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sdththfoxay dn g . Hg@h Quc giaWQC[n h g i &bao gin@ac thanh vién tcac
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1. Baocdol " nh k8 v Q t 2 nh(Paiodic Bafety tJpdate Repotli RSUR)C

hoHéocaol §nh Lgin® k8 vQ hi u qul v(Periddgnh an
Benefit Risk Evaluation Reporti PBRER)

L~ bl[n L&nh gi§ c©n b3ung nglu¥ chth’ it hchnec
s° s° h_u s Ltng kT c¢,a thu' c¢c L- v g i
min vQ d€ ¢ phXm tUi n€e ¢ s° tUi v~ o nh_ng
giai LoYYn hdu m«i. B[n L&§nh m¥X8 aliyng heu ng
. Bi/Jnhc bHII i (adverse eveni AE)

La b k8 m t bi/h ¢ bHIT i ndo Xy ra trong qua trinh sd ng thiu ¢ k Kpitf nthi€n g

khong ntiithip | & & Qupr lgByca. L

* Mit sX vin bdn quy phu m pahu8 pc -1 utoht® tshou idcA |
nghoga kh8c t_ _Lnn hl _nlygkhgp apviip dxAu ti °m chvng
tr3nh ti°m chvng)

.BifJn ¢~ bblt |7 i/phln _ng c- h Geriousadhersé m t r’
drug reactioni SAE/SADR)

L™ c8&8c bipghlfo _ beltc!l h¥i dXn LJn m t trong

t2nh ming; bu, c ng€ i b nh phli nhdp vi n
c.a ng<€ i b" nh; LW | Ui di ch._ ng nHng nQ ho
sinh ° tHrcaibbhthik;8 lpdh[n _ ng ¢ hdi L€ ¢ nhor

qul nghi°m tr > ng vQ mHt |1 ©m s"ng cho ng¥€ i
* Mit sX vin bdn quy phuym ph8p luot thuic
nghoa kh8c t_LfghLnghagndl(riigt la diAibimnchvingo trc
tr3nh ti°m chvng)

. C[nh gi §pharna&@vigilancei PV)

L~ min khoa h ¢ v holt L, ng chuy®°n min |
v ph,ng tr&nh biJn ¢~ bblt | i hhoulcec.bblt k8
.n8nh gi § n g dsk/beoefitadalysis) 2 ¢ h (

L™ s, L8nh gi 8 t8c d, ng LiQu tr t2ch ¢, c
nheguy c¢ch 1li°n quan LJn chblt | € ng, t2nh a
v.i s. ¢ khheHtg€ ic khptke ¢, ng L  ng.

.nhn v kinh doanh thu c

Trongtailiu n 'hy, kinti doanh thuchaogm c &8c c® ng [ntxyd, xtlL ng kT |
nhdp khXu, phan phithic | €u U Wi"tn hNatm v~ ¢ Scngodilchhdly ty n €
phép hét  niy vQthu ¢ va nguyédi’ u 1am thac t9 Vi’ t Nam.

. Gi 8m s8t «ch, L. ng (active surveillance)

L™ hoYt L ng bao g m vi ¢ thu thdp, phon t°
LJJn m, t hoHcbBithip@dinbi /g o~ h4i ¢, a thu c
ph€hnggph8&8p ©. u quan s§t. Vi ¢ theo d»i ng
tblt ¢ c¢c&c biJn ¢ bblt I°i do thu ¢ x[y ra
m t c8ch th€ ng xuy°n, L nh k3.

. Gifmthiwi nguy c¢ch (risk minimization)



La bi n phap can thp nh3an n g tHy lane gim #n sud xubl hi n pHn_ ng H T i

hotb lam gfm m ¢ | Bghiém frnggapin ngcotWxkly ra | i/Jimcsguan L
dngmtthic n" o L - .

9.L°i 2ch (benefit)

L°i 2ch c.,a thu ¢ |~ tgc d,nglTci Vv i ® tt ¢:

hoHic qufn thW L2ch.

10ONg”"y sinh qu ' c tJ] ¢c.,a thu ¢ (international
L~ ng"y Lfu ti°n m t hoUYt <chblt c¢c- trong ct
dng bblt k8 mc.ta bbbltt K& lkhm w, kitnhk & ogaun hc t
gia n"o tr°n thJ hygg/wiww.ichorgfam khl[o the°m t Ui

11.Ngay s khong (day zero)

L™ ng"y | "m vi ¢ LFu ti°n m" Lhn v’ kinh d
cho m t b§8o c&pn Lchn bibi vIQ imct abithu ¢c. Ng+¥€
| © bblt k8 nh®©n vi°n n"0o c¢c,a Lhn v kinh do

L ngLhpniv'  kinh NMBanhg§d htuheng tin t i thi Wu
L€ ¢ ghi nfFhnd nt -tmm otndgt pch, a m, t b " i bg8o, vy vt
ng "y t3m kiJjm y vin. nhn v’ ki nh doanh thu
n, i dung Lfy L., c¢c.,a b”"i b8&8o, y vin nh3lm x§

12.Nghién ¢ u b nh ch ng (casecontrol study)
Nghién cu b nh ch ng la nghiéncu t r o raghnlm t nhém ca thed xul hi n
bi/h ¢ va m t nhém khéac khong il hi n bih ¢ . M i lién quan gia thu ¢ va bih ¢
x[y  r ‘a kiWwh&h ng bRag cach so sanh cac nhom n@th s p h hhimyv im t
thiuccokhintng | ° nguyduc.nh©n gO©y ra bi
13.Nghién ¢ u thufn tdp (cohort study)
Nghién c u th#n tp la nghiéncu t r o mghnm t s Inhém ca thwa theo déi
trong mtkhongthi g Msa & cni fn st xull hi n bih € . Nghién ¢ u thun td
t h®eg so s8&nh nmyin ah- mhkh!myiithp bhab g a bac
bnh nh©n_ mph d¢ac thar khéc nhau.
14Nguy c¢ch (risk)
Ng uy . athic & k8tac d ng c6 B ndo co thI & cho la do thuc ha-b lo ngd
vQtac d ng khdng mong min “ilv. is ckhe Tnig@h, sckhecn g nd hdb
mt i’ ng.r €
15.Nguy c¢ h ng ({important risk)
L nguy/ikotb Llhqg ulmXcddthi h "“m¢@httana g n g uiych c h/ |
cathichadblnh “mg@hkckhecng nlyg. Ng ugcoidaguat g ph
thucvaomts yJut baogm H WhicatWm c . Hghiémfrngga nguy ch Vv
mc _ [nh Mmg@isckhegng ' nlyg. Thihmgg tnlyg@cyghitrdng phre
ch ng ch L' nh, dnh baovathdh tr ngkhis d ngg at thongtin §n pidn  T'coi la
quan frng.
16.Ng uy Qo X (potential risk)
M t biJn ¢~ bblt I°i ¢+ ¢ch s° LW nghi ng v
n“y ch€a L®2cdx8§c th c.
- Nh_ ng ph&8t hi'  n vQ L,  cghifim ghiu nh&m LI emc
ch€ea L€ ¢ d¢wam $S§mrw@kg c&€c nghi °n c_u | Or
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17.

18.

19.

- BiJJn ¢° bblt |°i ghi nhdn L€ ¢ trong c&§c
d ch t., h c¢c trong L- kh8&8c bi t cshobltv, ih onHc
khing d¥%ng thu' c¢c) tr°n m t tham s~ L i ¢
ch€ea L, |I.n LW x8c L nh mt m i quan h n

- Mt t2n hi u ph8t sinh t. h” th  ng b8o c§

- M, t bifJn ¢~ L« L@Quanbiv]ti l/Erc lh'oUad - clhibrt n k
nh-m hoHc c¢c- thw L€ ¢ d Log&n |~ s€ x[y r

Nguy c B (idenkfiedrisk)

Khim t bi/p ¢ bHT i x[y ra ma c6 Bag chn gfy L, Bho tiBy c6 mt m i lién quan

v ithu cnghing. Vid :

- Mt phlfn _ng c¢- h4i L« L€ ¢ ch_ ng minh L
r€ ¢ x8§c th ¢ b3yng c&c d. li u | ©m s"'ng.

- Mt biJn ¢° bblt |7 i L€ ¢ ghi nhdn trong ¢
nghi°n c¢c_.u d c¢ch t_ rhh-cmnch_sng kthr§cn bm  tt tsho
L. 1. n LW th.a nhdn m t m i quan h’° nhOon

- Mt bifjn ¢ bblt I°i L€ ¢ ghi nhdn b" i m t

quan h’ nhen qul L€ ¢ c¢c.ng ¢ chHt ch€ nt
mHg¢inh h ¢, v2 d, s ¢c phfn v hoHc ph[n
Trong th nghi m Iam sang, nhém cimg c6 thwdung gl d ‘&, hdt chil hotb khong

dung thac.

Ph'n_ ng c6 i ¢ athu ¢ (adverse drug reactiori ADR)

Theo Lt ‘@€a Vit Nam (2005), plin_ ng cé K ¢ a thu c 1a nh ng tdc d\ng

khéng mong mxnco Wi l/ns ckh e, co tkukihi n® lizu  d%ng ybgd nh t h_
Theomhl ngalp eh cey t]th/]gi i, ph[n_ng cé M ¢ athucla pfn_nglic

h' i, khéng mong m¥nva xuihi n* liZu  yng dongchon g#®v. imc L2 ch ph,  n
bnh,ch L o@&nrbnithidd | " mithhcayntlng _aioW tH c

* Mit sX vin bdn quy phtm ph8p luoat thuic
nghoga kh8c t_ _Ihfgnhl_nqlgoal vERp hdAru Xemg t hotn gl 1 |
nghi Mm | OlinMlsAh ngghoga At ai bi An sau t)°m chuvr
Ph'n_ ng c6 i ngoai d ki/h (unexpected adverseeaction)

La cac pfin_ ng c6 K1 c6 bW hi n, m ¢ | Bghiém frng, ¥n s gHp khdng phi hp
vithongt i n k° Lhn hay tchtng tin tr°n nh«n thu
* Mit sX vin bdn quy phum ph8p Il uot thuic
nghoa kh8c t_ Lilghl nlgdhg ad digp DAt | (i ®va thu
trongt ho nghi Mm | ©m s " ng

20Ph[n c-nghdghi °m tr ng (suspestédunexpectedkeriofjsradverse

reactioni SUSAR)

L™ phien e " i d. ki Jm v™ nghi°m tr ng, hol
tr> ng, ngo'rigld °nkig/umn ngjmi thu ¢c. hoHc s[n p
* MittnsXdwn quy phuy m ph8p |l uot thuic c8c | ¢
nghoa kh&8c t__ng L__ng (v2z dA: LMMnh nghoa

ki Ando trong tho nghi Mm | ©m s” ng)

2., Ph€hng ph8&p b § ¢spoatgneoudreportingi 68) n



L” it ph8&8p thu thdp c¢c8c b8o c8o ri°ng | T
vi°en y tJ] cing nh€© c¢c8c Lhn v’ kinm ddanh
Trung t©m QuU'raungi & OWi®Kdi&cgv td n thu  ¢c v~ th
c- hUYnuicg a t

22.Ph€ehng ph8p b&8o c8o t nguy n c¢- cth, L2 ¢ h
TSR)

L™ ph€ehng ph8p thu thdp b8o c8o vQ bil/Jn c
b§8o c8o t, nguy n nh€eng ch”™ tdp truhg v~ o
nh€e tr°n m t nh-m ng€ i b nh ¢, thW, m t s
nhblt L nh. Ph€ehng ph8&8p n"y gi. L€ ¢ c8&c <€u
(chi ph2 thblp, d, 8p d.ng), L% ng thi gi %,
nong cao chblt 1€ ng b&8o c8o v° gilm b, t kh’
b8o c8§o t. nguy n.

23.Quln | nguy c¢ch (risk management)
Larmh_ n

Qo

I

g hoCGRtnh:, gnig8c mMh€ g can thi p L ng b,
ngtn ng. a v~ giy[nehtHiiWu nghuamg Lnjgou t hu ¢ bao
L§nh gi & hi u qul c¢c.,a ch2nh nh_ng hoUt L 6 n
M, c L2ch c¢c,a qulfn IT nguy ch |I'" nh3xm L[m I
nguy c¢h gi.i hin cao nhe€ c-bthhW €Hngleh:
b, nh-m ng€ i b nh L2ch.

24.Sai s-t |li°n quan LJMEX hu ¢ (medication er

Sai s-t li°n quan LJn thu' c¢c |~ bblt k8 bi/n
hoHc dXn LJn vi ¢ s d_ng thg€ci kh*mlg hr on
thu ¢ L€ ¢ kiWm so8t b°i nh®n vie°n y t17], r
nh€ vdy c¢- thW |Ii°n quan t i th ¢ h”"nh c¢hi
quy tr3nh v™ h' th’ ng tbhao Qm gnindthkret hlthmn  cov;” o
nh«n, L-ng g-i v™ danh ph8p; pha chJ, cblp
S d. ng.

25.T8c d_, ng ph, (side effect)
L™ t 8&hdrymongmunc, a m t chJ] phkan wrigdings x [y r .
d.ng ° ng<€ iLPnh BEHclt2nhgd®€hc I T c¢c_,a thu c.
26.Theo d»i biJn ¢° thufn tC8BM) (cohort event m
Theo d6i bip ¢ thuFn td 1a m t nghién cu quan sat thin td, ti/h ¢ u cac bih ¢ bHl
i 1 i ° fh gt akbmhiQi 1oY thu' c. Theo ddi bih ¢ thufn td 1am t qué trinh
tifhcu tYhhanhtk hi *~ibgh®b ful Qiff,bih g (ibgh8Bni ‘LK
sung vao nhom theo déi trong qua trinhahin ¢ h*€hng t r 3 'rclichctac”™ t he
dng ~¢mghién cutheothi gi an) . Ch€hag g8 rdhgwicthw- nh
nhdh L. L hi ng t i i ¢xubhi gaabip clvashdb pin_ ng co M
va cé thWinh toan fn suHi x[y ra cac bip ¢ .

27.,Thtng tin c¢c,n thiJju (missing information)

L™ nh_ng thing tin vQ t2dun 4&rdliitWrhnnicp ab[m t
hoUch Quu@w ¢h, NdXn LJn h4n chJj vQ d. |i wu
to"n c_.a thu c¢c tr°n th tr<€ ng.

28 Th  nghi ' nclinicamials " n g
4



Th nghi m | ©m s"ng (TNLS) |~ hotdh  rg ntgr °nrg

L°"i t<€ ng nghi°n c¢c_u | con ng€ i, nh3xm L
d€ ¢ |1, d€ c¢c | ¢ h c) c¢c.,a sIn phXm nghi °n
| i: nghi°n c¢c.u s, hblp thu, ph®m3uh m, « hlzdM
ch. ng minh s, an to"n v° hi " u qul c¢c,a sln |
T i i u n"y ch”™ LQ cdpbalo/]ng”tnh c 8ngghhiid Hm c hGm
sau: t h nghi m | ©m s"ng nh3lm ch_ ng minh
thu ¢ rongiwhm thu'  ¢c m i v° ph€ehng phgp Li

vQ d€ ¢ L, ng h ¢, sinh kh[ d,ng v° t€hng L
29.Thu" ¢ gi [

Theo Ludi aD®i ¢200&a)m, thu ¢c gi [ |7 s[n phXn
thu ¢ v, i,TthUu, t.m t[brong nh_ng tr<€ ng h’
- Khtng c d€ ¢ chblt;

- C- d€ ¢ chblt nh€eng khtng L¥%ng h" m | € ng L
- C- d€ ¢ chblt kh&8c v.,i d€ ¢ chblt ghi tr=°n
- Mo t°n, kiWu d&ng c*ng nghi p c,a thu ¢

ch s° Ekhlcn x u blt
30.Thu ¢ k®m chblt | € ng
Theo Ludt aD®iqeOONAE, thu ¢ k®m chblt | € ng

chuXn chblt | € ng L« Ltng kT v.i c¢ch quan qu:
3.,Thu ¢ t. d€ ¢ 1i u

Theo Ludt aD®iqdrO00&M, thu c tthu dc€ lc€ lci sl nl
nguy°n |li u ¢c- ngu n g ' c¢c t., nhi°n t_ L ng
Thu ¢ ¢- hoUt chblt tinh khift L€ ¢ chil/]t x
v.i c¢c8c hoUt chblt h-a h ¢ t"ng h>p khing g

32.Thu 'k ¢ ¢~ truyQn
Trongtai i unay, hu cy h ¢ ¢ truyQ (YHCT) la khai nim bao gm dcéi u, v
thi cyhcé truyQr,thic L ndgctydelithu tr on g L-:

- D€ c i u | nguy°n | u LYt ti°u chuXn |
hay kho8ng vdt.

- V'hu" ¢ y h ¢ ¢ truyQn |~ d€ ¢ Ii u L€ ¢
truyQn.

- Thu' ¢ t. d€ ¢ Ii " u |I'" thu c¢c L€ ¢ s[n xubl
L. ng vdt, th, c vdt hoHc kho8ng chblt.

- Thu' ¢ L'ng y | " thué¢kjJtthao lcl Iliudn € gh

c’ truyQn c¢c, a c8c n€e, ¢ ph€ehng nlng.



CHhuNG 1. T° NG QUAN Vj HOYT n. NG CiN
T¢1l VI T NAM

nfmblos dngthichply an toarva hiu qu lam c tiéul n ¢ a nganh y A
Cungvicacthic L ‘«c sld@gr ng réditrong lam sang,  a i CanhiQuthic m i
I « ¢ ngnhrtichEctrongvickiwhsoatbnhid v ° ¢ hakme gn- gc ng's
Béendh h L.n,g mhguy ¢ Hhthiic® ko didla pin_ gy co W ¢ a thuc I
x[y ra kha ph bi/h, gay[n h ° mg®hdng nht ithanh cdngca Qitf vasckhe hig€
b nh. P@n_ng c6 W ¢ a thu c 1am rtbg thém tinh #hg b nh, co tWWU dichng, L e
d atinh mthg tr thanh mt trong 10 nguyén nhan gayv o n g  futthnhiQu Qu c gia.
niul §ng | €uphin ngtoMcaatsiccotiph, ng ta.§nmhoywe h2nh |
s I'Wkayd ngh th ngCn h g | & m t hd & ng chuyén bit ¢ a nganh Y cé nhim
Vvt heo d»i v hgdLli§unvdtinlgain anmahthi c WH g £ na vagiim thiw
t §cngtiBuccgathic "iki hnig@ng, qua L ckhe@ng ngao s

Cln h g i &(Pharth&ovigilance), theo Tch ¢ Y t]Jth/]gi i , "clL'®®h nghoa |~
AMLI n kibwdethinlg chuy°n m¥nviMliphat hv ,q ulaGrhi@ va |
phong trantbim cXithiholcbtkdmitvwn ZH" o kh8c Mthukcrd.quan L

Tr€© khi ’t€a tnmantohnathic ,FoHitlacacphn ngcoM ¢ a
thic L« L€ nh ol §g idmmmhiah duiphat t'id thu ¢ (nchién ¢ u tigh 1am
sang, th nghimlam sangy i ath1,§ 0 ath2 vag i a'th 3)LTay nhién sau khi the
L& | €eutréhmth nthn@ vi ¢ s d ng thu c khéng con bgi i hth trén mt s | “@g
nh ng&nh v’ Q&S aghitmngh nh€ dth aghign d ®m s “og m" 1L
m r ng theo yéufu ¢ a th ¢ U] Qu tr. Lic nay cac \6h Qb h ‘@b Vkhi n gbenh,
b nh ly mdo kém, thic s d n g ndithi, s d ng thuc kéo dai, tuan thl @ tf & khdng
hoantoan gin g n h € nghioniagn sangT h ° m v in 6S I QKhéac lién quan
L/h tinh an toan.@ thic n h'@ gif, thilc kémctii "he hay sai Jp-t | i °
thu ¢ ‘tng € xubl hi n sau khithuc ‘lc@p ph®p | ©u h " dhgW  L<€a
vdy, tinh an toan.a thic v dn ‘lc@®ptc t heo d»i v~ lc8ntth gi §
t TnegWeh bin phdp canthp Kpthi t r ‘ony 4 p ¢Frrtk¥} nhan [th bfo an toan
cho' ibgle
Miguc gQuenphattidh thngCln h g I &ca mthkhophuhpvi HL
th0 vQmo hinh bnh i, y/u t di truyQn, ch ng t ¢ va tinh hinh'sd ng thd c. Th ¢ v]L Qu
rtd o€t a "ilndbvgnhiQuvbel Qttongs d ngthic n®n@ ngthucvas
d, ng thu ¢ khéng hp Iy (Im d ng khang sinhthu c tiém vathu c tiém truy@, thu' ¢ h
tr ,thic QL#tf tri uchng..). Trongquatrinhsd ngthic, c¢c8c sai Jhs- -t |
thic cl n@&Nc -r @ hnh€nhcg Lcshnhy glB& ¢ith L ‘cy htc kB u
truyQi vathGccongingc "c¢u ng  y a€un g i [°i@ vys hdgng r ng rai
trong khi \vBh  Q#n toan khiding thicc h €d s t & chi trng. Cac thuc d phong va
L @ tf lao, HIV/AIDS, StrétvacaclBvds xin trong chhn@gsetr3nh
dngchomts | @ g ‘ridd#€ntrongcn g ndn h€n ¢ uuQtinh an toan_ca cac
thu c nay trén gfn thWwh g ©vi't Nam cctahpl @ ° L §ndedchgd s m
thng.Clnh gi&wciméhe il @ heo d»i v~ cPdliph&himhg ph§p
s€ cung &b thém nhng théng tin quan'tng vQtinh an toan_ca thu ¢ trong th ¢ Y] @ tr,
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h tt ¢c8§c ¢ h[ngulaln  ogQy t]mos cong tac gin ly s d, ng thu ¢, gop phin
gilm thwi tac Ml dothuc gayra, tifkim ¢ h i Qv 2 [mibjo an toan cho £ kh e
cng ndg
1.1.Ch phaply
The@b5lgalud ‘@€ ( 2 BOWBHCH trash nhivin tY choc hiVthXng théng tin
thuxc va theo déi phn ong c6 hi cva thuxc nhm 9 o d il viMl so dAng thuxc hip ly, an
to"n cho nhi@rZhatoimg thoggutip thME ¢ i c8ecythd; sSedkham s
bMhh, clva bvhh, can b, nhan vién yAcé trachnhMn t heo d»i v yigh® o c 8o
tr 8ch cc_ sguragquyhagd n lytthhixc vZcac pAnong co hicva thuxc 0 trong
gusg tr 3 nthudc & dshxon, phan pikithucpdi t heo d»i, yib8o ¢ §
phAt r 8c hvtc_ c.s gxunagayh qud n lytthiXc cac ptin ongco K i cva thuXc do
c _ e manh$n xot, phan p 0

nQan Qun | T  r© kQD ©o @Xn, An toan v sinh th ¢ ptn, M: phXn giai
L' h 20062015 ban hanh 8o Quy} nhs 154/ 20DBg Qmg~ "y 30 th8&ng O
caTh t @gChinhphcl ng nfi ovingogkiMe t o ton v mp@&tYghoce
c _ € vst chivt va trang thit blMcho 2 trung tanthdng tin thikc va theo ddi phn ong c6 hi
cva thuxc t i thanh piXHa Ni i va thanh piXHQChi Minh. Thanhdp 3 Trung tam khuxc
timiznndiphiaBc, fMmgvaNlEn Th_ 0.

Chih “lké@icgaphattvid ng ‘mhitD&®am Qijii nrm 2fM20 v~
nh3jn Htm 2030 bajph nkisadh/ -Pigmo yQuUY t h8&ngaOl nktr
Th t <@g Chinh phc I n dgh méthh g WA 18 dinig thue hip ly, an toan, Hili qu ;

Xy mnhhet ingD 1clamsangv&@n h g i1&®agd G v i gifi p Wri@pptAc i
hoan thMh va tri@n khai tiéu chun thxc hanh &  k 1§ thukc, thxyc hanh ¥ nha thuc va
c8c ch2nh sMhot ihgiC°nrh cgulawhonkgtin, gung cdo thixc o .

TréenthctJ hot nlg | i ° M Cptha ng i Bv& gid@nesat tinh an toan &
thic L «ctrité®haitiVitNamt ntm 19@khudnkhan§n S| DA hi H
thnggun | Tc db@®hinhphThy Wiitditr. Nt m 19 0t9, Navhi thiash t r
thanh vién chinnttcgcaTrung t ©m gi 8m s8tcgdThchcx vTw]" n cfu
gi i (Trung tam WHGQUMC) . Nt m r 20 @8 Trung tdm Quc gia \Qthéng tin
thu ¢ va theo d&i pfn_ ngco M ¢ athicl « L Bin hicBydbquan rng trong hét
LngCfinh gi@&¥Vvid€Nam. Ntm 2011 c¢vQRangtin thictvatneo Kk hu v
ddi pHn_ ng c6 W ¢ a thu cthanh ph H Chi Minhtr cthuyc B nhvin Ch R¥ ’‘lc€
thanh tp. Nh n g L lehuy@rvmén nay cung vC,c Qun | Tc, @eun ly Kham,
ch abnhl "furlichinhtrong hét  ngthdéngtinthGcvaCln h gi &%  a&@&

1.22H  tICTmd gi €Hi d®i ct Nam

1.21. Nhi m v, c_, aClhnh tghi"$hcg o €Na m

()Thu thdp v qulfn IT c&8c b8o c8o0o vQ c8§c v
bao g"  m: b&8o c¢c8o phln _ng c¢c- h4i ¢, a thu
v’ bg&8o c8o nghi ng € mg.c gil, thu ¢ k®m



2Ph" i h°p c8c hoUt L,  ng khs8chbliiJhncgudamitl fn
thu ch€hng tr3nhc8&d °anh @€Htn g gt rvRhdch 8 dad Jjt pu’
nghi " m | ©m s“"ng) v° c8cbhdWdt ct, mdelthiuEim. s §

BPhs&§t hi n, thtng bg§8o k' p th i v’ bxiJn T t:
c” bbBheh’ biJJt hoHc ch€ea L€ ¢ mt t[ Lfy L.
thu ¢ ph i h' p).

(A)Cung cblp thBinGntéeR[yKr al8ci °h<€gongnthui ccht
tr° c¢cing t&c quln |IT chblt | € ng thu c.
G)Ph&t hi n v° g-p phfn gi Emotbh@pblyg&phthi

v s d,.ng thu  c.

@ng&nh gi 8§ nguy ch v™ quln IT nguy ch |i®°n

(MHTruyQn thing c¢c- htounqulfuc&cbadng L afh v
thing tin sai | ¢ch vQ L, ¢ t2nh c¢c_a thu c.

8C. ng ¢~ v° ph8&8t triwn hoUYt L, ng thtng ti
t h Gfgnh giweco dee8«c ch2nh s§ch thu ¢ qu ¢ g

Q

h€© ngliddun tr° LW mang 1 4i 1°i 2ch cho ng¥€

1.22.Ph4m vi hoUt L, 6 ng
Hot ngCln h g I &% Vi d Nam hin nay tp trung vao vic theo ddi cackih QL
| i °n Jptinkan toin@thic, baogmthic h - @, vdo@®, sinh pb¥n y t]dung
trcti/p t r ®inthur g ke ¢ truyQrvathiccoé ngingc “a¥u. Cac W Qlién
g u afin tinh an toan @ thuc bao gm pin_ngco Wl gathuc, sai s-Jph 1i °n
thu ¢, cac W QUQchH ~ hg@hu ¢ (thu ¢ gil, thu c kém clil * hg¥eM ts vbeh QKhéc
l i °n Jgtadacn nth<€ t 2 nh dagth ¢ pp¥nich ck hni £ nsd} b v t/]khonly i
nan trong pmvig a g nay.

1.23.Quy tr3nh hoUt L ng v~ vai trC[nch agicgc t h
d€e’ c
Cachét ngCln h g1 &Lce tdWBkhai theo tih trinh t bé&o céo (gi théng tin),
phathintinhiu, L &nh gi §JIndiean thip vatruy thong thoyg tin @tinh
antoancathucvis thamgiaca c 8 c c¢ § khdc@nhay trodgtth nguhinh 1).
C thWvaitrocami c¢c & nhB®méfmmevsau:

(1) Ng_. yi bMnh v"™ cing LQng
Ng€ i b nh v’' ¢, ng Lche c8§ctmhO©m whicnmyb §«
s. m n@bbbltbikBn men " bblk[y  ta trong qus§ tr3nh s

(2) C. se& khh &8 nc hbuMin b Mn h

-L«nh LYo ch s° kh&m b nh, ch_a b nh c¢c- tr
Clfnh git8condge lchn v’ c.a m3nh.

-Nh©n vi°n y tJ] bao g m b§c s¢, d€ ¢ so,
v’ ¢c8c nhon vi°hi ymtio)]h&on8§d»ic, ph&chhin n, x
c8c phlfn _ng ¢- h4i ¢, a thu" c¢c, c¢c8c sai s-t



R

chblt 1€ ng thu ¢ cho @greh i gipdrco ndg@ssabhgimQ ho Ut
Qu ¢ gia th@mck FWQWAgcg tin thu ¢ v™ theo d»i
Hol  rig nhn v Céa nhan
-Ch“ kham bnh, cha —
: Phat Hin, theo dGi va bao ca b nh N g b nh,
— 528 cac W QL i ° n Jp tina an h EE%ET doar:hrth;c ,- ¢ho nd
toan gathuc - N g -han -Nhén vién y f
- vacacCh€hng Ar -Canb CGD
QGkhac i
l Ceb ,Eh s
Thuthp, L §nh ' ghag -Khoa "¢cDehn
qur gi abih ¢ bHEIT ivathdc Thong tin thuc, H, i~ ng
PHAT nghi nb thu ¢ ( vQtr k;!'a ¢ h
HI' N -Ccp nhd théng tin an toan thic kham bnh, ch a b nh —
TiN trén thgi i va td Vi’ t Nam -B phchCGD¢a Lh - Nhan viény
HI* U, -Phét hin tin hi u vQtinh an toan h kinh doanh thuc - tJ(nhiu | o
nCNH cathic. n8&nh "wgvag Chb . gu cgia V C)
‘GIA L ©a [nhhdoc -Tr’ung tam DI & ADR .Canb CGD
NGUY N8&nh gi § inchww Qu cgiavakhuyve ”
Cu thu ¢ -Ch g uVehri® nhkctd
-T€ebtv ¢ ho Wbl «nHn t | “@gthuc
quan qiin ly -Hi nlg whep v S
| €u h “cBhYtf]h u
cbb . & h heHoqu cgia:
-C[nh bdo Wtinh an toan ca -Ch° kham bnh, cha
thu ¢ b nh A A
RA -Yéu du $a ilnhan thic; 0 h i kinh doanh thiic -Nhanviényf)
QUYeT | tiwi khai c8c L Ch€hng tr. gt (nhiQu 1 ¢ n
n. NH cu Htthg; triv khai KJhotch h vacacCh<€hng A r h V. C)
G qun 1T nguy ch QGkhac L«nlp IUH
THI" P Thuffilothic B Y t}cac V, Cc vV, nha qiin ly
-Ng ng dp mi, c& 9 St che né¢aR YU}S
cathuc Y tJ]
-R¥%t  SnKisfhphgu h
-Ch" kham bnh, ch a
b nh
- -n h n kinh doanh thuc -Nha qun ly,
-PH i i théng tin chonhan vién -Ch€hn giémchhg | | «ndb L h
| TRUYN | yt](quy} ‘niqgn | T ,[n \h vacacCh€hng Ar h V: nhn
THONG | théngbao,pn t i n v~ QGkhac thong tn thu ¢
ti' n truyQr thdng khac) 0?1 cY t”r:’a*‘scﬁ\c(gg] Ce va truyQr thong
-Ph€h'mg tthit &g
ching
Hinh 1: Quy tinh ho&t  ngcah th ngClnh gi"8c d€
B n_n vl kinh doanh t huXc
n h n kinh doanh thuc &n thanh &p b phch chuyén trach@Cn h g i &vab d €

tri can b ph trach het

. nkg

nLyn biib chill * hg@an toan_ @ thu ¢ trong qua trinh



| €u h" nhnpkdpcanthpphlihp t r omgd p tfm t&@¥}. C thw L ’'tkimh v
doanh thuc c6 trach nhim:

- Theo ddivabdocédbi /Jjn ¢ 'x¥bblta It'riong qu§ tr3nh | €u
minhs [n Kuumlg , kT, ki nh d@unda FrimptavKrhwn g/thdo® na Q
tin thu ¢ v’ theo dsihephlguy g ndh- hh 9in &, @ ht h

-Cdp nhdt thing tin vQuclhbt, a @ hnu,s [ado tcoH
xuHlBlttng kT, kinh doanh cho C,c Quln |IT D€ ¢
L€ ¢ cdp nhdt v o hY sh Ltng kT thu ¢ khi tt
L " nh hi " n h”"nh.

-Trong tr<€ ng hnpgp khu(6nK) bB®€eulLh" nh t4i VvV

h“nh ° c8§c n€e ¢ khg&cm €@ngquedpl nhdt e [ hmy\
antoamh<€ thing tin tr°n nh«n, hU4n c¢chJ ch" L  nh
quln | T d€ngophXmhom€Ccc Quln |IT D€ ¢c theo qu

-X©y d. . ng v~ trguWnn klihlavin gkglly [heoHichhi Wu nguy ¢
thu ¢ ¢ dgughcé cmdnh s[n xubltk,hiltngg ckIC, cki
D€ ¢ y°u cfu.

4 C&8c c¢c. daXkgn |Ii t

Nhan vién y ftY c§ ¢ ‘clan [Bthu ¢ co6 trach nhim ghi nkth pin anh ca  nig €
tiéu dungl’ i v, i cac bih ¢ bHEIT i x[y ra khis d, ngthu ¢ va tham gia Hd  nij b&o céo
cac bih ¢ nghi ng 1a pHn_ ng c6 W ¢ a thd c cho Trung tam Quwc giahotb Trung tam
khu v ¢ vQthong tin thiic va theo ddi pfn_ ng c6 M ¢, a thu c.

() C8c c¢c_. quan ki ©Om LMNnh chmt | _1ng thuXc
C§c ¢ h Wy uh chd k' ihg€hu ¢ bao gm Vi n Kiwh nghim thu ¢ Trung
‘©h n g n kiviih inghi m thu ¢ thanh ph H™ Chi Minh va cac Tung tamkivkh nghim D&
phX¥n va M. phn td cac tnh, thanh phtr cthuc t rung <€hnng c- tr &ch n
-Gi 8m s8t chblt | € maeit hmu'vg tlhé& oc cBh. cY niin ggi
-Lbly mXu thu" c, ki Wm nghi m, x8c L nh chbl
ngh " m cho C,c¢c Quln IT D€ ¢ trong tr<€ ng h’ p
tr3nh | €u h”"nh.

6) Cacthh.  ng ttdguxXmh gy a

Cach €hn g yt]qu3cn hg bbai,t LI © Ch<€hnmggaogic® mhi agh Ch<€hn
trinh qu c gia phong chngbnh Strét, Cehng tr 3 nmg pHI VilgAlchS v~ CI
trinh tiém chng dn phi h p v i Trung tdm Quc giavQthdng tin thic va theo dbi pfn
ngcoMcathict ch cvatrd khai hét | ny theo déi pin_ ng c6 M ¢ a thu ¢ va
cac\bh QL i ° n Jjgthlactrondh thngmi ch<€hng t inhgoaB YtReo quy

(7) Trung tO©m QuXc gia Vvt hc8icg Tiriunn gt htuenc kvh' u tvhy
c- hui ¢€VaumgpuiX©m DI &ADR QuXc gia, Trung tOm

L™ c¢c8c ch qu@thdongtihthicfaCinrm?! g i & a trathanhhim:

-Thu thdp caicbh8§qufEB8o0ol VQ phln _ng c¢c- h4i ¢, a
thu ¢ v° c¢c8c tr€ ng h p nghi ng" chblt | € ng
béo cao.

-X©y d. ng v~  qulnhtng cth B[ thy gd §\¢ ud € Qc
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-Ph&t hi n t2n hi u, b8o c8o v~° cung cblp

cho c¢c8c c¢ch quan quln |IT thu, ¢ B, Y t]].

