TRUONG DAI HOC DUJC HANQI CONG HOA XA HQI CHU NGHIA VIET NAM
Trung tim DI&ADR Qubc gia Poc lap — Tu do — Hanh phic

 S6:.26/TTT
V/v: tong két cong tde bdo cdo ADR

Ha Néi, ngay AS.. thdang £ ndm 2012.
qui I nam 2012,

<H v 16 pone Jmhgiki: - Cuc Quan ly Duge, BY Y té;
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* - Cuc Quin Iy Kham chira bénh, B§ Y té;
\,M_ N— - Vu Y Dugec ¢cb truyén, By Y té;
Met3yt (51_6_—_@ BJ# - Vu Khoa hoc va Dao tao, B§ Y té;

- 8¢ Y té cac tinh, thanh phé trwe thuée Trung wong;
- Cac bénh vién, vién c6 giwong bénh truc thuoe Bo Y té;

- Trung tim khu vue vé Thong tin thudc va Theo dai phén
irng c6 hai ciia thude thanh pho H6 Chi Minh;

- Cuc Phong, chdng HIV/AIDS;

- Chwong trinh chong lao Qudc gia;

- Chwong trinh phong chéng sot rét Qudc gia.

Véi mong mudn cung cap cho can by té nhitng thong tin khai quat va cap nhat
vé tinh hinh an toan thudc tai cac co s& y té trén toan qudc cting nhu duy tri cong tac
bao cao phan img c6 hai caa thubc (ADR) tai Viét nam, bat du tir nim 2012, Trung
tdm Quéc gia vé Thong tin thudc va Theo dbi phan tmg c6 hai ctia thudc sé& tién hanh
tong hop, thim dinh va phan tich dir liéu thu thép dugc tir bdo cao ADR ngay sau khi
bao cdo dugc giri vé trung tam. Béo cdo tong két cong tac bao cao ADR s€ dugc thuc
hién hang qui va s& dugc giri phan hoi téi cdc don vi y té trong toan qudc.

Trung tim DI&ADR Quéc gia xin tran trong giri dén quy don vi ban tong két
cong tac bao cdo ADR qui I ndm 2012 (phu luc dinh kém). Vi bao cdo ADR nam
2011, Trung tdm dang tiép tuc hoan thién cong tic thdm dinh va s& giri bao céo tong
két t&i quy don vi trong thoi gian sém nhit.

Xin trdn trong cam on va kinh mong tiép tuc nhin duoc su hop tac trong cong
tac bao cdo ADR va Canh giac dugce cua quy don vi.

Noi nhin: KT. GIAM POC
- Nhur trén; PHO GIAM POC
- PGS. TS. Nguyén Pang Hoa (d& b/c) G

- Luu trung tam.
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'\Ql;ifADR) Trung tam DI & ADR Qudc gia

TONG KET CONG TAC BAO CAO ADR QUI I/ NAM 2012
Bit dau tir nam 2012, Trung tdm DI&ADR Qudc gia sé& tién hanh x@ 1y va tham
dinh bao cao ADR ngay sau khi béo cao duge giri vé trung tdm dé dam bao cap nhat
thong tin vé tinh hinh bao cdo ADR. Bio céo tong két cong tic bao cdo ADR s& duoc
thuc hién hang qui va s€ duoc giri phan hdi téi cac don vi y té trong toan qudc. Ban tong
két nay 14 bdo cdo qui déu tién trong nam 2012.
1. BAO CAO ADR TU CAC CO SO PIEU TRI
1.1. THONG TIN CHUNG VE BAO CAO
1.1.1. S6 hrong béo cdo da thu nhin
Téng sé béo cdo ADR nhén duoc trong qui I nam 2012 tir cic don vi y té thude
c4c tinh thanh trong ca nudc 1a 460 bio cdo. So v6i qui I ndm 2011 (176 béo céo), sb
lwong béo ciao ADR da ting dang ké. Chi tiét s lwgng bdo cdo da nhan dugec lity tién
qua céc thang trong qui I dugec trinh bay trong hinh 1.
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Hinh 1: S5 lwrong béo cio ADR tich lily theo thing trong qui I nim 2012
Nhu vay, s6 lrgng bao cido ADR nhan duge duy tri déu qua cac thang déu nam.
1.1.2. Théng tin chung vé don vi bdo cio ADR

Théng tin vé vi tri dia 1y, tuyén, loai hinh bénh vién cua cac don vi béo cdo ADR
dugec trinh bay trong bang 1.



