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TONG KET CONG TACBAO CAO ADRNAM 2012

Nam 2012, Trung tdm DIRADR Quéc gia da

hai cia thuéc (ADR), trong d6, 3024 bédo cao dugc
gui tu cac ca s& kham, chira bénh va 212 bao cdo

don vi san xudt, kinh doanh dugc phdm.
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1. BAO CAO ADR TU CAC CO SG KHAM,
ti€p nhan dugc t8ng s6 3236 bao cdo phan tingcd  CHUA BENH
1. S6 lugng bao cao da ti€p nhan

S6 lugng bdo cdo tiép nhan duoc nam 2012
nghiém trong xay ra trén lanh thé Viét Nam tir cac (3024 béo c4o) (hinh 1) tang dang ké (25,6%) so véi
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Hinh 1: 56 lugng bdo cdo ADR tir cdc co' sé khdm, chita bénh (2003 - 2012)
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Hinh 2: S6 lugng bdo cdo ADR ndm 2012 tir cdic co sé khdm, chira bénh

nam 2011. Nhin chung, bdo cdo ADR nhan dugc

phan bd tuong déi déu
trong cac thang nhung tap
trung nhiéu hon vao cac
thang cudi nam (hinh 2).

2. Tinh hinh bao cao
ADR tU cac don vi

364 co 56 kham chira
bénh clia 61/63 tinh, thanh
phé da tham gia gli bdo
cdo ADR. Hai tinh chua gui
bao cdo ADR dén thai diém
cudi nam (15/12/2013) la
Bac Kan va Thira Thién HUé.
Mugi don vi ¢ s6 luong
bdo cdo ADR nhiéu nhat
dugc liét ké trong bdng 1.

3. Cac thuéc nghi
ngd gay ra ADR dugc
béo céo nhiéu nhat

S6 luong thudc nghi
ngd gay ADR trong 3024
bdo cdo ADR la 3679 thuéc
(ty 11,22 thudc/1 bao cdo).
Cac thudc nghi ngd gay
ADR xuét hién nhiéu nhéat
thudc 3nhém chinh:khang
sinh (cefotaxim, ceftriaxon,
cefalexin, ceftazidim,
ciprofloxacin), thuéc diéu
tri  lao  (streptomycin,
pyrazinamid,  rifampicin)
va thuéc gidm dau, ha sét,

Bang 1: Danh sach 10 bénh vién gti bao cdo nhiéu nhat nam 2012

STT  Pon vi gti bao cao

Bénh vién Pham Ngoc Thach

Bénh vién Ba khoa tinh Quang Ninh
Bénh vién Ba Nang

Bénh vién Phu San Trung Uong
Bénh vién Tu DU

Bénh vién Nhan Dan Gia Binh

Bénh vién Da khoa TP. Can Tho
Bénh vién Lao va Bénh Phéi Béc Giang
Bénh vién Chg Ray

Bénh vién Phu San - Nhi Ba Nang
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Tinh/thanh phé
TP.H6 Chi Minh
Quang Ninh
Da Néng

Ha Noi

TP.H6 Chi Minh
TP. H6 Chi Minh
CanTho

Bac Giang
TP.H6 Chi Minh
BPa Nang

S6 lugng bao cao
204
111
84
83
81
66
60
59
52
48



Béng 2: Danh séch 10 thudc nghi ngd dugc bao chéng viém (paracetamol va diclofenac). Trong do,
cao nhiéu nhat tif cac co s& kham, chita bénh Cefotaxim la tthéC nghi ngd gay ADR duoc bao
cdo nhiéu nhat (12,1%) (bang 2).