-Cung, cdlptihat nsgh t itnr ocndgp M@ dt Qv 't 2 g™ @ant J o~ n
cho ccghec ct, ¢&8 nh©n c¢c- |i°n quan thlng qua ¢c¢&
Li " n t , bIn phXm, c¢c8c ph€hng ti n thtng tin

to"n, h' p Ivhcha omgndil@ung.r’
-Chia sT @ruhg uoOm, ¢gi 8" 8 §¢ ¢ 0T Upcphs acl aY t J]

gi (Tiung tamWHO-UMC) , g-p phfn x©y d. ng d. li u vQ
-Ch, tr3® hoHc ph i hp triWnpc&khamghki§cn ho Ut
phln ng c¢c- h4i ¢, a thuha ¢. c8c vbin LQ I|i °n

-Ph8t triWnlmepdUtti i tnhlygu ¢ v~ h<€ ng tdgn chuy
tin thu ¢ trong c8c ch s° kh&m b nh, ch_a b’

-Tham gia L7 0o tUYo, b i tdienpggt h@h[gnhha agi 8Skci |
d€cho nhon vi°n ¥ hJfc,hstnhi Yn°say H@ c.

-H>p t&8c v" chia sT thtng tinh¥v¥nig ¢8§a t'huc
Cfnh gi.8c d<€ ¢

@8 Hii LQng t_ vmn c¢cmp sX Ltng kKT | _u h”"nh th
-T€ vbin vQ chuy®°n mt!n, K : t hudt kelh,o LB§ n hY
gi 8§ chblt 1€ ng, t2nh an to"n v" hi u qul ¢, a
-n8nh gi§ t2n hi u vQ an to"n thu ¢ v’ t€
mHt quln IT 1i°n quan LJn thu' ¢ trong tr€ ng

9 C8§c c¢c_. quay tqadn I T vZ

Bi YtAvacacW, Chxccloc  n tva B Y tAco trach nhivin;

-T" c¢ch_ c CHnht imwym @& [co LTm vi ¢ s d, ng t

-X©y d. ng, r~ so8t v’ ban h"nh c¢c8€[noh2nh
gi 8§c. d€ ¢

-Th¥c LXyatri Wuy tr3 v~ LTm bloClwn@® tgiig§ccl
de’. c
CAcQdn | Tccdtrach nhim:

-Ch, tr3 hoHc phi h p x©y d ng, s a L i,
vin bl[n quy phUidm ph8p ludt, quiy°ih gbhanhi]ng
L mdnh gi.§c d€ ¢

-Ch" LUYo,t "gehnecltriwWn khai v° gi&m s8§t c§
Cfnh gi,8ct hde® cd»i phln _ng c¢c- hU4i v° c¢c8c th
phUm vi c[baog8& m:, c, thw

+ Qulnthut LXy triWn khaClwh qiit§aoo ndg8€tac§co Wtk

v’ kinh doanh thu" ¢ t4i Vi t Nam.

+ n8nh gi g§lnwliygalhn VO nyouly am to " n c, a t
TruyQn thtng k' p th i, ch2nh x8c vQ c8§c
+ Ra quy/JJtlni lho vv'i 'Lc t ht lcu hE™ in, qruwt/]ts 'L [nth

hdn c¢chJ] ch”™ L  nh, c¢dp nhdt thing tin v

cung cblp thtng tin cho nh®©n vi°n y tJ] v

+
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-H p t&8c v° cht8csW thhng gu@Ewhijgit8ong€l @
CAc Qd n ly Khdm, clva bvhh c6 trach nhiin:

-Ch, tr3 hoHc ph i h p x©y d. . ng, s a L i,
vin bln quy phUdm ph8p ludt, quy L nmh,hoda ng
L., €dnh gitsrcondge kch&8m b  nh, ch_a b’ nh.

-Ch" LYo, h€e . ng d%Xn t° ch_c¢c th, ¢ hi n v" k
an to"n v" hi u qul tongciqgkh&m K°nH,hnctv "a sb’

-Ch" LYo, h<€e.tnhg cd>ni tn vch kei Wm tra gi 8§m s §
t€ vbin, thtng tiChnhwQgstsrcandgegcc§ hucte s kh&m b

CAcQdn | T 1c¥YtruyiZh cé trach nhimn:

-Ch, tr® hoHc ph'i h® p x©y deongt,hXm aqg uly Qn,
vin bln quy phY4m ph8p ludt, quy L nh, h<e€e ng
I rdnh gitSrconmdg€ scfn xublt, chJ bin, ki nh doan
i u, v thu ¢ y h ¢ ¢~ truyQn.

-Ch" LYo, h€e hgcdKhn b vehktWm tra, gig&m s
L " nh, h€ ng dXn chuy°n mtnCKknht lygi&tcodge® £ qu
xublt, chJ biJn, blo quln, kinh doanh d€ ¢ ||

-Ch" LYo, he€e ng dXmhc&cbchhst kk&mcbtmhgc

v s d.ng h p I'T, an to"n, hi u qul d€ ¢ |
t. d€ ¢ li u blFo L[fm chblt | € ng.
CAc Y fAdy phongcé trach nhivn:

-Ch, tr3® hoHc ph' i hp mgji s8a Lhn, vb | s@r

c8c he, ng dXn chuy®°n min k: t hudt vQ s d. n

nhon c¢c8c tr<€ ng h p tai biJjln nHng sau ti°m c
-Ch, tr3, ph"i h°p v,i c8c V,, C,c li°n qu

d. ng vdc xin tr°n phUdm vi c¢c[ n€e c¢c; thlng tin

nh€ c8c phln . ng c. thW gHp sau ti°m ch_, ng

CAc Khoa txrc cong ngMv = ¥ 0 ad trach nhiMin:

-Ch, tr® hoHc ph’ i h® p x©y d ngX%ns ca uly°in,
min, ti°u chuXn k: thudt cho vi ¢ wygmiJen c_u
bfo LTm an to"n, hi u qufl.

-T" c¢ch_ ¢ triWn khai h° th ng th nghi m |
LTm blo vi c,kgip§mbs gtncléfcy blbjt |~ i x[y ra tror
nghi m |l ©m s”" ng

-Quln IT v x 1T c8c bg§8o c8o biJn ¢’ bblt
quan L/sn[nt hjuh ¥ trong c8&c th nghi ' .m | ©m s n

S Y tAtah, thanh piXtrxcthuc t r u ncg trdch nhiMg:

-H€, Wdgn v- t° c¢chkéWmhtcahil'8mlk&8gi §fgwi bfnth
ph%m&p ludt, c8c h<€ ng dXn chuwuwTTm rmin ckh:bltt H
thw'cs d,ng thu baihWpglT ahgmehaygn L. nh hi n

-Ph” Wi fJph i h'c@ct quy JhictnanhB quYfntJ Tv™ ¢ §c¢
ch clntmg quan LJn thu h” i, r%t s° Litng kT t
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nh«n thu  c; ernthimyo.,t iomuncghocbhh©n vi°n y t]]
c.a thu c

C8c LXi t8c kiK€oht gogg WMitthXng

Hot nC h gi &ccl ndg® chamgiatichccga ¢ '§ tc khacrong h
th ngbao g m:

-C8c ch s° L"0o tUo&chuy®>n mghi ynd€ a, chuy:
ch€hng tr3nh, t° c¢ch_ ¢ L 0 tYo ban Lfu, L o t
chon h©n v €inttnyg tt/j rCltnthu 'gd, 8vohd€ ch” p tri Wn khai
trong Cpnh €i&c d

-C8c h i v' hi' p h i chuy®°n mtn trong | on|
L'JJn t2nh an to"n c¢c,a thu ¢ t4i Vi t Nam v~

d€© ng chuy°n mhhngn.ghic’l,'tmhnu;gdoﬁtﬁd dhecicav im®m h .
-C8c t° ch. ¢ x« h,i v" c¢c8c ph€hng ti n th
ch2nh x8c v° k' p th i vQ c8c vbln LQ an to"n

-VEn ph,ng OTYi cdhi cn Ycttd) TwiJ/jTramgitdna gigm sat
thu ¢ to  a CcIf a clhp pcs a¥l (Trufg taMWRIO-gMC)vy ©~ c¢c8c t° c¢ch
p hi chznh ph, C - l'i°n quan: chia sT thltng
chuy®°n min k: thC€dnhhclyotskis dveh etdtNadm.ng

1.3.C8c ph€ehng ph8p thanhhdp tbh'mgctiantw@ c
Trong cChrhh gu & c pdh®hng pl§ p YWihg thdi thond tie Q

tinh antoancathic | °~ ph€ehng moiydp I€8c @ & ESngghaqpch §p b

thWir ‘& ap dng trong tn g ~ hgrh@® ¢ thWbao gm giamsat ch L, ng va béo céo t

nguyncoch L2 ¢ h.

1.31. Ph€hng ph8p b8&8o c8o0o t. nguy n

C8§c b§o Tw@nhn g h hgrhdp nghi ng x[y ra pin_ng cé Wl ¢ a thuc
L ‘& nhanviéenylcl ng nh€ sp&udd kli mrh  vd’« g baalc&o mt cach
t nguy ntheo mt biw mXu béao céo chung (xemph c2¢ca H€dh nay) va gi vQ
Trung tdm Quc gia va Trung tam khu ¢ vQthong tin thic va theo ddi pfn_ ng cé M
cathiuc(hinh2).V.i HL VhL h nln,dfnkém, co th\ap d ng v i tHic[ cac thiuc va
cac I3 ph[n_ ng, Il ©y ph€©hng pdép ¢n goWeorddi piib ‘@g co ¥ ¢ a
thu ¢ tH o[ cac quc gia. Thong tin @chil “ hg@&hic hay sai Hthicl i °n
c 1 ng WE & thu thp thong qua hinh the nay. T cac trung tanthdngtin thu ¢ va theo
ddi pin_ng co M ¢ athic, thongtn €L« L &nh gi §, [mphhi®Inchot 2 ch v
nge, Ldin o ntk8lmkb 1 r omgd p phéat@in tin hiu bl “tng lién
q u a/in tinh an toan.@ thuct d li u bao céo t ngw n, Trung tdm DI & ADR Quc
ga<tnghpthéngtinvabdocagiv ¢ h fndyack trén @B Y t/Jjvacac VY, G c
chc ntaB YU). Saukhixinykih thegcav c8c chhiy°w min, ikh8c n
Fng Ee&psLtng kT | €wacdw n hg ahndh gl -~ hg@ic, B Y
tvacacyY,Ccchc ntLaB YUJsEL €a ra nligguryly Kp th i nhan [th bfo
an to " niscmgthdg Bnéh h L i u m@lhdéa.ca bdo cdotnguyn cl ng
I ‘& chia $v. i Trung tam WHGUMC I'W. - ng g - di uhumg WQdn toan thuc
toan d¢u.
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1.32. Phehng ph8p b8o c8o t

Bdo caot nguyncoéch L2 chlL'&i c § cwh€a

Hi“ngt @hap Snl_ .
| €u thucnh ]’\< B, YITE

ngu n c-
Béo céo t nguyn c6 ch L 2 ¢ hc dla@én nguyénch Qg bé){) céo, tnguy n. Tuy
nhién, khac vi bao céo .t nguy n, thay vi yéu fu nhan vién yfjbao caovQtHi c[ cac phn
ngcoWIx[yrayitHclcacthucvami "Il n ¢ "rilys®, bdo cdo tnguy n cé ch
L' 2 ¢ htdp ¢rung theo dbi va bao céo theotns tiéu chi nitdl "niin h tBeo dditrén mt
nh- m ibghe thwmts phin_ngcoé Kl ¢ thwg amts thu c,
bh€ehng
(chi phi thd, d &p d n g § ng thli gilp tdp trung vad” i ~ ng€fn theo ddi, nang cao Eh
| “@g bao cdovafinh tkh'i ° hg®ng vi c cho nhan vién y}so v i bao céo.t nguy n.

ch,

phB@trl
phBgpynb&8o c§

Trungtam
WHO-UMC

}

A'

hm———-- > CacV,CGcchc ntaBYd]
Ch quwhdan T:
Enh;\@ hg€l ~ "~ Trung tam DIRADR QU c gia
uc <

v

Trung tdm DI&ADRkhu v ¢

A

o )
Ch Istng | ——| Nhanvién
kinh doanh  Ve- > y ]
thu ¢ h

J

T Béao cao

A
Thong tin |

N g"€b nh

I PHNn R

Ch" kham bnh,
ch abnh

Ch€ehng
t/jqu c gia

Hinh 2. Bdo caot nguy ntrongh th'ngClnh gi 8¢

1.33. Phehng ph8p gi 8m s8§t ch,
Ph€hng phe&apdn §Whed ddi cac Mh QHn toan thuc tfr ng tam théng
‘did nh vaghi-ehdh thi o[ cacbi/h ¢ bHIl i x[y ra trong qua
trinh $ d ng thu c. Vi ¢ thu thdp b&o cdo @bi/h € bHEIl ic athicl & thchinmt
c § c hng h®eughknt, cack h kedm bnh, ch a b nh, trung tdm W] phong kham
ngodtrihab c 8§clL@thl &l achn.Bi/hc bHIl il ‘& phat hin bag cach hi
tr cti/fp nigo®h hdb theo ddi’h s h' ntban. Giam sat chl, n g °~ & tiec hi n gi ng

quavi cch L ngt heo

L. ng

n h v c theo dbi dc trongnghién cudcht h cthong ganhn g . dséu:

14
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- XaydngQcl€hng nuwthrioomg clmm & atoi igun €, ph€hng ph
nghién cu...
- ThiJt KJmXu thu thdp théng tin @n g ¥b nh va md ghi nkdh théng tin lién quan
L/h pin. ngc6 M ¢ athuc.
- Tdb huah cho nhéan vién ytham gia nghién cu.
- Triwtkhaithuneh hnigg@h v~ t hebonhd»i ng+e
- Ghi nhch théng tin Wbi/h ¢ bHEIT i tU c4c Fn tai kham
- Gi b8o c8o0o cho TWuwughgp ,t @ng nOhl QABR U phon t
- T ngk}nghimthukiguv ™ L €xndh.a ki
1.4n8nh gi 8§ nguy chohdhdlt?2mdu o, &aTt e ¢ phXxm
n&nh gi § iichgguayhu @lanhidt  ng khong thMachTi  t r ondga , ng L
thic.Qu& tr3nh L §nh?2 gdtfchi@gduayrénehbng tin @inh an toan va
hi u qu ¢ a thu ¢ thu thep trong qué trinh phéat Wi §n ph¥n va giam sat & mai sau khi
thu cratht T n@.Tuy nhiéng u a Wh ¢laicact ch c, ca nhanrong h th' ng Onh giac
d ‘@ vQcan Ragn g u y i fcthtrodgtn g * hgrh ¢ thwed thwkhacnhau, chd | L
qu cgia,can®a g n g uiych la yéu §u LHb bi t quan frn gWhiit thu ¢ Lt @uy tri
tréntht rney c 1 dmh nig®@ct/p JipHEm vi | athuhc. Phfilnay xin
L ©anhrngnguyénds clhvQb & nh gi § iichg a thu cachthNBp d ngtrong
hot  ngqun | “Tcped Vit Nam

141.Ch s° L'S8nh gi 8§ ngutyWicht |l Nam2ch c¢_a thu ¢
Qug§ tr3nh L&8nh gi§8§ nguy ch/I1 i 2ch ¢, a tht
-Thitng tin t. ch s° d. I® mgbtlhuc&o ADR,t b
Trung t©O©m Qu ¢ gia v™ Trung t©Om! kputivnct h

theo d»i ph[n " ncgg8cc-Lhndiv c_cahutyhun cmi n c¢ch’
i ¢ tifJlp nhdn c&8c b8o c&8&oplhmlt neL oag hHu’
§c t2n hi u clnh bg8o vQ t2nh an to"n LW te€
T c¢c.,a B, Y tIJ]].

-h ki fln t€ vbln c_ ac hcu8yc® nc hnutyr n° gVia,t LNam.v'
V2 @&c: Hoci chuy°n miDn€ tdr,ondlloonwh w_a« ¥h, e
d¥ng, B nh vi n Lfu ng ' nhvadranBg, t®mtthinguTrvu g g
tin thu ¢ v’ theo d»ji Phyimg tnh@mcbDe€hdil lc, laon
Tr€ ng n4i & ¢ Y H" N, i

-Quy/JJt L  nhao, gudcldhdduc phXm tham chi JJu

vz d, : Ch quan Quln | HoR€KeDAHhXmCh “qulahn cQ
D€ ¢ chou Au ( EMA), Ch quan QuCh dquarny dull nCe
D€ ¢ phXm vy tSF nAnphhOfnM#HRANT gDEnc phXny vt'J]] S[n
Phap (ANSM)é

-H€, ng dXn chuy°n m!n cnha®c8chtc ¥htd¢ §¥h
(WHO), H, i tim mlch choOu Hu,p Hy ii tl §1iJJnlcsho H
Hi " p h, i LS8i th8o L€ ngcompotiakhndteentiv] gi§ci h, i ch
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142.Quy tr3nh L8nh gi8§8 nguy ch/1° i 2ch ¢, a th
-C., ¢ Qurln IT D€ ¢ tif]lp nhdn thitng tin |i°
ngu n thing tin kh8c nhau.
-C., ¢ Qulfn I'T D€ c¢c tifln h"nhntqugnhlpn xém
vbln LQ vQ t2nh an to"n. Thing tinl1l4€ ¢ t ng
-C., ¢ Quln IT D€ ¢ bgo c&oblplasing «kTki P K inkh

B, Y tJ] (g i tdt |° H i LYng).
-H, i LY ng xem xukdn tLr8nmh cghH 8s° kdj&c lang | i " u
c blp
-C, ¢ Quln IT D€ ¢ tr3nh L«nh LYo B, Y tJ Kk
-Tri Wn khai k/Jt ludn c¢c,a H Y tAing sau khi

1.43. H3nh th_c ra quyl/Jt L nh

Ctn kifluhgaHi “nlg iwvi ngliichgathicvaykihgca L«hh L
B Yt]GcQun | Tcv®dBRY t/]cé thita quyl ntiqun Iy theo cac mcl, sau

-Ph’ bi Jn, c¢cdp nhdt thlng tin, khuyJ/n c8o
thu ¢ an to"n, h p IT.

-Y°u cfu ctnsgfnt yxuHtngt hku',c cdp nhdt thtng

a

c.a thu c tr°n nh«n, t h€ ng d*%n s d_, ng, t
-TUm ng. ng cblp s~ Ltng kT m i, Ltng kT 1 9i

li" " u, b&n th” nh phXm, th" nh phXm thu c.
-n3nh c¢ch”™ 1 €©u h”"nh thu c¢c; r%¥%t s Ltng kT |
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CHhuNG 2. HOYT n. NG CiNH GI CC Dh’
Tyl CcCC Cu S, KHCM B  NH, CH A B’

Trong th ¢ hanh lam sang, ph. ngcé M ¢ athucvacac Qkh§c ndglE t hu
thu c kémctdl " hgesais -t | i Jhthiquan nh®occliisckhe hige
bnh, |~ m t tQntg [nchh'img@nhAlchiili * hg@chy chtm skhe. s
C§c ' &iém 6nh, chabnh co trdch nhim [ blotic[cacldithuc ‘lt€k° L hn
vas d ngchon g ¥ nhlanhngthiccoli 2 cthriv@guy chh kg€t c- ch
Hot ngCnh g i &4 o € ckhantnhschabnh bao'gm giam sat (phat hn,

X tr2, b8o c §ophond) &opin_ ngicg& M g a thudk (ADR) va cac wh QL
li °n dJuthdrc trdng Hic[ ¢ 8§ ¢ gth @ad qudtinh gin Iy s d, ng thu c. Nh ng
nhi my, nay bao’gm:

- Giam satcacdim_ ngco ¥l | i ° fhthg ateHbchl ° hghu c.

-Gi 8m s8t c8c Jpthic.s-t |i°n quan L

-Blo [richil ° hg€hicthérgquavicthchinft ¢ § ¢ nhgQmua sin,

bfo qunvadp p h 8gthi gidm sat va di quy} cac b QuQchHl ° hge

thu c.
n©y | 'mchirglcacich Bc s o8& Y @s odigvién, kK thud vién,
h sinh vién.V, i c § ¢ cocélanhan viény tU]khac tham giacong™ | i ° wh quan

kham bnh, ch a bnh, vi c th ¢ hi n cac hét _ nj nay ¢n phu hp ch c trach, nhim v
I’ ‘& phan céng.

21. Gi 8m s8t phln _ng c¢c- h4i ¢, a thu c

2.1.1D, ph, ng

Nhi Qu phln _ng c¢c- hyi € _ca btiAdnw o 8x- btihW mnh
trong qu§ tr3nh s d,RhlgFn hlu' t mchongngpehlin b’ mo
gul c,a m t sai s -t l'i °n quan.Do/fnv dyh u cc: htohH
d. ng c8c bidn ph8pg sADRL W

a) Nhanvien y t J]
-Tu©n th, c¢ch” L nh, c¢ch" ng c¢ch” L nh, thdn
ng (thu x,cta kB hwam.nhO©n, t<€hng t8&c thu ¢ tr

gi §m s8t theo d»i ng€ i b’ nhntrndmug cqth pt d4nh
-Tu©ncfmh bBdnvitr ng khi k° Lhn s d,ng c8§
Lhn tr°n L i t®ing tge&m phHEeh ngHd ¥n n~y) .

-Tu®©n th, qui tr3nh blo quln v™ s d_,ng th
-Ki Wm tra u€hnwg tcg8hc” mgh ghi It'rdimht chlp ph§t

b) Khoa D€ ¢, nhn v'° Thtng tin Thu ¢ ¢, a b’ nh

clng t&c D€ ¢ tHi nhhgca Lbhnnh k k&cg m

- Cdp nhdt thtng tin s’ d, hgnghtuia, vQhangtt
g i LJn nho©n vi°n y tJ] vicmga& b dhnthetiromlyi ©
nhteé€ vbln tr ¢ ti/fp, sinh hoUt khoa h ¢, sinh
vQ thu  c.

- Gi §8m s 8§t tchhubltceli'ckbly ph&§t thu ¢ vQ c8c khe
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H€ ng dXn v~ h, tr’ nNh©n vi °n y tJ] trong
L€e€u th€e cIm hn L« nhdn L€ ¢ bg§o c8§o v~ p
c.a Trung t©m Qu ¢ gi a hitonlyc tT rnu nt gh fth@m wkgh uc hve
hdi c¢c.g@ ithawwthoc nh©n vi°n.y tJ] L« tham gia b§o

ao

c)H i L ng Thu ' c¢c v’ niQu tr’

- XO©y d. ng qui tr3nh vah&8a ch§o nADR 8§tnrho gg 8b

- X8c L " nh danh m,c c¢c8c thu ¢ c- nguy ch ¢
h€gndXn s d,ng c8c thu' ¢ n"y trong b nh vi’

-T" c¢ch_c¢c h,i c¢chXn, thlfo ludn v~™ L8&8nh gi 8§
c8c bi' " n phg&8p d. ph,ng ph% h°p trong tr<€ ng
b nh vi' n.

-n"nh k8 t "  ngoké&8ocADPB t€&ocn®p8&b nh vi n. S
t2nh an to"n LW cdp nhdt, s a L i, b sung o
tr°, qui tr3nh chuy®n min trong b nh vi n.

- T° ch_c¢c tdp hubln L'tminl8 bwd bk gv hpchng tv i in ny,
ti, d., MAR,ngk: nktng LiQn b8o c8o ADR L¥%ng v~ |

212.Ph 8t hi n

ayni Qu d€. . ng vi°n, h, sinh vi°n, k: thudt vi
- Theo d»i v" ph8&t hi n nh_ng biWu hi n |0
tr°n ng€ i b nd tdim do °mg+€8ic hhim cung cblp \
L€ ¢ trong qus§ tr3nh chtm s3c¢,a tHRe o gdsdiXnn €
- Théngl8 o ngay ,chy if@c hoa V€ & (nJju c-) VvQ

th€ ng ¢c,a ng€ i b nh.

- Ghi 8cdithetng tin |li°n quan t_,i c¢c8c thu ¢
ng g©y ADR v~° c¢c8c thu ¢ d¥%ng LF@ gngt hd%n)g,b an
sn xuthtdn sd¥nlg:,, ng"y v~ ° th i gian bdt Lfu o
ding thu' ¢ (n/Ju c¢-) .

- Gi . I 9i v, bao b3 thu' ¢, v thu' ¢ m" ng:-

tr€ ng h > p ¢cfn th°m thtng tin. NJu cfn thilt
bl o wmanhri s khuyulbit c §o

b) B&c, syo so
Phgt ti nhdngH 4i nh_ng biWu hi n | ©m s " ng

tr°n ng€ i b nh v’ o b nh §n.
KiWm tra | 4i tblt ¢l c8c thu' c th ¢ tJ] nge€
Ki Wm tra chblt | € ng cIm quminWumXhi trhub it Lt
naov Q c¢ h it t hagkhdng
Kiwm tra I m t s thlng tin sau:

+LT do s d,ng thu ¢, vi ¢ s d,ng thu ¢

L'JJn c8c b  nh mdc k m v™ ch ' ng ch”™ L nh tr
+Li Qu d¥%ng thu ¢ L« ph% h p v.i |iQu khuy]
+Ng€ i b " nh ¢ tiQn s d° _ng, LHc bi t |~
+C- s. ph% h p vQ th> i LiWm d¥%ng thu ¢ ngh
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c) D€ ¢ so

Trong qu§ tr3nh th, ¢ hi n mobBtnh, 8g baboHy-°
thu dotaliDeiccsodeghs§t hi n ADR d, a tr°n c8§8c tl
X tr2 phlfn _ng c¢c- h4i c¢,a thu ¢, biWu hi n
th€ ng (x®cm aphH€. Ingc dXn n~"y). cha8d il ni xte® mxg®
bi t,ng thu ¢c ¢c- nguy ch daoaxH® na ARPR (Xem

213X tr 2
ayni Qu d€ ng vi°n, h, sinh vi°n, k: thudt vi

-Th, ¢ hi ' n x tr2 ADR theo L¥ng y | nh c_ a
- Theo d»i ng€ i b nh v’" th'ng b8wi Jkn pbHlth
th€ ng c¢c.a ng€ i b nh trong qu§8 tr3nh LiQu t
-Trong tr€ ng h”p khXn c¢cblp, ¢c- thW ng. ng ¢
t2nh ming ng€ i b nh tr€ ¢ khi thtng b§8o cho

b) B&8c, syo s o
ng&§nh gi 8 m c¢c L, nghuymttEt ng beandDR L Wr

h p.

-GiIm IiQu hoHc ng. ng thu ¢ nghi ng gy A

-K' ' p th i th, ¢ hi'n c8c bi n ph8p LiQu ¢tr
ntkng s ng cho ng€ i b nh.

-Th ¢ hi n té¥owm cRBey he, mgn c, a B, Y tJ] c-
ADR thu, c ph4m vi c¢c8c h+€e ng dXn L.

-Trong tr€ ng h p c¢cfn thift, trao L i h+e |
chuyénmén,thak h o t h°m th?ng ctisng,vQ PAMDR ‘taThd mep t i
vi n hoHc ¢&eénfrung t®m ¢ v theo d»i phl[n .

- Gi 8m s8t chHt ch€&€ ng€ i b  nh trong tr<€ ni
g©y ADR khi kht'ng c¢c- thu' ¢ thay thJ] hoHc khi

c) D€ ¢ so
- Trao L™ i v
t4i khoa ph,n
t
t

s

i b8&c so LiQu tr° nJu ph8t hi’
g LW c- bi ' n phg&p x tr2 ph¥% h°
- Cung cblp hing tin vQ thu c¢c trong qug§ tr?3
nNh©n vi °n vy J]
H€e ng dX¥Xn,b8k, sobr v° LiQu d€ . ng vi°n ho n
thing tin cfn tWDRJt trong mXu b8o c8o

D€ ¢ so ¢c- thW tr ¢ tiJ]lp thu thdp thtng t
214n8nh gi 8

ay ng§nh gi 8§ m i quan h" nh®n qul gi_a thu ¢ v
nW L&§nh gii@bmec! phli do thu ¢ go©y ra hay
cfn r” so8t |14i c¢c8c thlng tin |li°n quan LW
g” m:
Ki Wm tra xem ng+€ i b nh c¢- d¥ng L¥ng thu

k h uy g haykh@ng.
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H, i k: titQnQr s dythycviagicd ngkh&c) LW | o4i tr .
nguy°n nh®©n kh&8c nh€ t3nh trYYng b nh, th_c
c

Ki Wm tra m i li°n quan igiliawm hx [iy griaa np hd[¥m

Khg&m | ©m s"ng ¢cXn thdn v" th,c hi n c8§c
nh©&n g©y phln _ng (nJju cfn thilt).

- Ghi nhdn di, n biJJn c¢c.,a phln _ ng sau Kkhi |
(nJu c¢-) .

Ki Wm tra xeth€pblghinghBe trong y vin hay
thu ¢ nghi Nb. ngayhkhgngrig okt dQuddm i |1 i °n g
gi.a thu ¢ v™ phln _ng

- T%y LiQu ki n chuy°n mbuangic-a tthwW ESmighgi
ADR tulli " n tr°n ng€ i b Tnh cthheco ¥ hta/AgT lp/h &nig, |
Li Wm c¢c, a Nar aég. oa (k€mgphdXn _mc”y) .

b) n8nh gi 8 m c¢c L, nghi°m tr ng c.,a ph[n _ng
Phfn . ng c¢c- h4i L€ ¢ L&8nh gi 8§ | m bhghiromgt
nh, ng hdu qufl

-Tr, ¢c tiJ]]Jp hoHc gi &n tiJ]]p goO©y t vong cho
ne d a t2nh mUlng ng<€:i b " nh, c¢cfn LiQu tr
Ng€ i b  nh c¢cfn nhdp vi n hoHc k®o d"i th'
Ng€ i b nh b t"n tdt vonh vi_n hoHc nHng
D tdt thai nhi;

HoHxblt k8 hdu qul n"o c¢c.,a ng€ i b nh m"

nghi°m tr ng.vQ mHt | ©m s " ng

Sau khi li@uanhh nigdh @Fv.mthu c, m ¢ . Hghiém frngg a pHn_ ng
c6 M, nhan vién yficfn can nlab c6 nthif g i c h'd b m lyT&Bcnh bao phn_ ng
coHgathuic 0 hay khtlncgc §Hkangodamay)

ThT c¢c[nh b&8o phln _ng c¢c- hdi ¢, a thu ¢ |~
y tJ r3ng nge€ i mang thT L« t_ng b’ phln _ n
gi “%4p ng<€ | b " nh biJJt vQ nh_ng phln _ng nghi?®
n"y v’ L€a cho nh®©n vi°n y tJ]] trong tblt cl[ r
vi°n y tJ biJt L€ c¢c tiQn s Db  nhrEBnhnpofan_
c- h4di c¢c%ng | o4i hoHc c8c phln . ng t<€hng t

215Theo d»i phln _ng c¢c- h4di c¢c,a thu ¢c b3ung be¢
Conhiu ph<€hng phBipngtchhd @ a tducitrong th ¢ hanh 1am sang.

Trong khubn khhehgd n "y, ph€hn g ngmhn§ plc@ St u do8iph t

chdi L Fnd apid ng cho cac h kisam bnh, ch a b nhtd Vi’ t Nam.

aan i t€ ng viJJt b§8o c8§o:
Ng€ i tr, c tiJ]jp viJJt b8o c8o ADR |~ b§c s
thudt vi°n v™ c8Khwyn®m Wh?®ah ynhi/JQk hiEg€ i cC ¥

thi " n b§8o c8o LW n©ng cao chblt | € ng thtng t
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- Thtng tin vQ ng€ i b8o c8o, ng€ i b nh v
phln _ng c¢c- h4i ¢, a tthlu' g Lt& r© tctBhel rT rowringgt dt €
h4i c_ba[ & hnudtc t heo qui L  nh hi n h” nh.

by C§c tr€ ng h p cfn b8o c8§o
B8o c8o tbit ¢ c¢c8c biJjn ¢~ ¢- h4di x[y ra
LJn thu ¢ gO©y ra b’ i:
+ Thu cbao vgicmxdh v’ ,teunb phige yt, tNde€ ¢ | i
+D€ ¢ |li"u, v thu c y h ¢ ¢~ truyQn.
-hu ti°n b8o c8o:
C8c phln _ng c(xke%wi phghi 2mltda by
THic[ phfn_ ngc- hd ¢ ac&thu cm i '@v o sy, ngtrong LiQutr t4 b nh
vi o on.
Phfn _ng c¢c- hU4i m fn ch €Hc htRan' gt & € cmibitTt t
h€ngd sgl ngthi c, D€ ¢ th€e Qu'  c gia Vi t Nam,
l'i"u tham khl[o thing tin thu ¢ kh§gc).
Phln _ng c¢c- h4i x[y ra li°n t_c¢c v,i m t
ngdn tUYgmct sh, kdeh_ a b nh.

+ +

+

+

c) Th i gian g i b8o c8§o
BSo c8o cfn '€ c g&trong th i gians m nhHic: thWsau khi x[y raph[n_ ng , ngay
cl[ khi th'ng tin thu L€ ¢ ch€a Lfy L. (bsgo
sung b8&8o c8o0o nJ/ju ghui hhdpg8d€cgoth°” msuhgh.
B8o c8§o trong khi ng€ i b nh ch€ah xhBltngi
lam thémc&c xefznghi’ m cfn thi/} Lk &c I nh nguy°n nh@h g&y ADR.
BloL[mg@bSocSt i Trungt@nQu cgia ho Hboe ung t ©m tHodguin v, ¢ v
thu ¢ v° theo d»i pwhg thgichhdi ¢, a thu c
+ B8oc8o phln_ ngc hd nghi*mtr ng g& t@yong hotbled atznh mthg nge i

b’ ngi@trongth i gians mnhkic: thwhhégkhtngmu nhbn 7 ng~y | " m vi '
t. th i LiWm x[y ra ph[n _ng.
+Bao&o phlfn . ng c- hUYiggradth i*gians mmhkie-ghWwe , n | 9
nh€eng khing mu, n hhn 15 ng”"y | "m vi ¢ kW
+ B8ocSophfn. ngc hd khtngnghi°mtr ngc: thWwdph pggh'ngthéng , tr €, ¢

ng" "y m¥%ng 5idpa th8ng kJ t

d H€ ng dxXxn LiQn mXu b8o c8o ph[n . ng c- hyi
Nguy°n tdc chung

Ho"n th"nh mXu b8o c8o v,i Lfy L, thlng t
Sl ngm t bl bSo cSori°ngchom i ng€ib nh.

Tr€ ng h ' p d¥%ng thu ¢ LW LADRI khr§c ADhRo nnhg
b nh n°n t8ch th”"nh m t b8o c8o0o ri®°ng.

+ + o+

+Ch_ wviJJt r» r”"ng, vVviJJt ch2nh x8c t°n thu’
+niQn tht'ng tin ch2nh x8c, th ng nhblt, tr
cao.
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MXu b8o ©8o0 dADR: mMXu b8§dhUdi8§o mhltrhu g td-ec
hi " n(kemhple, al He ng dXn n"vy)

- C8c thtng tin t i thiWu cfn LiQn trong mX
+Thtng tin vQ ng€ i b nh: h v’ t°n, tu’ i,
+Thlng tin vQ phln _ng c¢c- hU4i: miphfnchmngt
di, nbi/nADRsaukhi x@rz (b ao g~ m i. n biJfJn sau khi ng.
thu’ ¢ hotot§ s, ng thu” ¢ nghi ng ).

