tim v van tim

Réi loan co ché khang
, Ath hong Ién thai nhi
®Khdc - Duge sy (N=7150)
Roi loan h¢ sinh sédn nam
m Duge si (N=3824)

94

(7.1%

45 (4.8
b (6.5%

)
)

580 (8,1%)

232
7(1,8
022,70
1.0%)
1.9%)
8%)
1.3%)
71 (24
1.2%)

L
%)
( :860)

1.0%)
\7%)

(6,1%)

0

===

%)

25%)

176
%)
,3%
19%)
3%)

£

O —_— —_— [

n

3%)

(28,1%

(28.6%)

0 200 400 600 800 1000 120

0 1400 1600 1800 2000 2200 2400 2600

Hinh 3.4.S o

nhdnt bao caoca

s §bn Mh ADR theot ch ¢

‘dc@ vat c § Ci

nhch 21 I

Cac bdocaotnh - mcd "
ADR
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ADR °~tBAo cdo nifu ntl® c[hainhdn "I "n & | ° “ng@han,g L
baogm:riloth da v, idag®8s5%i€nh-m d€ ¢ s:, 6
Khaci D€ c, r sloU toan than (28,6% n h - mc d,€8,1% nhém
Khaci D€cs), rilothtifn ki nh t r unyi (B89N gthom ™  n ¢
d&s,99% nhémKhad D€cs),rilochhéotp (6,5% nh- mcd€
s, 4,8% nhom Khaci D€cs), rilothhti °u h- ag6(l%€hng
nh- mcs,81% nhémKhad D €cs).
Th°m v o L -YADRcot1I Hhiadh hlo- mcR€

cao htbbRaghhdomconW gm:riloth da v idantilodh€
toan than; ri loth hé Hgp; r i loth h tim m&h; f i loth nhp tim; r i loth t4
ch;rilothh tiniu;rilothh sinhgnn ;rilothth giac; riloth h
ch x<€hloYtw cu ; glntaum cliy mau; riloth bteh du; r i loth
n i tiJt. Ngoai ra, tuy khéng n@li  n h@nhg- m c d @hi nhch thém
L'e3IdADRIA:Riloth c¢ch tim, m' ng trong, m’
[n h " ig®n thai nhi,riloth ¢ Bkhdandiva nhém bao cashdng pli
d ‘& s ghinhchthémtiloth h sinh §n nam.
3.14. Sosanhb blt | € ng ADR ¢ @€ tev§o:t. c8§c
t € ng (2R14)8 c

TSo s&hbthbILihg® bS§o c§o imdfs2vatl 4 g
c §ci [Lhg&hact heo ph€ehng p208&p Vi gi Grade

Trong €i2@0i 2014 ntm 2 0dl 4c§ h'i@g bab
cao ADR nhi nhdl Vi vdy, nghién cu ti/p hanhl. § n h hi i* fg€a
c8c b8o c8o ABRIdmgpbefbngtmh@p yVi gi Gr ¢
lamttrongnhn g p h€h dgnhdpvahiph paid ¢ indh i LB |
hintd WEEnh gi &8 b8o ¢ ol vbBoRcaottngogyng;ac h s
Vi t Nam.
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Theo thang Wichdl i Gg®aalcdq co did tcao nitd 1a
1, thep ntEl | 'iwh 6HE " nhg®@4&o cdo ADR ghirdnt d ‘& s vat cac
I"i ° mg@®hac (bac:s QL i ch@ caccan b y ]k h § ¢’ ) trith®ay
trong hinh 3.5

— - [ J
3 . ="
[ J —_— [ J
(e0] - . [ ]
- °
[ J [ J [ J [ ]
‘ [}
© - o . . H
) ° ° °
b . ] ' ]
) B ) ) . .
. ° o
[ J [ J [ J [ J
o ’ ° )
. .
~ s ° ° °
[ J
O [ ] o o o
Bac s D€cs: Canb ytvlJKkhac n @ e

Hinh35S0 s ambhBiLihg® b§8o c8oindfs2val4d g
t c§ci Ihg®hadct heo ph€ehng ph8§p Vigi Gr
Hinh 3.5cho tHsy , Whicktll “@g bdocdo.a ¢ §c "in hng@d L

t ©h nigao,lphanbgfn giatr 1.T r o n g phian vy 25%, 50%, 75%_ @

nh- mcd®ing nhaulQ blag 1, c Bbdagchnt ptéo v

t ©h mgc a cdc nhom cortl. n Q nay chra, s phan b L \khchil °~ hg€

ca nh’aostd@®hnig damg@il L

Test Kruskali Wallis cho thyy Wthichidl ~ hg®a&o céo, @ 4 ngun
c6s khacbit c¢- T ngh o khac(bpt »QU WO DD ) hg@iSa
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c §c¢i Lng®ao cao fip tc ’lt®Wh "hh bRag test ManaWhitney:

n Wh chidl ~ hg®éo cdoatngdp n h@moslkhacbit c¢- T ng
thng k° (p=0,000Ycsvt - WMiich -~ h ¢®@he amo dKhn
v, icac nhom cond vas khacbitnayc - T tmmgké& a

 Sosanhsl| “@g,t | bdocdo ADRgit d€cs vat c §c¢i L

t@g khs8Wwhchtd “HyEtva" m c Vihi

Theo ph€hng ph8p Vi g Wecohih dimg€tdag o ¢ !
nhng b§dé WEr0,8. Baocao ADR rdn m ¢ \Vih 0 khi khéng c6
théng tin WQthu ¢ nghi ng va/hdb ADR. S | “@g,t | b§o c &8h c -
chil ° hg€t, khong ttva" mc Whi O ntm_a20cl®8c giih- m
t “@g bdo cdo (bacs QL i che caccan b y tJkhac) thhhi n trong hinh
3.6 (xem trang sau)

Nhin chung, bdo cdo ADR % n h"i m ng¥ao céo fu h} co
\h chil * hg€t. Trong Hh -, mcd €t [ bdo cao'tt cao nhi
(90,69, sau L - | .7 (84,6%, tifp /H8d "~ s M@h - dhe L i
(82,999 va thgd nhil 1A nhém céac can, by t/]khac(81,3%9. Trong 3 nhém
'i "he bS§o c8os,bdcs h@: di®e nhesmecldng | -
nhéom co't [ bdocdo m ¢ Vh Dt ntElv it | 0,6%. Kiwh “th X2
chotbft I bdocaott" c §c n'h - mg@bs khacbit c- T ng
(p<0,001).

39



S | &g T T (%
100.0
2400
570 90.0
il 813
- 80.0
2000
70.0
1600 60.0
50.0
1200
40.0
800 30.0
20.0
400
10.0
13108 2[0 3
0 _ 0.0
Durge s¥ (N=2704) Bacsy(N=2794)  Dieududng (N=1554)  Khac(N=573) i ° ngQ
mm S6 lwong BC tot 56 lwvong BC 6 mire diém 0
—o—Tyle BC tot =—Tyle BC ¢ mtc 0

Hinh 36.Sosanhs| “@g,t I b 8o c¢ 8Wwhchell “@gitva" m c
LWh O ntm a 0cl®c gih age L
! Sosanhk/tqul L 8§ n h ‘dlié®quan gi athu cva ADR ¢ a

bdo cdo ADRgit d €cs vat c § ¢i [ hg&héc

ThX¥n "‘hh miiquan h nhan qffgi athic v~  A®HRo choda
mt _lbddantrng trong qgu§, tbiaoedoADRID&wEmcagi §
tiéu chill § n h¢ agthaBg phan " & WHO $ d ng, quan h nhan qif
I ‘& nhém thanh sam c, bao gm: fi cdhchch 6 ¢ m1) , [ritcn g ok h
(mc 2),Wndgecm 3t)h, fdkdich 0 g ¢ mBo h€eaii gHth®n |
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(mc 5) v Wehanhdl mg oG8N/ m i quan h gi a thuc va
ADRLE&quykl 3mciicdichh 0, fHoknégd, Wthithdc t h
L coi i Iic¢niADRaThngk&s | @g, t [ bao cao
ADR °~Et®Mm ‘th° 3m cnayl ‘& trinh bay trong fhg 3.3
B[ng33.Sosanhs!| “@gvat I b§o c &quykipei c - iliém
quandathg cvaADRt d €cs vat ¢ § ¢i [ hg&hac

BS§o c&(B§o c &
.. quy k/}* 3 | quykil 3 Kiwh “tihs
N0 o3 | mc4ase | T N9 khac bi t
(BC - %) (BC - %)
o 2613 91
D€cs (96,6%) (3.4%) 2704
_ 1487 67 Pearson Chi
Qe g5 704 (4.3%) 1554 | square =
2624 170 20878
. Df=3
Bac s (93,9%) (6.1%) 2794 £<0.001
. 536 37
Khac (93,5%) (6,5%) 573

B§o ¢ §o cAdBably®]givQl &th¥n hhhHuh} 3

mcquyki 1, 2,3. Tromg dhi, mgeiocaothihhog t
bdocdogit d&s cot I th¥n "h° 3 m c nay Ia cao rifil (96,6%),
cao hhn ¢ ngke sowigdc ghedm ¢omd (p<0,001).
32. Ph©n t2ch L-ng g-p c.,a d€ c¢c s: tI
c.a c8c tr€ ng h p phln v v" c8c £
gilm tiWu cfu, thiJJu m8u) d a tr°n
c.a Vi t Nam tr o208 gi ai Lo4n 2010

3.2.1 Vaitroc a ‘dc® théng quas hinhthanh tin hi u ¢ a céac
t fr ®@®h pphfnv
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 Sosanhsl| “@g,t I baocaoplfnv ghinhdht d €cs vat
c § ¢ci [hg&hac (20101 2014).