STT Tén thudc SGlugng Ty lé (%) X A 2 .
, ng Yo 4, Cac trudng hop bao cdo khan
1 Cefotaxim 366 121 Trong nam 2012, Trung tam DI&ADR Quéc
2 Streptomycin 284 94 gia da& xr ly 20 trudng hop bao cado ADR khan,
3 Ceftriaxon 178 59 chliyéu la séc phan vé de doa tinh mang ngudi
4 Dicofenac 140 46 bénh\. S6 ca tu vong la 1(1trudr19 hop, trong d{)
s o Aol 104 4 5 truong hop lién quan dén thudc can quang co
arace. a‘mo ' chta iod. Trung tdm cling xUr ly 9 chudi bao céo,
6 Ceftazidim 123 41 trong dé ADR xay ra vdi cing mot hoat chat trén
7 Cefuroxim 85 28 1 hodc nhiéu 16 san pham (bdng 3).
8 Rifampicin 85 238 5. Két QUé tham dlnh va phén héi bao
cao ADR
9 Ciprofl i 81 2,7 v v , , , N
profioxacin Dén hét thang 12/2012, 665 bao cdo nhan
10 Pyrazinamid 78 2,6

dugc da dugc thdm dinh va phan hdéi cho

Bang 3: Cac trudng hop bao cao khan

S8 bio Moi lién quan  Két qua

STT cso Thuéc nghings ADR gitia thuéc sau khi x@r tri
va ADR ADR
) . N b ‘g Hoi phuc khong
1 1 Carbosin (carboplatin) S6c¢ phén vé Chéc chan délai di chiing
) ) s e Bem ol o i H6i phuc khong
2 1 Carbosin (carboplatin) S6c phan vé Chéc chan d&laidilchting
3 1 Esmeron (rocuronium) S6c phéan vé Co6 khd nang Tuvong
Fentanyl
Propofol . 2 a bz 2
4 1 Suxamethonium S6c phdn vé Cé kha nang Tl vong
Pipecuronium
5 1 Xenetic (iobitridol) S6¢ phan vé Chéc chan T vong
6 3 Relab 20% (albumin) Rétrun, khdthd  CSkha ning E:Ong c6thong
1 trudng hop t
o X 2 A < < vong, 2 trudng hop
7 3 Xenetic (iobitridol) S6c¢ phén vé Chéc chan héi phuc khong d&
lai di chidng
8 1 Xenetic (iobitridol) S6c phan vé Chéc chén T vong
9 1 lopamiro (iopamidol) Phan ing phanvé  Chac chan TU vong
: - i O H6i phuc khong
0, 5
10 3 Relab 20% (albumin) Phdn Ung phdnvé  Chéc chan 62 i ¢ i
Alpha Kiisin o A Ul R
11 1 (alphachymotrypsin) S6c phan vé Cé kha nang Tl vong
. Buon non, méan Ao il H&i phuc khong
12 5 Koceam (cefotaxim) R Chac chan e
. Mét moi, lo mg, N .
13 6 Rab.l_klt (rabgprazo!, bun rin, dau dau,  Chdc chan H?' phgc kbong
clarithromycin, ornidazol) . < dé laidiching
chéng mat
Telebrix < B e < " .
14 1 S6c phan vé Chac chan Tdvong

(acid ioxitalamic)

H6i phuc khong dé
15 13 Relab 20% (albumin) Phan tng phdnvé  Chac chéan lai di chiing hoac
thiéu thong tin
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Phdn Ung phan vé

Hoi phuc khong dé

16 10 Kepain (ketoprofen) hodc phadn ingdi  Chdc chan lai di chiing hodc

ung nhe thiéu thong tin
PR H&i phuc khéng dé

17 3 Cefotaxim Man do: ng’Ua, MY Chéc chan lai di chiing hoac

day, kho thé 2
thiéu thong tin

Thiéu mau nghiém

18 1 Zidovudin trong, gidm bach Cé kha nang Tl vong
cau, gidm tiéu cau
Sung mat, sung mai, o s H6i phuc khong

19 4 Ketorola (ketorolac) mén do, may day Chéc chan délai di chiing
Sot cao, mach