+Thtng tin vQ thu ¢ nghi ng : t°n thu ¢ n
thu ¢, ng’'y v’ ghthulée¢Wm bdt LFu d¥n
+Thtng tin vQ ng€ i v° Lhn v’ b8o c8o: t°
ch_c¢c v,, s Li' n tho9i 1i°n IY¢c hoHc L a
V.i c¢c8c thing tin c¢c,n I4Yi trong mXu b8o c

sung t itnnlLa thlng
He ng dXn chiintictn cl8icQnt htlrnbgbgt ®E8OnNn cgot Al
mXu b8o c8o theo quy L nh c¢c,a B, Y thihgv  t he

tin thu ¢ v~ theo d»i gHEinangigt hetngh Qii nc
http://canhgiacduoc.org.vn
e) H3nh th._ c g i b8o c8o ADR
-V, i ¢c8c ch s° kh&mo#& B® wicchmambt /Jh hg ci- b§o
t hok D€ c¢c |~ Lfu m i tdp h° p b8§8o c8o06 trong
thw g i b8o c¢c8o tr, c til/lp LJn Trtuhmtgngt @nm nQut hc
v: theo d»i phln smag ¢- h®it ng, &#8tohwYé cho kTt
-V, i c8kch&m B3 nh, ch hoo D€ &h!migomrm -vik°en vy

tr idpt LJn Trung t©m Qu’  c¢ gtihat nhgo Hici nT rtuhnug” ct ©vn
phln _ng c-. h4di ¢, a thu  c
BS§o c8§0o ADR L€ ¢ LiQn v’ o mu b8o c§o th

gia hoHc c8c Trtumgng ©mi rk htuhw' « cw™Q htthie oc _da» it h
byksng m t trong 5 h3nh th_ ¢ sau:

+ Cachl:@i qua .b_u Li Mn

+ Cach2:@i qua th_ .LiMn to (email)

+ Cach3:8o c8o0 ADR trxc tuyAn

Truy c¢cdp v hitp://dascaoadgvnowed :v- | " m t heangh€, ng
web.

+ Cach4:@i qua f ax

+C8chi ®Mn thovui b8o c¢c8o0o trxc tiAp cho Trun
Thtng tin sau L:- c¢ctn L_tc LiZn v7™0 m, u bS§

4 cach néu trén.

) Nhi nhdn b8o0o c8o
BS§o c80 c- trmownmg haivQl match’ sau:
-Trung tOm Q@Q@wXaggitanvZ huXc v° theo d»i p |
(nhdn b8o c¢c8o t_. tbit ¢l ¢c8c t " nh/th"nh ph" t
n“"a ch”": Tr<€ ng nUi5 hl°c Th& nch HT't n\g,i ,Quldn
N i
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http://canhgiacduoc.org.vn/
http://baocaoadr.vn/

ni  ni: (04) 2088 5618
Fax:(04) 3933 5642
E-mail: di.pvcenter@mail.com
Tr ang t hrtnhtp:/icanhgiaddioc.org.vn
- Trung t Omtkhhtungv tci nv 2 huXc v~ t he othatby i phd |
phX H®™nNChnhdn b8o c8o c¢c,a c8c t nh/th”"nh ph’
n"a ch”: B nh vi nnC8h2 RKyank01Ph&lyny 12
ph” H° Ch2 Minh
n in thod: (08) 3855 4137Ext: 794 htb (08) 3856 3537
Fax:(08) 3856 3537

E-mail: adrhcm@choray.vn

gg X 1T b&8o c8o vQ phln _ng c¢c- h4i ¢, a thu  c
khu vthek!rm® tin thu ¢ v° theo d»i phln . ng
-Qui tr3nh ti:Ap nhon b8o0o c8o
+Khi nhdn L€ ¢ b§o ‘c&olgdArRy n gr rtu@mng Kk Houn wQuc

Xx8c nhdn c¢cIm hn t_ i Lhn v /c8&8 nhon L« g i
+ Cacbdoca® DR s € L€ ¢ Tr ungTrutn@m tQum ck hgui av hco Hc
theoggry tr3nh x| T b&8o c8o ADR c¢c_.,a Trung t

- Qui tr3nh L8nh gi 8 v™ phdn hQi
+n nhh"kn8g ntm, Trung t©O©m Qu ¢ gia t ch_ c
b8o ¢80 t ng k/Jt c¢cing t&8c b8o c8§o ADR vQ
thu, ¢ Trung ©hng, Y tJ] ng' nh v™ ¢c8c c¢ch s
+Trong tr<€ ng h” pn,cfEmicpbinth™vi inkt&r ADR r
t ©m Quvadrgng t©m khu v, ¢ s€&€ nhanh c¢ch-ng
thXm L nh LW g i phlfn h“i cho nh©n vi®°n vy
cao.
22.Gi §m s§t chblt | € ng thu ¢
M t nhiam wr gg trong c8c ch s° kh&m b nh,
hu ¢ k®m chblt | € ng. C8c dBblL

c8c b8o c80 vQ thu
de, i c8c h3nh th ¢ sau:

-H3nh th._ ¢ c¢c,a thu ¢ khlng L[m blcg8oklli aqu:
nh©n vi°n y tJ, v2 d, nh€e thay L i m u sdc,

-Thu" ¢ ¢+ hi u qul LiQu tr° k®&m

-Thu' ¢ g©y ra phln _ng c¢c- hyj
22IM, t s° yJJu t° c¢cfn xem x®t khi pho®©n t2ch ¢

- C8c |l o4i thu ¢ ckhtcenhg “sn LUinQu htorHic h Gp ¢ -
chblt 1€ ng hhn c8c |l oUi thu ¢ khs§c.

- C8&c sIn phXm c¥%ng m t hoUt chblt L€ ¢ s[n
thwW c- s khg8§c bi 't vQ sinh kh[ d,ng, do L

LiuQtr .
- C- s khg§c bi "t vQ L. "n L nh c¢c.,a c8c dt
u " ng. N-i chung, c¢c8c dUlng b"0o chJ] thW r dn 1

ki " n nhi t L, hoHc L, Xm cao.
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Khi c6 bao cao @chil * hg@hlc,bnhvincgn L &nh gi § [iaedocoBady ¢ -
s6t mt trong c Baudikbhodm drnhb €gils blo qun, di phat, qiin Iy, s
d. ng thu c... hay khéng. Qua trinh nay cdMbeo gm ¢ § © sab:€

- X8c L  nh ch2nh x8c b[lg ¢thhbif cc,a vbin LQ vC

KiWm tra c[m quan vQ s[n phXm, bao g m cI
nhan.

-T3m th°m thtng tin vQ qu8 tr3nh mua s dm,

- Quan s8t c¢c8ch th._c¢c s[n phXm L« L€ ¢ s
thi ¢, qug tr3nh cblp ph8t. Trong tr<€ ng h' p c
tra s, tu©n t h,

- Quan s&8t xem ng€ i b nh L€ ¢ LiQu tr  nht¢
nh€ saigusant LUJjin°nt hu" ¢, t<€hng t8&8c thu ¢

BS8o c8oam, iqudih dd& cblp tr°n vQ vi ¢ ph§t
kém.

222B80 c8&80 c8c vbin LQ vQ chblt 1€ ng thu c
Khuy/h khich nhan vién yjva cacc b ksdm bnh, ch a b nhbao céo cachh QUQ
chidl “hg@lcgpphi trong Q@8 tr3nh Li
Nhan viény t/Jnén bdo cdo cads QUQchil ° hg@hu c khigp pHic § ¢ ng i pe

sau:
Nghi ng" thay L i tnzhnéh chblt h-a, IT c¢c, a t
+Thu ¢ thay L i m’u
+Thu ¢ b t8ch | p/tgch ¢c8c th"nh phfn, c-
+ Viennénb bi Jjn th”"nh b, t hoHc v_ v_n
+n-ng ;c.ng
+ Thay L™ i m%i

Nghi ngvblce LQ vQ L., “n L nh (v2 d, nh€e n
c. a trhoin'gec btfo quln,) pha chJ, s d, ng
Bao b3 hoHc ghi nh«n sai hoHc kh*ng L¥fy L,
Nghi ng" nhi_, m vi sinh vdt
-C8c th”"nh phfn cia s[n phXm thu' ¢ b |
_ThBIt bUi LiQu tr’
- Thuhgt. hUn
C§ ¢ ° &ham Bnh, ch a b nh c6 thwtham kHo mX bao cao B “tnh ol ° hge
thu ctiph |Lc7catailiu n Whi ntth théng tin va gi bao cao ti ch fyan qu
chb trén Trung tdm Quc giahotb Trung tam khu v ¢ vQthong tin thiic va theo ddi pin
_ngcéMc athuc.

23. Gi 8m s8&8t sai s-t li°n quan LJjn thu ¢ (Medi
231M, t s° LHc LiWm quan tr ng c¢c,a sai s-t |i°:
-Sai s-t |li°n quan L/n. ©yul ¢ @danht Wwmmgn o'l

v v?3® vdy, vi ¢ ngtn chHn v" gil[m thiWu sai
guan tr ng trong ch2nh s8ch an to"n thu ¢ c,
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- Sai s -t li°n quan LJn thutrcomng dgihaN gl©ol nr
hoUch d¥%¥%ng thu ¢ hoHc giai LoYn th ¢ hi n kJ

thwW x[y ra ° bblt k8 giai LoYYn n"o v~° vi ¢ h¢{
- Sai s-t li°n quan LJn tthhud cc b(agou °gn’ m icQu sh

thi/JJju thu ¢c) hoHc sai s-t do s d,ng sai
-Sai s-t li°n quan L/Jn thu' ¢ c-(¢h®a L2 @O

L'Jn virac hd@y qul bblt). | V¢ dr °nh®gl€s cc b®an kp’h % hi
h® p hv€ ingnhdeéng ngay sau L- L€ ¢ d€ ¢ so thtlng

x8c L  nh |~ L« c¢c- sai s-t x[y ra.
232C8c h3nh th_c¢c sai s-t |li°n quan LJjn thu ¢
Sai ng€ i b " nh: sai s-t x[Fy ra khi L€ea th
- Sai thsu'tc:dosad¥%ng thu ¢ kh'ng theo L¥Wng c
- Sai |liQu: bao g"m qug | iQu, thbBlp hhn | i Qu
LY%ng ch” L nh hoHc khing nh, 1iQu d¥%ng cho n
- Sai L€ ng d%¥%ng.
Sai th' i Li Wm d¥%ngnhgm8| ¥nmyiqe§diagnt hu’
tn tkkhRing r» th' i gian d¥%ng.
Sai t c¢c L, truyQn: t c L, truyQn gu8 nhan
Sai kholng th™ i gian d%ng thu c: ng€ i b
| fn d¥%ng hgbwe Hdhi hhn khol[ng th i gian L€ c

- Sai dYng b" 0o c¢chJ, h"m | € ng hoHc n" ng L,

- Sai k: thudt d%ng thu c: nh€e d¥%ng sai du
L €’plegpn g hi Qn .

- D¥%ng thu' ¢ h/Jt h4n hoHc I« b h€e h,  ng do

D¥%ng thu ¢ cho ng€ i b nh ¢ tiQn s b d

-D%ng thu ¢ ¢- ch " ng ch” Lginha -bhhauhcg € L ah’
coc, a ng<€ it ehhnmh h§cct huedrmg ct .t hu ¢

- Ng€ i Db’ nwkhtngh ' Intang:t ng€&nig bt hmhc hoHc tF
ntng ¢c- t<€hng t8c v,i thu ¢ LiQu tr , kW cT
d¥%ngg LYfm i c¢c8c thu' ¢ n"y; ng€ i b nh khlng
thu  c.

Sai s-t |li°n quan Ib/bit tkiBu 'gd ad - LtolHW qHFmp tr

thu c¢c t. khi k° Lhn L/Jn giai LoUYmbo gv &y, sd&itnc
c- thw phon |l o4i sai s-t :theo giai Lo4n s d

Sai s-t trongsagi asi- tL okthni,tkk°€ lidpn:g kupn | ° ¢ h’
khing h p 1T, k° Lhn khtng ph% h° p, khlng hi
L, h"m | € ng, s | ¥fn d¥%ng thu ¢, L€ ng d¥%ng
hoHc th.a thu ¢, |, ichyi §ti Jihkhthd  «,, bao g n

- Saisottronggi ai LoUYn saoach®® EAMmMm thu c; sUng
d¥%ng, |iQu d¥%ng, chJj L, 1iQu, thiJJu thu ¢, t

Sais-t trong gi &lip bpdh@n d¢Hp pghithing L€ ¢ k°
dsng, thifJu thu ¢, sai dldng b" 0o chJ (th<€ ng
nhau, t°n L ¢ gi ng nhau)
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Sai s-t x[y ra c¢c- thw L
NhémF [t §c¢ hU4i tY9Ym th i cho b’
k®o d”i t h i gian n3lm v
Sai s-t x[y ra ¢ic ghyw b

NPOMG | s ¢ hdi khing h*i ph. c
Nhém H Sai §-t xI'y ra y°u cfu
S . s ng
Sai s-t , Sai s-t x[y ra g-p phfn
vong Nhom | b’ nh nhon.

Quy t\W8ichh tiLc | hghiém trng ¢ a hdu qu 1am sang do sai sét gay ra
I ‘& trinh bay chi i’ ph | c9¢ ataili u nay.

235M, t s bi' ' n ph&p ngtn chHn c8c sai s-t |i?°
- Th nh I dp nh-m chuy°n mtn g m b§c sog, Lic
chuXa hhnh | ©m s ng ph% h’ p v, i L'i Qu ki n c,
- ThiJJt I dp h th ng thu thdp v" ghi nhdn t
s°. H th ng n"y c¢cfn x©y d ng tr°n ch s° kht
Cao sai sot.

- XOy d, ngtrc®8mh qgwym theo c¢c8c h+€e ng dXn v~
d. ng c8c d ch truyQn tonh mUch v c¢c8c | oUYi
ch” ng L'ng, t.{wean &y rdghti 4n.c., a H€ ng d%Xn n-

-

a) Khi k° Lhn thu c
C8c ch s° rkh&mbbnmhcEx yh@EyvcfEhmgec h€ ng dXxX
h"nh k° Lhn t°t khi k° Lhn thu' c¢c cho ng€ i b
- Tu©n th, c¢c8c quy L nh vQ k° Lhn v™ h<€ ng
cfFn ghi tronlgi Lthnl t htuhing Hicin vQ ng<€ i b nh

thing tin vQ thu c¢c. KKingkd bhehtjhanga 1ItHoucfceu
dng gi i ph@hgnigHthbicty: t°n t€hng viQ nhat
m, c hLdéngv 'ty ctr3nh s d, ng thu ¢ tYi Lhn v

ChuXn h-a ktrlulymnv L QeHnt tthnug ct igni . a c¢c8c n

trong quy tr3nh LiQu tr . Khing khuyJ/Jn c8o0 \
trong m i tr<€ ng h' p.

K°hti b=ng c8ch vil tay phrli r r"ng LWt
viJJt Lhn v v”™ | iQu d¥%ng, t2znh |iQu r» r’"ng

b) Khicblp ph8&t thu  c

Nhon vie°n y tJ (d€ ¢ s v’ LiQu delpng) cf
phg8§t thu c. nHc bi t I<€u T vi' c¢c L i chilJlu so
trong Lhn k° hoHc phiJu Il onh thu " c, L i chiJ

- T3m kiJm v phon |l o4Yi ri°ng nh_nggthdHic c
b’ nh. vi n

- XOy d. ng w'ghtilf mpuntgiklrn® nh bl o quln thu c
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S dcactd ng c¢c. ghi nh, nh€ thil/JJt kJ nh«n p
tr°n m8y t2nh LW h4n chJ s, nhfm | Xn khi cbl
bicomaws &bc gi "ng nhau.

Gi. nguy°n nh«n m&c, y | nh, bao b3 ban I
hoHc ¢- bao b3® ph% h°p L i v.i c¢c8c thu ¢ cblp
c)Khi s d,ng thu ¢ cho ng€ i b nh

Nhon vi°n y tJ] (deteosoth, ¢8§Ququy h'ghh cd
d.ng thu ¢ cho ng€ i b nh. nHc bi t I€eu T vi

gi 8§m s8t chHt ch€&€ ng€ i b nh sau khi d%¥%ng th
-Phi°n gili v" th ¢ hi n L¥%ng c8§cthhfmg 1t
L€ ¢ viJt b3ng tay, c¢c- ch, vifJt tdt, k° Lhn
L€eu T nh_ng thu' ¢ c¢c- t°n t<€hng t. nhau k
gi "ng nhau.
-Blo quln thu ¢ ph% h”p, LHc bi t°uc&cdcuthu
blfo qulfn LHc bi t.

236B80 c8o0 sai s-t |li°n quan LJn thu  c
Khi c6 sai s6t Ky ra, nhan vién y/jcFn bao céo vi b phdh ph trach co lién quartt
c h ksdm bnh,chabnh(vid nh€ttii ban gi §m s8§t A@R). v" sai
TiWbangians 8§t ADR v~  @iarisStia thdp théng ton vaggidf Fi ™ niy thi ¢
v  Qlifigabnhvint chchichf, tholusdh v~ L &M h /h &7 18ch dho
hehgx t r 2 Qxubl cad’bin phap d phong tip theo. Vic phan 161 hdu gu nh ng sai
s -t | i fhrhd gaddhitham kfotdph | c9¢a H@ DO nay. Nhng théng tin

vQs ai s -fh ‘tcdng bao hieb tp hush Wit kinh nghim tronge b, Sng th i,
co thwefn cdp nhd, b sung, sa " ildanh mcthuc , . ng € Qi i va cac qui trinh
chuyén mon khadkc h L'¥phong tranh céac sai sot.

Khuy/h khich nhan vién yi}v © ¢ § &ham binh,sch a b nh bao caoHl c[ cac sai
s-t | i fhonhiqgapapHi Lt r ong @ u €QTiurg¥am IQuclyia WQthong tin
thu ¢ vatheo dGi pfn. ngco M ¢ athic (xemph . c8¢a Hgd nay).
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CHhuNG 3. HOYT n. NG CiNH GICC DN
TRONG S, D, NG THU C Y H C C° TRU
Tyl c¢C Cu S, KHCM B  NH, CH A B’

Hi' n nay, nhiQu _rc@énth]gii c 1 n¥g Vit Na@ vht ntd song hanthai
hinhthcchabnhBagyh chin 4l (Y H Hyrh)c ¢ vriiygh (YHCT). Thu ¢ YHCT
L'es dng Ti@onglth ngkhamb nhychabn h V ¢ xeth i@ it thc dng khéng
mong mun. Tuy nhiéntrong thc t]s d ng, éc hin "nhg& ng ng L c cé lién quan
LUhthic YHCT c T ogbi nRh«Hi nit¥eco i it bao cdo chinh tte hay nghién cu
¢, thwQph[n_ ng cé M | i ° fh sqdurg thu d"YHCT. Do vdy, vi ¢ trid khai cac
hot ngdnh gi@cikdt® c YHCT ct/mmgnhecdc®ghiéna s ©u  h hn
vQd&liuc truy ¢ - nguYladioh thvP Wh dg théng tin, dliu t hea L€
t cac hét  ngnay €1 ©~ ‘clM €@a [mhédao,ckhufh cdo s d ng thuc YHCT an
toan, hply,th °‘lc@®iQn t i n ° ¢diova phgtBuy thmthh ¢ a YHCT trong phong
va ch a b nh.

Thu ¢ YHCTbaogm dcd u,vthucyhc¢ truyQthic L! ndctydet hu
ifu, trong L-:

D€ ¢ i u |I" nguy®°n i u LYt ti°u chuXn |
hay khto8&8ng vd

-V thu'c y h ¢ ¢ truyQn |~ d€ ¢ |i u L€
truyQn.

-Thu ¢ t. d€ c¢c |li"u I thu ¢ L€ ¢ s[n xubl
L.  ng vdt, th, c vdt hoHc kho8ng chblt.

-Thu ¢ Litng y | € kku'b¢ ot chd€tdheloi Id, Idn

c’ truyQn ¢, a c8c n€e, ¢ ph€ehng nlng.

Thuc Y HCTn gt ‘ht*6ed, ngd @ nhiQ dthg: thicsbu ng, thic ng@m r €
(U ng, dung ngoai), @ thu ¢, thu ¢ b t, cao thiic ( ¢ aHb, cab,| ng, cao xoa, cao darghe
thu ¢, thu ¢ ¢ m, thu c vién(vién nang, vién nén, vién hogn) . “~TYHCT cod thMa m t
vthic (odi®@ s Bhooh L Abijo)habmtch]pinthic ‘leehi ndpl |
ph€hng V)it hé&6 op lt hn g WpQhtE pnh thebQyTuh £ a YHCT.

Hot ngClhnh gi"€ct d&@ng cé§ o ngthic ¥HCT tuan th theo
hengd chung tr khangbnb ghcaba h”ngthicn t Fplkbthiica
thu ¢ YHCT. Nh ng hdt . niy naybao gm:

Gi 8m s8t c¢c8c phln _ tdoltct hwlic, hoHct kW d &V
quan LJn thu ¢ hoHc chblt | € ng thu ¢ k®&m.

Gi 8m s8t c8c sai s-t |li°n quan LJjn thu  c.
Blfo Lm chblt € ng thu ¢ th'ng qua vVvi c¢ t
ph8t, L"ng th i gi&8mQs&thbM” |ga [hig dthw/tc.c8§c v

3.1.Giams 8t ph[n _ ng c¢c- h4i ¢, a thu ¢

3.1.1. D, ph, ng
nWhth chlJnh ng pHn_ ng c6 K do dung thuc YHCT gay racacc h ksam bnh,
ch a b nh YHCT cfn tuan th nh ngnguyén & sau:

ayn i v.,i thfy thu ¢ YHCT
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Tu©n th, ch™ Ltihmkdn ¢h” mg,chi Qu wWhkng c, a t
c.a b nh nhon (d,.), ntg€htnhgu tc§c tthhiw at mME ocn g kK
YHCT hoHc gi_ athbucc)®raidavic n LFy L. vi ¢ ¢
ng€ i b’  nh tirQungt rgus8 Wrl3[nmh blfo k° Lhn thu ¢

Thchtr ng khi ~ Hhgclicthoc sc- nguythichcead?2 e, c¢c- d
tinh nthh,vthicd b ngytth)hat k ° L Hn’ ntg ®ridyreh Ho bi t.

Khi k° "ddnn It€uu T :

K° L_n pthp it 3pmhz thrv ng b Mnh

TheoYHCT b  nh tdt sinh ra do mblt skKhic®&® K %bmg
ng€ i thfy thu obngsforu «ha ol Thyhn (M2inur @ i bIt ¢, a
nhi  t) v’ trUngitthh®i)t ngE o Mg nhhhi(d€era c§c tt
nh€e thHWWh,aorhW h€ (bl[n th®©n c¢c8c c¢ch quan trong
cblp t2nh do y/Ju t° b°n ngo”i |~ c¢ch, yJu c¢h®:
thWwy, i m t thW c-tph€kh§dcpoBagu lti Qo nd %repy fh,
thu ¢ thu, ¢ nh-m gili biWu cho nh_ng b  nh nh
t hi Ju.;tdrdhding hu ¢ thu, ¢ nh-m thanh nhi t cho &
t8 v ' hetneh@gc,g@i;HitmB8inht d%ng c8c thuwhe ntghanh
ng€ i deHnrggnhhe d¥%ng thunk, Ag hge&ohc@m@y mMBbIL ho
t ©n d ch.

Tuykhtng c¢- ph€ehng t hun ke niglhng hbp*:dn’ © kb n h
hanthid%ang thu ¢ nhi t, b’  nhnémdhi4n gt tthhu¥ cd ¥%ng tbh
phli d¥%ng thu .oNJul[ dNgcitrnd WPty hdu dulhhngh
thW nhi t m" d%ng thu ¢ cay n-ng, b nh thu,
nHing .t h°m

L U khi phXi ngl c¢c&c vMl thuXc

M, c L2ch c,a vi ¢ ph' i YAGITnhiRmt th'ng “Ec uv g
tr°, L ng th i | "m gilm c8c t8&c d,ng khlng
truyQn bao g " m: t€hrg ,tu,€hnehrsgEts Pht €heign
t €ehngk %@m ch/H¥n¥yn vinhah)u ¢ n"y LW hUn chJ t 8§
(v2 d,: B8&8n hY s ' ng goO©y ng. a d¥%ng v,i G.ng
vy v. i GImgngnaplh)ti.€hng s§t (ti°u tr. L, c t2n
|l "m mblt L, ¢ t2nh c¢c,a v thu ¢ kia (v2 d, ph,
Ldu. C- thW vdn d, ng t<€hng s§t HdiwW it @hniy, ©¢ k
" lid¥Wohg chung sEnb " m, gi Fimatu § a hid hH ok hn@hancgf m™ v
thu ¢ t<€hng phln tkihniglklgtct Ban pn kx&ct WW It hm ™ ¢t

| Xn mahaug " OamhtBdm toYi, NguP°  ifbophl[BARB t [ m)
hd, BUYch c¢cdp, BUYch ti_ n
L u T, Ikkhii®° ndg¥ankg t hu Xc

+ Kh'ng d¥%ng th. ¢ tn ¢hvagd, Uikhts®g dnng”
d¥%ng thu' ¢ *n truhkdkigunhhnntancmdldingedo;, nh’
thu ¢ ki nkhtsBgthn°o tAach: ng “nhgbltt hku? kah® atrch 2tidrfF n
th t tthangkhttdew ct ku” ¢ nh€ Cam t h@maik iHon g gk d i
dBlm k hBUd ¥%mnTg.

+ V.i thu ¢ d%¥%ng ngo”"i, c¢cfn clnh b&8o b nh
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+Khongdungt hugucg | i Qu Mo iic sk ®mhdmi t hu ¢ nhe€e |
hoUt huy/t, Ip@®8c¢khgylt Quheédogl, hdFan k@&wo d” " in ch:
t"n th€ehnw tt @n o cht.hu' ¢ YHCT khi d¥%ngt qwsg |

gy t° n hWM dho MhcthWing |~ v ph” bi/Jn LW
c:- thwW g©y n°n suy thdn. D¥ng | i Qu cao TIJ t
thwW gOyDWrgg K®a@ .d” i Chu sa, oUc-gnfut hUghec (i

vdt) hoHc L, c thfn kh%e (m t v thu ¢ titng
ch. ¢ nktng gan v~ thdn.

+ Ch" d*n c8ch sdc thu.c trong Lhn theo L
+ Thdn trthe s Y#GTgdhehtenngoa-T tehmi ,ng€
cao tu cblm KN2c@#ng thu ¢ ¢c- t8&8c d,ng tr_c th
thdn tr  ng L ti[ vh4, cralty.. bhaptpyt" o0 L Ud - nthh ait; k
thu ¢ ch” khg8i Kkih, & b )lifahie tcr ® aemmdoady Lang
t hfwih h€ ng m.,d bvdn v~ d, gO©y bi/n g¥®cang; k h1
tud€hng h€e suy yJu.

b) Khoa D<€ c, khoa YHCT, nhn v’ Thtng tin
phdn/ng€ i ph, tri§ch 8ct ichnt &¢ Ik®8un tch_ a b’
HoUt Q@[ nmhg gits&h oda€” @€ ¢, khoa YHCT, nhn v’

b nh vi ' n hoHc b, phdn/ ng€ i phbp  nchh§ ah bc nrhg

kh8§cu®fnth, theo thnfc m@hwrn2euhdngn, t s n, i di

B, phdn khblptpH®t nhdn thu ¢ do ,m@E€ ikhpha, p
tr8ch b, phdn phrli ki Wmotc@n,  hm8d hahan t hf{y c
thu ¢ b’ tthi@u tvh_  tthhuelodF yc ht h " sn hl ci, av, i nh_ n
cfn g,3daciringng tr€ c¢c khi cho ng<€ffimbbhh cw®©m
L,chia LQu vkb!m@ctthhnghay v thu ¢ b thi.
phl[i ghi r» tkmoangpeh.ngb nsh, ¢i"€ ng. (n7ii w,_ i
b " nh nhoppmigibridid,tr nh nhtn©r &§th, sdbbeod haht L
t hu ¢ tcrb¥hao” Ehit homabngnht nih'@n v Q s dic

B, phdn sudmn tththy c:heto $dngtlguyctrBRe@o quy
c.a B, Y tJ] (quy tr3nh s 71 bBYIchaniB, k' YmtU]
ng"y 22 th8m@® G@uwtmr200B8k: thudt y h ¢ ¢ tr

“n h"nh (ThBYgct® B/ ROA4HW TAh ng "y s thgn
L " nh vi ¢ s d_ng d€ ¢ |i u, v thu ' c)y h c
B, dophb"olmhHBlolLb" 0o chJ] theo pheHQuwy /pth8&p
L' nh2008®BYTc. a B, Y nH hadS5hthBng@hehmemphRepP
chung chJ bi/JJn c8c v thuQuyftheb-BhceBan gD h OB |
Y tJ] buagayO8hangtOnt ;0 1 0ph€Qng ph8&p chJ] bi/JJn L[m I
85 v thwu' cQUY Mg L-BYTk . 216 Bhga@isthang ®n £ ;014 v Q
ph€hng ph8p chJ biJn LTm bl[o chably/Jt € nghlLhiy
ch tsh nmhgblt ¢! ng,cth§jc bb Joo ¢ hA rchYmMm dlo chblay Q@
thu ¢ khHCTL€a vi'd s, id,crhg s khtng DP€ dfinQu ki
y°u cfu ch s° cung _crbtp phl8id, ag/jchob/b nhenab ol
thW k™ m theo t he.dromgt p €l nghlyh ctiphinugnc. ntgdic fm nh v
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x©y d., ng pbh&hncgh /Jp,h8&phJ] bi Jn v7 ,ahJP up hcXinn Xsn[T nc hx
tdi wvh K€ ¢ ng<€hipst® ndquy'ftu LW s d_ nghtaong
b" nh.

B, phdn ki Won hhWm: t chblt | € ntg&i&€cich i
s arkth’ nchh,, a hbi'cnhh yJ/JJu d. a, vV §odyw, gka™Wm nhdp
ng€ i c¢- chuy®n mtn v° kinh nghi '  m th ¢ tJ I
blfo chbltr€ € rkd.iTonghdp €k hg K hplitndhd nmgctFmu™ ¢ Y
y°u dfd Y’ hoHc b&o cho h,i LY ng kiWm nhdp L
Th°em v'ho Jlu- kipVm nghi m cfn thWhhii nn h"fnyh L, ¢

Kho blol@udqulfnbthu ¢c theo quy L nhRW L nh
thu ¢m'mmct hoHc hJJjt hUn s d_ ng.

- Th€ ngcxmg°Bllng tin vQ an to"n thu ¢ v~
chiJu LW nh®©n vi°n y tJ] tham khTlo.

ao

c)H i L ng Thu ¢ v’™ niQu tr’

- X0y d ng ti°u ch2 1 a ch n, tohg bhoKnvi
theo L¥%Wng quy L nh v" L8p .ng v,i nhu cfu s’

- X8c L " nh danh m,c c8c cad dhunlbWinng Xg€yng !
ki Wm tra, gi8&m s8t trong b nh vi n.

- Tbkng ¢c€ ng gi &m s8t vi ¢ thsc Hhingc gary c
to"n v~  hi rmhqwi[  norong b
d Ng€ i b’ nh

nNW ngtn ng. a nh_ng tai biJn do d¥%ng thu ¢
LW h€ ng dn c¢c,a thfy thu ¢, khtng t®%y ti n
khing t T émdainlg" i i QuanMsk d  ng" thu ¢c v~ b7i
kinh nghi m don gian c- t hw t d ¥2an g, nheng
thu ¢ chuy®°n khoa. Khi s’ d. ng, nJu thbly bb
thu cvingm&o | Yi cho thfy thu ' c¢c biJt LW x tr

Ng€ i cb’ mhhlui @QFutr” b nh b33ng YHCT n°n L/n
khoa YHCT trong h  th  ng vy tc/plpc tpnhg® phgohHicWt ¢ 8lc
L€ ¢ LilQ& c rh€ viig dXm, ts c &g thpgar htqauEn
312.Ph8t hi n

Phln _ng c¢c- h4i khi s’ d. ng thu ¢ YHCT c-
thhM, t s~ phln _ng L« L€ ¢ ghi nhdn khi s d

ra
a

Cg8§c biWu hi n d’ . ng tr°namdal,t, mh% Q@ujinna
ch._ ng Lyell , -fAohnsonch_ ng Stevens

C8§c biWu hi " n ng, L, ,c thu ¢ nh€e: tn k®m,
s"t, Lau r8&t, v'ng da, mt m i, co gidt, t°
mYc h.

C§&§c Iiwldi c8§c ch fmamokKm§c hah@&lplingi Py h
L€ ¢ ghi nhdn. Trong L- Ilau cr8&t ,t rtii Wu c%ht ngs
mi ,rigdi tiokc |t &g b-n, EFf\Nygob,.ing,ah§hm thgsng:-p h
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cot htW Jjn tri Wn t t sau m tnh® Bugianmd Buyg’

t hdn ho Hdidimgkgodéc8® thucb. a chblt L, c L i v, i 1
CFnhanpi mtt t8c d_ nog- cthWUifynrahadoc t@n de€
YHCT nh€: |l o®t di d"y, gO©y x p x€hng, ph¥, t
hoUt chdiéto ccl)ortliac®t L€ ng ti CLuihha cx chit nlgu wi
khing steroid), bu”“n ng,, khi(Lmii nyg i(Lpar avc e
nh ¢ LFfu, ch-ng nfEti siMehafitc ht unuy Y 8dp',y tr vy
V,i c¢c8c dXn chblt nitrat ,nh€e nitroglycerin, i

Trong nhiu  “tng KBp, i ¢ x ‘@ifethule y h ¢ ¢ truyQr gay ra phn_ ng rEl khé
k h tKii.nghing m t bi/h ¢ 1a pHn_ng c6 M ¢ a thi c YHCT, ng€i thfy thu ¢ cfn
l eu 1T

M2 tTF | Y9 phl[n . ng m 1t c8ch r» r " ng

-T3m hiWu tiQn s b nh nhon LW |l o4i tr_. teE
bi/JJn ¢~ L- nhk€ms§c bfcnikhmde t ©n d€ ¢ d¥%ng

YHCT, hoHc c&c v thu' ¢ ph' i ngl trong Lhn 't
T LJn m i quan h° th i gian gi_.a th i LiwWm >
s phln xhg ca bnhod | dp t_ c¢c sau khi s d_ng
ng di., n biJn chdm hhn v° sau m t th i gian

- Thtm khg&m b  nh nh©n th<€ ng xuy°n v’  tilln
Xx®t nghi m rblt c- _2nmbhbltt rtched) nigomec sphgt vhi cn
d.ng LW Lo | € ng m c Ld»nglgi €§m s8tnggel ngbnh

Ng. ng thu ¢ v° kiwmdere | Hicththgutecnvt §u

Ki WmphfFm _ng x[y ra L« L& ¢ liv kRu  cclga
h€ ng dXn s’ d. ng thu ¢, bl[n t-m tdt LHc t?2
l'i " u tham khlFo tin cdy kh8&c). NJu phl[n _ ng
bung c¢ch chJ] t&8c d, ngu&€tcecs3inh theondmil €x T I

32.Gi §m s8§8t chbit H €& ncg tthrud ycQn

KJt qul ki Wm nghi m chblt | € ng &c€amécl thu,
quan ki Wm L nh( bcahoblt g kir@Vhign gthhi'ucnc®h o g gki Wm n
ngmithu’'thc nh Hph'Ch2 Mi nh v 'ki W8 cn grirtiumigy/ mti8omp h " )
hoMc i L ng ki Wm nhdpb'tphhah affc’ @ c b Soh §arg o
quan quln IT LW k" p th i ph8t hi ' n thu ¢ YH
qulwWnkinghh "gumanc qulfn |I'T s€&€ khuy/n c8o vQ chblt
truyQn tr°n to"yw d€ & hth @o'g qunQn 1
321.Ph&8t hi ' n thu' c¢c y h ¢ ¢~ truyQn khtng LUt
a)ini ‘aieu

D€ ¢ | i u khiéxmg ¢Ht yAJ®ukking LYt vQ L., X
| € ng hevdtHathhblt L, kh!'ng moedintoFimgc cfmblkh?2 hg
h" m | @calingCait h[ o kh?! ng L Ytycyhhizis.)l € ng acid ¢

D€ ¢ | i u c¢- c¢h addarci8sct oclhobtth incg u(yt 3hn8lit:h bBly t
thong,TJ] t ©asaron} 3 mbt hbly trongad Tatlckxi x €hd€ b¥)ng

~

tl
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th ¢ vdt, .Mitm $ oUd€ndbnlgi " u L€ ¢ nhu, mh® u, t

H ng hoa, QldanintB,é nhu, m r

-D€ ¢ |i" wggi M€ lc i u c¢c- h3nh th8§i mt tT
khing c¢c- c¢c8c LHc LiWm th ¢ vdtkhk?nhpoBghhdinc ¢
d%ng hay b’ tr. n | %n d€ ¢ |i ucthHauvnhe€enp
l bBly t°n |~ d€ ¢ |i u thdt. V2 d, :

+Ho" ng k8 Lang | €u ch”  nkhh®fcr °vn it hd€ tcr € in gu

[AstragalusmembranacelsFi s ¢c h. ) Bge. , Fabaceae] (t hec

Nam( DnVINYaD€ ¢ Li Wn Trune&g Qu’l ¢) uMetargng” @ d

polybotrysHa nd . , Maz z, Fabaceae] L« L€ ¢ ghi 1

L nh t2nh v~™ L nh abtr&alosgiivk htng c¢c- hoUt chb

+Ho i Xsnhnm: il ¢c8c ¢, kh8c thu, c h’ Di oscor e:

+ni nh dingth&n;cani W t hay t hJ] r,
+ Thetngdz2mg: r, ¢, a c©y kh8c c- h3nmUtth&ihbgfr
c.a Thitng erdicwvahc@sofertlic.d f

-D€ ¢ |i u tr.rn nc&c§8cc hecHitbltk H§cem ttkng m”~u, t
v’ Chi hodaminB | "m ttng m’ u, BUch I inh | " m giTl
lodi b, t kh8&8c, ®p th” nh b8nh gi ng BYch 1 inh

D€ ¢ |i " u chJl biJjn ch€a L¥%ng quy dii nh c-

khing bc-hfghW gi©y nin v~ bWwonbhn]t nkh i gl fldsnkgh
L " nh g©y t_t huy/lt 8p hoHc tr_y tim mUch
-D€ ¢ li"u moec m<t hoHc d¥%ng thu ¢ blo qurl

b) n'tihu.ci L*ng vy, thu' c¢c t. d€ ¢ i wu

- Thu' ¢ L'ng vy, ¢ulu ke/Fin g hd @iige ul saungui X h Un
nhi m «hm¥u (" ng ntm khtng LYt y°u cfu vQ g
trong s~ c¢c8c chl tXinf;u LKk mthng 2tntht,) Lh'hhti € ngQh
thudt blo«oghBD"  npg€lLQu kh i |1 € ng.