PHn v la ADR nghiémitrng, d gayt vongny Kk h " gl €
Lo8n wKptRitr ong kHnv I cé thwdihra v i rii nhiQu
lodthu c. Vivdy,lod ADR n "y tHicficAcranbyevjval ond v
Clnh giac B2 ¢ quan tdm. K qu[ th ng k& s | "@g,t | céc bao céao fim
Vv catng nhi- mhg®ao ca theo thigian (2010i 2 0 1 4’ mikhe
h atrén hinh 3.7

S | ag T I (%)
1200 70.0
60.0
1000
50.0
800
40.0
600
30.0
400
20.0
200
10.0
0 0.0
2010 2011 2012 2013 2014 2010-2014 Nt n
= S5 luong BS WSS wong DS S6 luong DD S6 luong Khac
——Ty 1& BS ——Ty 16 DS Ty 16 BD ——Ty 1& Khic

Hinh 3.7. Sosanh's| “@g,t | bdocaopinv ghinhdht d €cs va
t ¢ § Ci [hg&hac (2010 2014)
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Trong 5 20m0 rA014, S | @g bao céo pdin v t Ag lén
khoflng5Fn,t 161 b8o c8o0o ntm 2010 | °n 878
tng nhi- mhg®ao cdo. Tuynhién,m , t Lt 'htgn g n hi- Mg
b&o cdo c6 skhac bit,s b§o c 8§80 n Lirs baccdo£2018 vhénv
bac s va caccan b y tylkhack h 8 ¢ t £ fng 3 Fn°, n nki@ anche i
t £ nghg6lfro v ° n bs tmt ol ¢ nhbhkhong 15 Fn.

T I bdocdopmv ci ng tchdiys L&§ng ch¥%:do, nh
t | bédocéopmv trongd 5 n KQncaol tuy nhién tbiw ™ E6 thwthby
consn”y c¢-nggimdm€&kholng 60, 3% n hg37,®0 10
ntm 2014. Tmongicki il n-y, t Lngt L4L3%0 r »
ntkm 2010 | °n 38| 6ntllt mr 20 b4 4 ngBHai tm L
nh .- My Lddvanhémcacanb ytvjconk, t ' t h a ykhohg nhiu.
T uchung §g i abh 200@® 2014, bacsv¥ | i" ° tig<€hinh trong béo
c8o0 CBgchptphn& ,ti/p t heo L -°clk’vivahtrd quand €
tr ng trong ghi nbh lod ADR nay.

1 RORc abdocdotdecs t r ong ~ aoghcp phlnveva cac

tr@®hp khtng I/hpphfmvquan L

Chc ntng, athth2ng bao cao tnguy n la phat hin s m cac
tin hi u vQnh ng ADR m i, hi/n g-p va nghiém trng[39]. Whhat hin va
L' §nh giusQmtifuan hhgi a ADRvathic t r o'ndgli ebdo s
cdot nguyn,hinconhlu ph<€hngcgphiEe. LBuUyYy nhi °n,
phap phat hint I khéngcanxng | ° p h €hembQ puhg8dm L €
Clnh gi'6¢ ©¥ng nh€e Tr aWdOostdonm, gh ©mng §
phdp nay, cac chs ROR (Reporting Odds Ratio), PRR (Proportional
Reporting Ratio)) R hpvimts thbngs b sung Wh ‘@ X, i
kholng tin ady 9 5 % s L'dé g Wphan fch [51]. Theo mt nghién cu,
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RORcolithh hn .8 0 PRR

[59].

khi L &mbéogéo gnguyn ° n

T sud chénh bdo cdo ROR tinh trén b&o cad f& s trong nhom

cacbdaocédofdimv v -

b§8§o ¢

§ 0 k Fiphgv theb thihgiag u a n

(20107 2 0 1 4 X trith'®ay trong fing 34.
Blng 3.4.ROR ¢ ab&ocdot d €cs trongc § ¢ ngh ©phlnv va

khtng | i/hphfngutkeat nlg nt mi Z0P4p 1 0
Nt m ROR Cl 95%
2010 1,18 0,741,88
2011 1,09 0,781,53
2012 1,04 0,81-1,33
2013 1,17 0,981,41
2014 1,21 1,057 1,40
201062014 1,19 1,0/1,30
Chs RORQLNn hihmdc[c §c nt ey bacchod d Eh

ssvQc §c nghrp®Hnv nh3 n
4 . ¥ ®a'th 2@ 2Q14, bao céo td ‘& s trong
nh-m cigbhpphin€cao h
phfn v kholng 19,0%, mc

‘“ntm 201

nhdh ¢ § ag htpmpHnh v | -~

ch agiatr1).

ttng
C.
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o

3.22. Vai tr, c.a d€e ¢ s: thtng, gdua s
ADR tr °tn hhucy J]
f Sosanhs| “@g béo cdo ADR huyl h cghinhdnt d €cs va

t ¢ §ci [hg&hac (20101 2014).

ADR trén huyl h clanhn g A D'Rg khé gBat hin do ¢n pHi
ti/h hanh lam cac xét ngm. Nghién cu ti/j hanh thng ké cac ADR @
huyjh ctrong ¢ hl lisubdo cdotnguyn t r on g 20807 @04n t
va kjtqu[ vQs | @g,t I bdocdo ADRQhuythcca nh  as &€
nh- m "¢ § ng®tdng phi @ €L & trinh bay trong ng 3.5

KJI qul cho thyy cadc ADR WQhuy} h ¢ ghi nkch  °Lc€ tHi ¢ cac
nginbdocadd r ongd t bbascdo ADRcfnsHithghy, trong 5
chcotng 9 nghtpr €

Trongs L' - " b &o C &ghinitheeh yjut ¢ § ¢ci  Lhg®éo
céo khac, cac bdo cdod ‘& s vQcac ADR nay khéng nfi : 5] @7 tr
h p.
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Blhg 35. So sanh's | “&g bao cdo ADR huyi h cghinhdht d €cs vat c § ¢i [ hg&héc
(20107 2014)
Mblt bUYch o Gi m ti Wu Thi Ju m8u T ng shuy/ts
- | Khac o Khac o Khéac - | Khac
nem P lde | . | PS lde | | | PC fde| | PSS lde | |
' s: [T n ' s: | T n ' S T ng ' s: | T n
SL-% | SL-% SL-% | SL-% SL-% | SL-% SL-% | SL-%
9 9 9 9
20101 0 g g g g g O 11000)| @00,00] © |(1000)| (100,0)
3 3 3 3
201110 g g g g ¢ O 11000)| 100,00] © |(100,0)| (100,0)
2 2 3 3 5 5
20121 0 g g 0 1@o00,0) (100,00 © |(1000)| (100,00 © |100,0)| (100,0)
2 2 2 20 22 2 22 | 24
20131 0 2 2 O | 100,0) (100,0)| (9.1) | (90,9) | (100,0)| (8:3) | (91,7) | (100,0)
2ota| 1 . 1 1 4 5 1 49 50 3 53 | 56
(100,0) (100,0)| (20,0) | (80,0) | (100,0)| (2,0) | (98,0) | (100,0)| (5.4) | (94.6) | (100,0)
2010 | 1 . 1 1 8 9 3 84 87 5 92 | 97
2014 | (100,0) (100,0)| (11,1) | (88,9) | (100,0)| (3.5) | (96,5) | (100,0)| (5.2) | (94,8) | (100,0)
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1 RORc abdocaotdecstr ong ~aghcp ADR tn
huy/th ¢ v~ k h? ng/hADRYé@n huyd A o (20100 2014)
Ch's ROR " ¢pBantichbocacbdocaotd‘@&@strong ngBp tr €
ADRtrénhuyfh ¢ v~ “odghep tkrh€ ng ThiADRitrémghuyd n L
h c. KIF qul L *& trinh bay trong ing 36.