@I,Q' ADR ) Trung tém DI & ADR Quéc gia

Bing 1: Théng tin cdc don vi bdo cdo ADR vé vi tri dia Iy, tuyén, logi hinh bénh vién
va loai hinh bénh vién qui I/ ndm 2012

So lwgng | Ty 1€ (%)
Mién Bic 97 21,09%
Vi tri dia ly Mién Trung 76 16,52%
Mién Nam 287 62.39%
Trung wong 43 9,35%
Tuyén Tinh 288 62,61%
Co S& 129 28,04%
0
Logi bénh vien |22 khﬁoa 344 74,78%
Chuyén khoa 116 25,22%
Céng 14 440 95,65%
Loai hinhBV |——o <P :
Ngoai cong lap 20 4,35%
Tong 460 100,00%
Nhan xét:

Bao cdo tir cac don vi & mién Nam chiém ty 1& 16n nhét khoang 62,4%, trong khi
ty 1& bao c4do & mién Bic va mién Trung con thip (twong tmg 21% va 16,5%)

Trong cac don vi bao céo, cic co sd y té tuyén tinh chiém ty 1 cao nhit (khoang
63%), vuot xa cac bénh vién thudc tuyén co s& (khoang 28%) va tuyén trung wong
(khoang 16%).

Céac bénh vién da khoa la cac don vi chinh giri bao céo chiém gén 75% sb lurong
don vi bao céo.

Béo céo chu yéu nhan duogc tir cc don vi cong lap, chiém dén 95,6%. Cac don vi
ngoai cong lap (cac bénh vién tu, cac phong kham tu,...) cling tham gia bao céo, tuy
nhién s6 lwgng con rat han ché.

1.1.3. Danh sach cac don viy té giri bao cido

Bang 2: Danh sdch tinh, don vi y 1 gwi bdo cdo ADR qui I/ nam 2010

sé6 | sé |
sc | gc | %BC
Mién Tinh Tén Bénh Vién Theo
Theo | Theo Tinh
BV | Tinh
Mi'é“n BV DK Huyén Son Png 3
Bic | BACGIANG |BV DK Tinh Béc Giang 1 5 1,09%
SLBio i BV Lao Va Bénh Phéi Bic Giang 1
c40:97 | BACNINH | BV PK Tinh Béac Ninh 2 2 0,43%
Sotinh: | PIEN BIEN | BV PK Tinh Pién Bién 1 1 0,22%

2



QIQ'ADR) Trung tém DI & ADR Quéc gia

16 HA GIANG | BV DK Huyén Xin Min 2 2 0,43%
503?“ HANAM | BV DK Huyén Ly Nhén 1 1 | 022%
BV BK Thanh Tri 1
BV Nai Tiét 4
BV Néng Nghiép 1
HANOQI | BV Phu San Trung Uong 1 10 | 2,17%
BV Tam Thén Ha Noi 1
BV Tim Ha Ni 1
BV Viét Phap Ha Noi 1
HAIDUONG | BV DK Huyén Thanh Ha 1 1 0,22%
HAI PHONG | BV Phu San Hai Phong 26 | 26 | 565%
HOA BINH | BV DK Tinh Hoa Binh 4 4 | 087%
LAO CAI | BV PK Huyén Bio Yén ! 1 | 022%
NAMDINH | BV Phu San Tinh Nam Dinh 1 1 0,22%
BV DK Huyén Cidm Khé 1
PHUTHO | BY DK Khu Ve Phii Tho 1 5 1.96%
BV PK Tinh Phii Tho 2
BV DK Thanh Son 5
QUANG NINH BV DK Huyén Pong Triéu 2 , 1.09%
BV DK Khu Vuc Tién Yén 3
TOVEN BV DK Huyén Ham Yén 2
QUANG BV DK Tuyén Quang 4 20 | 4,35%
BV Lao Va Bénh Phdi Tuyén Quang | 14
THAI BV PK Huyén Pho Yén 1
NGUYEN | Tram Lao - BV Lao Va Phoi Thai 7 8 1,74%
Nguyén
YENBAI | BV DK Huyén Trén Yén ! 1 | 022%
1 | BV BK Tinh Binh Thugn 1
Mién | BINH THUAN | BV Lao va Bénh Phéi Tinh Binh p 7 1,52%
Trung Thuan ‘
BY 199 (Téng Cuc Hau Can Bo 1
SLBéo Cong An)
;gcluzlf PANANG |BVDaNéng i 18 | 27 | 587%
13 BV DK Hoan My Da Ning 6
Sé BV: Trung Tdm Y Té Hai Chéu 2
26 PAK LAK | BV DK Tinh Dk Lak 4 4 0,87%
HATINH | BV DK Cim Xuyén 1 2 0,43%