-Thu ¢ Ling y, thwiccttrd® c©¢8ti'thugtclt©n
truyQn rblt kh- ph8t hi n, ngay c¢c[ khi Lem Kk

phfn, L.,i h,i ph€ehngt'tn mhgaDuchipnighi " m hi n L

-Thu ¢ tr, n tr8i ph®p ton d€ ¢ (th" nh ph¥
b tr°n nh«n), c8c hoUt <chblt t©n d€ ¢ L€ c
khg&§c nhau, trong L- L&8ng ch¥% T nhblt | ":

+Nh-m hoUt tolgHicn@ nngg s@inlhdednacf i | v°© dXn ¢ hblt)
Nhém corticosteroid (@xamethasomrednisolonpetamethasqgn.).
Nh - m t h u histamik dlophremjramin cyproheptadin..).
Nh-m thu” ¢ ch’ ng igldfehaniblptofeningomshacine.hi d ( d
Nhomt h u " < gth § m pdracatamélaspirin,...).
Nh- m t hu' ¢ aniazepanpzolpidgr®.y). ng. ( d
Nh- m t hu’  csibgranfipdimbti®lamyl@amin..).
Thuc t ©atr ndva® thic YHCThotbth cptmchc n hagdpt r o Quotr L i
thd kh p,L § i Ltehggsaygimchc n & n g c rmam viém xahngth a can, béo phi
c6 thWgay ra nh@ hdi qu nghiém frng. Hinh th c gif mt 't ny @p la tr n thu ¢ tan

+ + + + + +
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d ‘@dthg bt hotb ‘lc@nthanh btvao bt @ ¥u ri ch/Jthanh thanh p§n° dthg

vién, dhg cao Ing hay dhg thic sb.S vic L & glavic tr n chi vao thuc cam

gay ng L c chi cho tiem. Ki} qul kiVkh nghi m, L « mmt&tlodthic L - c¢c- h™m
| “@g chi (Pb) cao (t0 , 1 A6 3,8%).

3222.M, t s° yJJu t° cfnchkean8 x ®t blrk hli Q plhi©®nn tquan

| € ng yt thi'cc ¢” truyQn
VBIhQ vQ chhlt t€ynhcc thWtday@hbh Qa :ggmy°n n

Ngu“ n ggucnn d€ ¢ |i " u s d_ng trong n€ c¢c
Qu' ¢ theo comhlL@®orHe tsifWu xrugogh nh, | T trong r
nu'i tr - ng d€ c¢c |i u |.n L€ ¢ kiWm so§t chHu

t hu h§8i thedhye, tnlgu 'deXn ¢ a T  (GAGP-WEIO).Y Dad] Vdy], gui
ki Wm so§t glL€ «imgu'nh€ c hgbtbp Iné inQud sk - £ Skhhiting n

trYng d€ ¢ i " u k®m, nhfpm’ | Ym Jmt hay thAE ngi
re ¢ s d,ng | " m thuLlcngv 'd @ gou yrebit  Ikih -u ksi [Wm  xsi
truytimdo khtng c¢- s° 1 ', hUn d%ng. niQu n"y cl
c8§c mXu khtng LYt chblt 1€ ng hoHc b | " m giTl

SIn xublt v 't chJ] dhiJnphXm YHCT s[ntéublt tr
chuXn Th, ¢ h”  nhGMA,khérg u Bl thki Wmt sb§( chHt c
xublt clng nh€ ki Wm so§t vQ chblt 1€ ng nguy?®
tr3nh chJ biJln, b“ 0o chJ d€ _ca IB, uY kth/j,ngch@&r
hbac §c v thu c nhblh Khi clBicnhpi @M lL/Jn chblt | €
l'i" u sau chJ bifJjn khtng LTm blo. Thi/Ju ki Wm

vaiod ¥Xn sl /jmd, ng d<€ ¢ | i u k®m chblt |1 € ng hoHc ¢
Il . ¢ c¢, n vt hic/huga yL)l]GmldJcLLootN'a/cQ ckhi @Jan Ltfhy cL chuy

- Ti °u «c8heuXni:°uc chuXn thu ¢ t. de ¢ |I§u v
vbin LQ L  nh | € ng hoU9Yt <chblt m~ m i ch, yJu

chuy°nde€iadn [vQu v’ . DhF. phXOmMWKEEEI chuy°n | ud
L« L€ ¢ b sung ch” ti°u vQ L wmh diknmheb'Ynh
nHing) tuy nhi°n vXn ¢, n nhiQu chuy®°n [ udn ct
thW trong chuydhaltwadnnyQdii W mg.ah-a chblt Dbl
Chblt chhuXnr blt thi Ju c hbtiongtoohgk X Wm d €ac clhibit u
d€ ¢, ltHu bi"t trond€ke Wmi tuaokcdplgUihmu ggc
d. ngc cchblt chd®ncchinXo nthreong kiLwWmltera olghli °h

v’ th ¢ bh€ea b®eogh’ th'ng h-a v™ kJt n’" i v,

Cilng t8c Lblu thfu: thu ccnhgp§km}§llsmqlh|$nnL
v,i gi 8§ ta ch¥umg.c-Trcong clng t8c Lblu thfu I
b’ nchh,, a ,bh _nrhg ct-huw'icg € nh YUnheipn yidyi, kicah doar
thw v3 |7 i nth&adnh tnhg€hkn@m nmebhiblit TWi€ oy ¢~ ok & mh

ch,_a YHCiTh t€ nh©n, c¢c8c thfy thu ¢c c¢c- thwW kht
thu ¢ k®myhohWlt cl €xu h€ ng s d_ng c8§c thu ¢
y°u cfu chblt | € ng thu  c.

Blfro qu@u: ki n blo quln d€ ¢ |I[muchblal €T
c.a thu ¢ yNhi Qu clloUirudy®nc | i u d., bfr€m m c
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knit€a v o s d,ng n°nN&@€'agl €ifth%wdgdBhmt ®i mk
trongbTo quln d€ ¢ |i u kh§& phd Iboi%in,c_ L Hch_ ba "nt
b, t bdt bu,c phl[i qua c¢ctng LoUn sbly di°m si
d. ng.

323. X IT c¢c8c vbin LQ li°n quan LJn chblt | € ng
- Tbkng c¢c€ ng cing t8c kiWm ¢r¥KGT8&m s§thi ¢ m
tr€ ng R prc nont rdg@t tpuv@po YHCT
Ngu’ c@ycd ng, ph8&t triWn ngu " n d€ ¢ |i wu
ngu n g ¢ xublt x_  r» r-WH®. vCFncgcmdtr c Whi k lne
c- thJ] mUdnh ph8t tri Wn.
Ki Wm mhdgpng€igi §m s8&t chblt 1€ ng thu ¢ nga
b nh ch_a b  nh, L[m bi[%hbt t€nhdp thu ¢ L¥%ng
- STn xublt U'mcbh[JJo bvi jnsi nh v™ tu®n th, Vvi ¢

L "nh c¢c_,a B, Y tJ. N/Ju/JcBicJwv tu@mn tchc-L¥%Lng oqu
v’ ¢- phiJJu kiWmvhnghi m £#&£a ohg Bib/Had_ rbg tcr o
phl,'l c- phiJu kiWm nghi m. nl[m bf[so tsh nc xhiiblt
thu ¢ t_. Ldgct hiiicth@-nhch/Bclh khuy/Jn kh2ch c§c
Khlfo s8t, nghiRMmt ocgwli YA cdp hbdkdt thing b8o v
c trong d€ c¢c |i wu.

Blfo g€lTo:li u, v thu c y h ¢ ¢ truyQn c
chuXm hc nh blo qud@sh. t@&h” cc8c tLHKn v c¢- ch. ng
kinh doanh v" bu!n bg&n d€ ¢ |i ul€tbuthbi FHCI
IY%ng ti°€ c¢chuiXnu, Dv' Lt®déa WHE®m HRyiIi L., tr§

D€ ¢, I v uthu ¢ YHCT phli L€ ¢ kiWm tra, kiW
| € ng chblt blo v th, c vdt. TmhEic ¢gi.  ideh@n d
blfo qufln.

-Tkng ¢c€ ng ngu " n chblt chuXn v~ da®am | i u
s§t chblt |.€ higqJ@€e cclb” usung c¢c8c ch”™ ti°u vQ
ch”™ ti°u ve L€ ag tbuncd‘klll,'aGO\X|nthkcmgtleudﬂtoqlan
chuXéynh gi §dechislt 1li €unyg” thu ¢ t. d€ ¢ i wu.

- TruyQn t hulyrPgn: ttruyQn s d_.ng Ltng d€ c¢c h'p
thu ¢ YHCT kh'ng r» ngu n g ¢ xublt x. gO©y ng
S dgomg:v' cblp ph8t theo L¥%ng Lhn thu ¢ L
blfo L, L"ng L'Qu yhh «hd’a tvruyt@mu v o c8§c than
33.Sai s-t |i°n quan LJ/Jn s d_ng thu' c¢c y h ¢

331C8c h3nh th_ ¢ sai $-h ¢ién muaywQh/Jn thu c
a) Sai s-t trong qus8 tr3nh k° Lhn

Ph” i ngl sai trong qu$§ tr3nh kt Ltm:tHhaic
l "m ttng L, c t2nh c¢c_,a thu  c.

Khing ghi r» c&chhu ' lchiy HOMAInh<€ ng t, i t&c o
khtng LTm bl[o an to"n cho ng€ i s d_ng. V2

khtng d¥%ng Lcghio ltdgs®gi mbhd®ogngi k8 (Ho " ng k8
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(ch€a chJ bic/hm) cc-n LlvHebect 3shh d( Rly, tgitpldm« ¢ h J]
gifm L, ¢ t2nh c¢c,a d€ c |i wu

Khing ghi r» htthu'gcochX¥n Ld&c khlhsndge .g hV2 ro, :k h
Mahoangpp hfiit b t .

Khing ghi r» th i LiWm u ng thu ¢ (I %c L.

Khong ghik ° ng k- kK hi d¥rtgn gt hgih'ic.r »V2k hd_, :Lakng «
th ¢ £tn tanh.

b) Sai sét trong qua trinh bao cli]

B"o chJl I" m t qu§ tr3nh ch@M&ic]jmuge@rd Itir
nh=mng t8c d,ng c,a thu ¢ hoHc gi [nkhdngt L c
L€ ¢ th, ¢ hi n L¥%ng quly, ¢ nhnbv@ckathWuyoWHi pl
ng ck-hih%i. d, ng

Trong YHCT c¢- mnghGiyQungv Lt heu cnldhy, m a nJ/ju b
bsn hdU chf,Vv ph hut' c am]b” di' ' p (18§&8 nh-t) khi
tr°n mM¥tt rI8&nh k2ch _ nhgo,nis@ngnlrci °hm ngYc .g Oy

c) Sai sot trong qua trinh sd6 thu” ¢, dob phat, b€ ng d s d. ng

Nhfm | Xn kii- ¢dW Myt mrga Lrf/hth s° thang thu
thu ¢c, b3nh L ng thu ¢ trl&dp khlip sptOn htui’ ct;
sdic, thu' ¢ Lang sdic dh, nghsdsxisBgusSs ditredomom gs dic
cblp phg8t thu ¢ sdc ch€a L€ ¢ ghi ch®p Lfy L.

d) Sai soét trong cach dung thuc

Nhi Qu v° thu' ¢ L, c t2nh cao th€ ng ch’™ d%
c- thw goO©y nh_ng d»Xmc thdUi tnHnwgomg., W2 d&himdt
Ldp ngo'i ch_,a Ui§cd¥ngnhl&higpo u ng dXn LJn su
cblp rblt nguy hi Wm.

e) Sai s-t trongbnps 8 ngthonh nge

Vi ¢ ng€htingb tnthonk t h, t\hQdiog@ hWma i dieo |7
thfy ,t hulcd%ng thu cuYHWCTg Ihhmoglcr murmat i Wuly Qt
nh_ng sai s-t d¥n L/n xublt hi n ph[n _ng c-:

332C8ch hU4n chJ sai st

B"o chJ v~ quTlidodl€l dtorg cn hsGc vpih°[nt Yi tdh L €
s° kh8&m b nphh,, cthr_8c hb.” nh

Ch " ng nhfm | Xn khi tiJjn h"nh sdc thu c:
thu ¢, b3nh L. ng thu ¢ tre lcWap »wAhp Ehen shklc
ch€a sdc, thu' ¢ Lang sdc d° , thu' ¢ L« sdc xo0

- T" ch_c pahdgatg tyhw " cthu' ¢ b sung theo y |

C- s xXxublt nhdp h=xng ng"y LW ghi ch®p s’
trong ngay.

-V.i nh.ng b"i thu ¢ cc-y chh _ca cd€ tcrcfulyiQnew v ' |
ri °ng khithu sdc xong.
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34B80 c80o phln _ng'cc8kUivba, &Qt hu° e quan LI/n

C8§c tr€ ng h p bdt bu,c phli b8o c8o: kh
min ngmih° nmdad rs mMgdg nlgi " ahu" ¢ y h ¢ ¢~ truyQn,
d€ ¢ i u.

- Th'gii anbdacdgs h3nh th_ ¢ g i b§ohec§oh@e "ngnHiXnn
ch€ehng 2 (m,c 2.1.5)

Bi Wu mXut h&m nkdauppht Uil0cca H€ ng MXo b8y c8§
nayt €hng t . c &oXuc hp8mdgn vQOng c¢ - ,trthddig cl -a tlth@w cic v,
YHCTnghig@y ra pAAnghhngr» t°n d€ &hluiyJum, kw2 cth
thémt °n kilcoe ht bwm'géy véh/hgbiyJms d_ng thu ¢ L-
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CHhWNGH®YT n. NG CiNH GI CC Dh™ C
TRONG CHhuwuNG TRCNH Tl aM CH, NG

Trong ch€ehngngthd® niy Qo h ° mi’ @dy yfue L a hogtrivlz €
khai la giam sat din_ngsautémg¢mg (PhSTC). Gi § mmsh&atdsi,PhSTC
phat hin s m, X tri va bdo cdo cdB h ST Ghilth ht  t, Bgeckhdbg tt Jnl's ¢ kh e
ca nig €L ®@mchngvacungB s Ii' uth c YJvQtinh an toan_ca vd xin vath c
hanhtiémchn g. Ch<€lehmghpéagnidungdn | €iv ilnhat vién ygtd
c§c cohdts ngtémchng trong clng t &8cBiyBgmyshg§&t PhS
hegdh theo THZ20TEB®Tsng "y 20 th8Qvigc ML ntm 2
d¥ vi cqunly s d ng vdo xin trong tiém chng va Quyl niis 1 8 3 0-BYJrban hanh
ng "y 26 t h8hvgvi©5m@Edm gd BInGu s&ta, Lph©n t2ch, L
nhan plin_ ng sau tiém ¢mg.

41.n°  nh nghoa, phon Il o4i phlfn _ ng sau ti°m ch

411n nh nghoa

PHn ngsautiém ¢mglahin “nga@H “tnh w@s c kh e bao'gm cac biM hi n
td ch tiém ch ng hab toan than Ky ra sau tiém ¢mg. P h Bad §m pHn_ ng théng
t h ®® sau tiém ¢ng va tai bih nthg sau tiém ¢hng.

412Pho©n | oVYi
a) Theo m c¢ L,

Phfn _ng thing th€ ng sau ti°m ch_ng bao
s€eng v~ / hoHc plh[nt Yingch o " mi Tth©n bao g m st
ch  u, mt ,m-i ,thaw8n tm)t phfn c,a LE&p _ ng mi

ng n"y thtng th€ ng |~ nhG v~ t_  kh, i.

- Tai biJn nHng sau ti°m ch, ng d-° tphhWnle ndy
LJn t2nh mng ng€ i L€ ¢ ti°m ch,_ng (bao g~
hay s ¢ d4ng phl[n v , h,i c¢ch._ng s ¢ nhi_m L
ng. ng th" ) hoHc LW I Yi di chvomgg hoHc | " m ng€

b) Theo nguyén nhan
Do tr*%ng h p ngXu nhi°n: x[y ra sau khi

do vdc xin hoHc sai s-t trong ti°m ch_, ng ho
v.,i b nh IT s/itn ¢- hoHc nguy°n nh©n kh§c.

Do t©m | Trdodos’'s, xlfoy s° hoHc do b" ti°m L
sali s-t trong th ¢ h”"nh ti°m ch_  ng.

Do vdch[xni n:ngp sau ti°m ch_ ng x[y ra do c8
do vdc xin khtng LYt chblt | € ng.

Do sai s-t trong [fyhw cahdohsai °sm-thitngngx
ti°m ch_ng (chuXn b°, pha h”i ch” nh, k: tht
L Yang) .

Khong rd nguyénnhantk! ng x&8c L nh L€ ¢ nguy®°n nhon.
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42.H€,
4.2.1S h

ng

L

d Xn
he

s8t phln S

s §

gi 8m
tth ng

ng
gi 8m

a

u ti

S h” H th ng giam sat pfn_ ng sau tiém ¢m g ~ ¢ tihi n trong hinks.

[

Hoan thi n bao céo cang chifficang tt

)

Ch' tmch ] :
[ il ﬂgc L nh PhSTC\
1 thi n chi tit
1 TCMR v b€, ¢ L¥Ffu
1 L fni Qu tra v, i c 8.
B ki , :
|y BAocokd v, c v' chuy°®°n gi
Trung tam Y t/Jhuy n, Trung tam Y fThu thdp bg§8o c8§o
t/Jd phongtnhvaH i * ng chuyén chuywn, blfo qufl
r-—> mi n L &nH{n_ggsau tienn T'nh nghi m (vz d, n h
1 chng (PhSTEphvtisiy thanh hoHc sinh
| thamgiag aVi nkhuv ¢ fn§nh gi § tr€ ng
1 kh[fo themilvki Jt
I 7z
| ATrong v,ng 2 Kkho' /
| b8o0o c8o0 b3ng
ATrong v, ng 2¢
! xFy ra tai bi
1 ch, ng phrli t°
! LSnh gi § nguy (fNgay | dp t. c xem
! v Alrong v,ng 01 cs¢c tr€ ng h°p kh
1 - kW t ng"y nt ~
I \_/Alnkhuv, c, L&§nh gi §n Hnag haykhong.o
= Tiémch ngm ti°m ch,ng, I |TH, tr Li Qu tra t
1 r,ngkhuv c chuy®n min cllqTdo ch s° d. |i'  u
1 kAt Tudn nguy ("csc Lhn v 1i°n q
| Khuv, c
I v
1 A . .
| D §n TCMRy ids xin trong fPh i h p LiQu tra
I TCMR), C. cY t/Jd phong tr€ ng h p cfn th
1 fNoay I dp t_  c xem [
| v PhSTC nh€e vdy ° ¢
I _{ccytnd phong Hi“rg &he khong. (
|« - Chuyénm@nﬂ)Bf T“_ eu t r. d |0 h iua t
Danh C.cQun | Tc/eXhoahic) (fTFi d. i " u v~ o h
PSﬁCShT | _ 5| congngh v ™ n%/di nkith (Vigiflow).
L' nh Qu c gia vde xin va sinh 1 Thong bdo chonh& [ n  x u blt
phXm y t] lien quan.
A 4 . .
[BYU]] Qu c gia
—» Baocao === pPHnRi
Hinh 3. H th" ng b&o c&o tai bih nHg sau tiém ch ng
422Ph 8t hi n, x tr2 tai biJJn nHng sau ti
a)Thblt ¢l Aui kth€ rng °sm ch_ ng phl[i L€ ¢ theo
ch, ng, sau L. tifJ]J]p t_c theo d»i tU4Yi nh-~
nh, ng tai bi Jn nHng sau ti°m ch_  ng.
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P)TUi ch s° ti°m ch,_ng: khhillywama taii Woi KrhanH
ch. ng, ng¥€ i L ng Lfu ch s’ ti °m ch, ng phrli
D.ng ngay bu i ti°m ch_, ng;
- X tr2 c¢cblp ¢, u, chXn Lo8n nguy°n nhon tai
qus8 khl[ ntng €h$# phl[tachbyWn nging sau ti°m c
Ghi ch®p Lfy L, thing tin:

+H t°n, tu i, gi.i, L a ch", s Li " n tholt

La ch", s Li n thoYi (nfu c¢c-) L i v, i t

+Ng~ "y, gi ti°m ch, ng:

+LoYi nv;dict °xni vdic xin; s |It: hin d¥%ng; nh-”

Ltng kT I €©u h"nh hoHc s° gibly ph®p nhdp Kk

+Ng~ "y, gi° xublt hi"n tai bi/Jn nHng sau ¢ti?®°

tr° ; kJt ludn nguy°n nh®©n (nJju c-);

-Th ng Wb° tso6"d€ ng vdc xin L« s d_.ng troc
r€e c¢c s d,ng theo lo4i vdc xin; t°n vdc xin,
c.a nh_ng ng€ i L« L€ ¢c ti°m ch, ng:

-Th  ng k° to"n b, s” v, | trvodicg xduw',i bthinf ki

B8o c8o0o tuy/J]n tr°n (chi tiJJt xem phfn 4.2

c) TYi nhi tiJp nhdn tr<€ ng h'  p tai bi Jn nHng
phlfi c¢ch” LYo th, ¢ hi ' n c8c n,i dung sau:
- TiJJn h"nh cblp cheo gquytE2nki LiQu tr t
B8o c8o0 tuy/Jn tr°n (chi tiJJt xem phfn 4.2

d)Tuy/Jn huy n, t"nh: tiJJp nhdn b&8o c8o0o, t ng
phfn 4.2.3 c¢c,a h€e ng dXn n"y).

423ChJ] L, b8o c¢c8o v  quln I Tth™*msikhtmng ng h’ g

aChJ L, b&8o c8o
B8o c8o L nh k8: b8o c8o ths&ng, qul v~
th€ ng v° c8c tr€ ng h p tai biJn nHng sau t
Bg§o c8o L ,t xublt: c8&8c tr<€ ng h  p tai bil/n

b)H® nh th_c¢c, n, i dung b8o0o c8o

Hinhthoc b8§8o0o c8o:

B8o c8o L nh k8: b=3ung vitn b[n;

B&8o c8§o L, t xublt: trong tr<€ ng h p khXn
t , hoHc b8o c8o tr, c tiJJp v° trong v,ng 24

Nii dung b8&8o c8o:

B&8o c8o L nh k38:

+B8§0 c80 ng§ch tpr @hftrh€ mg tskaung i °m ch,_ ng t |

hanh( x em ph¢g, &4 HKH€1lng dXn n"vy);

+B80 c80 c8§c tr€ ng h  p tguyblL7nhixébhgnshu

ph, 2c_.,ca IH€ ng dXn n"y).

B8o c8§8o L, t xublt Hingr €angthymycdj mihi Mt e m
(xem pheg, a4 He€1lB8dgroddn trh'eyo) y°u cfu c, a ch quar

’
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c)Quy tr3nh v° th i gian b&8o c8o L nh k8

nXi vai vac xin trong Ch_ _ng tr3nh Ti®°m ch
Ch s ti°m ch, ng:t/h8uyx 8m tTr@ng n@mMmy YOS5 «
[ VAR b8o c¢c8o th8ng, ng"y 05 c¢c_,a thg8ng LFf

tr€, ¢ ng"y 15 th8ng 01 c¢c_.,a ntm ti/J]Jp theo L i
- Trung t©O©m y tJ]] huy n: b8o c8ondiungO0t ©ma Y
tiJJp theo L"i v,i b8o c8o th8&8ng, ng"y 10 c. ¢
qul, tr€ ¢ ng"y 25 thg8ng 01 c¢c.,a ntm tifJlp the
- Trung t©m Y tJ d, ph,ng t " nh: b8o w8§e S’
t49 c¢8c Vi n V' sinh d c¢ch t, trung +<€hng, Vi’

Nha Trang, Vi n V'  sinh t., trung ©hng (sau
qulfn IT ¢c,a B, tr€ ng B, Y tJ], Lqwmgctdhi a thrg®
ng"y 15 c¢c.,a th8ng tiJ]]Jp theo L i v,i b8o c8o
theo L i v.,i b8o c8o qul, tr<€ ¢ ng'y 31 thsgn

-D, &n Ti°m ch,ng m r.,ng qutf diaph .  ng bheE
tJ]]) tr€ c¢c ng"y 20 c¢c,a th8ng tiJJp theo L i ;
qul tifJp theo L i v,i b8o c8o qul, tr€ c¢c ng’
ntm.

nXi vaoai vac xin ti°m chvng dlch vA

Ch s° _trig:m ko c8&§o Trung tO©m Y tJ huy n t
L0 v, i b8o ¢80 th8ng, ng”"y 05 c¢c.,a ths8ng LFf

tre, ¢ ng"y 15 th8ng 01 c¢c,a ntm tiJJp theo L i
- Trung t©m Y tJ h@m Y:t /b &b c@El, g utn'gnh tr €
i Jp theo L i v,i b8o c¢c8o th8ng, ng'y 10 c, ¢
ul tr€e, ¢ ng"y 25 th8§ng 01 c,a ntm tilJp the

- Trung tOm Y tJ d, ph, tg Vti" mh:k htu§ov. «§0 CS°
ph, ng, B Y tJ] tr€e, c¢c ng’'y 15 c¢c,a ths8ng til]p
Lfu ti°n c¢c,a qul tifJ]p theo L"i v.,i b8o c8o0 o
v, i b8o c8o0 ntm.
dQuy tr3nh v  8bhlljitgkabltb8§o c

- Trong th i gian 24 gi~, kW t_ th i LiWm
ti°m ch, ng b8o c¢c8o0o Trung tOm Y tJ d. ph, ng 1
nhi ¢ch s° ti°m ch, ng LHt tr_, s .

- Trong th i gian nm4nhgdn ,L& W th§ot hc §io Lci,W

Trung t©m Y tJ] d. ph,ng t nh b8o c80o S Y t]
H ng tufn, sau khi th ¢ hi " n vi ¢ b8o c8§o
+Ch s° ti°m ch_ng phli th, c hi'ld B§omnwg§a uc
v:'o ng’y th, 2 c,a tufn kI tillp;

+ TrungtdmY t J] d. ph,ng t " nh phl[i th ¢ hi n bsg
I'T trong tufn v' o ng” "y th. 4 c,a tufn kIJ
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43.ni Qu tra tai bi Jn nHng sau ti°m ch_ ng

431Th " nh phfn Lo"n LiQu tra

Theo whttly Th! n2/20¥TFBYT ban h"nh ng "y 07 theEg
caBt rm@B YtJquynhtiicthanhdp, f chcvahdt ngcaHi “nig E€ v
chuy°n mtn Hh&mbqudtiin® sdt ng \ido xim,isinh pbn y /]

432Quy tr3nh LiQu tra

S ., ng phi JjtuailiQujn rmHng sau ti°m (®m, ng th
ph, 14c,,ca H€ ng dXn n"vy)

ni Qn L¥fy L, c8c thing tin trong philJJu Li Q

ni Qn m« s~ tr<€ ng h p tai bi/Jn nHng sau t
Li Wm tigemcahinc¥%ng |~ s° th.  t, tr€ ng h’ p
d€ i dlng s° v2 d, tr€ ng h°p th. nhblt tai
C: m« s L€ ¢ viJJlt nh€ sau: VNCBAO1

C&§c b€ ¢ LiQu tra c_gthWnhi€ satr3nh b y t

Blng 2. QuQutrattai 5i/h hHaglsau tiém ch ng

TT C8c e H” nhngl

-Thu thdo h" s h nhban (héb ghi chép Qlam sang)
-Kiwhtrah s h  d}v@n gtéb nh, tinh tthg dj n bih s ¢
kh e.

- Ph ng vt nhan vién yAiti/p nhch , Qitf it T n@ h p tai bih
nHbg sau tiém ¢ng, ra soat hs h ntban.

- Thu thdp thém thdng tin con tRi trong bao cao.

-X § ¢énhBh ngt T n@h pkhéac ¢n Qi tra.

X&c minh cac théng
tin trong b&o céo

2 |n Q tra tai bih nHg sau tiém ¢mg

-TiQh s tiém ch ng.

-TiQs b nhid, baogmtiis vQphin. n g t ‘€hokbg
nh ng tinh tEhg d . ng khéac.

-Tis vQgi a ULig nhndgdpHn. ng t €hng
-Ph ng vt tr ¢ ti/p bamGhotb  hig ©c h £ M rasseach
sh |i°n "oahdmpHn ngsautiémcm g doi
nha gi .

2.2Q nmirrg |-Bnhs,md(lam sang,kiicf cacxétnghim | i ° nh q
h p tai bih nHhg saultai bih nthg sau tiém ¢ingvach L o § n .

tiém ch ng -n Qtr, K} qur.

-n Qi ki nvdh chuy vds  x iQnkj n bfoiqun hi n t4, tinh
2 . 3Qtranvdo xin |trChg o qun 1 vdo xin, ng theo d&i nhit |t Ihh.

nghi ng -Blogunvds x i, @ kJ/pi€c iy U] phiy ti/p nhch vdb
xin, thGeh' th nhi t.

-Nh ng 'n g€ «tiénehng cung Ié! v xin trong cling
2 . 4Qutragnhng |m tbu itiém ch ng cé plin_ ng hay khéng? dm ng t €
n g \ién quan hay khéng?

-n Qutradchy tiém ch ng.

2.1 travathu
thdp thong tin t

n g & nh hdb

n g eha
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3 In8nh  @hadhtiéneh ng

-n § n h Mhiti@n cling: h i, quan séat vic cungckp d ch v
tiém ch ng, o qun vdo xin.

- Cach ljo qun vdb xin (KAE[ nh ngl L « “ )mi ¢ phan phi
vahyh vd xin.

3. 1. n &hh |- Céach tjo gun va phan ph dung noi.

b2ag céach hi -Vi' ¢ phati ch'nh vab xin (k thud va th i gian $§ d, ng sau
khi pha).

-Cachsdng v° v tr¥ng bhm, ki
- Nh. ng chi i vQhubh luy n th ¢ hanh tiém ¢hng, vQgiam sa
cac k thud tiém ch ng.

- T. Ithh: ngoai \&b xin con jo qun thém nhng gi trong_t
Ithh (¢ ghi chép A cé nhingl t € h nlg‘& tWthh nh ng
[ vdb xin cé thAhhFm 130); nh ng Iod vdo xin hd-b dung moi
n " &\tutig vinh ng lod thu ¢ khéac; cd | vab xin, sinh pbn
y tJnao ndinhan qua th s d ng khong?

- Th ¢ hanh tiém ¢hng (i ch'nh vab xin, m nat1 | k: thud
ti °fmblol an to” n bHmMhhgl i« 't)m

3.2. Quan satdhy
tiém ch ng

4 |nHugil thuy/} - Nguyén nhan co [y ra

-Tr &y h pphn. ngcophu h pv. igil thuy}?
5 |Kiwhtra gl thuy} |- Ch IBy mX va yéu Eu kikh " rhth vdb xin i nghi ng nguyén
nhan do b xin.

- Hoan chnh phiu Qi tra.
6 KIT t HQVim L|-K/jludhgca LoQttma Li
- Khuy/h ngh.

433Lbly m¥Xu vdc xin LW kiWm L nh

Lbly mXu v~ y°u cfueykitWm, & wh ovdd [xitmuyJJt
tai biJn sau ti°m ch_ng. Ch" | bly mXu vdc xi
t©Om Y tJ] d. ph,ng t nh,vtd mhi Jpth | Blyblyv 'mXa iv
vdic xin theo (em pfhisd)] AcH® mMgnthXn n"y) .

Lbly L¥ng |° vdc xin v™ dung m?ti i °n qua
hjgt th3 1 Bly v, | . Trong tr<€ ng h p khlng >
t€ ng th3 khtng | Bly.

Lbly th°m vdc xs'n lc%nghWdmdUdd¥%ng%ng®%ng L a L
sau ti°m ch_ng v, i s’ | - L. LW ki Wm tra an
Vi ' n KiWm L  nh qu ¢ gia vdc xin v sinh phXn

X i

n’ i vV, o vV duc n L'ng kh' c¢cfn I bly th°m dun

MXu Vvdbghixi mg g i t.i Vi ' n KiWm L nh qu’ c
blfo quln trong dO©y chuyQn I Ynh (nhe L i vV, o
d. ng) trong su't qu§8 tr3nh vdn chuyWwn.

- Tr°n mXu g i ghi r» ngi"/jyn rntHr8o gs a W tai °Lm Wi

G i mXu k m theo phiJJu LiQu tra tai bil/]n

44



434Lbly mXu b nh phXm

- Trong tregtmglnh’hg nh gi,€m ¢ hih mh€pey c8c
gi 8m L  nh ph&8p vy.

- Thu thdp mXu b  nh phXxm HWcki Wm:tbanhhih m
h ¢ theo h€ ng dXn c¢c_a c§c hpey nrgg dxX@txemi g mi " hri
ph, 16¢c,_,ca He€ ng dXn n"y).

44Ph©n t2ch kJt qul LiQu tra tai bi Jn nHng s

44INhdp s~ |i u theo c8c bi/n
nNa Whj comthnga® |09 v xinvacac triuchn g t hegodh hi@
hanh(xemph |, c17¢c a H@dh nay).
442Th"  ng k° s’ 1i wu
-Th  ng k° s~ tr<€ ng h°p tai biJn nHng sau
-Th  ng k° nguy°n nhon tai bil/Jn v(d Ha it r*nm g

cblp.B, )
-Th " ng k° s tr€ ng h p L« t° ch_c¢c h p H,
H i L ng kW t. khi ph8t hi " n tai biJln sau n¥H
-Th  ng k° ¢c8c s~ |i u kh8&c khi cfn thilJt.

443So0 s8nh, L&8nh gi 8 kJJt quTl

Sosanh R qu vQt | phin. ng t h ny,dai bifhndg sau tiém ¢mg ¢ at ng
lodvdoxiny it | €ctinhgca c8c ph®nlL kbtheotthng ké €aT ch cY 1]
Thigi i (xemph |,c18¢c a Hedh nay).

45n8nh gi 8 nguy°n nh©n tai biJn nHng sau ti°
nanh gia nguyén nhan la sem xét mt cach c6 hth ng cac théng tin@t r n@ h p

tai bi/h nHbg sau tiém ¢ g\W«L'8§ cnh i i lién quan gia cac phn_ ng vatiém chn gW L
- X8c L " nh c¢c8c wvbin LQ li°n quan t_,i wvdc Xxin
- X8c L' nh c¢c8c vbln al @ lIciherw_quanr n _cih_Ingi. c
LoYi tr. c8&8c tné&Xugnhipntr¥%ng h' p

451C8c tr<€ ng h ' p cfn L&nh gi 8§ nguy®°n nhon
- Tr€ ng h ' p tai DbiJn nHng sau ti°m ch_ng.
Ch¥m ph[n _ng ve€ t qu§ s’ | &G ngchthc nyg tkip
gihoHc ¢c- m tr'lngnpghmh°me€ ng t.i ¢, ng L " ng.