Blhg 36. ROR ¢ abdo cdot d €c s trong cac ADR trén huyl} h c va

khtng | i/hADRdrénahay/tH c (20107 2014)
Gi aith L ¢ROR Cl 95%
20102014 0,14 0,06-0,34

Blng kT qul cho tHs} bao céo.t d ‘& s trong nhém ADR Qhuy/}
h cthgdb hrHinhiQi so v i nhém bao cakhongl i ° n Jjg ADRmrénl
huy/1 h c.

a7



Chehng 4 .xNBéN LU

Theo quy} ‘nti s 6 8 / -QTiy ¢ a th t @g chinh ph phé duyt
Chi/h "ct@icgaphatthd ng ‘rchvitN@ngi ath /Ao nt m
2020 vafm n h/hnn £ mm2t@d@nhn g g Wha phat tt nganh
D&c D§mthh hdt  nlg DM sang va fh gic DoEl6]. Trong
b i c[nh vh QHn toan thuc hi n nayl’ a mHl & §uan tdm, (hh giac
D€ c noéi chungi h th ng gidm S&tADR noéi riéngngay cangl ‘& phat
tivd. Th ° m vt ¥i t Ram,bdo cdo ADRUW langin ¢ i lisuch
y/u h tr hod  nk giam sat va phat hi tin hi u vQcéac plfn _ ng c6 M
cathic h tr vic [mibloantoankhisd ngthic.T. ntm 2B 10
Y t/]giao trach nhim choTrung tm DI & ADR Quc giatr thanhlfu m i
thu nheh, X 1y, th¥n "‘i.h v " tHil cBcéc Hao cdo ADR tnguy n  ‘lc€
git c §c ° E@trs$rén pim vi toan quc[8]. Caccan by tJLQ ‘lc€
khuy/h khichtham gia bao cao ADR, tuy nhiém ! n RUV201®/TT-BYT va
t ht n3PROW2ETBYT conhbh mthh: d ‘& s, Holbit | 'ts e
sang co trach nhin trivd khai mth g | i thé® doi, giam sat bao cao AOH],
[5]. Chinhvvdy ,WhiinnkhId L - ng g¥ljpat t€vih thng
b&o céo_ t nguy n, ching toil. 4i/h hanh ra soat, phan tich d u bao céo
ADR t4 Trung t©Om t/pbnga0R0UM 201K i °sna ut il -
so sanh céac chiéu phan tichgianhénb 8§ 0 c §osvYanhd® ¢ §c L
t “@g khac

NhinId ¢ b li'su b4o ca0ADR trongvong5 ntm, & k¥%ng
thuchhe kjgich2nh nh€ sau:

S |l@gvatl bdocdoca ac€c- xogh€erLsd @y° n
vat | b&o cdo nghiém'tng chinhcht d ‘& s 1a cao niiitrong cac ngun
b&do cdo Hn Wb ithd ¢ nghing va ADR kHo satt nh - mcd @t
c8§ci hme® kh8&8c nh3n“ nghChkh gh & b § €hbci@o L L €
blo v’ th?!ngs duigdpp m'r @ity bf§ o thodo KBBhL

48



gia mi quan h nhan qif gi a thu c va ADR. Bén Eh h  titong, s hinh
thanh tin hiu an toan thuc v i nh ng lo4 ADR nghiémtrng n fn® , p h
desclng La«ngc L - migd gittdngrgha vic ghi nkth ngay
cang nhQu béao céo Qcac t “@g h p pHn v theo thi gian.Nh ng n i dung
n"y ¢ h¥%n gc phépban kh chi tiltrég nh ng pHn sau:

T VQs | “@dgbaocdoca ‘dc€ quat ng n20h0i 2014)

B&o cao ADR t nguynlaph<€hng p kp&pli uvQly art h
toan thic ‘le@ dngrng rdi Tuy nhién,t I b8o c &80 cCAMR L ¢
nhch so vith c tJcon thg. M t nghiencu L « Bgh ADR h &Bao
cao ch chi/in khdng 6% tng S ADR x[y ra trong thc hanhlam sang
[4]].Do l.nmeys | “@gbdo cada m t trong nh ng m, ¢ tiéu quan
tr ngtrong cdng tac bao cdo ADR

Trong nghién cu ¢ a chiing t6i, bdo cdo ADR ghhdh ‘lc€d ‘&
sng”y c ' ndst¥gegtl Sorviftings bdocdomi ntkm, t
239 bSo cS§o /mLm3,20%)0 I(°crhi 452 HWEo c:¢
18,8%) va 850 bdocao (i 27, 0%) nELn/pRd® 1L2L@A&R n h
28,2% ntin 2603 bS§o ¢ §355%vi2704hép cdo» r
ntm 2014. chrdnghi adh ullnogdo cdo ca @ € kha cag
chi/n khdng 1/3'tng $ bao cdoK/jqur khf[o s 8§t cl rnvgs t €hn
| “@gvat | béocdoca ‘d€ theotngthangmrbdicosdaongl
nh€ng nh3n ¢nthemthigibn’ HhbktikWE thding 4/2013t
' b&80o c8&o KhgQ.kh fonaywstiM gilid atrévs r a igla
AHEe ng d hdt | n giamsatpfn. ngco M ¢ athictd ¢ §'ckhdamh s
ch a bnho L ‘& ban hanh kém theo gy ntis 1 0 8 8-BYJr, aB Y
tngay 4/4/913[3]. V fnmayb 4% hanh lang phap I§ h Yag s tham
gaca dc€trongcdngtacbdocdoADRhe&yy L - ng ‘¢€p c
v. i h th ng bdo cdo ADR Vit Namt rca@v}la“® s | “@gbéo cao ‘&

t £ n’gngtbed thi gian NhiQ nghién cu khacc T rgkh3n g nhic’ ng
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h/hga ‘c¢€ vOmtus | “BgbdocdoT4 Canada, dtliruong
qucgiantm 1199 B80 c 8o cAIDR dies 1al n nhl
(37,6%)[56]. T4 Trung tam ADR Columbia V €h n g ¢ Al trong hai
ntm ngay ~sa l ‘@kphép tham&@ia vao hh ng bao céo AR,
thngkécllUn73, 6% b&§o ‘cg§ot dAPR 383t d&s
bnhvin,34,8%td&s cng nd)chimt I cao niditrongtH c[ cac
ngu n bdo cad56]. Trungtam Cn h g i’ 6 8 n D €halN<h ng ké xét
vQs can b y tJtham gia thc hanhbao céo, c6 0,55% y ta, 3,96% bag¢ s
7,08%sd@ib8§8o c §dhTABYRAMB0.S tham gia béo céo
ADRca c¢ §cs ldnesang¥ b nh vi n Masih Daneshvari Iran trong
khofn g 1 _n3k/nR Ot thandi 2/2011). «[i thi n vi ¢ bdo cdo ADR
khisosanhvid liu° thi gi . an LI, @ ADR ghi nth ’‘lc€
tLtniy Bilib8o c8§o ADR gt 4@%t 20A6Yend0% r
ntm 223]10

1 VQs | &g, t | bdo cdo nghiémfrngt d €cs sovic § ¢i L
t ‘@gkhac( ntm 2014)

PHn_ng cé M nghiém frng ¢ a thu c gay ra nhng hdu gu nHag
nQL'iv.isckhe nig@h, viwyrd °E e trngtrong Onh giac
D€c. K/} qul t ng K} s b&o cdo nghiém'tng/t ng S bdo céo cat ng
nhoml’ i ° ng®ao cacho tby,t r on g 3i hhg®amcad chinh (bac
s, d€ Qi@ des lanhdomeos | “@gvat | bao cdo ADR
nghiém frng cao nhdl (1732 bao céo nghiém mgt ngs 2704 bao cao,

t ‘©h mg64,1%), sal’ -la nhém bac s(1702 bao cdo nghiém tg/t ng

S 2794 b8o afa9%MI&HN(ge ang Q7 hgd@7In L i
b&o cdo nghiém'tng/ings 1554 b §o0 _m@§?5%6,P0). Coltnigy, t

t | b&o céo ghiém trng t cac ngun b&o cao chénhdh khéng nhi,

n h€n g niog¢ a nghién cu khd | nnéns khac bitvvhc - T ngh
th' ng k&. B4o céo nghiém'tng ghi nhch  ‘lc€ d ‘& s trong nghién cu
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cot [ LnnL@nayci ng {®ghmigiqlicongb camts
nghién cu khac trén thjgi,i. Tr ong c¢ch<€hng t_ra’FDA Me
(ch€hng3nt it ¥ mrig béo kAo trc ti/p cac bih ¢ bHI it canb
y t/), S b&o cdo ADR nghiémtng ghinkht d ‘& s lanibdh h mnsh
V.i ¢ § c mgiRhAac (chim 68%t ng $ bdo cédoj20. Nt m 18 oID,
ant hah!Il§nh gi §cgd -"d€® b ghvipn L « cthhntd Anh.
Trong th i gian trivd khai LQéan t ng K[} c6 72% béo cdo.@ "¢€ b nh
vi n md { cac ADR nghiém tmg va con s nay 1a 48% nhom bao céo, @
caccan b y tkhac[22]. T | béo céo nghiém'tngl ‘& git d& s
trong nghién cu naythigd  hsh wni c& nghién cu  ‘Lc8u trérco thito
tiéu chuq), quy trinhlachn cl ncachb 8®h gi § bS§ongc §o
la khac nhau.

f VQLHb Mhhithu ¢ nghi ng va ADR ghi nhdn t béo céo ca
decsvat c§c¢i [hg&ac( ntm 2014)