BV DK Huyén Loc Ha

KON TUM

BV DK Tinh Kon Tum

0,65%

LAM DONG

BV Y Hoc C6 Truyén Pham Ngoc
Thach Lam Dong

Trung Tam Y Té Bao Lam

Trung Tam Y Té Pirc Trong

1,30%

BV Lao va Bénh Phéi Tinh Ninh
Thuén

0,43%

NGHE AN

BV DK Huyén Quynh Luu

BV DK Huyén Tan Ky

— W o |-

BV DK Khu Vuc Tay Nam Nghé
An

1.30%

QUANG BINH

BV DK Huyén Quang Ninh

0,65%

QUANG NAM

BV BK Trung Uong Quang Nam

Trung Tam Y Té Huyén Tién Phudc

0,65%

QUANG NGAI

BV DK Diang Thuy Tram

BV DK Huyén Tu Nghia

Cong An Tinh Quang Ngai

0,87%

QUANG TRI

BV BK Déng Ha

0,43%

THANH HOA

BV PK Héu Léc

BV DK Huyén Nhu Thanh

1,52%

Mién

SLBao
cao:
287

S4 tinh:

17

S6 BV:

75

AN GIANG

BV DK Huyén An Pha

BV DK Huyén Chg Méi

BV DK Huyén Phu Tén

BV DK Nhit Tén

BV PK Thanh Phd Long Xuyén

BV DK Thi X& Tan Chau An Giang

BV DK Trung Tém An Giang

BV Hanh Phuc

BV Tim Mach An Giang

25

5,43%

BA RIA-VOUNG
TAU

BV BaRia

BV Lé Loi

Wl |INlwW Q=== N === | W I

BV Tam Than Tinh Ba Ria - Viing
Tau

e

Trung Tam Y Té Chéu Ptc

11

2.39%

BAC LIEU

BV DK Gi4 Rai - Bac Liéu

BV DK Phuéc Long Bac Liéu

Lol B 5 2 I 28

0,65%
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BEN TRE

BV DK Ba Tri

BV DK Binh Dai

BV DK Chéau Thanh

BV DK Minh Durc

BV Nguyén Dinh Chiéu

14

3.04%

BINH DUONG

BV DK Tinh Binh Duong

BV My Phuée

=W N —=&

BV Phu Séan - Nhi Quéc Té Hanh
Phiic

[—

1,52%

CA MAU

BV DK Khu Vuc Céai Nudc

0,43%

CAN THO

BV DK Quén Céi Rang

BV DK Quin Thét Nét

BV DK Trung Uong Can Tho

BV Lao Va Bénh Phéi TP. Can Tho

BV Tai Miii Hong C4n Tho

28

6,09%

DPONG NAI

BV DK Pdng Nai

BV DK Huyén Trang Bom

BV DK Khu Vuc Long Khéanh

SN S B S R e - R S e T I

BV DK Khu Vuc Théng Nhét Dong
Nai

—

BV DK Thanh Ph Bién Hoa

BV Nhi Péng - Pdng Nai

19

4,13%

PONG THAP

BV DK Péng Thap

BV DK Huyén Cao Lanh

BV BK Huyén Lai Vung

BV PK Huyén Lip Vo

BV DK Huyén Tan Hong

BV DK Khu Vuc Thap 10

BV DK Sadéc

BV DK Tam Noéng

12

2,61%

HAU GIANG

BV DK Khu Vuc Nga Bay

0,22%

KIEN GIANG

BV DK Huyén An Bién

0,43%

LONG AN

BV DK Long An

— B | = = = [N = W= R =W

Trung TAm Y Té Huyén Chau
Thanh

b

0,65%

SOC TRANG

BV DK Huyén Cu Lao Dung

(==

BV Quén Dén Y Tinh Séc Trang

[w—

5

0,65%




( DIQ‘ADR) Trung tam DI & ADR Québc gia