Q

452n8nh gi 8 nguy°n nh®©n v° phon | o4i c¢c8c tr €
n8&§nh gi § nguy°bni Jmh @nHntheos€ungi 8 ¥in@m ng h-"
ph, 19¢c.,ca H€ ng dXn n"vy)
Phon 1l o4i c¢c8&8c trreg ntghthng tdi m ghio mhhdn:
+C8c tr€ ng h p ¢+ Lfy L. thitng tin LW kIJ
nh€ sau:
A. C6 lién quan_ti tiém ch ng
Al: Lién quanti hbltinh ¢ h u ¢ a v xin
A2: Liénquantivi cvdd x i n Ukchdt nige L
A3: Lién quan t i th ¢ hanh tiém ¢chng
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A4: Lién quan_tinh nglo s do b tiém ch ng.
B. Ch<€mh x8c L
Bl:Comiliénquan¥mth it ittmchng nh€eng, bRdyéag c - L
LVKJT luch (co thAto vab xin m i), phliti/h h ™ @ tra thémn.
B2: Kht'nb ~ &nfoénlhhan,
C. Khéng lién quan i tiém ch ng do trung hp ngd nhién hét do nguyén nhan
khac.
+C8c tr€ ng h p khing c¢c- L, thing tin LW
ph©n lo49i L€ ¢co v c¢cfn phli thu thdp th°nm
S d,hngt¥s phon | oHéoh @) gy °dnX¥ nif bh@m np g _ndh, ¢ 2
H€, ng dXn n"vy)
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CHhuNG 5. HOYT n. NG CiNH GI CC DN
TRONG CCC CHhuNG TRCNH Y Teg QU  C

51.CTnh gi Bongcdcgh€@hng trdnh oial q

511S. c¢fn thiJt t CifWrh kbt &ic Hoeltc L ng

Cacch€hng taqu¥rch gy at # Ui Vi 't Nam L€ ¢ tri Wn
c§c b nh HIV/AIDS, lao, st r® v~ c8c b nh
L€ ¢ kh "  ng chJ Lfy L. hoHc t hamh tta&®&m gh oSt t
tr3nh y tJ qu’ c rignglai vc®@ tnshg ndg nlghbog RUNEVM | lci Wr n
so8t chHt ch€ LW Lfim blgulEh&hial| he€gnggtthaohc
€ ng |.n ng€ i b nh wh€ tB8Dd ¢&m,i nEEnig ka@ct
thai, ng€ i suy giBEm jng dhahg cfn L€ ¢ Lic
bfo an to"n. MHt kh8c, do y°u cfu cblp thilIt
khg8ng thu ¢ c¢c, ahwvg tsrixmh vydtt JJcge chegei a c- tt
m i ch€a L€ ¢ L&nh gi &8 LFy L., v° to"n di n
b nh Vi t NambbNtifmghi §a Bufgc, a ch€hng tr3n
khing gi 8§&cl8tompntdic n LW ph8&t hi n, x  tr?
L/Jn an to"n thu ¢ s’ d, ng trong c8c ch€ehng t

V3 vdy, vVvi ¢ It ricdvnhkbpa®gecEieeho§ttqud®ch y t

gia | rblt cfn thi fpth, hy c8cniphfa binlgnicpw Gipli c
ng€ i, blhwch bi "t I~ c¢c8c phln _ng c¢c- h4i nghi?=
nguy cte/ la ivRaudgk %p ch quan qulfn | T L€a ra c§:
512M" i | i °n quan giyat B8quchehiEgnhrgnBc WK ©g

Cfnh giwc o8 cch€hng tr3nh y tJ qu ¢ gia
| Xn nhau. C8c ch€ehng tr3*nh y tJ] qu ¢ gia th
thing qua Vvi ¢ s o, ndjo tlth-u «@- cthtoWcg nnmgg LC Bip n
b nh LW thd@Ht hLnhgc8ghi°n ¢_u, gt8& rsh8tgicS8cc
d€ cHhn n_ a, c8c ch€ehng tr3nh y tJ] qu ¢ gia
qu’ ¢ tJ v~ S8tcr icWn€hknhgait rt3'nth "o t Yo cho nhOn
gi “up tri Wn khai Cfnhhigitgrcgndde’ dedtc He€mmg gi a3 nh

Ng€ cClnthi ,gicgc tdh®&v ch, tr° c¢c8c ch€hng tr3nh
cung cbip WQ UL,ic t2nh v" t2nh an tothcolc.,sa c8§c
LWhuy/n c8o0o thay L i heCighd¥ngichpdrex o &h  wh
yJu t° nguy ch Ii°n quan t, i phln _ nhgu 'ccc hUYi
an to"n, hi " u qul trong c8c ch€ehnglnh3gh8§g
d€taong c8§c ch€ehng tr3nh y tJ]] qu ¢ gia c¢,n
d.ng thu ¢ h>p IT, an to’ ' n.

H t&8Fnlg gigsicEm & &t c8cnghurong c8&c ch<€ehn
gia nh€e Ch€ehng tr3*nh ph,ng ch  ng HIV/AIDS, (
tr3nh ph,ng ch ng s 't r® qu ¢ gia L« L€ ¢ t
(hinh 4).
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HIV/AIDS ]

Lao 1
S trét 1 , Trung tam theo doi
- <$# -Y BAN thu' ctoanquc a
: C§c chehyntg C. AWHO WHO -UMC
Qu c U] L ¢ aWHO

Cy QUA NINQWUI

Qu cgia 1/// B YTe
HIV/AIDS

Lao Trung tm DI&ADR
S trét Qu’ c gia
Ch€hng 'y
qu’ c gia

CAC TRUNG TAM KHU

A V- C, nyNBUM |
T 'NH/THANH PH"
Hinh4 M i qu&inh ggigtcad®&ccch€ehng tr3nh y t

513M. ¢ tiCunk_ @i €cod® c8&8c ch€ehng tr3nh y tJ] q
c

- X8c L nh v’ gilm thiWu t° | phln _ng :

-n8nh @il g c,a phlfn _ng c¢c- h4i t, i hi wu
bblt I°i LW I 49 di ch._ng cho ng€ i b nh, bu, ¢
d“i th i gian n33m vi n c¢c,a ng€ i b nh, Le d
thai nhi.

- X8c L nh [nh he & nch andec§ck ynju ct§c t hu  c
thu ¢ ¢ ngu n g ¢ d€ c¢c |i u LJn t |1 xublt

ng c- hyi.
-Ph8t hi n c¢c8c phlfn _ng c¢c- htdihihidmklgiHps h:
thu ¢ k®o d"i, ch€a L€ ¢ bi/JJt LJn c¢c,a thu c.

514C8c ph€ehng ph8p thu thdp th!ng tin vQ t2nt

tr3nh y tJ] gu ¢ gi a

C8c ph€ehng ph8p thu thdp thtng tin vQ t2i
c§c gh®hAanh y tJ] qu ¢ gia bao g m:

-B80o ¢80 t. nguy n

-B80o ¢80 t., nguy n c¢c- ch, L2ch

- Gi8m s8t <ch, L. ng

Xemt ht ng tin Chhi ntgit At odym Mug

Baoc§o t. nguy n v° b8o c8o t., nguy n c- cC
th€ ng quycc8kblitbill/’ i t4i c¢c8c ch s° kh§8m b’  nt
tJ] qu ¢ gia. Trong L-, ph€ehng ph8p b8o c8o

ng c¢c- h4i ¢, a tblt ¢c[ c¢c8c lo4i thu' ¢, c¢c,n pl
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trung t heo d»i v b8o c8o0o theo m t s’ ti °u c¢h
thw, m t s phlfn _ng c¢c- h4i ¢, thW c,a m t s
t., nguy n c¢c- ch, L2ch kh§8 ph% h p dWita idm c
thW nong cao chblt |1 € ng b§8o c8§o v’ gilm b, t
V.i b8o c8o t. nguy n.

Ph€e€hng ph8p gi 8§m s8t ch, L. ng c¢c- thilJJt Kk
c_.u thufn tdp trong dhcght thi m onh_ @ cidn o
bi t thu ¢ m i hoHc LW thu thdp thtng tin m
Ph€hng ph&p n"y c¢clng L€ ¢ §p d,.ng r.ng r«i L
trong c8c ch®€ehngitr3nh y tJ qu

52.Theo d»i phln _ng c¢c- h4di ¢, a thu ¢ trong ¢
521Ch€hng tr3nh ch"  ng Lao Qu  c gi a

aan i t€ ng th. ¢ hi' n v" phUm vi 8&p d, ng
Phum vi: 8p8&8dRm&m sb nh,cicnhg al dp nfh™ ngo” i ¢
Ltng kT thalmaam; ac&d Quhts” quln IT LiQu ¢tr’

qudn/ huy n hoHc trUYm y tJ ph€ ng/x« L., LiQu

nXi t_1tng thanp8xi asgobh8ad& &0 so, LiQu d€ ng
(nhon vichn nyg tl/aot ' gudn/ huy n hokHc trUm y tJ
ng€ i b nh. Khuy/Jn kh2ch nhiQu ng€ i c%ng th

by B8o c¢c8o phln _ng c¢c- hdi c¢c,a thu ¢ trong c¢h:
Trong ch<€hng trgm&t cthi nrg, lx@o,t w3, cb8o c§a
clng tuon theo nh_ng nguy®°n tdc gi ng nhe€e L~

LHc th¥% ri°ng. Mt s~ LiWm sau cfn | €u T Kkhi
tr3nh ch”  ng | ao:
C8c thipngtn b8&8o c8o
S’ d. ng m <t blfn b8o c8o0o ri°ng cho m, i m,
nge xFy ra phlfn _ng c¢c- h4i c¢_,a thu c¢c. Tblt cT
|l ao nghi ng |l © phln _ ng o vhlic8xOW hrua cb'si
th i LQu cfn L€ ¢ b&8o c8o. C8c tr<€ ng h’  p <€u
C8c phlfn _ng c¢c- h4di nghi°m tr ng (c8c ph
sau: goO©y t  vong; Le d a t2nh mUng; bai, c ng
th® i gian num vi n c¢c.,a ng€ i b nh, c¢cfn phrli
nQ hoHc vonh vi_n cho ng¥€ i b " nh I "m cho ng:

ngoUi tr¥%, hoHc bblt k8 phl[n _ ng g0y hda H&EI c
nghi°m tr ng vQ mHt | ©m s " ng).

- THic[phfn_ ngc- hd ¢ acsthu ckh8nglaom i l'@v o sy ngtrong LiQutr .

Phfn _ng ¢c- h4i m i ch€a t_ng L€ ¢ bit |
trong t° h€e ng dXn Qu cd_gng tViu'tc,NaDne hca yt hc& c
thing tin thu ¢ khsgc).

Phln . ng c¢c- h4i x[y ra li°n t_c¢c v,i m t
ngdn tUi ch s° kh&mtbhgnk] ¢hQa brhhl ao
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Khuy/n kh2ch nhe©n vi®Qnve® thHbb&§b€cBog tha
guan L/Jn thu  c.

n Qtr lao ngdd tra (t

n iQtr lao nitrd ! ;
ch ng lao quh/huy n hab

tdb nhvin ,,
( ) trdm y t]ph& ng/x4)
N g €b nh Ng€ nh/"ingné ibmhg€
ADR nghi ng ! ADR nghi ng
Nhanviényf( b § ¢ Qus Nhan vién y (4 t ch ng lao quh/huy n
o > déeng, cd€o) hotbtrim y ]p h &y/xa) <«
Khéng pHi lao
© khang thic lao khang thuc Khong pHi lao
il v khana thic
MM 1 M>u 3 M>u 2
n i bdo céo niQ bao caq
G i|bdo c&

S Trung tam DI &ADR QUC il KNUVC oo

i X Iy, fngklchiadd li'lu h”" ng g
v
Ch<€hng "nhglaonQuc giah

—> G ithongtin

""""" > PHn fithong tin
M>u 1: md bdo cado ADR'sd ng t rQotnigonlitidtdb nhvin
M 2: mé bdo cao ADRsd ng t rQotnlgotlcin g ng
M>u 3: mdu bao cao ADR'sd. n g t rQotnlgo klidng thuc

Hinh5. Quy tr3nh b8o c¢c8o ph[n _ng c¢c- hy

Thyi gian goi b8o c8§o

BS§o c8o cfn L€ ¢ g i trong th i gian s. m
cf khi thing tin B&a d80)ch aTraan gl ftyr @ ng( h’° p
sung b8o ¢80 nJ/ju t hub8ohdpsol.® Yo stupnfgmvi héng it i
t., i Trung t©®m:@g ¢igi ahuQc v~ thecd Yaahgi tmh[n
h4dn:

50



Bg8o c¢c8o phlfn _ ng c- h4i nghi°m tr ng gOy
b’ nh: g i trong th i gian s. m nhblt ¢c- thW nt
L'i Wm ph8&t hi n ra phln _ng.

B§o c8§o0o phlfn _ng c¢- hyitroghi °to’ tir gng nk hsg
nh€eng khing mu, n hhn 15 ng”y | "m vi ¢ kW t.

Cg8c phlfn _ng c¢- h4i khg&c c¢c- thW tdp h' p
th8ng kJ til]lp.

Quy trinh bao céo

Vi ' c LiQn v" g pih[n8qo ncg8oc -nghhti nega t hu' c
hi n theo quy tr3nh trong h3nh

-Trong tr€ ng h p x[y ra ADR ° ng€ i b’ nh
KW ¢l LiQu tr° n,i tr¥% v'™ m¥wUb8§d réoWdmmdhn vi
c.a thu'  c ch  ng | ao s’ d, ng tMorldg QlhthéB ot rc' § ¢
h€©, ng dXn(xhdémnp2he ndh, € ng dX%Xn n"vy).

-V,i nh_ng tr€ ng h”p xublt hi n ADR tr°n n
phg&§c LY | amhiOm8ng °tnhwy d¢ JJm¥u b8W ©80 pBPnt hec
thu ¢ ch" ng lao s d,ng tr mkKg [OtihQuo thr€, nlga od X
hanh( x em p2h¢, &4 W€ ng dXn n"vy).

-Tr€ ng h p ng€ i b nh Lang¥%higQuhtse” LT ad e
thu ¢, thtng tin vQ ADR thu thdp L€ ¢ c¢- t|
qudn/ huy n hoHc trUYm wmXu/jbpgb€cB8og/ yo[bEongs§a
ch " ng lao s d,ng tromfultd@w thr€ niga @edmnYihi c n
ph, 22c,,ca H€, ng dXn n"y).

Tblt ¢l c8c b&8o c8o cfn L€ ¢ ho"n th” nh t
Trung tOm tQulrcg gtiian vtGhu ¢ v~ t heo Hdmiunghtf@m.
x 1T, L&8Bb gE& v ng b phlfn h”"i t.i ng€ i bt
bi t. D. 1li u vQ nh_ng b8o c8o ADR I|li®°n qua
thing b8o L nh k8 cho Ch€ehng tr3nh ch'  ng | ao

522Ch€hng tr3nh ph,ng, ch” " ng HIV/AIDS

aan i tke eaghit n v phUm vi 8§p d,ng

Phmviapang c§ ¢ ‘cyt] s ¢ khansbnh,chabnhcotrid  k h@uir L i
blagthic ARV ( Sidd L ©Y @dr); cac Trung tam phong, chg HIV/AIDS
cac tnhthanh ph va, y ban Phong, ¢mg AIDS thanh phH® Chi Minh.

nX 1ngthxchivii b8§c so¢, syc std@3e diE, nhonbhvwai °n t €
caicnhanvienytk h8c tr ong c h€tglIVAIDS(qilchumgha nimag vién ¢ h
y V).

b) BE8o c8o phln . ng c¢c- h4i c¢_, ahtmg &I Vi &hdSch:

Nii dung b8o c8§o
B8o c8o Lhn | T: b8o c8o tblt ¢ c8c bil/n
ng |l © phln _ng c¢c- hyj gy ra b°i thu' ¢ ARV

nhi_ m HIV/AID®&it mepniphiy 24" H® ng d Kuntiémbaoy ) .
cdoc §c tr€ :ng h'  p sau
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HI

“nh hi nphh” nih c( x2e5m vH€.pih

+Phln _ng c¢c- h4i nghi°m theagphom ko¥i @ «

c.a phln _ ng c hdi ¢, a thu' ¢ trong H¥€ ng

h"nh ¢, a B, Y t]]

+ B blt k8.gphn|,'m dX¥n LJn m,t trong nh_ng hdu

tr°, ng. ng Fini @eétit’ hi hpHy khoa LW x  tr2 p

+Bblt k8 phlfn _ng ¢c- h4i L€ ¢ nhoen vi°n y t

vQ mHt | ©m s”" ng.

+Thlt hdh png ¢+ hUihack@s§c §k” tmui ¢ m, i

+Phln _ng c¢c- h4i m i che€ea L€ ¢ ghi nhdn v
dXn chXn Lo&n v~ LiQu tr’ HI v/ Al DS c¢c_, a B,
th€ Qu ¢ gia Vi t Nano hahy ng§ct itn” it hlui" cu kthl
h” p phdhdingghi°m tr ng, nhi Qu kh[ nktng o
cho cha mG v° ¢, ng LYng, ph[n _ng nhG nh
phfn . ng sau ti°m ch_ng Whtl.i kBio gBio nhdm
v’ b8o c8o h"ng tufn vQ di, n bi/ln LiQu tr
B8o c80o L nh k8: b8&8o c8o0o h"ng th8&8ng vQ c§8

g dXm mRb6y)x, a

choc thyxc hi Mn

CAc Ph.,Xmngy, Hl V/ Al DS

+Th, ¢ hi"n tiJ]lp nhdn b8o c8o L nh k8 t_. «c8§
t2ch, khuy/ln ngh’' VvV ®th!nlgr urngn tt@m Qu vc dihee
hdi c¢c.,.a thu ¢

+Ph"i hp v.i c¢c8c Lhn v )y<ed# tavkhugBo nb
xublt hi n c8c ph[n ng c- h4i t%y m ¢ L,
+Th ¢ hi ' n kiWm tra gi&m s&8t vi ¢ th ¢ hi’
hdi ¢, a thu ¢ t4di c¢c8c t nh/th"nh ph".

- Tr ung. t ©m ZQuiXncg gtiian t hu Xc -v "hutih ecov ad »tih upxhd

+TiJJp nhdn, phon t2ch, phlfn h“i b8o c&o L+
Th ¢ hi' ' n phlfn h™i nhanh thtng tin t, i c¢
hdi nghi°m tr ng.

+n° " nh k8 h"ng th8ng t 8o hi§on pth[mg mgp,c ptl
ARV, L<€a ra khuyJn ngh” v" phlfn h"i vQ C,
c6 lién quan.

- Trung t©m Ph, ng, chXng HIV/AI DS c¢c8c t=nh
V/ Al DS th"nh phX HQ Ch?2 Mi n h

+n°  nh k8 h” nly’ pgh®%g, cgontf" nh k8 c.a c8&c c
t" " nh/th"nh ph” g i Citcept,mg,ychOthap &l Vh &
quy HKi ntm(kemhph, | _c 26.c,a H€ ng dXn n"y
+Th, ¢ hi' ' n gi8§m s8t, h, tr Lthhck8iph[bgol
hdi ¢, a thu ¢ tYi c¢c8&8c c¢ch s° LiQu tr° tr°n
C se LiZu trn
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+Th, ¢ hi n b8o c8o clhan tlhtw pch [tnh e on ggmcy: Lh Chit
ph, |,  H€ hgc da&honTyung t @nh1Qug ct igheoat hvuQ c
d»i phln _ngtheohW@iuic,la nthhat'hc i gian nhe€e s
T Ph[mg c- h4i nghi°m tr ng goO©y t° vong

(m ¢ L backcia rgng th i gian s. m nhblt c¢c- t|
ng "y | "m vi ¢ KWW t rtah'pih[hi Wmgph§t

T Phicn h4i nghi °m thdocaagr enn@ th” i3:gigan s, m
nh€ng kh*ng mu, n hhn 15 ng"y | "m vi ¢ k'

T C8c phlfn _.ng c¢c- hYi khg8c c¢c- thw tdp h’' p
thaeng kJJ ti JJp.

9 BS8o c8o0o cfn L€ c¢c g i trong th i gian s,
ngay ¢l khi thing ®bigo tio) be&hcdemear €Fy
n“y, c¢c- thW b sung b8o c®@&ongBox by tshud

+n°  nhh"knsg thg&ng th ¢ hi n b8o c8o L nh k38

ph,ng, ch ng/tHI'VMhAIE S tn'gnhy 5 tch eao tghuSyn gl " kn

hi n h" nh GereHe Prhg dXm m® y)

523Ch€hng tr3nh ph,ng ch "  ng St r®t Qu  c¢c gia

ayn’ i ntg€th. ¢ hi " n v" phUm vi §p d, ng

nXi t_1ngtBlthxel heiMa:nh©n vi°n y tJ bao g
Li Qu d€©_ng vVvi °n, h sinh vi?®°n, k : t hudt vi°
b nh, ch: as'b dhng tdhu pch lnigQus "ttr 'r Gt"

Phu m vi c8pc dAn§gma b nh, ch_a b nh c¢- LiQu
Trung t ©m Phtréh Ky sinh trimgy C68 tringl r ung t ©m Y tJ d,
t " nh/th”>nh ph” tr°n ¢ ne€e c.

b) Quy tr3nh b8o c8o0o phfnonggclke€hmditrcmh tmh
r®t Qu c gi a

C8c tr_ynbgochoa p ct n

BS8o c8o tblt ¢l c¢c8&c biJn ¢ bblt I~ i x[y reé
c- h4di do thu' ¢ LiQu tr° st r®t gO©y ra hoH
rét.hutiénbdocdc §c tr € :ng h'  p sau

Phfn _ng c¢c- h4i nghi°m tr ng: bblt ¢c. phln
qul sau: goOy t vong,; Le d a t2nh mUng; bu, c

d”i th i gian n3ImMmfwviphlic, ahaywg<€l’ii bphé¢ €E” L
nHbng nQ hoHc vonh vi.n cho ng€ i b nh; gOy
L€ ¢ nh©n vi°n y tJ] nhdn L nh | " go©y ra hdu

Phfn _ng c¢c- h4i mULliJjnc hc€aa tt hnug cl & "ct bri®@}t
trong H€ ng dXn chXn Lo8&8n, LiQu tr  v~™ d  pl
d.ng thu ¢, D€ ¢ th€® Qu ¢ gia Vi t Nam hay c

Phln _ng c- h4i %[y hmwuacl ihotbct m¢c tv it mhu’
ngdn t4i c¢ch s° kh&m b  nh, ch_a b’ nh.

KhuyJ/n kh2ch nh®©n vi°n y tJ] b8o c8o0o c8c
guan L/Jn thu  c.

53



Nii dung b8o c8o
ni Qn Lfy L., thlng tin v'g mXanb8bi Q8ot ADR
h€© ng dXn(>xhémnphg m€ cng2 dXn n"y), bao g m cé8&c

-T°n ¢ch s° Li Qu tr , m« b8o c8o c¢c_.,a Lhn v’
- Thing tin ng€ i b nh: h” t°n, ng”"y sinh
ti€Qd" _ng, nghi ' n thu ¢ |18, nghi' ' n r€ u, c¢-
k/Jt qul x®t nghi " m kT sinh tr%ng s 't r®t;
-Thtng tin vQ phln _ng c¢c- h4i: ng "y xublt
~ng, c8cvbiducmabiphTa x®g, ngBi m | i°n quan
nghi°m tr ng c8akWwphRKkKAtrggl sau khi x tr2 ph
- Thu" ¢ nghi ng gOy phln _ng c¢c- h4i: trong

s/utn t°n thu ¢, dU4ng d¥n&c vt hthign tli@ nlgi,° i igna
nghi ng" g©y ADR (t°n nh” s[n xublt thu ¢, s
th i LiWm bdt Lfu v~  k/Jt th%c d¥%nglithiv r);
khtng, t8i s d,mg. mbhuce rghblt hg nphB8i khtn

, Q9

L ng th i (t°n thu ¢, dUng b o chJ, h"m | € n
ng"y, t°ng 1liQu, I|IT do d%ng thu ¢, th i Li Wn

- Thtng tin vQ ng€nighbQongh§o p(k'h_ tc°n, , Li’
ch., kT, dUdng b8o c8o0o v" ng"y b8o c8o).

Quy trinh bao cao
C8 c ' cliu trs phong kham ndé tri, Trung tm Phong cing St rét, Ky sinh
tring va Con tring/Trung tdm Y)d phong tnh/thanh ph b&o ¢ tr ¢ ti/p cho Trung tam
Qu ¢ gia WQthéng tin thic va theo ddi pfn_ng c6 Kl ¢ athiuct h e o "nithi giad
nh€ sau:
Bg§8o c8o cfn L€ ¢ g i trong th i gian s. m
cl khi thing tinbiéokbwhbhellt uth€aglLfy€lng (h’ p
sung b8&8o ¢80 nJju t hub §ohdadE ol ®Yc stum°gm t hing ti
Blfo LTm vi ¢ g i b8o ct8o!ng it iTowr utnhgu tcOnm "Qu
ng c¢c- hWQivwncg at bt hiu hcln:
+

B8o c8o0o phln _ng mg d&&y mghvdmg hoHc Le
b " nh: g i trong th i gian s, m nhblt c¢c- thV
t. th™ i LiWm ph&t hi" " n ra phl[n _ng.

+B80 ¢80 phln _ng c¢c- h4di nghi°m tr ng khe&
nh€eng muhinmmghhn 15 ng 'y | " m vi ¢ kKW t. t h'

+C8c phln _ng c¢c- h4i kh&8c ¢ thwW tdp h' p
th8ng kJ til]lp.
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CHhuNG 6. HOYT n. NG CiNH GI CC DN
TRONG H TH NG CUNG NG THU C

Th ¢ hanhC[n h g i’ §toongth ‘@h" ng cung. ng thu ¢ 1a nhim v quan frng,
khong thMachrikh ih thngCln h gi & ¢ Ch®h n g[ ngdi g/n trdch nhim
i °n /phod nngCin h g i &ca dc€ ¢’ thly bm th'wng cung ng thu ¢ bao
g m:

C8c Lhn v’ kii nh doanh thu  c
C8c ch s° b8&n | T thu c.

A.HoUt C[Cmhy gi €8i diehon v kinh doanh thu ¢

6.1.Nh©n vi°n ph, QlrnShc hgihScidtd & cng
nW hoUY€liwhngilg€ ade k., ¢ hi n t t,cflmhn v’
nhi " m nhon vi°n Qrhnh tgrc8ecch kKir@jdt th_ wrlg:vQnHrdg t h
t c h”nh tClTmrhg gli.GrcMhd®® awvi °n n"y cfn L€ ¢ L7
k: ntng quln |IT h th ng QWhc -gits8hcW. dca kkWh k h
th ¢ LTm nhi m v cfm2thiTHonglLhm<€vngkhnp doai
L t Yo b° sung ki Jn th €[ mK gig cat td@® acn hn any ht
c nhon vi°n EhRnhtgg&8ék We&lUtc L, ng
NJu nho©n vi°n p&[nh rgiddenhghd& traothigh qqlu8o tt Yo
c8c kiJjn th_c¢c v~ k: ntng n- i tr°n, Lhn v’ k
khg§c L« L€ ¢ L"0 tYo trong lonh v ¢ n"vy h,
ph, tr&ctimhlUtgiddicmglahc® nhom i ynnhn L€ c( oA
h-a b3lng vin b[n.
nhn v’ kinh doanh thu " c¢c c¢cfn L&8nh gi 88 ntn
Clfnh git8rce dc€ kchi gi aok nWm' tnr achey@nandrg glcimin t h_
l'i°n quan LJ/JE€ToBcgy8aVidBucNam clng nh€ kinh
L mdnh gi.§c d€ ¢
-Nhi " m v, c¢c.a nhon Cifhh mhSctd& Rk hoUt L n
+L " ulfm i li°n | Yc€ w, iv'C,cc8cQuwlhn glulanD quln |
trong lonh v ¢ vy t1J], tTonmunkgh ut mnc@uwi@ ngt hu?
theo d»i phln Lt ta-aohWiClfo b gtidcEwdnadli@Qe v’
+Tdp h°p thitng tin vQ ADR v" c¢8c bc Jlan ¢
Lhn vt miklB®&n v, °coh ys't Jkh®mnh, nkb, nghlang,
vi°n kh8c trong Lhn v’ LW g i vQ Trung t
thing tin thu ¢ v”™ thetwoha@aoitpddnquynglcnhnh
+ Cdp nhdt th'ng tin vQ t2nh a&n cthoqmuaa, a utlt
d€ ¢ tre°n thJ] gi, i
+ Tdp hubln v™ h€ ng d%¥n cho nh®©n vi°n c_ a
trong Cofnh gi,6cc8&k€ qouy tafEnmhh gh a8l dichmg v’
thing tin cdp nhdt vQ h2phXmnthao“ o Etjantli
l€eu h” nh tYi Vi t Nam
+C8c nhi m v, khg8c theo ph©n c¢c!'ng c¢c_, a Lhn
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62.Tr8ch nhi " m c_,a Lhn v ki nth ndo agnh§ct du€ cc t r
6.21B80 c¢c80o ph[n _ng c¢c- h4i ¢, a thu c

a)Bdocao AIRL hnx I Yy
Vi’

Vi’

ra tr°n |l «nh th” Vi t Nam
Cactr€ ng h° p phl[i b8o c8o: tbklit c¢c[ ph[n
q

t Nam | i °n uan LJn thu" ¢ do Lhn v s[n x
-V.i c8c bifln ¢ bblt I°i nghi°m tr ng xT[y
t Nehm,t htelo ch€ meEhd¥o. adt t i u n"y

-Y°u cfu:

+ BSoc8ocfn L€ cgtrongth i gians mnhHlc: thWwsaung'ys kntng, ngay cf[ k|
thing tin thublge® cSoh®aht@yaulir€ ng h’ p n
sung b8o c§8o né&nuhdrghinig Stoh &£ o) ® Yc stum g

+B8§0o c8§o ban Lfu: bao g m t i La c8c thtncg
t" i thiWu L, LW x8c L nh r» ng€ i b nh, r
ng

+B80 c8o0 b’ sung: cdpimheh€acb-nhch€a LBy
ch2nh x8c trong b8o c¢c8o0o ban Lfu I|Ii°n qua
nghi ng" , ng€ i b&8o c8o, thu ¢ d¥%ng L" ng
b&c so LiQu tr, & hoHc ng€ i b8&o c8§o

- Th i hUn b8o c8§o

+ ADRnghi °m tr ng g®©y t vong ho&Hae d&o dban tl2
g%trongtﬁigiansmnhliﬂc- thwhhégkhingmu nhbn - 7ng~ "y | " m vi ¢k

ng "y s bSkeob rsung g@trongth i gians mnhHic thwhhéhg kht ng

mu, n hhn 1v5 ‘ncg ' kyw It"-mng”"y nhdn L€ ¢ thtng
+ ADR nghi°m tr  ng khtng thu, c Il o4i goOy t°
b&o c8o ban Lfu g%trongtﬁ i gians mnhHic- thwhhéhg khtng mu nhhn 15 ngay

l “m vi ¢ kW tbSocBo "syngg®j kmhomg th” i gian s,
nh€ng kh'ng mu, n hhn 15 ng"y | "m vi ¢ kW
+ ADR khtlng n:g:thh‘ip°g@h"rlgth§ng)gtrex c ng"y 15 ¢, a t
Bi Wu mXuc b&&dWe8o0: d, ng m t urong hai mXu &
+ MXu b8o c¢c8o phln _ng c¢c- h4di ¢, a B, Y t]
(xem plc,_, al HEe, ng dXn n"y) .

+ MXu bSwm, a8 i L"ng c8§§c t° ch_c qu ' c¢c tJ v
ClOMS)(xem ph, | _,c 28 c¢c,a H€ ng dXn n"y)
Hinht h. ¢ b8d ®80: c§o qua L€ ng b€eu Li n, f:

b)Bd&ocaoADR L nh k8

C&c tr<€ ng h' p cfimr € g h§ g yniybiREtrong g’ ¢ § ¢

ngo“i | «nh th” Vi t Nam, |li°n quan L/Jn m, i

ph’

i ° Vi t Nam.

CacbWu mXu cfn b8o c8o:

+C- thw s’ d. ng m t tB8oongc ghoail mm¥u kb88 ov @ 8§to2
thu ¢ (Periodic Safety Update Report, PSL
qgul v™ t2nh @eriodicdBénefit Risk Bvaltation RepdBRER) theo
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H€e ng dXn E2C ¢, a H, i ngh’ h.a h p qu’
Har moni sati on,wwiihdoyg (tb%io wesict-e t hw L€ ¢
ng. tiJlng Anh hoHc tiJ/jng8Wi cg&8p. tBfotel§ovn
v t2nh an to"n c¢c,a thu ¢ b3xng til/Jng Vi t
+Trong tr€ ng h p khing ¢- B&o c8§o PSUR ho
thwW n, p B8o c8o an to"n, hi u qul c¢c,a thu
vQ Ltng kT thu ¢ IBW tvhiaybtt @/l HEx 8@ pKn In g
+B[n tagtn T- m t bt LHc t2nh s[n phXm, t° He

Thtng tin d'nh cho ng€ i b nh cdp nhdt t{
- Th i hUYnroig®aglErég™:y tI "m vi ¢ sau khi Lhn
tin theo chu k8h&€nag khbalggsPhn, mh'¥yn t heo | ch

gi an m” b 8oTrco8noghbla-d& 8p sdfon LpkthnXnv™ ki nh doanh t
Ltng kT khi n, p b&8o c8&8o ADR L  nh k8 I fn LFu
chuhkBgkWm. mou y d$iMufce a
Ph€hng th_uc thi§on cg8§oi: b&o c8§o b=ung bln Li’
L ulXvaithuxc ilcepXLtng yWdéuc -t heo d»i, LBnh gi §
gt rong qu 8 { r Elkihh dbanhuhMdhdé nrhpc hivh chALD bdo caotheo quy
Lmh hivi hanhZl £t ng .1 t hu

¢c)Nhi nhdn b8o c8o

- Trung t©Om QuXc gia vZ th'ng tin thuXc v~
(nhdn b&8o c¢c8o t. tbit ¢l ¢c8&8c t " nh/th"nh ph" t

n“"a ch”": Tr<€ ng nUWWpkLeéThaoh T €, c QHANnNHD, n1&i |

N, i

nin (04) 203Bi5618

Fax:(04) 3933 5642

E-mail: di.pvcenter@gmaitom

Trang t hritnmtp:/icanhgiaddiioc.org.vn

Trung tOmZkhwhiwiyctin thuXc v™ theo d»i pt
phX HQ C(hn?hcl\/h nh§ o c8o c¢c_.,a c8c t nh/th" nh ph’

n“"a ch": B nh vi n Ch RXy, 20158ThaNlguy.  n

ph” H® Ch2 Minh

n in thod: (08) 3855 4137Ext: 794 htb (08) 3856 3537

Fax:(08) 3856 3537

E-mail: adrhcm@choray.vn

6.22Cdp nhdt thlng tin |i°n quan LJ/Jn t2nh an t
a) Trong tr€ ng h p thu' ¢c c¢c- s’ Ling kil | €u
ngo- i, Lhn v’ kinh doanh thu " ¢c c¢cfn cdp nhdt

thu ¢ dXn LJn thay si"a IVQ qtuhtnng Tt itnh uT -cm nthda
tdm mg s d_ng, thu h7bibt rk¥8t qsu ntl tgnilpu kd” éol €K |
ph®p | €u h”" nh.