Cachédocaotd ‘& s vack il "hné kh8§c 4 «t @hn g ni
nhau Qs cactchc cW Mh “Mmyg€l ng 5th €ADR bioe
cilonh@undl” cfhai nh - ng@€Qbaogm:riloth da v, i mt?
da, filoth toan thany ilothtifn ki nh t r u rHoi, rétlewdgd v -~
hbb, F i loth h tiéu héa MHukhag tinh trung binh'sADR ma mi ¢ €
va caccan b y t/lkhac ghinkh L ‘& laxgpx nhauTh° m vk len L m,
nasf chcchWi fnh M@ ‘a¢€®baocaocét  cao hhn
hotbblag soyit | nay’ nhémc § ¢i  Lmgeon H. Ane GeddeDahl va
c ngs khikhfo skt MWhibao cdo ADR; ad ‘& s tiNaUyc | g
I €a Jprqd [ kg thuh v i nghién cu ¢ a ching taiR i loth tréndava
m! _dd@ trénh c kx €h mré&nth giac,trénttMi Fu-L * n g - anu
mau trénhd hgp..co6 fn sl bdo cAoADR° nh - mcd €a o nhdmn
bac s [34]
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Trénth ct/J d€cs tuycOL Q ki nti/p xGcvilamsang? t so hn
V. i cac can by t/Jkhacn h € DbrgayQsL thégn h €vi g ghi nhch va
b&o céo cac ADRI[y ra trén bnh nhan la khénthua kémNgoaira,” nhém
d ‘& s, oon béo cadhém3 o4 ADR [a:riloth ch t iromg, margn g |
ngoai tim va vartim; [n h * mg®@n thai nhiy iloth ¢ Bkhdangg n oy | -
nh ngt ch c cOADR x[y ra v i tfn sud thip, cho dus t T n@ h p ghi
nhdh khong nhy |, n ¢to@W g" Whikh i Fulg i y cho vi c nghién cu
tim hiwd vQnh ng ADRm itrongdn h gi § eivdpl8y n " ylL « 1 ng
mangHnhng T nHEymipa nh

Sosanh WIH Wb thu ¢ nghi ng phan 131 theo nhém thuc gi a
desv™ CcigchgBhac, ffqut hudceleng t €fhweg khi
s § ntbh VM ADR. n - | l@gnh&m thic vacac nhom thuc €It bao
cédo nhQu nhiikha gi ng nhau Qthanh plin gi acéac ngun béo caoNghién
cuga ch¥%ng "tkliqgutdnhn ¢ @ gingvifngkica
nghiencu’ NaUy," mts nhomthic ‘lt®aocéo it [ cao hhn t
d@&snh€e: nhct Gentgh ut Ty tiéu E6®va chiy hoa, trén'h
tim mth, trén da liu, trén h thfn kinh va h hé hed [34 vah hn a,n
nghién cu ndy vaitro ca ~d € trong vi ¢ ghi nkch thu ¢ gay ADRcO xu
h ehgtichc ¢ h h n hflk Hificacnhém thic, t | bdo cdoca "€
I'a L@ nh hnktoblmgsoyinhoml i ° ng®ao caaon .

T VQchbl " hg&éo cdoca ‘dc® vac § i Lhg&hac( nt m

2014)

Tin hi u an toan thuwc c6 L ‘& hinh thantv © ¢ - haykhégdh o a
khéngch' d avaos| “@gmachki "hé® thing tin B0 ng
bi t quan frng. Chang téil. « achn ph<€hng p bhEip @4 Eo h ¢
cao ADR theokhuy/h c §o0 mtanrur@gyGrh SWHGUMC b i
phehng phh&pn,d@o hamhfu W} cac ni dung quan trng trong
b&o c&o va phU'Ip v i m¥u bdo cdo ADR hin hanh # Vi t Nam Thang
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LWhnayda tr °n hai ts tfyul ¢contpletén8se)vagzhi 8§ | -
h p (relevance).cac § ¢’ ntgr @ h ' n gcar b ynt]hbae thanH24).
Theok/t qu L § nif, L \th chHl * hg®éo cdo.a ‘c€ phanbt €hn g

i “nlgQ,hfu i Gkfnm c Whii (¥ 1,0)va caoh hao y

n g htlp ag késov, i L \Wwh chil ° hg®ao cdo.ambacs, QU i chehotb

c §ci ImgeonH. T I bdocdoca ‘dc€c - Wichdl ~ hg®t( M

>0,9 cl ng H &hipca,6% trohg'tng S bdocdoniQu n "y clr
I ‘& pHn anh nh ng nghién cu khactd Vi’ t Nam Nghién cu ¢ aTr nh

Th H'ng Nhungt r on gd ditu g i % R011F ®O13haynghién cu

L& tivi khatdbnhvinph siln Trung ahtiig Micd Du:
thby, WH frung binh b&o caq a cacngl n bédo cdolQi caon h€ng nh -
d&s | nh - -Wntrung bini ¢l ° hg®&o camat | bao cao'tt 1a

cao nidi[12] hotb khong ként § ¢i Tmg®hac[10]. Nghién c u ¢ aTrfn

Th Ta Anh, phan tich Hd  nij bdo cdo ADR4 3bnhvinl a kidyp a
tnh:bnhvinl a k h[ogNinQbnhvin L a k Homeab nhi'v nN
Nh©n DOmhtrédgga allht b @ m 2/ 2002 cho thy b nh vin

Nh©n D nhcddth * hy®ao cao t nhEly, i Wh trung binh 1a 0,97

vat | béocdoco dil ° hg€tlacao nitli(97,57 %.B nhvin ¢ -c clle

| “‘@gbaocaotnhe dv | © do 10 0&h bhErmbic SmE & &
khoac[D® - ng c@- €V ibiocdo ADR mtbchdl “h ¢ cl ng
I ‘& thwhi ntrongmts cong b khactrénth]gii : trong cgc b
gitiFDA[20,hotbtiCh qu & ph¥mdN@Uy[34],d&s ¢ - W |

chtl | “@g bao caaao va khdng c6 skhac bit L 8\sogy i ¢hHl °~ hg€

bdo cao cabac s. Hh n_ a theo nghién cu ¢ a Grootheest r ° n  h hn
qu cgia, ¢ § c. coo® | @g bao cad d ‘& s | n, thinh ng théng tin
trong b8§o “clfyo, lhBAdcagco Bl ~ hg€t  HM]nCo thw

thBfs L - ng .g- p & cs oy cong tabao céao ADR lakd | n vi

cac bao céo i chHl ° hg@t sSgitpchovi cth¥n ‘'th, L&nh  gi §
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nhan qff gi a thu c-ADR va phat hin tin hi u an toan thuc L ‘& hi u qu’
hhni@ n" yL <& Brthyhi n rdtheo K} qul th ng ké ¢a ching toi
V. 1 96,6% cac bdo céADR g it d‘& s L ‘& quy K} 3 m c cao: chb
chda, co ki n £ n g , Wtheo thangh¥n 'th¢a WHOvac ao h hin s o
cac ngun bao céo cortl.
Ho4  ni bao cdo ADR phthu ¢ rHinhiQu vao nlekhth c ¢ acan b

y UJvQtFm quan trng, cach thc hi n vacéac thong tin fn bao caoKhlo sat
vOnhdhth ¢,  t ,HhScihanbbéo cdo ADR ca can b y t/jcho ths) d€ c
s 0 ¢ hiwt fyl , Qkhai ni mADR cao nidi[17], [19]. H han1008%6
deas tfl iphipkhosattib nhvin L a “rhQdng Nibhcho rRag
vi cbdocdo ADRlaquaniingbic §c | T gilpr § onh ¥@phat hin
ADR m i; x § cnh ¢ac ¥ QL i ° n Jp anaacan thuc; gép pkn [ri
b[o an toan cho mh nharhorb gitip chia $thdng tin ADR vi ~ ny nghi p.
100 % C@&< naylc@ n gh thidhbao cdo ADR la it phfn ¢ a cong
vic Lan@h?t immyvf ohhlth-c, "lt €8 ¢’ ng It p&Fn bao cap
cl ng k€ c’tcd #hi gp ADR trén bnh nhanti/h hanh ghi nkh
14 cac bW hi n ADR cung cac théng tin@vQthu ¢ nghi ng va bao céo
ngaykhi phfn_ ng {yralQu c a o h taocas oy t/jkhac[19. Qi
nay cho ty, nhdh th ¢ , t ht8d hanh bdo cdo ADR a ‘d€ nhin
chungt th hn ©i § obg@®hac  nld@ry t trong nhing yu £ gop phn
nang cao cil ° hgB4o cdoca ‘a€vat L -gjup choh th ngbéo cao
t nguynl § ;g ~ & n@c tieuphat hin Kp th i cac tin hiu vQan toan
thu c, L ‘Gathuylaa cgrig & nh ng thdng tin quan'tng vQc § ¢i L
t“@g nguyf rcduyy7ge h