Isofluran nhanh, loan nhip
20 1 Suxamethonium tim sau do mach Cé kha nang Tl vong

cham, huyét ap tut,
ngung tim, td vong

ngudi bao cdo (61 bao cdo khan va 604 bao
cdo nghiém trong). M&i quan hé nhan qua gita
thudc va ADR dugc cac chuyén gia thdm dinh
theo thang clia T chuc Y té€ Thé gidi. Trong do,
s6 ADR & 3 muic d6 cao nhat (chac chan, cé kha
nang va co thé) chiém 98,1% téng sé ADR dugc
tham dinh. Cac ADR dugc bao cdo chliyéu la cac
ADR nhe, héi phuc khéng cé di chiing (72,0%).
C6 12 bao céo lién quan dén ADR nghiém trong
gay ti vong (1,9%).

Il. BAO CAO ADR TU CAC PON VI SAN
XUAT VA KINH DOANH DUGC PHAM

15 don vi san xudt va kinh doanh duoc
phadm da gli bao cdo ADR nghiém trong xay ra
trén 1anh thé Viét Nam hodc tai cac nudc khac
v&i cac san pham dang co s6 dang ky va luu
hanh tai Viet Nam vé Trung tdm Qudc gia va
Trung tdm khu vuc vé Thong tin thudc va Theo
doéi phén tng c6 hai ctia thuéc trong nam 2012.

S6 truong hop ti vong nghi ngo do thuéc
xdy ra ¢ Viét Nam dugc bdo cdo la 21 trudng
hop. Trong do, 14 trudng hop t& vong xay ra vao
cac nam 2010, 2011 va 2012 lién quan dén viéc
s dung véc xin Quinvaxem.

Danh sach cac thuéc nghi ngo gay ADR xay
ra nhiéu nhat dugc trinh bay trong bdng 4.

Il KET LUAN

Cong tac bdo cdo ADR nam 2012 da co
chuyén bién dang ké so véi nam 2011 véi s6
luong bdo cdo thu nhan dugc la cao nhat tu
khi hoat dong bdo cdo ADR dugc trién khai
tai Viet Nam. Tuy nhién, s6 lugng nay van
con rat thdp so vadi s6 lugng ADR xdy ra trong
thuc hanh tai cac co s& kham, chia bénh
kém theo chét lugng théng tin cda nhiéu bao
cdo con chua cao. Thuc té nay cho thdy can
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Bang 4: Danh sach cac thudc nghi ngd dugc

bao cao nhiéu nhat tir cac don vi san xuat va
kinh doanh dugc pham

STT Tén hoat chat

Tansd Tan suat (%)

1 Imatinib 106 47,96
2 Vac xin* 25 11,31
3 Thudc bd sung calci 9 4,07
4 Zoledronat 9 4,07
5 Sorafenib 6 2,71
6  Azithromycin 4 1,81
/ \Ss(c::;w/gfmgéng 4 181
Ampicilin/sulbactam 3 1,36
9 lopromid 3 1,36
10 Paracetamol 3 1,36
11 Propofol 3 1,36
12 Vildagliptin 3 1,36

* Trong dé, 18 bdo cdo lién quan dén vdc xin
Quinvaxem.

tdng cuong tap hudn nang cao nhan thic va
huéng dan ky nang phat hién, theo doi va bao
cdo ADR cho can bd y té. Viéc hoan thién cac
quy trinh chuyén mén huéng dan bao cdo,
tao nhiéu kénh bdo cdo ADR, cong tac tham
dinh, phan héi thong tin cho ngudi bdo céo
cling can dugc ddy manh. Trung tam DI&ADR
Quéc gia va Trung tam khu vuc vé DI&ADR
TP. H6 Chi Minh chan thanh cam on su hop
tdc clia cac don vi va can bo y té da gui bao
cdo ADR trong nam 2012 va mong mudn tiép
tuc nhan dugc su hgp tac, hd trg tl cac don vi
trong cong tédc Canh gidc dugc va ddm bao an
toan thudc tai Viét Nam.