-Th i hintrodg whdg 3 ng’ vy | " m vi ¢ kW t.
tin.
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- H3nh th_ cdp dph dithdbltd mgctviemh tgh ic k m
vQ thtng tin cdp nhdtthiu“°ae. qguan L/Jn t2n
- Nhi nhdn b8o c8o vQ thtng tin cdp nh
C.c Quln-BT D€t i
n"a ch" : 138A Gilng V», H™ N, i
ni° n 0437366483 (
Fax: 04) 3823 4758
Email: cgldvn@moh.gov.vn
b) nhn v’ kinh doanh thu" ¢ c¢c- tr8&8ch nhi m cc
qul c.,a thu eslfdokoblg skl m3khnh doanh trong t
n"y ch€a L€ ¢ cdp nhdt v~ o h”
Vi ' c cdp nhdt n"y L€ ¢ t

623LdEKJ] hoUch qulwm Iddmpmgrutydtchc8§c thaoch/L” i vQ
ich
T4thi whilcep ph®p | €u hQtinthan todnicd mtgthuc O v

t ©h nidth £b] Nguyén nhama do Hh chjtrongcacthnghim | ©m s h'@g nh€ s

i ° mg@ghiencu t €hmhgsoki nh - b mhy € 2ic hohg@ghién cu hh

chJvQL, tu i, gi i tinh, chng t ¢, b nh mb kém, thic  d Yanggth i, Qu Ki h ding

thu c;thigiandungthuc v qu§ tr3bhht h€bngd» L Dagle-, kht

phlitdcfnh ng nguyt]ooktiQnbh QL L «c LxERRT thli Wb xét duyt

chs Lt ng ‘lkeiINni@hwguy c¢hivi¢s dngthu @ah L ¥ phat hin va

mé f sau khithic ‘lc© p h ®p | Punayr€trinthbay nRrig khai nim ¢ [fm VW

xay d ngK/Jhokchgun | T n(Rjsk Managément PlaRMP), bao ‘gm k/Jhoth gim

thiWw n g yRisk Elihimisation Plan)théng tin WQtinh an toan (safety spification) vakJ/]

hothCln h g I &Rharaha@ovigilance Plan)

sth tirkhmg tkh™ tthmu
h ¢ hi' " n theo quy L’

ayC8c be ¢ trong quy tr3nh quln IT nguy ch
- Phg8t hi ' n nguy ch (risk identification);
Ph©n t2ch nguy c¢ch (risk characterisation)
n&nh gi 8§ c©n b isktpenditgssessmert)/ | ~ i 2 ch (
Gifm thiWu nguy c¢ch v™ truyQn th!'ng nguy c

ng§nh gi &8 hi u qul (effectiveness measurenmn
b)Th ¢ h"nh qulfn IT nguy ch t4i Lhn v’ kinh d
X8c LMnh v™ phon | ou i thing tin vZ t2nh an t

M, c L& athdng tin Qtinh an toan la cungp théng tin ttmdvQh s h an t o~ n
¢ athuc. Thong tin Qtinh an toan néntébninhng nguyJ/i ¢ h nlg@ypiah t i
nh ng thdng tin con thiu ¢ a m t thu c.
Thyxc BAi Mp@dknhh gi 8c d_ 1 ¢
M., ¢ L2KKhhaCfanth gil§c ndh&@nc bi Jt uw’ cnt Ltg cn hx
L " nh trlhggphiFm ¢R/Jt AaHE®nNnOiw©y.d, ng nh3lIm
+X8c L " nh m i quan ng4i m i vQ t2nh an to~
+ML t[ chi tigugnngHhn vi@ tt2mhi anl tm " a8tig b J
yJu t° nguy c¢h;
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+ni Qu tra xem m t m i l o ngyi ti Qm Xn vQ t

+ Cachtimk i JJm nh_ng tht'ng tin c¢c,n thilu.

HoUt @[ mhy gicgc tdheVclL € ¢ chia ClHhmhghg&ic Idet
th€ ng quy Cy'nhhagWh§ cl sdudy gc.

+Th ¢ G['mhh gitShc€ dn@ cquy: duy tr3 vi ¢ gi &§m

hoUt L ng b8o c8o theo quy L nh.

+HoUYt Q@[ mhg gilBc slng: c¢c- thW I " nh_ng nghi
nghi m | ©m s"ng Wwakhhmgngamghhnpcnh3Jm t |
tin vQ m t biJn ¢~ ngolUi T L€ ¢ I€eu T LH
bi  t kh&8c LW thu thdp d. |i u vQ bil/Jn ¢

Lop kA hovch cho nhuvng nghi°n cou hi Mu qud h
Mb t[ nh ng thifu sét trong AM b vOhi uqu L Qitrt r °n nhibmh ng#®ch v~

s cfn thil} cfn cé nhng nghién cu B sung WQhi u qu” L' @i tf sau khi thic ° Lt &p

ph®p | €u h”™ nh.

Lop kA houch gidm thi®u nguy c._

K/Jhotch gim thMW n g u i cundpdid phBng tin chi tif vQnh ng bi n phap gim
thd  n g usl ‘&shd sgWhthchjnh n g n gdolp ngdl WQtinh an toan.

Nh nghdt  nggimthWw n g uy Wboabhgnenh ng hot | nfy gim thiw nguy
ch 'ngg& (vidnh<€ ngtin ph§p [|/hdghimhag Enahgn L1 cebp phép)
vanhnghdt nggimthWw n g u'ysung tvidim h € tithang tinly i nhan vién y
t/] cac bin phap gido dc, kikh soat h th' ng phan phi). THic[ nh ng bi n phap gim thiw
nguy Qa@hhi cdm c tiéu rd rang.

- HoUYt U mndg hgiWu nguy ch th€ ng quy | " nh_n
i
c

thu ¢c. Nh_ng bi n ph8&8p n"y li°n quan L/n:
+T-m tat LHc t2nh c¢c_,a thu  c;
+ Nh«n thu' c;
+T  rhi s[n phXm;
+K2ch the, ¢ L-ng g-i;
+Tinh trYng phs&p I T c¢c.a s[n phXm.

HoUt L ng gi [mumlgi Wi mduwnwgchibn ph&p gi [
nam trong nh_ ng hoUt L ng th€ ng quy kKW tr?°
sung ch”™ L€ ¢ LQ xublt khi c¢cfn thi/fJt cho t2nf}
hoUt L,  ng n~"y cphlkihod & tcr,° L€ tcn ph&t tri Wn v
| ¢ chuy°n min ph% h°p. Khi LQ xublt c8c hodUt
thing tin chi tiJt v° IT do c¢cfn thift phli t

THicTnh ngbinphdapgmthWinguy & h Epéhix e mnhd&®t”~ LL&§nlh gi § h
qui.

Lop kA hovuch truyZn th'ng nguy c_

Vi’ ¢ cung & thong tin chanhan vién y fva/hdb  nigg®hvQnhng nguyy c¢ch ¢
thwg amtthicvanhngbin  p hWgipmthwinhng nguy .ahod Lragckh ™ m
thiftronggyn | T nguppfnguanirngagqdn | T nguy Bahdngltiih cung
chonhbng ‘g t h! ngWirdvQdan BRalg n g uiyich ¢ anthdlc nhRm
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gigph L €a _m@aquythntis d ngthuc L Yam ¥i ckung &p nh ng thong tin nay
gilatuyh. t htng nguy c¢h.

TruyQd t h!ng n\yh giikYntrorgvic tuhg &b thdng tin trén nhan the
(gifm thMd  n g u Yy’ ng duy) heb 86ng qua vic S d, ng nh ng tai li u gido dc b
sung. Yéu fu vQnh ng tai liu gidod cb sung ¢ huy °idung ttén nhBEnHMEe n
ph thucvaotng nguy  axbm xéttront © g ~ bgrh® ¢ thw BHI k8 truy(
thing nguy fenHoudngi ctimigng tin k° Lhn.

M ts vid vQtruyy t hing nguy ¢ h:
- Th€ cdp nmmdtd "tntht ctdhot nh©n vi °n vy tJ];

Q

CXm nang thtng tin cho ng€e i b’ nh;
Danh m,c¢c nh_ng LiQu cfn I€u T khi k° Lhn
- C8c ch€ehng tr3nh L 0o tYYo c¢- c¢ch, L2c¢ch (v2
t4i h, i thl[o khoa h c¢);
- Xublt bln blnccphXm khoa h’
cO)Nh_ ng n, i ndukKdéph b6bUYbf quln |IT nguy ch
n h n kinh doanh thuc n pKJhotthgyn | T rkig coyéudhe thwg a G c
Qun | Tcdm®nykihcaHi “nig HeépsLitng kI 1"€B YW nh t hi
KJhotthgun | T n’gwiym tehk ¢ Hao'gm céc ni dung:
TYng quan VZthuXc
Cungdpnhng thing t/hvicddin® tilvgiKghokhlgyun | T nguy c

va théng tin tomdbvQ(cac) §n phX¥n lién quan.

Théng tin VZtinh an toan
T nghpnhngd Ii' uhincowWQtinh antoan, bao'gm nh ng d i’ u nghién cu tiQh
lam sang va lam sang, cac nghiénidcht; méfnhng nguyJ/ich "La@uiy ch
X1: xnShc nth " imbnhad€fntnkp @ guy c hhnlyrig nghiSkh n ilbd
vQtinh an toarefnphficonhngl. 8nh gi 8 s©u hhn.

KAhoochGnh gitg€c d_

Motfnhnghdt ngCnh gi&bInthe L2 cfh »mhhing mhguy c¢ch L
bf v° n@wy ch ti
KAha' ch cho ntbng nghién ou hiMi g hou mai

M6 t[ nh ng thilu sét o c6 trong WM b vOhi uqutrén nh - "mbmiy €2 ch v~
yéudu il inh ngnghiéncuhdi m«i  sQBiw quilh@atr.v
CacbMphapgimthi@@a nguy c_

Tr on'ogng i pcf@ thilf c6 nhng hdt | niy glm thMd  n g u’ysung hgodb nhan
thu c, kjhotth gimthWW n g u yii ¢ Bx@&pdhngv i Fyl. Ehi ti/ vOnh ng hdt

Lngnffmhthchlnhng nguy c¢ch | i°n quan.
TYng kAt KAho'chgq¥n | T nguy c._
Tom tdbnh ng yu £ ch ch ttrongK/JJhotch gyn | T nvg tr yg ténmhla cac

hot nggimthvu nguy ch.
Ngoai cac nidung tén, Cc QuUn | Tccdt®Weéu du thém plin ph | ¢ g m cac
thong tin:
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-T-m tdt c8c Liic h®nhgsfi¥npbeXmding tho ch
b" nh;

- T3nh trYng | €u h”"nh tr°n thJ] gi. i;

C8c nghi°n ¢c.u I ©m s"ng L« ho" " n tblt;

C8c b8o c8&8m inghi°n c. u

- C8c thitng tin h, tr° khsgc.

L u LHn knh doanh thuc c6 thvh p KJJhoth gun | T ntliea M gecah
doanh nghipv i Qrki nK/jhochgdn | T rguw fit hb i dung theo yéufw
ca ch druyaDoang oghip co thkay d ngKJJhotthgyn | T mrgithgtd ‘clh
tinhK/Jhotchgqyn | T  rgauapdmghc § ¢, ckh& Hth i Wh i Le@hé duyt
(c6 thAbao gm nh ng o nhd, B sung) cung phl.c | i ° dh nb ngatmh Qkiéng C
Vit Nam tr §KhotthCnhmlac d cva KjhokkhgimthWw nguy._ngh §p ¢
riéeng cho VitNamsovini dung L «Mn&Jhokhtgdo nigl bnlgé s c¢ h
dngtd c §akhao.€

ANh. ng y°K/JchRoYYel® quln VIIT tndgNayn c h

Phum vi 8p dAng

Khithu ¢ ‘lt€ ¢ h gndyay@ucfg din giam séat @tinh an toan.
Thyi hun LM tr3nh

Th i hUn n"y t¥%y thu,c t2nh chblt v m c¢c L
quy/t L nh.

Thxc hiMn v™ | _u truvu
Khi KJholch gun | T nlgau'yd @ Mt ng dcinhadoanH: thua pHv ap
dngKjhotthgun | T ndiey dHan'gn tvr § dth8um Hiri ° thvgaw an L

ap dng KiJhott h W&y sarig cunglgh khi c6 yéu gu thanh tra/Rivh tra.
Ng!n ngu

Ngbn ng L ‘& chj nhch s d ng trongK/Jhotth qun | T nld tyg Victh
va/hd-b ti/hg Anh.
C quan KAAponmnbbnqudn I T nguy c._
Knhochgun | T ndiuykdibhinpbthc giagli€@WhCeQUN

I T &8 YUt h eachm c6.2.2cataili unay.

B. HoU€ltihngi €E€8di d€8c ch s° Db&n | T thu c

6.3.Cacrh” thu ¢ LUt ti°u chuXn th, ¢ h”"nh t t nt
C8&8c nh” thu' ¢ LYt ti°u chuXn th, ¢ h” nh t t

t8c d, ng khlng mong mu n c,a thu'  c¢c theo quy
nh” thu’ c.

B8o c8§m «w8c bWhIt/J] 1 ° i do ng€ i mua thu ¢ ph
c- h4di ¢, a thu' ¢ (xem ph, I _,c¢c 1 c,a H€ ng dX

- Khuy/n 8koh2cc8ho bc§c vbin LQ |i°n quan LJn ch
ch s° pxeBgh_h7t_na (H€ ng dXn n"y)

Baoo&o g i vQ m t trong62iai L a ch’™ L« n°u t
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6.4C8c ch s° b8&n | T khsgc

- Ghi nhdn phln &nh c¢c.,a ng¥€ bbinua i hxTgy Ia
thu  c.

B8o c8§o c&c biJn ¢~ bblt I°i do ng€ i mua
c- hditbu ¢ (xem ph, |l _,c¢c 1 c,a H€ ng dXn n"y

KhuyJ/ln kh2ch c¢c8c ch s b8o c8o c¢c8&c vbin L
cfm quan L€ cxempbhs tph&§®A€hhngnd¥n n"y)

B&8o c80o g i vQ m t t6.0hgl hapag Lt ai clhhi n°u t
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CHhuwNG 7. THEO Di I Bl eN C° Br T L |
TRONG TH, NGHI "M LAM SéNG

71.Nguy °n t dc chung

Trong qué trinh nghién @ th nghi m 1am sang, vic ghi nkth va bao céo cac i ¢
bHil" i x[y ra trong qué trinh nghién o 1a pHn quan trng thi y/u. M, t trong c& m, ctiu
¢ anghi°nc ul@ns'ngl” x& L' nh tinh an toag cug sin phXn thong quaJ/} qui” nghi°n cap.
M, cticun’y € cth chi nb2agvi cghich® , bSo c8o vaphn tgh caz bi/h ¢ bHIT |
trong qua trinh nghién @. C& d&lj° W Qt2nh an to”n quan tromdy L vHiquy trinh Ltng kT
ckh ph®p I[N m'i. NHoai sa, OmHy bl ¢, cac bao cdo Bi ¢ bHI[ i s€
gip ichchovichlov an t o " 'm ~adg®ghiéti cu vatinhtoan @& cad li'u
nghién cu.

Vi’ ¢ ghi nhch va béao céo cac i ¢ bHIl i Fyl, Bhamthuthp d |i" u an toan mt
cach hthn g’ ngthib sung théng tin @tinh an toan_ca §n ptX¥m nghién cu. MH
khéc, vi c b4o céo cac B ¢ bHil" i gitp cho vic dnh béo cho nhatailtr  quén qfn ly
vahi “niglblld c&c mMgoyt ohinvig@ghiénicu. Th°m v o L.,
bi/h ¢ bHIl iconh tr cho cac Kho'th giam sat, kkh tra nghién cu.

Vi ¢ X tri, ghi nhch, bao céo cac Bi ¢ bHIT i, bi/h ¢ bl i nghiém tr ng trong cac
th nghi m 1am sang fih hanh § Vi’ t Nam d¢n tuan th theo cac g d vQTh ¢ hanh
lam sang'tt (Good Clinical Practice, GCP) gut/Jva Vi t Nam.

H ng & nayap d ng cho cac th nghi m 1am sang thic, bao gm: th nghi m lam
sang nfRm ch ng minh tinh an toan b hi u | ¢/hi u qu ¢ a thu ¢ trong phat thid thu c
mi v~ phemntgmp bag pghidhicu t r ®invQdn@ €y h ¢, sinh kif
dng v’ t<€hngcgla®bdag sinh h

72.Tr8ch nhi m c,a c8c b8&8a tgonbi An ¢ thBlb H>
nghi " m I ©m s ng tiJn h nh t4i Vi t Nam

721INghi °n c¢. u vi°n ch2nh, nghi°n ¢ u vi®°n tUYi

Nghi°n ¢c_u vi°n ch2nh, ngbh°no trBchkifAhit
ph&8t hi n, x tr2 ABhSAB hlmhbl[d k pef mgi ngh
nhdn LfynfH, tcBe Hght b8h" ctd8oi AtEV SAEHcihol™nng n
Ban n8&nh gi8 vbin LQ LYo L ¢ trong nghi®°n c¢c_u
v’ tfn subltquAsE/gSSAE vh&lnt cho ph®p, nghAfd°n c_ u

n
n

trv' H, i L ng nYo L. c¢c trong nghi®°n c¢c.u y sint
722T° c¢ch_ ¢ nhdn th , Lhn v triWn khai nghi °r

T c¢ch_ ¢ nhdn th , Lt w ttrr8icWnl nkhgaiif moagsHgin°
phg&8t hi n, x  tr?2 theo d»i b8o c8&o AE/ SAE

t€ ng nghi®°n c¢c_u.

723H, i L7 ng nYo L c¢c/ Khoach a« wnbijpdnch hs® ¢, a
H i LY ng nUo L c/ Khoachh ccx achbtbr &tHm chbyén cl, ak i J]
min vQ c8c AE/ SAE x[y ra t\4i Li Wm nghi°n c¢c_u
724Nh" t~i tr° v° c¢c8c t° ch_ ¢ L€ ¢c nh" t i tr
Nh™ t"i tr° v° ¢c8c t° ch ¢ L€ ¢ nh” t~ i t
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phXm t h’ ngnhgi;” m | @mh sc nghi°n ¢c_.u h p LYng,

c.eh u tr8&ch nhi m:

Ph' i h® p v, i nghi°n ¢c_u vi°n ch2nh b8o0o c¢
t9i Vi 't Nam g i vQ H, i L"ng LYo L cVicrblp ch
ph,ng Ban n8nh gi8§8 vbin LQ LYo L. c trong nghi

Cdp nhdt c¢c8c th*ng tin vQ ADR ngo’"i d, K |

nghi°n ¢, u LW thng b8o cho c¢c8c nghi °n <c_ u
c. u;

Baocdo&c Ph[n _ng bblt |7 nghi°m tr  ng ngo~
clng ngh’ iR~ YW to/;t Yo
-T"ng h p d. 1i u c8c biJn ¢ bblt 1 i, bi

tiJn L, L nh k8 h" ng ntm v~ b8o c8o t ng kIt

725Bann&8nh gi 8 vbln LQ LYo LIsionht rhoncg Bnghyi °tn] ¢ L

Ban n&nh gi 8 vbin LQ WUpi nth ch'd&r'oB gt Myt °mh
xem x®t, L8nh gi 8 c8c b8o c8o SAE, b8o c8o
vi°n b3ng vike€ mwgnh’ grofpm thiJt, t° ch_c gi &nm
t€ vbin cho c¢ch quan qufln | T LW cit ch'h kYmhid
t i nhn v’ t ri Wnntk'h atinhiRgthilTm o [w, an to"n cho
cC. u.

7.26Trungtam Qu " ¢ diha ngQtin thu" ¢ v™ theo d»i phr[i

Trung t ©m tQu? mg gtiian viQhu ¢ v~ t heaodtthchi ph [ n
nhi " m ph'Bianh' ngnh, igi 8 vblin L Q y Ui nth ch'te oBi g W
phon t2¢hd_ thing k8§c b8o c8o AE/ SAE trong c &

73.Quy tr3nh, th i hUn v~ biWu mXu b&§o c8§o
731B80 c80 khXn chblp

n"i v,i tbhgh¢P nc&c USAE®n ch2nh c¢- nha 8§ch n|
t " ivtrH i LY ng nYot'Il chdmbliptntemg st h'ci, agi an 24

L€ ¢ bifJjt thtng tin. T%y theo t_._ng |l o4 SAE,
trong nghi°n ¢, u vy sinh h c¢c B, Y tJ] v~ c8c t

ayn i v,i c¢c8c SAE g©y t° vong hoHc Le d a t2
Nghi* n ¢_ u vie°n chhnhthph nt rthhip nv tihtng tin v
n

Vin ph, ng Brvabhn ni8n hi Ygoi 88 ¢ trong nghi°n c.u vy

vin bln g i trong th' i gian s, m nhblt _c- t hw

k hi C - thing tin SAE. N, i dung b@&eamp&©i8ol pban
n

32c., a H€e np dEe€ng khlng nhblt thiJt phli LFfy
NJJu b8o c¢c80o ban Lfu chea Lfy L, Flhitig tTthmn, td
c§c phfn c,a biWu mXu b§8o c8§o, L€ ¢ ho" n t blt
LiWm ¢c- thtng tin SAE. NJu c¢- thlng tin b s
L., thlng tin trong v, ngg7tng v tkBeomgl ch kW

b)n"i v, i c¢c8c SAE khvlonngg thhouricc Lleo Wi’ ag @y/Jjnt 't 2 nh
Nghi°n c¢c.u vi°nnkh2thoi" pthrt’hi hnptwlhng tin v~
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chi tiJJt vQ Ban n8&nh gi§ vbin LQ LYd L giawnor

s. m nhblt nh€eng khtng mu, n hhn 15 ng"y theo |

con'i v.,i c8c phln _ng bblt I°i nghi°m tr ng |
Trong trné "nagtx'Bicpttr’nh SAE | " phl[n _ ng bblt

ki Jn (SUSARQ ,i nh*ng "Vvtrnrb8o c8o (kem tpheolpicW
c.a h€e ngeQ@@dXn cn"Kyh)joa h ¢ c*ng ngh’ v’ n"o t !
theo | " ch kW t. khi nh” t i tr° x8c L nh 1|~

7.32B80 c80 L nh k38
H ng ntm, phiigi tb'§8ionh&&cam t itig nghién cu th nghi m l1am
s“ ng Ihdang¥ it NamwQBan n §nah Qi §dtreng nghién cu y sinh
hcB Yt/ Trong ni dung "bh8dh “cn8go _ @'t my nghién cu pHi cé cac ni
dung | i/tinhgnucam bafl g cac théng tin'tng h p vQbi/h ¢ bHIf i va birh ¢
beil i nghiémfrng, s | “®@ g t 2 ¢ h /hindaybad camythedi m@u b § onhdg o L
(xemph, |, c3B¢ga H@d nay kém theo danh sach cac SAFxatd ¢ ¥hcnghién
cu Vit Namvicécnghiéneu La tr un'ggac@thb sling thénuinh
hinh cac AE/SAE chung a d nghién cu.
Th® i hUn g i b&8o c¢c8o L  nh k8 h"ng ntm t2n
L'JJn ng"y b8o c8o |7~ 12 th8rmrg.t2h&o tc8§a hi inHh ik
c8o c,a ntm tre c.

733Nhi nhdn b8o0o c8§o

C8c b8&8o c8o vQ biJjn ¢° bblt I°i trong c8§c
b8o c8o vQ Vin ph,ng Ban n8&nh gi 8 vblin LQ LY
Trung t O©m @ul' cg gtilan thu ¢ v° theo%dgi pphinh’
LW phon t2ch x| T thtng tin d i u b8o c8o

-

734Ho4t L ng c¢c,a c8c c¢ch quan I|i°n quan L i v,
Tr ° n’° cadbacscao AE/SAE, tuy theo tinhEtimghiém frng ¢ a cac AE/SAE va
mc , Li°n Jjgdnaph¥n tighitncu, c8c ch quan ¢, Hil"nP n qua
L% _dtrong nghiencuysinhhccaceép, ch lqubh) gsau khi L&nh g
cothvednhng h 'ngdau: L
a) Yéu du nghiéncuvién b sung cacthongtihi ° n JjquAB/ 8 Alo dae
b) TUm d ng nghién cu Wkem xét H tiéu chu§ tuyd ch n " il * mg&quy trinh tuyd
chn il " ng@atinhhply g avi cti/pt c trivd khai nghién cu.
c) n Q chnh tiéu chi tu ch n va quy trinh tuyd chn “il “ mg@i/p t ¢ trivd khai
nghiencu s a u Yk & mg nghi€n cu va xem xét cacksh Qlieén quan.
d) Chtih d t nghién cu W AE/SAEX[y ra® tfn std, m ¢ . Bao, thWhi n §n ph¥n
nghién cu khéng antoanchowdis dng trftn ng€
e) Th c hi n kiwh tra, thantt r &h rghiéencuvQc § ¢ AEWSWHE €©a ra c8c h-
L ng néu trén.
Trong tr€ ng h ' p c8c AE/ SAE L€ ¢ xem x®t
nghi°m tr > ng [nh h€ ng L/n s an to"n c¢c,a L
thu ¢ nohgihin®nc cu,u v¥n tif]p t_c L€ ¢ tilJn h"i
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CHhwNG 8. THDNG TIN THU C TRONG HO
CiNH GI CC Dh” C

81.Vai tr, c¢c.a c8c ngu n d. 1li u tra c¢c_u tht
de’ ¢
ThongtinthGc ¢ - T  n’'gng woag vipu angeh Irachn, s d ngthuc

hply, antoanV. i s | n mthhva tinh ph bi/h ¢ a cdng ngh théng tin, théng tin thic
Lang phattrMdd vQs | @ g c | n gQ sab. 8 niity hgin d |i' uthéng tin
thic kh&§c n'hiphucyLlcéng taatralutrongthch " nh | ©m s“dg. Csc
i'u n"y c¢- vwaicp nht cac thodutin @nhiQu | o bao om d an toan
thic. Thing ti'nd Itwolngl\Whificgéo yfnteh nh pHn. ng co M
x[yra. Vic L § n lp thg,iclnh kacthéng tin \Qphln_ ng c6 M ¢ a thu ¢, cac bin
phap d phongvax trico[n h “mg@Echcc /KT quU L@t ¢ a nideh.
n ng th i, théng tin WQan toan thuc lién t ¢ ‘Lt &b nhd d a trén K} qu cac
nghitncu | ©m s " ng c¢dgamsanthu© saa’ ck htit nige kT | €u h”
th t T n@ gilpcho cac nhan vién y]ndn b cac théng tin mi nhEl vQan toan thuc. Céac
thing ti nlWiharyviehyfl €h s alf crdis d gguhticphuhpyith c
tJlamsangd ¢ BQ&. Nhimy t € eho tify thu ctrongvic k° L@t v ™ L
nady ca L hthongthlc L «c Qkp trong CUOWE/YMETT sng”y
13/11/2@3 ¢a V., ni tr (nay 1A Cc Qun ly Kham, cha bnh). Thling t€ =
13/2009/TFBYT ban hanh ngayD/ 09/ 2009 c | nmy KLung dg thdng tin» n h i
thu ¢ nfRn [th blo $ d, ng thu c an toan, hp Iy trong pemvib nhvinga L hmngv
tinthi c. Congvic n "y sag K @clEdttringnhng nhimy chuyén mon
ca @&€sqo | ©omlnk @n gT h 1qnugy/201ZTFBYT ngay 20/12/2012 @ B
t rn@B Y t/]JvQh g o hot nlg " dl&@nsang trongmhvin. Vi vai tr ., nh
cfuni L<€a thtngotilmm &€ mgdb rhd thing t® ¢ b ngnthuic,
théng tin WQthu cm i, théng tinC[n h g i’ &gci JPlhan vien yAv “ Jh L nigo@h
b3ag nhiu hinhthc kh&c nléd/p, nifnegngbnbnhvin, t mi€trabh
[nh,t hegdh, trangnnfthing tin Li
82.Cdp nhdt thlng tin vQ an to"n thu  c
8.21Quytrinhcdp nhdt v° truyQn th*ng vQ an to"n t
Quy tr3nh c¢cdp nhdt v~° truyQn th'ng vQ an
re ¢ m: tpB tCE®ngc he€mmg tr3nh y tJ] qu ¢ gia,
nh* quflfn |IT cingutcn thw b5i d, ogpcBbdhgthtng
Clnh gi&8c d€ ¢ t4i c¢ch s° ¢, a m3nh,.
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-Cdp nhdt th*ng tin |i°n quan LJn
(thamkHom c8.22pnad:cdp nhdt thlng tin h"n
-Cdp nhdt thtng tin lic°n_ quamnlg/]ny
quan qu€&nc IdhXm t rtham kfohyk 8.§.2 pin a,b): cd
nhdt L nh k8 1 I.fn /tufn v™ 0 s8ng
-Cdp nhdt thtng tin |i®°n quan L/Jn
trong b'chpph whdtn:L"  nh k8 1 | fn/thgn
-Tra ¢.u thu' c¢c L€ ¢ LQ cdp c¢c- n3m
(hoHc c¢c- L€ ¢ | €©u h"nh tr°n th  t
r quan tr ng phs hd_pngv.tihu'hc ct @iJ] b’ n
Sanglcva |.ph©on 1l oUi thing tin theo tn2nh chb
phan I T n3nh ch” 1<€u h".nh, thu h”i s[n
f Ng.ng chblp s~ Ltng kI m i/ Lktng

f S a L"i nh«n thu  c
T CI'nh b&8o v ¢c8c khuy/n c8o0o vQ |

A 4

~

[ X ly théng tin
Y

-Thing tin khXn cblp:

B8o c8§o0 ngafiomn, De€Tcevihgxkn T ki /Jn
-Thtng tin t. C.,c Qulnhg&m, Dehca I
t ©m DI &ADR Qu ¢ gi a:

1 B8o c8o Tr€ ng Khoa D€ ¢c v~ Gi

¢ Ti/Jn h"nh x |I'T thtng tin tron
T Thing b&8o Lhma tph, cd k@cc kbi Jt

-Thing tilm dgalfcng®®@ Tc phXm tr°n thi
f§ Tra c¢c.u, pho©n t2ch, t " ng h’p t
1 Trac. u, t  ng h’ p hguargn@ndeilc phXo
vbin LQ | i°n quan.

f§ Tra c¢c.u, t° ng h p c&c quy/jt L’
I'T°"Be C_,c Quln IT Khgm, ch_a b

TruyQn
thong
thong tin

Thhpni d oAphgbi/K, tuyén trugh théng tin Bag cac hinh the:
, Phéat hanh bn tin théng tinthu" c ( t r on g ° th thonp BnoQam toar
thic) | ©uibhtiongbnhwi n,
-Thing b&8o do@hodm®§ c irbspdrac théing tin € nhd vQan
toanthGcvapin. ngco ™ L § n gdbohwan: Tt
f Thing b&8o tUYi .bfng tin b nh vi’
f Thing bg8gi adlibdmu khoa. ph,ng, b’
f Thtng b8o tUi c8c bu i sinh ho
-T ch ctdp hubh , 1% cbo nhan vién ytrong b nh vi n vQhi u qu va
tinh an toan khi sd, ng thu c.
-Khuy/ncédosa “il'b sungdanh mc thu ¢ dung trongbnh vi n , _ nig @&h
L'iQu tf va cac quy trinh chuyén mén khéac tronghbvi n do cac nguyén nhan
I i ° n Jjgtintaam todn.

Hinh6. Quy tr3nh c¢cdp nhdt v° truyQ@Qn
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822C8c ngu n t~ i 1li u cdp nhdt thtng ti
a) Trangwebgcam ts ¢ h q w@nity d@ c phxn trén th/gi i vatd Vi’ t Nam
Trang web ca cacch g quBinrly o€ ¢ ptn trén th]gi i va td Vi t Nam lién tc
I ‘& cdp nhd céac thong tin Qan toan thuc . n ©y n 8 'Ii" u gugruirng trong thc
h” nh | ©Tacteva cach.thc uy ab cac trangweb@mts ch g qubnidy d€c
phn trén th]gi ivatd Vvi't N a’ro tritih@®ay trong ing 3.

B[ng3. “arch vacach th ctruy cdptrangwebg amts ch g wamly

TT T°n Ch drulya n'ach trang web Céach th c truy cdp
D €c phX¥m
1 CcQun | Tc D€ http://www.dav.gov.vn/ Vaomec V fnmubly
2 C cQunly Kham, http://www.kcb.vn/ VaomcTint c
ch abnh
3 Trung tam DI&ADR http://canhgiacduoc.org Vaomc Ti n  tcwao
Qu cgia vn/ Ti n, cng&ai

4 Ch qulanl fa
Chau Au (EMA)

[ http://www.ema.europa
eu

Vao m c Latest news

5 Ch qulalD®&a

phX¥nva Th ¢ pi¥n
Hoa K8 (US.FDA)

h_ttp://www.fda.qov

Vao m ¢ MedWatch: Safety
Alerts

6 Ch qufanl §a

phXn va §n phxn y t/]
Anh (MHRA)

[ https://wwwgov.uk/gover
nment/organisations/mec
cinesandhealthcare
productsreqgulatory

agency

Vao m ¢ Drug and device
alerts

7 Ch qufanl §a

phXn va §n phxn y t]
Phap (ANSM)

[ http://ansm.sante.fr/

Vao m c¢ S'informerY
Points d'information

8 Ch qufanl qa

phXm va §n phxn y ]
Uc (TGA)

[ http://www.tga.gov.au

Vao m c Safety information
Y Health pro
Recall actions, alerts and
monitoring communications
Y Al ert sty¥ar C
alerts

9 Ch qulalyYtgu

http://www.hesc.gc.ca/

Canada (Healt€anada)

Vao m c¢ Drugs and Health
Products Y A
Warnings and Recalls

10 Ch qufan| §a
phXn va §n phxn y t/]
Canaddasingapore
(HSA)

[ http://www.hsa.gov.sg/

Vao m c HealthProducts
Re g ul a tSafayn Y
Information and Roduct

recalls
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http://www.dav.gov.vn/
http://www.kcb.vn/
http://canhgiacduoc.org.vn/
http://canhgiacduoc.org.vn/
http://www.ema.europa.eu/
http://www.ema.europa.eu/
http://www.fda.gov/
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
http://ansm.sante.fr/
http://www.tga.gov.au/
http://www.hc-sc.gc.ca/
http://www.hsa.gov.sg/

11 Ch qulan | §a [ http:/medsafe.govt.nz/ Vao m ¢ News andEvents

phXn va §n ph¥ny ]

New Zealand (Medsafe

b) B[n tin/tY

Bntintp ¢

ch?2

h 2

t roCGgh | gindc vd €
t rccndh  lgqg Ekém epend

h h ni cas wangvweb
¢ acacch q quBniy d€ c phn trén th]gi i va t Vi’ t Nam. Tuy nhién, ngwun théng tin
nay giap can by yJl'nh k8t ng h p va rdn bbb * & €8 dang céac théng tin ni vQan toan

thu c . 'achvacachthctruyepgcamts bntitp ch?2 t rcdnd Igg e W €
L ‘& trinh bay trong fng 4.
B[ng4. "arch vacachth ctruycdp ¢ amts bln tin/tY chi
trong,dCpmhh gvi’8c d€
TT Tén bln tin/tY chi n"ach trang web M. c , EBdp nhd
1 B[ntinC[nh giac http://magazine.canhgiacduoc.org.\ 3 thangfn
de /
2 WHO http://www.who.int/medicines/public 2 thangAn
Pharmaceuticals ations/newsletter/en/
Newsletter
3  WHO Drug http://www.who.int/medicines/public 3 thangAn
Information ations/druginformation/en/
4 Drug Safety Update http://www.mhra.gov.uk/vao mc 1 thangAn
(MHRA) Safety informatior¥ Drug Safety
Update
5 Canadian Adverse http://www.hesc.gc.ca/vao mc 3 thangAn
Reaction Newsletter Drugs & Health Product¥
(HealthCanada) MedEffect Canad¥ Canadian
Adverse Reaction Newsletter
(CARN)
6 Medicines Safety http://www.tga.gov.auiao mc 2 thangAn
Update (TGA) Health professional¥ Health
professional information & educatio
7 Adverse Drug http://www.hsa.gov.sghao m ¢ 4 thangfn
Reaction News PublicalonsY Adver se I
Bulletin (HAS) Reaction News Bulletin
8 Prescriber Update  http://medsafe.govt.nzvao mc 3 thangfn
(Medsafe) Publications Y F
83.n8nh gi 8 thing tin vQ phln ng c- h4i «c_, a
83.1Quytr ® nh L8nh gi 8§ thtng tin vQ phl[n ng .
D. |i u t. c¢c8c ngu n tra c_.u thing tin th
li°n quan gi.a vi ¢ s d,ng thu ¢ nghi ng’
khuy/n c8o d¥%ngothu Qulk prePhNQi®nlngic§ nighmn
phln ng c-t%Yichkh,_ a thhEm b nh, ch_a b nh L€
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http://medsafe.govt.nz/
http://magazine.canhgiacduoc.org.vn/
http://magazine.canhgiacduoc.org.vn/
http://www.who.int/medicines/publications/newsletter/en/
http://www.who.int/medicines/publications/newsletter/en/
http://www.who.int/medicines/publications/druginformation/en/
http://www.who.int/medicines/publications/druginformation/en/
http://www.mhra.gov.uk/
http://www.hc-sc.gc.ca/
http://www.tga.gov.au/
http://www.hsa.gov.sg/
http://medsafe.govt.nz/

Thu thdp H i ¢ ung 8tcit hiti °n quan LJn n

thﬁnwwp t€ehng t. L« x[y ra t4Yi k

v Tra c¢c_.u thlng tlfinmglic®n hduar 1
Tracu ¥y |thing tin thu ¢ v° t° thtlng
quan quln I'T d€ ¢ phXm tham

Nn&nh gi 8§ m i quan h° nhon qu
[ D?nh phfn _ng txFyl'rax[y ra phmsnh
thOﬂQtIn tznh X§C th c C“ a thl ng t|n

v

KJt ludn vQ m c¢c L, i °n quan
Khu'yfh phfn _ng x[y ra v"™ Khuy/ln c 8§
cao ,

sau L-

Hinh7. Quy tr3nh L8nh gi 8 thltng tin vQ ph
a) Thu thdp th*ng tin
Vi ¢ thu thdpn t hignéxl[i®i or @ ® phhi n nh€e sau
-n" i v,i c¢c8c phlfn . ng x[y ra Lhn | T: h
trong b nh &n hoHc h,i tr ¢ tif]p ng€ i b nh
thi/JJt LW L8&nh gi §gim a tquwanc hv™ npm®hn quig xT[y
2.1.4)

ao .

n’oi vV, i c8c phlfn _ng x[y ra theo dldng chi
thtng tin |Ii°n quan tr°n, c¢cfn r”° so8t:

+Phln . ng t<€hng t, 6 ¢ x[y ra ° c¢c8c khoa kh

+Ki Wam sf 1€ ng thu ¢ nghi ng th, c¢c tJ] L«

L'i Wm x[Ty ra ph[n ng. T. L.- € ¢ | € ng t’
b) Tra c¢c_. u y v&in

-Tra ¢c.u thtng tin |i°n quan LJjn ph[n _ ng
cu bao g~ m:

+S8ch tra c¢c.u thtng tin chung v™ s8ch chuy

khlfo m, c 8.3.2a)

+ T thing tin s[n phXm L€ ¢ c¢c8§8§c c¢ch quan ¢

(tham kh[o m,c 8.3.2b)

n"i v,i c¢c8c ps8hclnl nnhygpthdfry | lta L« L€ ¢ ghi
[ u vy vin chea?