f VQuai trd ¢ a ‘dc@ thdng qua s hinh thanh tin hi u ¢ a céac
ADR nghiém tr ng: phln v , cac ADR trén huy} h ¢ (mbi b%h dfu ht,
gilm tiWd cFu, thi/u mau)
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PHn v L ‘& coi la mt trong nhng o ADR nguy h\h nht trén
lam sang cO MA hi n 't nig #a& Fm 1, th i gian kh i phat nhanh, kKhn £ n g
gay t vong cao vakh@ L o §nc. Hi*® nay, cung/ i vics d ng
r ng rdi nhu loY thu ¢t r Qrirg Hoilbi t 1& cac I¢! thu ¢ dung qua
L “ehg titm truyhn h € k h § n gc g&m nlh ghu ctdin @uang., s
t Tn@hpphnv dothicngaycangiat tng v~ Qoh@ygulk &n g hi
ti/E [11], [61], Vi vdy cAc can by U]LQu chu tr ng phat hin, theo ddi, béo
caovax trilod ADRnay Q@i n = yL ‘& lghi mch trong nghién cu
caching tokhis | @8g b§o c8§ah | ¢ § aghpwpdmyv L
L& givQTrungtam DI& ADRQUc gi a t r_0201®i 50 Ind nl «
ttng MyBFMMkh@ tEn@s II'@gtuy v i/ xét rieng
t ng nhomcan b y t/jtham giab § 0  caBgachly i, sov ¢ § ¢ nge
b&o cdo ADR khéac, sl “@gvat | bdocdopiv t d&sttng | °1
mthhnhidl (s 1@ g t Lgl5khfol t £ n ghgk2ls ¢n) va kéo
theol - Is'tgifmrértt I bdo céo nay tnhémbacs.  H hanphan
ticht sudichénh bédo cdo RORad ‘&str ong ng8 ppHhv @&
khitng | iJipiingtheotnd ntm v~ U ROAOI 014 i a i
cho thyy bdo cdotd& s trongrh - m c &g hpgpH®v cao hhn
trong nh -ngnh pckBoag plipheh v kholn g 1 9 ,Q0 %Eho n i
they , “ck® « c - L - n gwrogg-vic Lt & nmgps ke@®) bao cao
c8§c nghrp®inv,c - T | mg hsolinh thanh nhng tin hiu Jj&
antoanthuc,t L' - g'infkamn ,b c h [g ulah’ coplungldie bao
Kpthi c1 ng Lmdt€c ht mcac bin phap d phong plin v x[y ra
trong qua trinh'sd. ng thu ¢ trén bnh nhan.

Bén d¢hh vi ¢ nhin nleh vai trd ¢a "€ trong s hinhthanh tin
hi u an toan thuc ¢ a mt lod ADR nghiém tr ng va biWi hi n kha rérang
'Wcé thWphat hin  ‘Llc© n h[®vV ,p hc h Yun g Jh hanh phah tich t i
t ©h nwilotl ADR nghiémfrn g n h fwgg vakho phathn  h hn do
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phi cfn Jpcac K} gul xét nghim n h € ¢ g\cra @RI & ¢ (md
blch du h4, gifm tiWi cfu, thiy mau) nBn x 8§ cn hli \ i cacADR kho
phat hin nay, bdo cdotd ‘& s c6ttb n °Qngi Rhéc bit so vinh ng

can b y tJkhac hay khéong. Rqurc h ang t ¢l = f s’ @n ¢ -

nhi L-ng g-p trong bAbc ch8o c58gthrde R
trongtngs 9 7 ° hgrh@ ghi nkch  “Le:® t trong nh ng tiéu chih quan
trngWlachncic ADRhuffhc L€a v  _alabaplkdoADR c
phli c6 cac chs xétnghimmec t i °mug Ld8$u §u. Trong thc t]
khlfo séat, ching toi ndi thby, c6 kha nHiu bdo cdo ADR.td ‘& s mod

biwi hi n ADR huyth ¢, n H dng cuhg Bb ch s xét nghim ¢ thw

b ivd/nh ngbdocamayc | ng khcl achn.l €

t

Nghiéncuca VI Mi @bnhDimyPh i Tr un[d0,€hng

nghién cu ¢ a Changhai Su PhD curggng s t49 b nh vin N i Méng,
Trung Qu c [26] va nghién cu ¢ a Paul Gavaza Austin, tiwi bangTexas
Hoa K8[33] LQu ch ra, haik h - ghhdUjpm™ ° d €gtp pHi trong qua
trinh th ¢ hi n bdo cdo ADRa: m® i " ng RAn@vic dplc, bchrnda t i
thi/p th i gian/khéng c6 thi g iQ@athéngd tin vao bao céoorb kho tip
cch/thi/ ki/h th ¢ 1am sangH qul 1a bdo cdo c6 e h €a  Biu nlge ¢
Lfy . thong tin ¢n thi} . Wplmat hin ADR trén huy} h c, vi ¢ tra c u,
xem xét H cac théng s xét nghim bl “tnb t@n bnh nhantn kha nhiu
th igian.Nhng | T L &hohchos | “@gbao cdo ADR trén huyh c
g it d&s ghinhth ‘lcidng nhtrong nghién cu nay.

M ts nghiencu L «wa, & h g nghét nlg ~ dla&n sang va
t Lngngwa@dca ac€lamsang¥ ¢ §'cy Upgiip ds thi n kh
ntng pnhb&ad cachADR23], [25). Nghién ¢ u ¢ a Hardmancho tHy,
trong qfh8amtvirct h g xwyéntd c § ¢ Qkth bRag vilci

kiwhtrathic trong Lhn k°, mxegh sxt®rdtbargtgao x ®

Uivi Qi@ é. dsecod thiphat hin thém nhiu pHn_ng c6 W
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¢ a thu c trong khi chiing cé W b qua nu khong cé s theo doi sat sao
nay[38]. Nhchth ¢ ‘lt€triquanfrngg a ‘dc®msany =~ ~ adsdam
sangtrongnhng nfaomL@VYi,t tNam, cheHbnga t&€ nh
s I « ¢ h ¥/hivi cleungiép bQh ting kih th ¢ "t ¥8m sang cho te
vi °Kobit L ¢ h/pem Tliénlguan bnh nfan-thu ¢ - n g ¥b nh), nHi
lakhicosh tr ca viEwn poh&p | T nh@YEVWQhgeg t €
d* hdt  nlg ~ dl&n sang trong Imh vi n ban hanh ngay 20/12/2015.
TregUtic De®aNii mttrongnhngc h L's & chuy&n nganh
D€cl « chhcnhiuk h - a Wliéno c ¥Qd ‘& l1am sand88] va nhch
L ‘& s thamgia nhittinht c §c "gH N n©ng cao m¥ng
| ©m s " msgedtvbeih pft  h hHibac ¥ va cac can by t]khac
trongvic chtmckhec nig@h[23.Nh&y,wp ctngct §c
lJam sang, Cnh gidc B2 c ' ‘& nhan rng, trid khailfy _,lthifth ¢ h hn
na, nglthi, /ucothétmsh tr ¢acéng nght ht ngWh kb L
ntng tHcac yhong tin @b nh, WQthu ¢, vQcac xét nghim ¢ a b nh
nh©n "t& hoardt®ncoeonhiy L - ng g:- p chdondot r o
cac ADRnNGi chung vacacADR nghiém fr ng, hi/jn gHp néi riéng

nivibacs, ch€ehng bt rthigdp trurg vao phat hi,
chh heag €a ra c8§cl@bEhmanyp h'®pe ch €hn g
trinh L~ &btddp t r u nQeachdh QL i ° n /P thiaen Trohg @nh
gi §cc,PWhpca LS&nh gi § | ©m gkijythc §c ¢
sau WQthu ¢ m i cho phép rat rafg luch vOm' i quan h gi a cac bih ¢ bH
i va thu c lien quan[71]. Chinh vivy, Wut hu hdst quan®m va
phihpcacaccanb yt] Holbbit |1°ts e&€§ppfn n©ng cao
lcCOnh gi &tdViDMam.

HYN CHe C. ANGHIENC U

Th chind atrén h th ng baocdo ADRt nguy n nénnghién cu
¢ a chang tékhoéng ttWtranh khi nh ng Hh ch] ¢ a cH Iiw
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nay. Hint€ng bdo cdo thp htmat] c 1 nmgtsnthddy tin trong
b&o cadkho timhwi Y & ¥hijhchovic L &nh gicsd lh€éhg g-
cOthMhEd h in  rntti nagt]jctalh .Ph€hng “ighu8pli ubv, i
sai s do nh 14 co thk[y ra.

h NGH@ANGHIEENC U

Mo dacontntimts htheh] nh€ng ure@ihingyn ¢
n g h obh "nith trong vic phan tichch ravaitro ca "€ v ih th ng
bdo cdot nguyn;t L -thBf ‘lc®hng WH ide& L« | “onfnl €
khuyh khichp h 8§t huawarhhg Widi'es c h<€a 1c¢ mc i €a
t €ehnmgvikkhfntng We - n¢ hgh BW. €anhrng bi n phap
can thipnhamt £ ngnglei € qu” hot  nfc a h th ng bdo cAcADR
¢ aVi tNam t byipleat hiin,x tri va d phong tai bij lién qua JJi
thu c trong th ¢ hanh.
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KeT LUxN VA Kl ¢ N NGH
KeTLUxN
Nghiéncucg achingtdol. ® h ©n  ‘tcvaithdo cd €€V ih

th' ng béo cdo tnguync aVitnamdatrénd li'u bdo cao ADR 4
Trung tdm DI & ADR quc giag i a ih 20106 2014 T. nh ng K} qul
t h u c khéngtékinratramts klfluh nh€ sau:

1 Kh[o sEpt Vihlbdo cdo ADRt d €cs

T4dVi't Nants langttrong nhn g’ i L mg@hinh tham gia

vaocodng tac bao cdo ADR va ngay cang cé vai tro quangtr

-Sl@gtlI b8o CcE&@itlddrst L femrdrttheo thi
gant 13, 2% ntm 2010 | °watréng § & %a th ehiffo 2 0 1 -
28,3% tng S bao cao ADR.

- Cé&c bédo cao td€ c s gilp ghi nkh  “Lc €hiQu ADR nghiém trng
h hn nch& cmt g bdo cdo khde i 1732 bdo cam £ m  2cbin4
| cao ntl 64,1%.

- LoY hinh ADR vathu ¢ nghing L ‘@& béocad d ‘& s sovicéac
can b y tJkhac nhin chunghat €©hnng. n lh &hg chiy nhém &€ ¢
s.,c013/21 101 ADRval 2/ 14 n hgayDRdd bt [ ghinhch ‘lc€
cao hrtbbRaglkéas can by tjconi. D€cscling L« b§o ¢
L‘@&mts lod ADRvam ts nhomthu csovicacl i °~ mg#hac

- VQchHl * hg@®éo céo,@cs conhngl - ng g- Wn WS ng
chil * hg®ao cdo.a ~d € caonhHitrong H c[ cac nglin b4o capphan
b td trunggfn giatr 'i L a * 1).¢ChEg * tig®a&o cad. ‘& [ri blo
gop pinquy KEm inhanqfgi athic v~ A®OHRudif®@ hn'. T
b§o c&thnlBA c - iliém quan thuci ADROt d ‘& s 14 cao
nhtd, chifn 96,6%
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TPh©n t 2ch_a -doe® thang qua < hinh thanh tin hi u
ca c §8agHppBnv vacac ADR huylh c (20107 2014)

- Trong s hinhthanhtinhu | i ° nh ap toannthuwel. “d €L «
conhng L - nlgdl ‘git khighhnhh L ‘& ngay cang ni@u cact r n@
hppinv. T I bdocdopmv ca &€t t nWhtheo thigian,t
14, 3% nHrmn2®IBQ 6 %i lat mcad amdl #ong Hi c cac
ngUnbédocadoM ¢ traycg 1 nrg kERORL19;kho[ng tin oy
95% :1,07-1,30).

- Tuy nhiénhth chjc a & € 1a ghi nhch cac béo cado ADRFn JJL
K/ gur xétnghim n h € A D R htc(mtrbthhdu &, gilm tiw cfu,
thi/p mau)thtp  h h @ soyh ¢ac can by tJkhac, ch5/9 7 ° hgrh+,
ch€ea tm®hhlkhinxkng We- ng hgh.pvivey, * cdksefn
chiy h hm alWkhai thac bdo cad’ ‘& nhiQu  hcAmADRL §ng | €u
nay.

Kl € N NGH.

nW h ¥c, khgiXwc@n ntng cl ng hinhn®vaiprh §t
ca Dc® v ih th ngbdo cdo t nguy n, chang toi xin com t's ki/h
ngh sau:

- TiJp t c hoan thin hanh lang phéajy, cach ehg 4 ¢ thvwQhot
I, ngCln h g i &va dex4m sang.

- Teng ngl€ o choél®n Hn - iy o h oa goj riend QHl
cl cactuyh y tJtréen d n @ vQki/hthc, k: nt ng t hC[mh gidc™ n h
D&cvadeclamsangl ' ngghéph&t ngdnh gi 8 wongkkion
kh ho&t  ngD €clam sandgd b nh phong'Wphat huy vai tro.ca @

k hi Fulm’iqunfrngtrongtrivd khaihdt _ngdnh gi'€c D€

- TLEngng@Amedng cac cong.ch tr gidpcungdd t hing t i

vhh, phat hinva giam satac ADR trérth ¢ hanhiam sangc h o cd €
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PH L1 C

BiWhinca c&8agHppBnv tténcach ¢ h q[6Ch n

BiW hi' n trén tufn hoan
- tim mUYch

HY4 huy /]t 8p (chung
MUch nhanh/nh p ti
MUch chdm/ khlng b
LoU4n nh  p

Ti Wu khlng t c h_ ,

N g blt
Ban L,
. 5 R A MQ Lay
anIl_V: hi n trén da/niém Phi mich
Ng. a da
n, v ng. a mdit
Suy h!'! hblp (th n h
tzm t8&i, th  r°n)
Kh- th'

BiW hi' n trén ho hip

Co thdt phJ quln/K
Th r2t thanh quln
Ss€eng ph% L€ ng ht
Ho khan kéo dai

Kh”n gi ng

BiW hi n trén tiéu hoéa

nau th€e ng v’
Ti °u chrly

Nin |i°n t_c
nau b, ng d. d, i

BiW hi' n thi/u oxy mau

T2 m m?! fuchit 2 m L

SpO2 <90%

BiW hi n trén thfn kinh
trung <©hng

n a ufu ¢héng rity va va, kich thich, ri
lothyth ¢

anh,

h blp



PH L C2
Quytrinhsanglcb§ o c &80 ADR /A ic 8ongdiyadnw

Bao cao khong lien quanitADR (bao
cdong L, c,t sat, baocdo di " hge| ~4

thu ¢, bao cao khong lién quari thu c). |— O KR

nghién cu

l Khéng
Baocao MR ¢ 4thdhgtin Q| Khéng

tu i, gi i, thu c nghing vamé { . LoUkh i
biW hi n ADR. nghién cu

|

B&§o c§o0 chAdDRynd
tflas c pinv hotb pin_ ng
phfnv .

Co
+—— Case

Khoéng

Y
B&o cao ADR c6 M hi n hdhuy/}
ap rghiém tr ng hd-b c6 bW hi n
trén 2trong4hc h quan
mik, tim ith, ho i, tieu hoa).

Khoéng
., Non-Case

Co
Th i gian xudihi n ADR tinht Th i gian xud hi n ADR tinht
Ifn dung thUccui ¢ %n g Ifn dung thic cu i cung > 1
ngay ngay hdb khong © thong tin

1 |

Case LoY kh i nghién cu



PH, L, C 3
Quy trinh ti /h hanh phan I m ¢ | Hghiémtr ng ¢ a ADR [78]

Phaniéim ¢ Kh* n gnong

,| BIng > : »| t i Wphah I¢

He > o » t i Wphah I

a L. ¢ tinh L, nHog chung ADR
| S O
Phan l&f Phan 6] Phan ¢ Y : . théngtinl § n h
ADR ADR ADR

N : K h 1thdoa tink

Tr®hpl:BS§o c§o ARy ticWQhdlqg LW §nh gi &
m c , tiHbg ¢ a ADR:
ADR nghiemirng "¢ @h nghoa | J/JectroyDR ¢
nh ng hdu qu sau:
V T vong.
V n e adinh nthg.
V Buc nid@hpHinhd vin QL @ tr hotb kéo dai thi gian rAm
vinga nidgeh.
V nWUYdich ngrthgnQhotb v g n hc k'oib nhg €
V Gay d td bXn sinh  thai nhi.
Tr ®hp2B§8§o c§o0 ADR thing tinn@hdu gu L\WWKAC
U'nhmc  BHhgga ADR n h‘@nhg nogWx Blicnh h & | HHog
¢ a ADR theo bng phan 16l m ¢ |, hHg ¢a ADR g¢aWHO. M c | L
ntogcamt ADRplta cacmec 1, 2,3,4. Cac ADR[yra’ m ¢ 3
hotob 4 ¢ L #ghan Iél 1a ADR nghiém irng.
Tr®hp3B8&o c8&§o ADR, thodhgttin @hde qu vé
khingtda?nlhpk € cnh it B | tiHg ¢ a ADR theo bng phan Iél
mc  BHhggca WHO nh€nhlg! cgWk Eicnh Mlc  HHbg ¢ a
ADR theo cach chung phandan ¢ | fithg ¢ a ADR:




M c  tHgca A DRcphagléld atheo cach chung, ¢hwh h €
sau:
V M. c 117 NhG khé chu thoang qua hé nhG(< 4831 ), khdng ¢n can
thi p / Qi .
V M. ¢ 27 Trung binh: h chlhod  ngmc , BhGLJhv a,dns h
tr , khéng can thip / Qi tf horb can thip t i thi.
V M ¢ 37 NHg: Hh ehré r ttrong hét | niy, dn h tr /canthip / Qi |
tr y t/] co thdhhdp vi' n.
V M c 47 ne adinh mthg: hh ch]nhiQi trong hét | ng, dn h
tr /canthip /Qiff ' § nWnhdovinhddb chtm sc: ¢ t2ch c
Cac ADR c6 mc . htbg 3 hdb 4 c fih&h I8l 1a ADR nghiém
tr ng.
Tr & hp4B&o c¢c8§o ADR thing tineQhdi guf, khBng
c-,tkth! ngWwkBicnth e  HHbg ¢ a ADR theo Ing phan 16l m ¢
L, nHg ¢ a ADR ¢ a WHO hdb theo cach chung:
ADR “tpBanl®d v " o nh:tmh khgAphdrildimle | L
nghiém fr ng.