+NJJu phln . ng L« L€ ¢c ghi nhdn trong y vt

nguy ch | "m ttng kimd o+nigUix2xHity hia m hpimln
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+NJu phln _ ng ch®amglg cvimhi trihdpn tt,rc tr a
nghi°n ¢, u (tham kh[fo m,c 8.3.2c) v~ t |

c.a Vi 't Nam v~™ tr°n thJj gi.i (tham kh_ro
h3nh nghi°n ¢c. . u tronkgUvi ¢ ghi nhdn philn
n"i v,i c¢c8c phln _ng x[y ra theo dUng <ch

nh€ tr°n v™ x8c¢c L nh phln _ng x[y ra thu, c t
typ B (phln . ng khing thwW d Lo%n L€ ¢ d a 't
con8nh gi 8§ th'ng tin

n8&§nh gi & m i quan h nho©n qul gi.a Vvi ¢ s
x'y ra theo thang L8nh gi 8 c¢c,a WHO hoHc tha
nay)

n"i v,i c¢c8c phln _ ng x[y ra ndodm: dlng chu
+n8&nh gi§ m i quan h' nh®n qul[ c¢c.,a t_.ng ph
+ng8§nh gi§ t | x[y ra phl[n _ng trong b’ nh
Log&n tr€ c¢c d,a tr°n t§c d_ng d€ c¢c |1 L«
b nh vi gusg t ve&’'t L« L€ ¢ ghi nhdn trong
Cfnh gi&8c vQ vi ¢ chu, i phln _ ng x[y ra t
(v2z d,: b a LHt, b8o c8o sai s, thdt v, i m, c
tranh)
d KJJt nVaklduy /Jjn c¢c 8o
KJt ludn vQ m ¢ L, |i°n quan gi_a vi ¢ s
xFy ra.
-Trong tr€ ng h> p ng€ i b nh s d_ng nhi Qu
L€ ¢ ghi nhdn trong y vin (tqudn) ,x [lyW rla§nhc §

h
thu ¢ n"o ¢c- kh[ ntng go©y .ra phl[n _ ng cao hh
Khuy/Jn c¢c8o0o nh©n vi°n y tJ] vQ vi ¢ s’ d, n
ch xublt hi n phln _ng, bi n phg&p d,  ph,ng v~

no i vV, i c8c tphWnd_ no&mthmge c¢c d a tr°n &
thu ¢, x[y ra theo dlng chu,i trong th i gia
+Ki Wm tra quy tr3*nh, k: thudt s d,ng thu’
g. ng hay txi[Jyp rta cv’'s m_

+COn nhdc vi ¢ tY9Ym n

L. nghi°m tr ng c.a ph[n _ ng.

+Khuy/ln ¢80 nh®©n vi°n vy tJ] gi8m s8t chHt c
d. ng |t thu ¢ tr°n.

832C&c ngu n t~ i 1li u cung cblp thtng tin vQ
a) S8ch tra c¢c.u thtng°ni khfburn® pvhl®a8chmhgclkuyh
S&chphfn mQn tra ¢ u thdng tin chung va chuyén [ la ngun tai li u quan trng
tra ¢ u thdng tin Yph[n_ng cé M ¢ a thu c. Cac sach va ph mQn trong fng51 © c 8c ¢ h
s d liu Wtac uvathamkho , [ & Qtp@ong Ph |, ¢ 1 ban hanh kém theo Théng
t € 352012/TFBYTngdy2 0 t h§ng L2B wWwmQid 18eEdh hdi | ng
d ‘& lam sang trong mh vi n. Cach thc trinh bay théng tin@ph[n_ng cé M ¢ a thu ¢
trong m i sachphfn mQn  Lc@éug, thWrong Hng5.
Blng5. "arch vacachth ctruycdomts ¢ h dslii uvQ
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phln_ ng cé M trén th/]gi i

STT

Téntaili u

| Leu T

Sé&ch tra ou théng tin chung c6 chuyén lon vZpht n ong c6 ki cva thuXc

1

D& t he g@

Vi t Nam

Trong m, liudcrutylPwn c:
-Li "t k° ngdn g n TE&c dADF
mong muXn (ADR)O

-C8§c ADR L€ ¢ sdp x/Jp the
th€ ng gHp ADR > 1/100, 2
hi Jm gHp ADR < 1/1000) v~
-H€, ng d¥dn g n bi n [ Sapi
d n c8choxo tr2z ADR

D& t he g@
Vi't Nam ding chc

tuyn ¢ h

S

Trong m, i chuy°n |l udn thu
ADR trong8phf@fAhng kh'ng mo

Micromedex

Trong m, inchhy“a: | ud

- DrugPoint:l i "'t k° ngdn g n c
ith€ ng gHpO ( co mnddserjus)urong
phfiMdver se Effectso

- DrugDex: trinh bay théng tin chi/Jli | i ° dbh APpR
L& fnghpt cacth nghi mlam sang va tthéng tin
sfn pin  Lc®hé duyt t Hoa K8t r o n gl Achf¢
Ef fectso

AHFS
Information

Drug

Trong m, i ¢ h unnh lmay théagdin chitffhvQ
ADR trong pfn i Ca ut i(Ngoastbéng tin ©Q ADR,
trong pfn Céution® n "y ¢, n @hdtitngva
chngchUnh,tthtrng t'i ° h @@L rily @ nhiva
n g €cao thi ,, c tlhh trén di trugn v, € tink trén i
bao,vics dngthuc ph n c- thai/cho
t2nh tr°n thaicshptheoh€i§cq
chulnh "mg@dbtheold phfn. ng. Tuy ™n
d i u ndy chbao gm cac thic ‘L€ | €u U Hoa
K8.

Martindale.
Complete
Reference

The
Drug

Trong m, i ¢ hunnhlmay mtis dhdngtirh@
ADR (m ¢ _ Bhi ti/f ph thu ¢ t ng chuyén Idh thu c)
trongpfni Adver se EfH dsund dao gm
t ©hnigfyll, BacldH thu c/Inpny ]l €u h "~
toan tH]qi i.

British
Formulary

National

Trong m, i chuy®°n | uddc ADRhco
T nghoa tr°n fh®Hi-edfef re@atplionc
_ngquang QL ‘lc® quatrong pfn nay do co tAk[y
ravimithiuc. C8c "~ dAshRD thed fn s gHp
vatheotngh ch quan. nti JReghld

L& shxp tcrdeemc , hghiém frng ¢ a pHn. ng
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naytrd | ©m s ng. U wnaythbdogm
cacthic ‘lt€l €ulYAnh.n h t

7 Drug Informationf Tr ong m, i chuy®°®n | udnpnac ADOR
Handbook trongpfni Adver se .Ré&ac tAiDRn slo€’
theo tfn sublt x[iy)r a " ( rnt/hi
qguan. nW tift ki m dung |
ch” L€ ¢ nh-m I 4 theo t°

8 Handbook on Clinical Tr ong m, i chuy°n [ udn t ht
Drug Data C8c ADR I i°n quan L/nrtef @
L- 17 c¢8&c AtbiRbagthhSeco Lt€h c t

gi fm dfn.

Sach chuyén kho vZptf nong co H i

9 Meyl er 6 s 9 Trong michuyén luh thu c: trinh bay chi it vQcac ADR
of Drugs Lefnghpt cac nghién cu va bdo cdo caCac ADR
L& sphb x¥ptheotngh ¢ h g u a rthh céB thayér
luch thu ¢ ¢ thw con cé cac chuyéndb chung ca mt
nhém thuc. Ngoai ra, trong m chuyén luh thu ¢ con cé
cac pfn :, clinh dai h , ctinhth chb, c §c

thiuccokint mayHl c h'ab mhga&acfuf [nh
h ‘& g /n kh n £ n gl hixnuADR (tu8 theo t ng chuyén
luch). B, sach con’gm céc &b riéng locho mt s nhém
thu c: thu ¢ tim meh; thu ¢ gady mé, thu ¢ té; thuc co
ngingc ‘c¢®uérnbin Side Eff ecct
xudlbln  h " ng ‘nsumg cac thony tinQADR gi a
cackh fnchinngca Meyl er 6s Side E

a

by T thing tin sn phXm L€ ¢ c8§c ch quan quTl|
T thong tin §n pt¥n ¢ | n gt ngu'n cumg &b thong tin thuc “lt€r qu an

quln Iy ¢€ ¢ p¥n ¢ aqu ¢ gia ¢ phép phé duy. Théng tin WQphln_ ng c6 K trong t

thong tin §n pidn £ hg@bnglint d liu t K aqudcéc thnghi m 1am sang trong

qua trinh phatriWd thu ¢ m i va c6 thWeung &y thém théng tin'bs un g ‘tch wual €

trinh gidam satdi m«i . Jhly d‘@ahn gaum t s qu ¢ giacho phép truy &

mi nphid li uf théng tin §n pPn nay. “anch va cach thctruyep mts ¢ b ds

i uvQt thong tin §n ph¥n L ‘& trinh bay trong g 6.

Blng 6. ‘archtruycdomts ¢ h dsli uf théngtin sfn phXn
L€ c8&c c hn glulz p@tén th/]gi i phé duy t

TT |[N€c/ ch qfo n"ach truy cdp
lyf h €eng d s
d. ng
1 Chau Au http://www.ema.europa.evao m ¢ Find medicines
2 Anh http://www.medicines.org.uk/emc/
3 Hoa K38 http://www.fda.goyvaomc Dr ugs Y Dr ug
Databases Y Drugs @FDA Sea
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http://muabansachykhoa.blogspot.com/2013/01/meyler-tac-dung-phu-cua-cac-loai-thuoc.html
http://thuvienyhoc.vn/index.php?route=product/product&product_id=1274
http://www.ema.europa.eu/
http://www.medicines.org.uk/emc/
http://www.fda.gov/

4 Phap http:/ansm.santefrvao m ¢ Base de données publique (
médicaments

5 Canada http://hcsc.gc.ca/vao m ¢ Drug Product Database
6 |Uc https://www.ebs.tga.gov.au/
7 Singapore http://www.hsa.gov.9g, Vv = Bervitesc e

Y Health Producs Regulation Y Pharmaceutica
Regulatory Information System (PRISM)Y Dr u g ¢

Bi ologics Y Online Inform
L u Tt v,i c¢c8&c thu ¢ m i4i tthteomg ttin ¥-Qm pth
sfn phXm ch, yJu Ibly L€ ¢ ghi nhdn t_. c¢c8c t
khtng bao g"m nh_ng phln _ng c¢c- hUi hi/Jm gHp
¢ Ch s° d. 1li u cung cblp kJt qul c8&8c nghi®°n
KJt qu c.a c8c nghifAntciulkhoathi cli”ung

r
gi Yap c¢c8n b y tJ t3m hi Wu s©u hhné voQ ac hc &ch J]
phlfn _ng ¢c- h4i ¢, a thu " ¢c. n a ch"™ truy <cdp
nghi°n ¢ . u khbayhtcd&he blhgs3nh

g

Blng7. ‘achtruycdomts ¢ h ds i ucung dp
kJ} qul cac nghién cu khoa h ¢
TT Ngu’ n théng tin n'ach truy cdp
1 Pubmed/Medline http://www.ncbi.nlm.nih.gov/pubmed/
2 Free Medical Journal http://www.freemedicaljournals.com/
3 The Programme for Access to http://www.who.int/hinari/en/
Health Research (HINARI)
4 T h € n €dchrane http://www.cochrane.org/
L umlit s b”"i nghi®°n ¢c_u khoa h ¢ y°u cfu

d nHc LiWm c_a c8c | oYi h3nh nghi°n ¢c_ u tron
Khi tra ¢ u, t K p théng tin @phln_ ng cé Kl ¢ athict cac nghién cu khoa

hccanbytjckn | ©fp Tewt Lcil n gthohfE vh m i lod hinh thit k]

nghién cu. HW vQLlHb Wi i a cac Ié! hinh nghién cu nay trong vic ghi nkch piin_ ng

c6 1 con cho phép can by UJtim kiyim  Lc@ghiéncuphut hpv © L § nhcchjrih§ L €

x §c T _ald}hyup aghién cu. h wh vd ih ch]g a cac Ié hinh nghién cu trong

vi ¢ ghinkh pHn_ ngc6 M ° E t8nh bay trong fing 8.

Blng 8LiWm c._a c8c | o4i h3nh nghi®°n
trong vi ¢ ghi- mWdn phl[n _ ng c

hu Wi Hth ch/]

Thong tin t | Cung ¢ thong tin hu ichwQ|-S | @ g " Iy & tham gia vao th
cact cacth |cac pin _ng c6 M “tnh| nghim t ‘©himly néh khé phat hn
nghi m |am | gHp. cac pifn. ng nghitmtrn g n h @m
sang - Ng'€© b nh tham gia vao cac 'th
nghim | ©m S¢ toygd chinéva
t h'eg k hd mign cho ggn thw
n g & nhthec.
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http://hc-sc.gc.ca/
https://www.ebs.tga.gov.au/
http://www.hsa.gov.sg/
http://www.ncbi.nlm.nih.gov/pubmed/
http://www.freemedicaljournals.com/
http://www.who.int/hinari/en/
http://www.cochrane.org/

- Quy trinh theo ddi ADR trong cac th
nghi m |am sanghl  Yag vadmt s
COthAKk h * n g tm bhdpcad.

Théng tin t
cac bao céo ca

Cungchp théng tin hu 2 4/
L€ea ra c $cva ting
hi u vQan toan thuc , Ho @i t
v, i phln_ ng hilm gHp.

- Khong ths d n g c aTLWhij
Idp m i quan h gi_ athuc va phin_ng
c6 M do:

-Khltng ¢ icmmg m( Kht
nhimyithic) W nh to8n
- Khéng c6 MU S ¢a s n g ¥€bnh
phhimughthuc WL 2 nh ‘tca
t ' x[yrapHn_ ng.

- NhiQu khf nt n fy raxsai s. M t
t Tn@hp L Bgwpntphn. ng khi
S d ng mtthd ¢ c6 thtWech' do ngd
nhién, heb do mt trong $ rHinhiQi cac
[n h * ig@hj u khac

Thong tin t | Cung & ngu n thong tin cd Nhty c[m v i cac sai's do nh 149 hokb
Cac nghién| thwW’ n h ° rig & nhitl vQphi | sai § do ghi chép théng tin.
cu dch t |.ngcéMc athuc.
d¥€chc
Nghién @u |-Thichhp WL 8 nh _@@|-NhiQu ‘tngp kh- nk§d
bMih chong ADR ¢6 thi gian tiQn tang| m i quan h vQmHuth i gian gi a vi ¢
kéo dai héb ADR him gHp. p h hi mwithu c va ADRx[y ra.
-COkHntng L&nA|-Khtng t2°rch I [y & ADRL
t nh “m¢g@hk xudhin|°" nh - m p hrhitha & va khong
ADR. p h hi_myg htihu ¢ trong mt kho[ng
th i gian
Nghién @u |-Cungdpd li'u L . Bho|Nhty c[m v i cac sai s do | a chn
thut n top ph®p ' § n hquag ih§ b nh nhanva sai s do ghi chép thong
nhan gif gi a thu c va ADR. | tin.
- C6 thwtinh o § n" clf @
xX[y ra ADR° nh- m
nhimvithuc v~ kh
nhim v i thuc trong mt
kho[ng th i gian
e) C8c ¢ s d. 1li u vQ phln ng ic- h4j

Tr onong i pe& plin. ng co M

c h"ed tke t@)hg cac sadphFn mQn tra

¢ u thdng tin chung He chuyén ko vQphln_ ng cé K, vi' ¢ tra ¢ u thém thdng tin t cac
c h dsli uvQphln ngcé Kl ¢ aVitNam vatrén tHgi i c6 thAL e il nth ng théng

tin h u
g i
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chrng r «i . ndh podin go thomg@n chi fif, canb y t]Jco thwWién h v, i Trung
tam DI & ADR QU c gia.
BIng9. "arch vacachth ctruycdomts ¢ h dsli uvQ
ph[n_ ng co6 H trén th/]gi i

TT N€ec/ ch qlolgn n"a ch va cach th c truy cdp
ch dsliu
1 T ch cYUVU]Th]gi i https://vigilyze.wheumc.org/

C § c . cnt@nh vién ca WHOUMC &
cungdptaikhdn L tedty nh

2 |Ch° d liu Onh giac| http://www.adrreports.eu/

de Chau Au Truycop mi Kn ph?
(Eudravigilance)
3 Ch*  d Iliu Cnh giac| http://www.drugcite.com/

d ‘& Hoa k8 Truy cop mi Kn ph?
4 Ch°  d liu Cnh giac| http://www.hesc.gc.ca/
d ‘& ¢ a Canada V' o m, c D Healths Products Y
MedEffect CanadaY Adverse Reactiof
Database

Truy cop mi Kn ph?

5 Ch° d Iliu Cnh giac| http://www.tga.gov.au/

d ‘& ¢ a Australia (DAEN)| V" o Y, Safety informationY Safety
information & education Y Database o
Adverse Event Notifications (DAEN)
Truy cop mi Kn ph?2

* \/i' t Nam la thanh vienn@a WHOUMCt nt m 19 9 9[n truy ¢bi  L&k@&HO-UMC cung ¢ cho
Trung tam DI&ADR QU c gia.
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DANH M, C PH,

LCACLDNHEHOV: C

C. A HOYT n. NG CiNH GI CC DR
STT | N, i dung
1.Ch" kham, ch ab nh
Ph l.cl MXu b8o c8o phln ng c- hui
Ph l.c2 MXu thT cfnh b8o phln ng ¢
Ph [.c3 M t s~ biWu hi n I ©m s"ng Vv
guan LJn phlfn _ng c¢c- h4i c,
Ph . c4 Danh s8ch mt s° L°i t€ ng
xublt hi n ADR
Ph | c5 Danh s&8ch m t s’ "t hdubluc,hix &t
hi  n ADR
Ph I, c6 Thang L8nh gi 8 m i I|i°n qua
Ph |, c7 MXu b8o c8o bEkItt ng€thg ¢Q c
Ph |, c8 MXu b8o c8o sai s-t |i°n qu
Ph I c9 Sh L phoen Il o4i sai s-t I|i°
2. Y h ¢c ¢ truyQn
Ph I, c 10 MXu b8o c¢c8o phln ng c¢- hyij
h ¢c ¢ truyQn
3. Gi8m s8t phkhnngng sau ti®°m
Ph [, c11 MXu b8o c8o c8c tr<€ ng h p
ch,. ng
Ph |, c12 MXu b8o c8o c8c tr+€ ng h p
Ph I, c13 MXu b8o c8o tai bil/Jln nHng s
Ph | c14 MXu phiJu LiQu trahtmag bi /J]n
Ph | c15 MXu phiJu I bly v° g i mX¥Xu Kki
Ph | c 16 H€ ng dXn | bly mXu b nh phXn
nHbng sau ti°m ch_ng
Ph |, c17 Bi Wu mXu nhdp thtng tin vQ
Ph | c18 Bfng t | u ghPm chgngac, a t
ch._ c Y tJ]J ThJ gi, i
Ph I,.c19 n8&nh gi8&8 nguy®°n nho©n tai bi
Ph |, c20 Sh L pho©n 1 o0o4i nguy°n nhOoOn
4 Ch<€ehng ureéenbig tJ] q
Ph | c21 MXu b8&8o c8o Uphilcn a ndhrucc kth’
LiQu tr° lao n,i tr¥ t4i b’
Ph | c22 MXu b8&8o c8o phl[n _ng c¢c- huyi
Li Qu tr° lao tYi ¢, ng LY ng
Ph |, c23 MXu b8o c8o ph[n ng c- hyi
Li Quabr'kh8ng thu  c
Ph |, c24 MXu b8o c8o phrln ng c¢c- hyi
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t h’

Ph | c25 MX u ng k° s° | € ng b§8o ¢
t4i c¢ch s° LiQu tr’

Ph | c 26 MXu th ng k° s~ 1€ ng b§8o ¢
tr°n Lnha/ tbhh'nnht "ph’

Ph |, c 27 MXu b8o c8&8o phln ngc leehnrd
ph,ng, ch ng s 't r ®t

5 nhn v kinh doanh thu c

Ph | c28 MXu b8o c8o CI OMS

Ph | c29 T-m t Ut bl k& o( PSUR hoHc PI

Ph, | _c |[MXu b8o c8o wacn at ot"hnu, chi u q

Ph, | _c |[MXu b8o c8o0o t3nh h3nh s d.
b’ nh

5. Th nghi m | ©m s ' ng

Ph I, c 32 MXu b8&8o c8§o bi/n ¢~ bblt | i
sang

Ph | ¢33 MXu b8o c8o L nh k8 bimjn @m

6. Khac

Ph |, c34 Danh m,c vin bln L« ban Q[n
gi §c d¥€ ¢




Ph._ | . c 1. MXu b8o c¢c8o ph[n _ ng
(M,uBaocaophnongcohicvathucll icban h”" nh k mX23R&EDTIBYT Agayd0/a6/201)s
) BAO CAOPHiN NGCOHYIC ATHU C Nhi bSo c8o0:6eé6e6eé6eéq

ADR

Xin anh/clihd@y bdo cdo®c¢ khi khdng chc clkon VZgnphim L «

THONG TINVEN G_BI BAOCAO,BANH NHAN Vé0oBAQ MOV
SAn_6CB OMT

A . THDNG TIN Vs B  NH NHAN

1LHv" ot

5. Ngay xudl h

B.THDNG TIN Vj

Ma s béo céoca

Ma s b&o céo (do Trung tam gagia qun ly):

eeeeeeeeeeeeeeeeeeeeece..

g ©yongrvahde hk h 1 hygv gacthong tin

o

2 Ng“y

n- Hokb td i

sinh:
céééeééé. ...

é. .| 3. Gjitnh

ANamA N

4. Can rrhg:
éeé. .. é.

PH4N NG

inphin.ng: éé. . ../ éé. .. ] éééé

6. PHNn_ ng xudi hi n sau bao lau (tinh tfn dung cui cung ¢ a thud ¢ nghi

7. M6 t biwi hi n ADR

8. Cac xét nghim

I i ° nhpapHn ang

L

thon é

9. TiQ s (dong, thai nghén, nghh thuxc 14, nghMh

tiru, bvhh gan, bhh

10. Cach x tri ph[n_ ng

11. M. ¢ , Hghiémfrng ¢ a pHn, ng
A T vong A Nhdb vi n/Kéo dai thi gian n vi n A D td thai nhi
A n e’ adinh nthg ATand v Qmrhbg mQi A Khéng nghiém trng
12. KJ} qui” sau khi x tri phin_ ng
A T vong do ADR A Ch €% phhc A Hiphccodichng A Khona 16
AT vong khtnghthic°n g Anan'dgphhc A Hiph, c khéng cé di chng 9
C.THDNG TIN Vg THU C NGHI|
S Dthg bao LiCu Sdfllffg ( N g/"h )ng;ﬁ', I)
i c(tén Gc va té 5 . % Ngay/thangh +)m .
T 13Thuc (ten gc vatén ch/] ham Nha S 16 dung trong | 9“9 Ly do dung thuc
T t h€ehH)g m @ sin xuk m t IEn ngay dung ’ ]
9 VU |y Bab ful | KJ3thic
thang
i
ii
iii
iv
sTT | 14Sau khingng/giim liQu ¢ athi cb nghing,pHn. ng c¢ L e e e .

Crend cofi thi n khong? 15Tai s d, ngthucb nghing co6 xwihi n 4 phin_ ng khdng?
.ng13) | C6 | Khong Khéng ng ng/gifm liQu Khéng c6 thong tin Cé Khéng Khéng téi s d, ng Khoéng cé théng tin

[ A A A A A A A A

ii A A A A A A A A

iii A A A A A A A A

iv A A A A A A A A
16. Cac thiic  d %nggh i [Ng@ i trp cac thuc dvan gZu tl7khoc phic hou qd cva ADR)

R . Dthg bao chj Ng~“ yuti(ing” y/thg§ R . Dthg bao ch Ng“ yutl(ing~ y/ t h§
Tenthuc h" ning € Bd ful K/} thic Teénthuc h" nming € B ful K/} thac




DPHENTHf Mn NHADRC, A nu N V
17.  n § n hiliép gugn gha thu c va ADR

A Chdo chch A Khong chtb chea AKh§c: ééééééeeecececeeee

ACOkHnktng AChe€ea pdhon | o eééééeéecéeeéeeéeeeceececeé

A Co6 thw A Khong thAphan Idd ééééééeéecececececeeeé
18.  n him¢n vith ADR theo thang nao?

A Thang WHO A Thang Naranjo AThang kh8c: éééeéécéeecéeéec

19. PHn binh Iuh ¢ a nhan vién yA(n/u co)

E. THONG TINV 3 NGh | BAO CAO

20HV" te°n:ééeéeééééeéeéééeéeé. ... ... .. Qnghip/Chcv.: éééééééééééééééééé. . . . .
ninthddlienlle : éééééééééeéééééeéeéééééé Email i ééééeéééeéeéééecéeéééecééecee
21. Ch ky 22. Dthg bao caoA Lfn fllA B sung 22Ng"y bS80 c8o0: 666/ 4

Xinchanthanhdm hn'!

Hh, NG DxN LAM BAO CAO

Xin hay bao céo Hi c[ cac piHn_ ng c6 Hi ma | Cach bao céo:

anh/ch nghing , Holbi t khi: f niQn thitng tin v o mXu b8o cé§o

1 C8&c phlfn _ng |i®°n T Ch" c¢cfn LiQn nh_ng phfn anh/ch" c¢c- th

T C8c phlfn _ng khtn f C- thwW L2nh k™ m th°m m t v7i trang (
ch€a L€ ¢ biJt L0 thtng ting ha®t cnglmih. m |i°n quan).

1 C8&c phlfn . ng nghi?® 1 Xin h«y g i b8o c80 vQ Trung tOm Qu’  c

1 T€ehng t8&8c thu ¢ hdi ¢, a thu' ¢ theo c8c L a ch" sau:

9 Thblt bdi trong Li( Th®rung t©Om Qu ¢ gia vQ Thlng tin

1 C8c vbin LQ vQ chbhlt c.,a thu ¢

Tr€ ng n4i h' ¢ D€ ¢ H" N, i
1315 L° Th8&8nh T!ng, Qudn Ho"n Kilnm

i Céacsaisottrongg§ tr3nh s
MM¥s b8o c §oapm hychdcé plin
. nggayrab i

f Thu' ¢ v™ c¢c8c chJ ¢

f Vdc Xxin

f C8c thu ¢ ¢ truy

Fax: (04) 3933 5642

g c d.e° c | i : u Ul ’ n (O4D 8%3 5618
T Th ¢ phXm ch_  c ntn
Ng ebég cao o tia: (Tﬁ Website:http:/canhgiacduoc.org.vn
T BSc so E@ Email: di.pvcenter@gmaitom
1 D€ ¢ so é D @y
- Nha so Anh/ccch thW | bly mXu b8o c8o n"y t4y
T Y@LiQungd&n., h, sinfc a b’ nh vi ' n hbtthcanhgfacduot.org.vh rNhug cwe bb b
f C&8c nh” cung cblp |n"0o, anh/ch" c¢- thW |li°n Hh'n whiu Tr wrg
kh, e khgec. ng c- hUi c.,a thutdc393Bwal8Bhoslc Eiheo

di.pvcenter@gmaitom

P_hj-'n_da_nh?ho_'l'rlmg tam DI & ADR Qu’ ¢ gia

1. G i x8c nhdn t,i Lhn v i A |3 Phlnl«ng- - tI/SBACEOLY vin LA
2. Phon lodi phlfn _ng_ 4. Nhdp d, li"u v:o h" c¢ch s’

AThu" ¢ m iAThu ¢ cl POA — - —

ANghi°m trAKbing nghi°m 5 Nhdp d. i wu vio phfn mQm: A
6. M c , tHghiémirngcapHn. ng

A n e’ adinh nthg/ gayt vong A Nhdp vi n/kéo dai thi gian rRn vi n A Gay d td/tan & A Lién quan ti1tm d¢ ngph thu cthic
7.6 i bSo cSo t.i h, i U A . NIl g & i pso cso | A | Newel

! - N - ! O < I A -

9. KJt qul thXm L nh

A Chdochah A Khong chtb cheh AKhg8c:ééééeéeéeéceeeéeéceeé

A CokHnbng A Chea phon | éééeéeéeeéeeeeececeecéeee. . ...

A COthw A Khong thAphan I ééééééeéececececeeeece. .
10. Ng€ i quln |IT b8o c8§o

,,,,,,,,,,,,,,,,,,,,,,,,, 11. Ng“y: é.é./ é. . 12.Ch_ kI
céecéececeeccececeéececeeceee



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

Ph, | _,c 2. M%Xu thm@ c{nhUYibs8o, » htfmu

M1t tr_ ac

THG CiNH BAO PHiUN NG COHy1C, AB" NH NHAN

//////////////

Ténbnh nhon: eéeéeéeeéeeeéeeee.
Ng“y sinh: ééééééédenh: ANamA N Gi
n ach: Eéééeééecéecééeecéeeecééeec.
Thucnghing gaypin ng: ééééééééééééé. .. pééé
Eéééecéééecééecééeceeeceeéecéeéeeceéecece

Mot phln_n g : eeééeéééecéeéecéeeececée e e

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

6ééééceééééeeceéééceceeceééeceeeéé.
Chh ng"y €é€ thg&ng é n-

/////////////

eeeeeeeeeceecece

Xi n L€uimangtbhg § _ rg<d plin ng qua mh/d ng
HoHo pHn_ ng c6 M nghiém tr ng

M t sau

Xin vui long ludn mang theoitmay
vantol _ ai chomhanviénydméiltntyn L i k h §nm

TIEU CHU§ N Cr P THG CiiNH BAO CHO B° NH NHAN
C8§c t i WhatldahhzhTdinhbdochobnh nho©n nhe€|sau:
* B nh nhan cé pfn_ ng qua r¥/d . ng/khdng dung ¥ v i thu' c.

* B nh nhan c6 mt ph[n_ ng nghiémtirn g ( dtiah ndhg, gay tandt

vV Q n_m/nHaginQ & Jfinhd vi n habkéo dai thigianfmvin, &)
do thu c gay ra.




Ph, | _ ¢ 3. Mt s~ DbiWu hi n I ©m s’ ng
guan LJn phln ng c¢c- hYi c. a

1.M ts biW hi n chung 8. R iloth hé hib

-S't -Khoé th

-nauu L - Co thabph/]quin

- Chéng nit - Viém phi k&

-Bd’ nng 9. Gia tr glucose mau i 't rig€

- NgHi -Ttng gl Wlcose huy

-Tkng ¢c©n nhanh - H4glucose hust

2.Ph[n_ ng ngoai da 10. Rilothn itiJ}

-M"y Lay - Suy giap

- Phii mith -Ttng nhogg@ tuy

-Ban L -Tkng prolactin m8u

- Ban xudl huy'} -Lupus, dot¢hac L

-T £ n d¥ cfirhanh sang 11.BH  trg@thfn ki nh, ch

-Bannibng:Hng batkhg bhia d B nhlythnkinh ngdl vi

ch ng Stevenslohnson, hd t biW bi - Co gidt

nhi m &, banc L' nh. -Riloth t r @hncgh |

-M,_ ntr ngcéa - DHEI hi ungdd thap

-R ngtéc -Ttng c8ps |

- Nhi, m khui$y, nhj m niin -C8cngltactdi “tnh €

3.Rilothchc ntng gan -nau ch

- Vang da, vang i phu -Ti °u cgh vOn c

-KJpgu xét nghimchc nktngdgdl gabhodng x€hng

theeg (tktng AST, AL THoY t pxhétsnpgh at as e

kiQn, bilirubin mau) 12. Huy/t ap bl t rig €

4. KJ} qul xét nghi m huy/} h ¢ bbl - HYhuyt ap

t h &y -HYhuyl & p/Ltng t h

- Gi[m A ng du -TEtngltapuy

-Gim beh du, gfmb&ehdu  La n HDBH 't iy &tim, mth

trung tinh - Loth nhip hab bW hin bl “tnh €
- Gilm tiW fu tr °nn Lti©m L

-Tenghdu €a eosin - Viém mang ngoai tim

- Thi/p méau tan méau - Nh p chdn

-Ttng | ympho b~ o -Huyip kh'i/L tqu

-PHAhng Coombs d€hng tBPmhh ch tim

- Gi[m prothrombin - B nh van tim

5.PHn_ngphlnv vascphinv - Suy tim

6. Suy thdn chb 14.BH 't ng @tam thfn

-Tkng creatinin m8u -Trthgthdildk dothlc

7. R iloth tiéu héa -K2 ¢ lmg L

- N6n, bu n nén - cchijtam thn

-Khé nu t -Thayitaritinh: tfmdm, h®mg ¢
-Rilothv giac -R iloth gitt ng

-Thegdn i -Riloch h" " nh'ngi tn u
- Khd mi ng -Riloth tri nh

- Loét mi ng -Tha'ynhththc

- Loét th c qun - Loth thfn

-nau  nghe€ -H, i ch ng cai thc.

-Simd 15. THl c[ cac bW hin bEl  t g€
-Viemty khac ghi nhdn  Lc@rong qué trinh

- T4o bon L@ tr ¢a ngkenh sau khi
-TieucHy v~  Ytiangml m d. ng thu ¢ nghing .