PH. L, C 4
Thang L §rch Hbbhg&acdcbipc bbil i (WHO 2003)
Ch. viJ} tdb Gili thich
ULN M cgiihthtrénga b 3 nng (Upper&imit of Normal)
LLN M cgiihth dea b 3 nnig (Lower®imit of Normal)
Ry Liu p h@ p (Therapy)
M ts bi/hc nghiémtr ng:
- Chn oo gi - XuHhuyllant a
- Hon mé - R iloth tam thn chb
- Cocng ch - Litt

- Nhi mtoan cetonW °Lhg® -

Trfm d'm nghiém irng

- Hichng L!ngraong§ - XuHhuy}lanta
n i m&h
HuyJ/Jjt h ¢
M ¢ 1 M ¢ 2 M ¢ 3| M ¢
. 9,5-105 65-79 <65
Hemoglobin gm/dL 8,0- 94 gm/dL gm/dL gmidL
L€ ng by
1 - <
trung t2 15&3& 3| 750- 999mm® | 500- 749mm® r:rgg/
L i (ANCQ
Ti Wu cFu 75,000- 50,000- 20,000- < 20,000/
£ U 99,990/ mi | 74,999/ mM | 49,999/ mrd mm®
Th™ i gia 101125x 1,51-30 x >3 X
1,261,5 x ULN
prothrobin (PT) ULN coI X ULN ULN
Thromboplastin | 41 166x | 1,67233x >3 x
hoUt h. g ULN ULN 2,34-3x ULN ULN
(APPT)
Fibrinogen 0,75-0,99 x 0,500,74 x 0,250,49 x <0,25 x
g LLN LLN LLN LLN
SI'n phXn > 60
phan fibrin 20-40mcg/ml | 41-50mcg/ml | 51-60 mcg/ml
mcg/ml
(FSP)
Methemoglobin 5,01 99 % 10,0-149% 15,0-199% | > 200 %
Enzym Gan
M cl M c2 M c3 M c4
1,25-25 x 51-10x > 10x
AST (SGOT) ULN 26-5xULN ULN ULN
1,25-25x 51-10x > 10x
ALT (SGPT) ULN 26-5xULN ULN ULN




1,25- 25x 51-10x > 10x
GGT ULN 26-5x ULN ULN ULN
Phosphatase 1,25-25 51-10x > 10x
kiQn XULN 16-5xULN ULN ULN
2,171 50 x >51x
Amylase 1,1-15xULN| 1,6-2,0 x ULN ULN ULN
Sinh hda
M cl M c2 M c3 M c4
<116 mEg/L
hotb t hia
HY Natri 13(;1/:?_5 15‘21/23 116122 mEqg/L| tinh trthg tam
q 8 thfn hab co
gid
> 165mEq/L
hotb t hia
146 151- - .
TEng N4 158165mEQg/L | tinh tithg tam
150mEg/L 157mEq/L thfn hao co
gid
2,01 ZLA' mEq/L < 2,0 mEqg/L
horo I uphap | s
HOKali 3071 34 25129 L Q@ tr EhayAtH] ru t hoo loth
mEqL mEq/L chuyén sau : s
o nhp ti na
hott yeu gu tinh mith
nhdp vi n g
> 7,0 mEqg/L
| 561716,0 6,17 6,5 , hotb loth nhp
Ttng K3 mEg/L mEg/L 6,61 7.0 mEQ/l| " 4 timh
mthg
<30 mg/dL
hotb t h
HUYglucose 55-64mg/dL | 40-54mg/dL | 30-39mg/dL tinh trthg tam
thfn ha-b hén
mé
TEng > 500 mg/dL
Glucose 116- 160 161-250 251-500 hotb nhj m
(khtng mg/dL mg/dL mg/dL toan ceton hieb
chay) co gid
. o < 6,1 mg/dL
HHCalci (L < g4y 78 7,771 7,0 . horo loth nkip
hi uchnh /d / 6,97 6,1 mg/dL . v e
albumin) mg/dL mg/dL t i m dtmh
mthg hd-b




tetany
chu t rat)
Ttng C4é > 135 mg/dL
(L«uhi 106171 11,671 125 12.61 hotbloth nhp
ch'nh 11,5mg/dL mg/dL 135mg/dL | t i m  dti@h
albumin) mthg
< 0,6 mEq/L
. : 147 1.2 1,17 0,9 , hotb loth nhp
H4YMagie mEq/L mEq/L 0,87 0,6 mEq/L t i m 4tah
mthg
157 1,9 1|pr 1’4pmr?’(gij < 1,0 mg/dL
. 2071 24 mg/dL hd-b . ~ 1 horbloth nhp
HYPhosphat A tr chuyén sau . I
mg/dL yéu du thay ok VA t i m dtmh
th/JRx orb yeu ¢u mthg
nhd vi n
TEn 1,17 1,5 X 1671 25X .
Bilirubin ULN ULN 26T 5XULN | >5xULN
BUN 1’2L5J'L§’5 X 2’8'“\? X 1511 10xULN| >10x ULN
y y > 6 x ULN hotb
Creatinin 1’1d|j\’|5 X 1’6UIL?|)\’IO X 3,1-6 x ULN yéu q:‘u thX¥m
tach
N €c tiW
M cl M c2 M c3 M c4
1+ hdbmil | 2-3+ hdb 4+ hdb H ich ng thh
Protein ni u 200 mg mi mHi 2-3.5 h € Hind
lgm/ngay | 1-2gm/ngay gm/ngay > 3.5 gm/ ngay
ny thw . . Gay b nghen
TiW méau Vi thw khong ¢ c nt ther(::no “C 1 horo yéu ¢u
nghén ng truy@Q mau
BHl 't iy ¥n mtch
M cl M c2 M c3 M c4
Khéng c6 triu o _
ch ng, dil Tai ph:ilt/ dai X )
Nh'p tim hi uthoang | 9N yeudu | Yeudu Qi
qua khong yéu RX
cfu Rx
Teng t| Tengnd | Yeudu Qi
Ttng Jih qua > Xuyén, man |t ctp tinh Yéu du nhdp
ap 20mm/Hg; tinh > khong nkp vi n
khéng yéu | 20mm/Hg. Yéu vi n
cfu Qitr cfu Qitr




HYhuytap | Tri uch ng | .
Yéu du truyn
. ) t ©J/]thoéng | huy}  § pJ] : R
HYhuy}ap | qua khong | , Quitr b ?(k?ézg yéu‘%um Yeuvqi;'unnrtp
yeudu Qi dch nge nhap vi
tr u ng
Tran dch nt@ | Tri uch ng Chen ép tim
Viemmang | Trandchfi |v apHikhong| trandc h ; ; ch ¢ mang
ngoai tim thivd tri’ u ch ng, t ha .b:n i ngoai tm/yéu
khln@tfl t©Om L Cfup%thu:t
Xubi huyJ}, « | NhGkhong | MHmMAau|n, | MEImau rthg;
mbl mau NR /m nh truyQr mau | truy@ 12 L truyQr > 3
v vV
H6 higb
. Ho Kk ch phat,
Ho Thoang qua It—lo§da| dm(%’l_, khéng kb |
khtnQt ..rtv;‘g S0atvi QL |
tr
Thoang qua,
k ht nQtr
Yéudu Qi cqth
FEVLI70 |t cothbph] | gy krg;‘g
0, ,
Co thabph/] 80% qun LBW®| | §mgyi |Timtai: FEVL<
qurn, cish (FEV1L: thw | % U clam | e gign ph) 25%
’ tichth ra | 9N PYIAUN: | qum; FEVL
ghgsc | FEV15070% | 2590%
trong giay
Lfu tien)
Tiéu hoa
M cl M c2 M c3 M c4
Khé chu nhG
. . khong[nh | Gi ihthmt I n"ngil | Yéudu truyQ
Viem mi ng h@g/hL t s tn ng gi i hth dc h t &
u ng
Khé chuv a Khé chu
Khé churhG| phli ;"nd € nhiQ , ng ¢
B N N duy ‘tng | n&vaogim | n & Fuvao |L €ngcHll ng
NN evaohp | L s nwhik [khing W vaotithiw
ly chimts hth ch]hot
hot | ni L, ng
A o Nonthnh | yahuyrs p | Shock Kihuyg
No6n Thoang non | tholng/v a thijhotb yéu | ap hdb yéu ¢u
phii cfutruyrdch| nhdvin W




t onthh n truygrdc h t
mch
Tao bon NhG V. apHi NHxg C h,@g, ndn
>rphan | gpock Kihuyg
L ng/ngay heo ap hab yéu ¢u
Thoang qua; A hihuy/}  § ;
5-7 phan nhdo vi n
Tiéu chly 3-4 phan | na/nad th/JhoHb yéu ruyrdc h t
| ng/ngay - hgingay cfu truyQr dch mikh
t 0 nthh >1AL
Thfnkinhvathfn ki nh c¢h
M cl M c2 M c3 M c4
Run khong t
ch ;ch ng
Thfn kinh MHEphih p| lochtfm bg | MH Qihda | MHINkh
ti ndo nhG tac; néi bp; vch | g ntng
rung gt nhan
cfu
. LoauvapHi| Loaurthg | Rilothtam
) hgl-iutrnnr? hoto tfm d'm; | hotb tfm ofm | thfn c5b tinh,
Tam trthg . mf ydudu Qi il hotb hefng mMEIWEKhL
] tr; h tr yu] ntng,fuy
nhdo vi n
Tdo trung khé
<0G ] NRFm boikich |\ e
khong Yeu | 1 ngv a pi; | T thg:

. cfu Qtf, | hthehpmt | =909 n, c tinh tn
Thinkinh 4 nhem pavkich | chathét ng | ™" Y09 | inh o nhep
L @ khiwd L ng ntG . .« | hod . nf hang .

- 1 hang ngay; liu ngdy, €n pHi vi n
khonglnh | o h § @ tft g ggﬁp
h ‘hg hdt t i thid
L ng hang
ngay
Yu c\W ]
Sclc ctY/p ch hi n nhG Yg cA_bvav Lt
bop cobMihin | khongsuy | T709 SIS |
g|||'m Ch C g In_ L
ntng




Thong s khac

M cl M c2 M c3 M c4
0 0 0
37,7-385 C 38,6 -395 C 396-405C > 40C hotb >
St >12h | horo1000i | hotb 10161 hob 103- LOSE
1015°F 1029°F 105°F
NhG khong | Thoang qua, NVH)i r?n : |i"<;:g 8 Dai g, yau
nauful yveudu Qi i v apHi, yéu thlj c ﬁg ban cfu dung thic
tr cfu Qitr LFu ng IH Y
A Gilmhdt | Gifmhdt | ng
M tm K:;)L?g gnl,;gm I, ng binh b 3 n A ngt>h| Khéng tht
m hang o t hrg25 50% khongthV| chtm ¢
g hgay 50% lam vi ¢
Ph[n_ ngd | Ng akhdng , MQL ay t ,
. ng phat ban MQL a ye be than, pti mtch Qua
VJ} chai
Ph[n_ngt4d | n a u bblbam| <10cmhdb | VJ}chai> 10 Hodl f
ch L, vi °m % cmhdbmQl a
hotHb viém
Viém da tréc
vly,cu n
mang nhay
o Lant e}, phat Mon hol-b ban
Da va niém Ban,nga ban c6 mn bong [y Xm L athglhdb
mc 7 nh , bong [y guy- nghi ng
R hotb loét
kho Stevens
Jonhson hib
hodt cfn
ph>u thud




ADR

PH L C5

MXu bao cao plfin_ ngcé HH g athu ¢

BAO CAOPHUN NGCOHYIC ATHU C

Nhi b&8o c8§o:

6éééééeéeg&d

Xin anh/chahdy bao cao kQcA khi khdng chAc chAn vXsAn ph'n L «

THONG TINVON G'¢ I BAOCAO,BANH NHAN V &0BAQ GAOV

SPn’' yCB" O MAT

A. THONG TIN Vi3 B° NH NHAN \

1.H v™ t

°n:

B. THONG TIN Vjj PHiN NG CO Hy | (ADR)
5.Ngay xubthi nph[n_. ng: é.é.

M&as" baocaoc, a

Ma s” bao cao (do Trung tam qu” ¢ gia qu'n ly):

eeeeeeeeeeeeeeeeeeeeee. .

g ©An 8ng &a/hphb

k h® nly udtéac thbng tin

2. Ng“ "y si
HoHo tu’ i

168 .

. eeeeeee...

3. Gi itinh

ONam [N

| 64 éé&éé é.

6. Ph['n _ ng xubt hi n sau bao lau (tinh t Ifn dung cu’ i cing ¢, a

7. M6 t[ biwi hi n ADR

8. Cac xét nghi m

I i ° n Jjngphla nng L

C. THONG TIN Vs THU" C NGHING GAY ADR

9. Tihs (daBng, thai nghén, nghién thunc 14, nghién  au, bénh
gan, bénh thBn é)
10. Cach x tri ph['n_ ng
11.M c  lhghiémtr ngc aphfn_ ng
OT vong O Nhdp vi n/Kéo daith igian n3mvi n U D tdt thai nhi
I n e altinh ming O Tantdt v g n/mHagn@Q 1 Khéng nghiém tf ng
12. KJ1t qul sau khi x tri phl'n_ ng
LT vong do ADR Ochemiph c O H iph ccédich ng [ Khéng ré
LT vong khtng /htham g Onangiptc I H i ph, ¢ khéng c6 dich. ng

S Ifn . .
S . . ang LIQJ dl:ll’]j;] N N g }/’(gil tl:] I
T | 1BThuc(teng cva | baoch/j, Nha s B ding trong | N eng| N9y §n Ly do ding thyr ¢
T t°n thehng ham sn xubt m tiFn ngay/ | dung ]
| “ang - tuin/ Bdb FU | K/}t thac
thang.
i
i
iii
iv
sTT | 14.Saukhing ng/gifm liQuc, athu” cb nghing , phIn_ngco | 15.Tais d, ngthu cb nghing co6 xubthi n 1Y phn_ ng
( Tenn| L €cclithi nkhéng? khéng?
.ng13) | C6 | Khong | Khéng ng ng/gifm liQu | Khéng c6 thong tin Co Khong | Khongtdis d. ng | Khdng cé thong tin
i O O J | O | O Ol
i O O ] O ] O ] O
iii ] ] L [ Ol O [l Ll
iv ] L Ll L] L L] L] Ll
16. Cacthu ¢ d ¥mgth li (Ngo’i trY cac thunc dung ' Xu trad khAc phiic hBu quA cba ADR)




A ] Dingbaoch/, Ng yutt{ng y/thsg N Dingbaoch], - Ng yutt{ng y/ths§

Tenthu c h™ m'ig€ B FU KJTt thiic Ténthu c h™ m° ig€  Bd Fu KJT thiic

D. PHENTHf M WNHADRC A nulN V

17.n § n h  giiliéd quan gi, a thu” c va ADR
U chde chdn L Khéng chde chdn OKkhsgec 6bb6bb6bb6b666666666
O cokh[ntng Ochea phlon | o 66666666666666666
O cé6thw 1 Khéng thWphan lo%i ééééeéeeéecéeeeeecee

18.n h n’ thiym iih ADR theo thang nao?
[ Thang WHO ] Thang Naranjo [Thang kh§c: éééééééééééééééeé

19. Phfn binh ludn ¢, acan by t/] (nfJu co)

200H v™ t°n:

E. THONG TINVjy NGh 1 BAO CAO

Email : ééééééééééééééécéeééceeéd.

21. Ch, ky

22. DUng bao céo:

b§oéécsr:/&ée

Oifn fw OB sung | 23.Ng "y

Xin hay bao cao tbt c[ cac ph[n_ ng co

hli ma anh/ch’ nghing , HLbi tkhi:

1 Cacph[n_ ngliénquant ithu cm, i

9 Cac ph[n . ng khéng mong mu’ n hoklo
c h€a’ chbig

9 Cac ph[n_ ng nghiém tr ng

fT€hng t&c thu

IThetbli t r @nrg L

1 Cacvbh QuQchbt ° Ihgéhu ¢

9] Céc sai so6t trong qua trinh' s d. ng thu’ c.

M¥u b8&o ¢80 cépdynglchd cac

ph[n_ nggayrab i

9 Thu ¢ va cac chjjphXm sinh h ¢

9 Vde xin

f1Cac thu ¢ ¢ truyQn hoHs thu ¢ ¢6 ngu’ n
gc dcdiu

TTh cphXmch c

N g “€i b&o céo c6 thwa:

ntng.

fB8c s0Q
1D€c so
MfNha so
1Yy t & dn@g/n h sinh

91 Céac nha cung cbp dch v, ¢ ht m
kh e khac.

SC

Xin chan thanh¢c[m hn'!

Hh NG DxNLAMBAO CAO

Céach bao cao:

1 n @ thdng tin vao m»u bao cao

fCh cfn @ hh, ng phfn anh/ch cé théng tin

TC6thwL 2 nh k= m tvahtfang (nfju m»u
thong tin hay c6 nh. ng xét nghi m lién quan).

1 Xin hdy g i bao cdo vQTrung tdm Qu’ ¢ gia vQThdng tin thu” ¢ va Theo ddi ph['n_ ng cd
hlic athuc t heodach 8aa: L

b8o <c8q khofngti g g WL@

T h @rung tdm Qu’ ¢ gia vQThong tin thu” ¢ va Theo ddi ph[n. ng
c6 hlic, athu ¢
Tregtmc bDeHaN i
13-15 Lé Thanh Téng, Qudn Hoan Ki/jm, Ha N, i

Fax: 04.3.9335642

»;*/“*9 0 n thoti: 04.3.9335618

Website: http://canhgiacduoc.org.vn
Email: di.pvcenter@vnn.vn
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Anh/ch’ c6 thwWiby m¥u bédo cdonay tdi  k h o a, ptdr@ K/ hotich f ng
h pc ab nhvi nhoto t[it trang web http:/canhgiacduoc.org.vn. N/ju c6 bbt
k8 thde mde nao, anh/ch’ c6 thWlién h' v, i Trung tm Qu’ ¢ gia vQ Théng tin
thu” ¢ va Theo di ph['n_ ng c6 hli ¢ a thu ¢ theo s” L'in tholi 043 933 5618
hoHg theo L"a ch” email di.pvcenter@vnn.vn.
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