- XuHi huy tiéu hoa



E

Ph, 4lDamhsachmt” sl i t<€ ng ng€ i b 1
thu ¢ ¢c- nguy ch cao xublt hi°

I.MtsL'i "he® c- nguyraADR cao x

-Ng€ i b  nh mdc L ng th i nhiQu b’ nh.
-Ng€ i b nh s d.ng nhiQu thu  c.

-Ng€ i b " nh s d.ng thu ¢ k®o d"i

-Ng€ i b  nh cao tu i, b  nh nhi

-Ng€ i b  nh L€ ¢ LiQu tr° b33ng c&c thu ¢ ¢
-Ng€ i b nh L€ ¢ LiQu tr° b33ng c8c thu ¢
t€hng t8&c thu ¢

-Ng € i b nh c¢- r i l odn ch_ c nktng gan, th
-Ng€ i b  nh csuw /i tm mih o ch hoHc mdc ¢
-Ng€ i b  nh c:d'tiQng sthuw ' c, ndy _~ng th_ c L
nguyén nhan.

-Ng€ i nghi " n r€ u.

-Ph, n. mang thai, cho con b%.

2.Mtsthic ¢+ nguy ch cao g®©y ADR
a. Nhém thu ¢

-Thu'cdh, v.dn adrenergi c, d %2n g L€ ng tio°r
phenylephrin, noradrenalin, dopamin, dobutamin).
-Thu ¢ chGn b adrenergic, d¥%¥ng L€ ng ti

metoprolol, labetalol).

-Thu" ¢ m° h! hblp v~ _t:hu rcopn°f otlg n hk enttacnhi n()v.
-Thu ¢ ch"ng Il oUn nh’  p, d%¥%ng L€ ng ti°mt
-Thu" ¢ ch ' ng L'ng khghgievingamih®nK, hd bl
khing pho©n LoUYn ti°m tonh mUch, thu'cc chd] c

tr ¢ tiJJp thrombin (v2z d,: argatroban, l ep
altepl ase, retepl ase, tenectepl ase) v t h
glycoprotein I1b/Illa (vz d,: eptifibatid)
-Dung d ch L"m |li"t ch tim

-H-a tr° 1i"u s d,ng trong LiQu tr" ung
-Dextrose, dung d ch €©u tr<€hng (n ng L. L O
-Dung d ch | ¢ m8u trong thXm ph®n ph¥c m
-Thu ¢ goO©y t° ngo” i m"ng c¢c.ng (v2 d,: bup

-Thu'iQulL tr° L8 th8o L€ ng, d%ng L€ ng u
-Thu" ¢ ttng co b-p ch tim, d¥%ng L€ ng ti?°
-Thu ¢ L€ ¢ b"o chJ dlng liposom v~" dUng
amphotericin B dldng | i posom).

-Thuam thfn, d¥%ng L€ ng ti°m tonh mUch (v?:
-Thu" ¢ an thfn, d%ng L€ ng u ng, cho trTD



-Opioid d¥ng trong ¢

gua da hoHc d¥%ng

-Thu' ¢ phongy Quw]

vecuronium).

-Thu" ¢ ¢cln quang, d¥

-ChJ] phXm nu?i
-Natri clorid,
-N€, ¢ vl khuXn
100 mL tr° | °n.

b. Cacthu c ¢ thw

d€e ng
d ¥2n g
LW ph

-Col chicin, d¥%ng L€

-Epoprostenol |,
-l nsul i n, d ¥2n g
-Magi e sulfat,

-C8c tumwp o« h€ d¥ng

ung t he.

-Oxytocin, d%¥ng
-Natr.i nitroprussid,

-Kalick ori d dung
-Kal i phosphat,
- Promethazind 2an g L €

q°

d ¥2n g
L€ ng
d ¥2n g

L€ n

ch L
d %2n g

ng ti?®°
-Vasopressin d%ng L€

©y m° hoHc
L€ ng u ng.

tdh¥fnn  tkri n h,

ng L€ ng

c h

ti

ngo i L€ n
L€ ng ti°®
a vijtmt hehogQOokvm t he

ng ti °m.

m,

gi 'm

Lau,

(v? d, : S

°m.

g ti?°
dung

u h- a
d ch

mYc h.
ti °m

ng ti

L€ ng ti°m tonh
ti°m d€e, i da v~
L€ ng ti°m.

L€ ng u ng L€ ¢ s’
g ti°m tonh mYch
d%ng L€ ng ti°m.
dm LHc, d¥%ng L€
L€ ng ti°m.

m tonh mUch.
ng ti°m tonh my

ch ho

™~



Ph, S5SlDamhsachmt s~ thu Gdbx®hinhghi’
L\WhS§8t h i n ADR
Dblu hi  u ph§ G i T nguy°n nho
ThuXc
Diphenhydramin (Dimedrol) FEEnc ngngl hokHc c8c phi
Vitamin K Qus8 |1 iQu thu ¢ ch  ng Lt
Flumazenil Qug8 1 iQu thu ¢ an thfn
Thu ¢ ch ng n?
ondansetron, promethaziBu® n nin/ntn d.ifng tghuanc
metoclopramid)
Naloxon Qus8 |1 iQu thu' ¢ gilm Lau
. - . |Ti °u chly do nguy ° Glosmndu@
Thu c LI QU tr | e trong phan.
Natri polystyrene (Kayexalate) | Tt ng kali m8u | i °n quan
X®t nghi Msangcon | ©m
Th i gian prott . . . o
gidy Qusg8 i Qu thu ¢ ch  ng L
Gi g8 tr° I NR > €Qus8§8 |iQu thu ¢ ch  ng L?
S 1€ ng bUYch . . ,
¢ from? GiIm bch c¢cfu trung t2n
S 1€ ng ti Wu .
oF (mm? Ph[n ng c¢- hyi [ n qu
, HY L€ ng huy/t 1i°n qua
Glucose mau < 2,78 mmol/l thu ¢ LiQu tr’ LS thso
. . n,¢c t2nh tr°n thdn |i°n
TLtng creatinin b’ nh
D€ehng k kA n®astidium . . o ,
difficile trong phan B. | nhi.m i n quan LJn
Bi @u hi Mn | ©m s " ng
An thfn qu8 m dLi°n quan t_ i | UYm d_ ng
Phat ban da Ph[n ng c¢c- h4i ¢, a thu]
D" u hi Mu kh&gc
D.ng thu  c Lot
nguyén n®n trong q/Ph[n ng c- hyi c.a thul
tr’
Chuy Wn | °n m c )
hhon Phln ng ¢ h4i c.a thu

Ghi chu: PT (prothrombin time): th gian prothrombin

INR (international normalized ratio): &sXchu n hdéa quxc tA

m



Ph, 6 _Thangi 88mhi | i°n quan gi_a t

Mt bifJn ¢~ ¢- h4i x[y ra trong qug§ tr?3

b nh I'T hoHc thu ¢ Lang s d_ng c,a ng¥€ i
ADR | " qui tr3nh ph_ cthtUpg Lt,iin hy Q ntgh@ it hod p
c- h4i, vQ thu' ¢ nghi ng" Vv~° c¢c&8c thu ¢ d£%r
qug8 tr3nh LiQu tr’ cfn xem x®t L/Jn kh[ nt
nho©n khgc. T¥%y Li Qu Kk8c nchchsuy °knh 8mt nb cn ha ne3t
L§nh gi 8§ m i li°n h” gi_._a thu cT'ngchh_ cngY tv.

ThJ]] mokd thang L8&8nh gi 8§ c¢c,a Naranjo. noOy |
biJn nhblt hi n nay. ICHinnd €udtl ,bw,ic ck Hi§ nth§ a

hdi ¢, a thu  ¢c. Nh®©n vie°n vy tJ, ch s khgm
ADR nghi ng" do thu' ¢ m" khlng cfn k™ m th
L€ ¢ c8c chuy°n gia cymg Tr@mgk twnm Qu  tch Xm al
qul phlfn h"i cho ng€ i b&8o c8o v~ c¢ch s° kh
1. Thang pli©nchodi Yc(WHO)ThJ gi ., i
M i quan h" gi.a thu ¢ nghi ng v~ ADR
nW xJ/Jp lo4i mhi aqumghih ngi_ w tADR m

m«n tblt ¢l c8&§c ti°u chuXn L&8nh gi§ L« L€ c

2. Thang L8nh gi 8 c¢c,a Naranjo

M i quan h' gi_.a thu' ¢ nghi ng" v" ADR
chdn, c¢c- khkhhhggchdac ¢hdh. Thang L8nh gi §
tr°n c8c ti°u ch2 LL8nh gi 8§ Dbi/Jn ¢ c¢- hyui)
T"ng LiWm s€ L€ ¢ s d,ng LW phoen |1 o4i m i



BIfng 1. Thangula&inth gig§ _m ithu ¢ nghi
Quan h’' n Ti°u chuXn L8nh g
fPhT[ n ng L€ ¢ mt t[ (biWu H
th€ ng) c¢- m i li°n h" chHit
ng' ,
TPh[n ng xtlfhyW rgai [kihttnhgz ch bR
ng€ i b nh hoHc c8&c thu ¢
Chdc chl nghi ng" ,
(Certain) fC&c DbiWu hi n c_a phln ng
thu ¢ nghi ng |,
fPh[n ng | ° t8c d, ng ph, LI
nghing® (c- c¢ch chJj d€ ¢ |1 r»
fPh[n ng | Hp 1 49i khi t&gi s’
thu ¢ nghi ng ).
fPhln _ng L€ ¢c mt t[ c- m i
thu ¢ nghi ng" ,
fNguy°n nh©n goO©mgrahgblaohdng
C- kh[ 1 c- li°n quan LJn b nh 1T c,
(Probable/likely d, n ! ng th™ i hay khtng,
fC&c bi Wu hi n c¢c_,a ph[n ng
thu ¢ nghi ng |,
fTKhtng cfn thiJJt phli c¢c- th?
fPhIn _ng L€ ¢c mt t[ c- m i
thu ¢ nghi ng |,
coh W ‘ﬂPhl,'Qn. ng c- thw L€ ¢ g!l,'i
: ng€e i b nh hoHc c¢c8c thu c¢c Kk
(Possiblg _ . . _
fThi Ju thing tin vQ di,_, s bid
thu ¢ nghi ng’ hoHc thtng
khéng rd rang.
TPh[n ng L€ ¢ m t[ c- m i
Khting ch{ s d_,ng thu c¢,
(Unlikely) fPh[n ng c¢c- thw L€ ¢ gili
ng€ h hohc c8c thu' ¢ khgc s
Ch<a p“©ﬂfglnhngid§ ;:(I)HJS Iz(arr?grtai I]pphrtn(
(Unclassified .,
gia.
fGhi nhdn mghin ngig,! ~ phln
Khtng thW nh€eng khlng thW L8nh gi § L
(Unclassifiablé khing Lfy L, hoHic kh®'ng th
th°m thtng tin b sung hoHc

ng



Blng2.Thang L &nh, adNar&hjoADR ¢

,,,,,,,,,,,,,,,,,,,,,,,,

rrrrrrrrrrrrrrrrrrrrrrrrr

BWhin ADR: éééééééééééééecdbéééeecddéeéced

T2 nhn Li
STT Cau hvi L8nh gi § o | Khong thmg .cc') n on
thong tin
1 PH,:n"ng ccmdfa rce L - tr 1 0 0
khbng?
) PH,"n ng C(? xil hin s a u Qkrhb?g ) 1 0
thu c nghing khéng?
3 PHNn_ng c ¢ d1 thien sau khi ngng thu ¢ 1 0 0
hotb dung chdl i Khang khong?
4 PH,:n _ng co tai xud hi n khi dang # thu ¢ ) 1 0
khong?
C6 nguyén nhan nao khac (tthu ¢ nghi ng)
5 | co6 thwla nguyén nhan gay ra pih_ng hay| -1 2 0
khéng?
5 PHNn ng c6 xwdl hi n khi dung thuc v 1 1 0
(placebo) khong?
. N'n g, thHu c trong mau (hay cac ch sinh L 0 0
h ckhac)cd n g ®9g g ©KhONg?
8 PAn_ ng c6 nghitmtmg hhn kG L 0 0
hotb it nghiém trn g hhihgiim kQu khéng?
Ng€bnh co db pin _ng t €hvig
9 |thu c nghi ng hotb cac thuc t €htnrged 1 0 0
L- khtng?
PHn ng c -c xdt ekh blg cac Bag
10 chng khg8ch /'nqu,'axétngmgimn‘elz:i:tl 1 0 0
t h® hdo KT qul chXr L o § rinh Hid
t h g hay khéng?
Tng Wi i
KJT ludh
PiEnkiTludh L § b h gy i cAc m ¢ phan I&l sau:

1. Chochh ( >%h) 9 L |
2. COkH'n £ n g 8 (Vi)
3. COtHNLi 4 \ih)




Ph, 71, MXu b8o c8o bblt th€ ng vQ

Nth bSoceGoécééécéécécécéée. . BAOCAOB[T THNGVHQCHIT L[LINGTHU C
,,,,,,,,,,,, (M>u tham khl o)

MaS bdocdoca Lhmeévéeéeéééeeééeé

M& s bao cdo (do Trung tam ga gia qun ly):

eeeeeeeeeeeeeeeceeeeeeee

A. THDNG TIN Vg THU  C

B

1.T°n thu' ¢ (t°n bi
22N " nghtm | € ng. .
DUng b " ADwrhg]:d chAB, t pha ti °MViénnén

A Vién nang AB,t u’' ng Kh&C:....covcvvveiemnne.

Lo € o 2% R0 G e GBI e,

w

4.S°" 1t hoHc s’ ki Wm so&tln. d¥ng.:. .........8 . .LEng. Kl
LT O YA ol = o o N A o o o PSP UPRPROPPRRIN
6. T°n ch s° sIn xublt:
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n hiGL &r Q@ tr)
eéeéeéeéeéeéeecéecéeéeéeéeéececéeccece
é
eéeéeéeéeéeéeecéeecéeéeéeéeéecececcece
43.Chn L o Simingoua C ltJB Qtr
eEéeééeéecécécécééeéeéeéeéeceécéecéecece
eéeéeéeéeéeéecéeecéeéeéeéeéecececcece
4 . 4 " nglhrp€® vong
a/ Mo t[ tinh trhg khiphathi nt v on g J{u t€ chibthilg,..)
eéeéeéeéecéeéeecéecéeéeéeéeéecececcece
Eééeééécécécécéeéeéeéeéeécécecececece
b/Kitqulfgi 8§ mhphapy(thuthd kifqugi § mhibkh g Vvihniu co)
Ch quannhgi 8m L
eéeéeéeéeéeéeéeéececeéeéeéeéetd
Klqugi §nh: L
eéeéeéeéeceéeéeeeeéeéeéeéeéece
5.Tinhtengtithyi @ i4utra

Anangutdi

A Kh i Sau tiém chng bao lau:

eéeéeéeée.

A T vong Sau tiém chng bao lau:

eéeéeéeée.

ADichng (ghi r ») Saudi@né&lén.g. bao | ©u
6. TiZn so

a/ Tighs s[nkhoa
- Tiv s mGkhi mang thai:

Eeéééééééceceeeeeéeéeéeeceece.
eéeéeéeéecéeéeecéecéeéeéeéeéeéecéeccee
-Stukn t hai khi sinhthgékbééédlCoOh: néée
-Cacwh Qi ckhecatitk hi sinh: ééééééééeeécéé
Eééééécécéeéeceeeeeeeeceéececeeceeceeecece
b/ Tigqis b nhtdg atwTt khi d) nkhh it’tiéth € ng Ifn nay

c/ Tigrs tiémch ngvaphn_ngsaucacfintiémch n g
gian tiém, néu rdé dim_ ng sau tiém ¢cmg W co).

ceéeeéeecéecéecéecéeccececceecéeeéeeccéec

d/ Tigvs dungthu ¢ n g a gkhitti@m&h ng IFn nay (trong vong 1 tfin
tiém ch ng)

e/ _T,nrédg va sau tiém chng IFn nay trOk n | ng bay bi mGeé gi bt
khong’> co té, nga khong?

EEeééééééécceeeeéééeeceeeeeéeeeeece
eEeéeéeééééccececeeceeeééééececeeceeeéeéeéeceece
fITighs gi a @ 3nyhdbphn_ ngvivdxin..nucod)

eEeéeéeééééccececeeceeeééééececeeceeeéeéeéeceece
géééééééééééeéééééeceéeééeeeeeéeeceéécé
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7 . Zurra thxc hiMh quy trinh tiém clvng ¢ i € titmshvng

a / Qurkii n b[lo qul'n vde xin, dung méi(Nhch vab xint L © U’ ,i
ti n nhdh vab xin, bo qun vdb xin td x&, co thif b theo d&i nhit |
KiVwh tra nhit  Hlo qun vdb xin hi n td, biw ™ theo ddi nhit
Xin b’-hgt Il-hh)

.‘ My D D~

My D D~

@) My D D~

-‘-3- My D D~

My D D~

~ (M D D~
),

D D D

™ o o o

M Dy D~

=]

5
CD\('D\CD\Q)\E
o O O 3 =
>
>0 0s 3 oo
N N \g))
o oo 2
O DD &
Q

D D D~

DD D= T D D D
@ D Dy 3 O"D“D“'D*
NDNDN X T D D D~
CD\('D\CD\

CD\('D~CD\E=

¢/ Th c hanhtiémch ng(Canb tr cti hng °~ ¢t hush
ki/h th ¢ vQth ¢ hanh kham chl’ nhva c
xin, pha hi ch'nh (k thud pha, thi gian s
h. y vab xin, BKT sau bui tiém ch ng)
eéé ceéeeéée
eéé
d/ Ghi

theo do

)sdngBKTk

([N ('D\
"D D

U) D D

o) D D
D D

D D
D D~

e
e
ch

D D
D D
D D
D D
D D
D D
D D
D D
D D

1S
é

é
S trUtiém ch ng cling I8l vcb
vdb xin (nJ]J I nhiQuliQu) :

IS tt n@h p tai bih nHog sau tiém mgtl-l
L Oy
1 Tinh h
€ é
e é

@ D O I,

D D D~
D D D~
D D Dy =
D D D~
D D D~
D D D~
D D D~
D D~ D
D D~ D
D D~ D
D D~ D
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D D ('D\

D -

CD\
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inhb nh i, t vong "aban
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P %
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é
e

D D
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é
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D D
D O
o D 2
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5
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édb c ¥ong: |
hEp tai bih sau tiém chng.
m sh ng trong thi gian gn

L ©y Hobit

tgh an n”~
ko gun vdo xin?

. (/) bjo qun veo

«Q My D D~
D D D D

> D D D
3 My D D~

®- D D~
®- D D~
®- D D~
®- D D~
®- D D~

khéng? Kwh tra

“nh, o qun vdo xin, chu§r b veb

thud tiém ch ng,

™ @D O
3 D D
D D

g
=

s

D D D
M D D
D D D
D D D
M D D
& O D D
D v D D

a D D D~

[N

-

gS

D D
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D D
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D D
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8. Zuraticin gMg (kT h phinhanviényfv -
fTngsli "ne’¢@itra:

1S 'i " ng€o plin_ ngv icung I vcb
ffCacwh QK h 8§ c : € ecécéeée é é

7

D

([N X (N
D > D
(N
(N
(N

([N

e eéée
9. Tinh hinh ti&p nhon, ¥ o g n, phan phXi va o dAng 16 \ac
bi/n n'lng sau tiém cling t i tuyn thh, huyvh

9.1. Tinh hinh tip nhdh, b[o quln, phan ph i 16 vda xin t4 tuy/h

é

t hdima hL3 nh)

eeéeecée.

X1 nynghiptair

t'nh, huy n

Thtng Qtian Li Tuy/htnh | Tuy/h huy n
Ngu n g c 16 vdb xin
Th i gian tifp nhch
S | @g nhh
P h ©h mgd thuy
S1'@g HKchotwyh d€
S1@gcontnti kho Lhn v
P h ©h mdio guin 16 vcb xin nay




Nhi t  Wlo qun lGc kivkh tra

Chth L't ng briinlig kithitra

Ch'th nhi t , I vdb xin lackiVh tra(n/u co)

C6 Hng theo d&i nhit | hang ngay COA KhéngA |COA Khong
A

Nhi t &b trong gii hth cho phép khéng? COA KhéngA |COA Khéng
A

Cods ¢ day chugh Ithh trongth i gian o qun16 |[COA KhongA |COA Khong

vd xin nay khéng? A

C6 'S quln ly vdo xin, BKT, HAT COA KhéngA |COA Khéng
A

Sghi c¢ch®p nikhdng? quy L COA KhéngA |COA Khong
A

Loveb x i n ncaWn cl- T L E¥ahgongy [COA KhongA [COA Khdng

s khong? A

C6 phiu xudi, nhdp kho khong? COA KhéngA |COA Khong
A

Phip c- ghi c mB®khong?¥%an g g JCOA KhongA |COA Khéng
A

Canb quinly kho wb xin td tuy/ntn h L' e tpl|COA KhongA |COA Khong

hubh vQblo qun vdb xin khéng? A

Kiwh traki/h th c vQblfo gunvdb xingacanb  |[COA KhongA |CoA Khong

qun |1 R—Hyen gickhond? A

9.2. Tinh hinh § d. ng 16 vds xin va tai bi/h nHag sau tiém ch ng tuy/h t'nh, huy n

Th®ng Qitian L Tuy/h t'nh | Tuy/h huy n

" hg@®@@mch ng cung I&! vdo xin

’ ing®&m chng cling 16 ¥b xin

ng@ h p pHn. ng sau tiém ¢ng 16 v xin nay

r @ h p pHn_ ng sau tiém ¢mg khac

10. Cac hot inlg L@ khair i
a/ Tuyh xa

Eééééeéécécécécéceéeceeeeeeeeéeéeceéecececece
b/ Tuy/h tnh, huyn

////////////////////////////////////

S | “@g md ééééemuwamw 6666666666666686

Ngaygim@xu éé. / é. .JJgéfl&iWwh MKWy c-) ééééééééeécéé
11.Nhbon Mlh v © il88 imsh ¢

fNgu n g ¢ vdb xin lién quan (vd: lasb xinthuc T C MRc,djp the® hth ng ¢ a
TCMR)
€eéééééeececeecceéééeeececeececeéeéeeeceeeeceéeeeece
1 Qua trinh vh chuyd, bfo qunvds  x i nq ulybfrtigong? CAA  KhongA

f Qui trinh th c hanh titm ¢hn g Fm bloln toan khéng? COA KhéngA
fINhch ‘'nlh  bfav®ngilyén nhan.a tng Fp tai bi sau tiém ¢hng:

eééeeéeecééeecééecééecéeceéeecéeeceéececee
1 2 .Zxunt, khuyn nghll

''''''''''''''''''''''''

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

gééééééééééeéééééeeéééeeeeeéeeeeeécé
Ng“ "y é....t.h.8nmtm
nddin LoQtra Li
(ky tén, ghi rd h tén)



Ph, 16., cMXu phi Ju | bly v g i mXu k.
(Ban h”"nh k m t heBYTqgay2&/05201fnh 1830/ Qn

PHIeULT YVAG, IMxUKIgM MNHVdC XIN
Ch g uiand (Tgung tdm Y fjd phong tnh, thanh phiby mXu va g i):

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

eeeeeeeeeeeeeeeeeeeeeceeeeeceeeeeeeeeecce

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

Lydogim¥u: éééééééécééééeecécéééecceeéeeecceécé.
Gi[thuyjvOnguy °n nh@n tsraa: kdhééeédaééeéeéeéeéeéeé.
Yéudukiwhtra An to" n chung: ééééeeeeeeééééececeec
An tkhiu:L ééééééé Kh8c, ghi r»: ¢éééeééeéeéée

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

"""""""""""""""

Tinh N\hCh xgtv(:
. tinh tr Ung
trhg nhan, nut
Tenveg | NN | | gy | NRIENGaY ) nhtt e sl | Ghi
Xin Sn S o dun by | 1y L ch | “@g | c[m quan | chu
xubt Il ma | mau | th g ( f.«
nhi t
v d, ng, pha
: h”ich'nh,..)
Nhit  Khinhchm@td L 'Hifponhh @ é é é .
Ng'€g i mx L«nBo LLhn v

(Ky, ghiré h tén) ( KT L blghirodi tén)



Ph, 16, cH€ mgl Iy mXu b nh phXm L i v,
bi JJn nHng sau ti°m ch_, ng
(Ban h”"nh k m t heBYTqgay2&/@5201fnh 1830/ Qn

Hh NGDXNL[YMxUB NHPHf M

nivV, I CCC WNRH PTAI

Ble N N/UNG SAU TIEM CH. NG

Tinh tr Yhg ph[n_ ng M>u b nh phXn
Phn_ngt4dch Mau
Ap xe B nh pin td~ viém, mau
Viém htth Mau
Hichngtfn ki nh tr und |[Dchn&oty mau
Hichngtfn ki nh tr utng |Phan
Sc Mau
Hichngscnhim  E Mau, nubi & mau
T vong Xétnghimt t hi , nmeh, c#h

Lamfi L a c § o odul@sam
co thwt 1 c&hit vong




Ph, 1., cBi Wu mXu nhdp thlng tin vQ tai bi J]n
(Ban h”"nh k m t heBYTqgay2&/052@1fnh 1830/ Qn
BlqU Mx U NHx P THONG TIN V s TAI Bl e N N/JUNG SAU TIEM CH_ NG
v . T Thi | K/ luch
Loy vab a . gian . ~ . R
. ; Th i . . gian | (nguyén | H i .| Ngay
xan ans | XY | i) PLD ti/h | nhan, 181 | £'n NGyl a0
H n‘a| Ma| mbyngay | 9 hi n bijh | Tinh | X | " ik 91 Hp | "2 ohi
TT| .. A -~ |d ng vdo ch ng| .. . . | hanh | taibih (cHp . | cao ,
tén | Nam ch | s Sin xud, . e phln . lam | trthg | tri | H, i chu
o xin (g! , chinh| | L @tra] ntbhgsau| tnh, | s tuy/h
hth s d, ng, N . ng sang a X Lng| ",
. = | ngay) o (a1, tiém B) trén
nha §n xud (o, ngdy) | ch ng)
ngay)
1.
2.

n F



Ph, 1B., cB[ ng t I phln ng sau t
t. ng |l o4i vdc xin theo T ch_ =c
(Ban h”nh k m t heBYTQqgay268/@52¢1f)nh 1830/ Qn
B4NGT| L” PHiN NGSAUTIEMCH, NGC AT, NGLOYIVACXINTHEOT® CH CY
Te THe GL |
Blngl:Cacpin. ng thfng the
. . Phln_ ng td ch, ; . Céactri uch n
T Lot vda xin (s -er?g L4 stesso e g
1 |[BCG 90-95% -
2 |Viémgan B Ng €l n¢ 15% 1-6%
Trtem¢ 5%
3 [Hib 5-15% 2-10%
4 |Cam Hihot 10-64% 5-12%
5 |CdmsSng - 16-31% 4-23%
6 |Viém n&o Nlat B[n bHi hot <4% <1%
7 |Viém ndo Nft B[n S ng <1%
8 |S i/IMR/MMR 10% 5-15% 5% (Phat ban)
9 |(OPV <1% <1%
10 |DTP toan f]bao ¢ 50% ¢ 50% ¢55%
11 [PhW]cfugnghp 10% 20% 20%
12 |Thy dL 7-30%
13 |U nvan 10% 10% 25%
Bl'ng 2: Cac tai bih nHag sau tiém ch ng
T Lo vda xin Lo ph[n_ ng T I'/s liQus d. ng
1 [BCG viém hth 1-10/10
Vi °m x€hng 1-700/16
Nhi. m khiy BCG lan ta 0,191,56/16
2 |viemganB ScpHnv 1,116
3 |cam (i hod) ScpHnv 0,710
H, i ch ng Guillain Barre 1-2/10°
H ich ngho hp ki h p 76/10
4 |Cumsnggim Elc [ScpHnv 2110
Th kho khe (t06-11 thang) 14/100
5 |Viém ndo Nkt B[n H, i ch ng tHn kinh (viém néo, tfn kinh 1,2,3/16
(bHi hott) nga4 bién
6 |S iIMRIMMR S tcao co git 3/10°
Gilm tiw cfu 3/10"
S cpHnv ~ 110
B nh ndo <1/1C¢
7 |opPv Li"t 2-4/110
8 |DTP toan flbao Khdéc dai dug <1/100
Co gid <1/100
Gilm trehng | 1, 2/16
Scphnv 20/1C0
B nh ndo 0, 1/16
9 [U nvan Viém day thfn kinh canh tay 5,10/16
ScpHnv 1-6/10°
10 |S tvang Bnhnitthg | i °Jijvdgxina n 110
11 |[Thy db Gilm tiW dfu 4-9/10




Ph, 1B., cn8nh gi 8 nguy°n nhoOn t ai bi J]n
(Ban h”"nh k m t heBYTqga®edNs/2014)inh 1830/ Qn

nCNH GI € NGUYaN NNKUNGSBAUTIEBIICH, NG

I. C6 bRng ch ng chda chda vOM' i lién quan v, i nguyén nhan khac khong?

Y N UK NA
KJT qul’ xét nghi m ha-b kiwh tra Iam sang c6 mlién quan vi nguyén nhan (A A A A
khéac khdng?
.COmM'il i °n quanchi/Jtoi Lter @& & dovxin/tiém ch ng?
Vac xin
CébagchngnaoQlodvds x i ebfolgn L ¥n gnhndygolidh [AAAA
qualm k& §aghtpraidih ‘lc4o cao?
C6 brag ch ng ¢ thwhao ch ng minh nguyén nhan Bo v xin hdbthanh |A A A A
phfn ¢ a vdb xin?
L&i tiém chvng
Sai sot trong chi’” nh tiém chng hdb khong tuan thcac khuyhcaosd ng (A A A A
(s dngvds xi n W, <h Lo, H?
Vdb xin hdbcacthanhging avd  x | eblolguen riéng bi t? AAAA
Vd xi n dtinh ¢chihatyy (Mau, K]t a,...)? ARARR
Sai s6t trong qué trinh cHub (sailod , k ht n g pHakichnh,n [AAAA
Sai sét trong o gun, vah chuy va s d ng vab xin? (hng, v daychuygh |A A A A
Ithh trong qua trinhah chuy, bfo qun,...)?
Sai sot khi tiém (saiQu, vt r 2 ~ mgtiém.s@ikichcb hm ki m t ijAAAA
Lo lang do tiém clng

Cac tai bih do s lo Idag vQtiém ch ng (ngd, th nhanhhéb | i ° dph q/A AAA
stress)?

Il (Thyigian) NAu td lyi co, tai bith cé ® y ra trong khé ng thyi gian hi p Iy khéng?
Tai bih X[y ratrongkholng th i gian h p Iy sau tiém ¢hng ? [AAARA

lN.Co6bmgchng r » r "nimkhong @ alilién quan t i tiém ch ng khéng?
Cobmgchng r » rrihkigngxd®nd liéh quan titiém ch ng kh@ng’?|A AAA
IV.Cacy/ut chbt " h ¢ k Mghan ok

Taibihcéthhk ht ng | /v xibuan L AAAA
Taibip ¢ - | i/ nQl ki usacrkh dnao khac khéng? AAAA
Sosanhyvinh ngtigns taibivhyvilodvds xi n, b €Hhsg? t AAAA
Cotigns phhimuwimhngyut nguy QeXp/ ¢hd  tctai®ih [AAAA

khéng?
Céb " m t ki@ tai bih khong ? AAAA
Nh ngtaibinh tcr & ©y *krh ! quipadi xinlkkhéng? AAAA

Ng® "Etmchng c¢ - L anhghdd '@htigg 3 hkhi®emwb [A A A A

xin hay khéng?

Cé g ch ng sinh hc nao chng minh b xin gay ra tai bih sau tiémchng |[A A A A
Ghi ch: Y: C6; N: Khong; UK:Khéng bit; NA: Khéng co thong tin.
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Ph, 20 ¢cSh L ph©n | o4i nguy°n nhon
(Ban h”"nh k m t heBYTqgay2&/@52@1fnh 1830/ Qn
Sw “ PHAN LOY | NGUYEN NHAN TAI Bl £¢N SAU TIEM CH_ NG

I. A. Khéng lll. A. Khéng

lién quan ti lién quan ti

tiém ch ng tiém ch ng

feo feo

I. Co bag [I. Cé nguyén lll. C6 b_ag

ch ng rd rang nhon nc ch ng rd rang

vQmui i lién Khéng bi/p Jhled lien| knang | X 8 €nh khong

qguan ticac P quantivdd comilién

nguyén nhan xin/tiém ch ng quanyitiém

khac kibng ? ch ng khéng ?

Co * lCé
A 4
Il. (Th i gian) - IV. D.
PHn_ ng c6 PN, NG NaYY, | g | Khong
c - d&pkan > A 1A
x[y ra trong ) ot khang 2 phan Ic4
khofng th i Khoéng 9: L e
gian thich hp Co
khoéng ? l
Co IV.A. Nguyén| [I V. B. IV. C. Khéng

Il A. Nguyén nhan lién quan |x § cnh L lién quan ti
nhan lién quan t itiémch ng tiém ch ng
t itiémchng




Ph_ 2. cMXu b8o c8oi
trong Li Qu
(Ban h”nh

BAO CAOPHiN NG COH{IC, ATHU CCH NG LAO
t r@trdaotiitrdt%b nhvin
THONG TIN VEN G_BI BAOCAO,BANH NHAN V é0BAQ MOV

M>Xis d ng

Xin anh/clthdy bdo cdo ®¢ khi khéng chc cren VZsnphm L «

A . THDNG TIN V5 B  NH NHA

1L.Hv" t®ibnmge

B. THDNG TI N Vi

PH4 N

5.Ngay xithi npiin. ng: é é . . .

SAn_6CB OM. T

pd_ [ a
tr’ I

t

ao
k ~ nX562hBYBTWOAPELgbarvhainh nggy 08/05/2014)

mg c

n, i tr

chdng

Ya

N hi

b&8o c8o:

ceeeeeeeceeceeeeeeeeceeee. .

g ©mongrvahd @ hk h * hygv éacthorg tin

> Ngy
Horotu i :

eeeeeee. .

13 Gi itinh
| A Nam AN

4. Can rrhg:
éé. .. é.

NG

.l eeée. .

.l eéée¢

6. PHNn_ ng xtHl hi n sau bao lau (tinh tifn dung cli cung ¢ a thu c

7. Mé [ biwi hi n va dj n bi/h ADR:

8. Cac xét ngi m

i °nhpimang L

A n e’ adinh nthg

A Gay d td thai nhi

A Khéng nghiém trng

9. TiQ s (dong, thai nghén, nghh thuxc 14, nghM U, bivih gan,
bMh thon €
10. Cach x tri ph[n_ ng

11.M c , tighiémirng ¢ apHn. ng A Nhdb vi n/kéo dai thi gian i vi n AThay LhB@trlao

A T vong A Tand v O mrkbg mQi A C§ c” ngh gnghiém trng khac

12. KJT qul sau khi x tri phin_ ng
A T vong do ADR

AT vong khtnghthidc® n
C. THDNG TI N Vy

T | 13Thuc(ttngc ShLthl;arf
Tlveoten R CRg

A Ch @aphc
A n a n"g phhc

THU C NGHI

Nha
s xul

A Hiphccodichng

A H’i ph, ¢ khong c6 di chng A Khong 6
S IFn Ng ™ yutl i
: N n ding s Co 2
S 16 LIrSJt(lj;:g trongngay/ nd;ing (ghing " y/thgng/
' tw n/ thang g Ba Ful KJJ thiic

XN O | W[NF

t Ui



14.C6 ng ng hd-b gilm liQu thu ¢ nghi ng khéng? 15.Cé tai s d, ng thu ¢ nghi ng khéng?
A Co A Khéng A Khéng c6 thong tin A Co A Khéng A Khéng c6 théng tin
N/ co, ghi tén thuc PHn_ ng PHn_ ng N/ c6, ghi tén thuc Phn_ ng PHn_ ng
ng ng hdb gifm liQu co dithi n khéng i thi n tadis d ng xubthi n 19 khéng xwdihi n 19
A A A A
A A A A
A A A A
A A A A
A A A A
16. Cacthic d onggﬁ i ko¢ cac thixc céd ngén gXc 1t liMi, thye pimcloc n £ n gritpcac thiico d Yadu giMkioe phc hou qd
cva ADR
. . LiQu dung, Ng"~ tl(ing” y/ t h§r . . LiQu dung, Ng "~ tl(ing” " y/ t h§
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