Trung TAm Phong Chéng Bénh Xa
Hoi Tinh Séc Tring

=

TIEN GIANG | BV DK Trung Tam Tién Giang 1 0,22%

BV Bénh Nhiét Dagi

BV Cép Ciru Trung Viong
BV Cho Riy

BV DK Khu Vuc Cua Chi
BV DK Khu Vuc Hoc Mén
BV Hoan My Sai Gon

BV Hung Vuong

SR I N T N Y SN I SN T

BV Nguyén Trii
. . | BV Nhan Dén Gia Dinh
TP’HWI?H?H BV Nhi B%‘)ng I
BV Nhi Dong 11
BV Pham Ngoc Thach
BV Phép Viét
BV Phu San Qudc Té Sai Gon
BV Quén 1
BV Quén 8
BV Tan Binh
BV Tir Dii 18
BV Théng Nhit TP.HCM

—
(WS ]

[—
o

147 | 31/96%

[a—
[—

h
[# =]

b [ | W | = | =

TRA VINH | BV PK Khu Ve Ciu Ngang 3 | 0,65%

BV DK Vinh Long
BV BK Viing Liém

VINH LONG

6 1,30%

{5 I S R

Tong 460 | 460 | 100,00%

Nhan xét:

- Vé tinh hinh gi¥i bdo cdo cia cdc don vi y té ¢ cde Tinh
+ C6 47/64 tinh thanh da giri bdo cdo ADR trong qui I
+ Céc tinh thanh giri nhiéu bdo c4o nhét dugc thdng ké trong bang 3
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Bing 3: Danh sdch 10 tinh giri bdo cdo ADR nhiéu nhit

STT Tinh S6 bao cdo
1 | TP. H5 Chi Minh 147
2 | Cén Tho 28
3 | PaNing 27
4 | Hai Phong 26
5 | An Giang 25
6 | Tuyén Quang 20
7 | Pong Nai 19
8 | Pong Thap 12
9 | BaRia— Ving Tau 11

10 | Bén Tre 11

+ 17 tinh khong c¢6 bao cao ADR trong qui I :

Béc Kan, Binh Dinh, Binh Phuée, Cao Bing, Dic Nong, Gia Lai, Hung Yén,
Khanh Hoa, Lai Chau, Lang Son, Ninh Binh, Phti Yén, Son La, Tay Ninh, Thai Binh,

Thira Thién Hué, Vinh Phic.

+ Téng s6 co s& diéu tri giri bdo cdo ADR la 132, trong d6 cac don vi y té gui

nhiéu béo cdo nhét duoc liét ké trong bang 4.

Bing 4: Danh sdch 10 bénh vién giri bdo cdo nhiéu nhit

STT Bénh vién Tinh S6 béo cdo
1 | Bénh vién Pham Ngoc Thach TP. Hb Chi Minh 58
2 | Bénh vién Phu San Hai Phong Hai Phong 26
3 | Bénh vién Pa Ning Pa Ning 18
4 | Bénh vién Tir Dii TP. H6 Chi Minh 18
5 | Bénh vién Lao Va Bénh Phdi Tuyén Quang Tuyén Quang 14
6 | Bénh vién Nhan Déan Gia Dinh TP. HO Chi Minh 13
7 | Bénh vién Nhi Ddng II TP, H6 Chi Minh 11
8 | Bénh vién Nhi Péng I TP. H6 Chi Minh 10
9 | Bénh vién Pa khoa Trung wong Can Tho Cén Tho 8

Céc bénh vién giri nhiéu béo céo chu yéu tap trung & TP H6 Chi Minh va ciing tap
trung & mot sé bénh vién. Trong khi d6, con rat nhidu don vi y té chua tham gia thyuc

hién giri bdo cdo ADR.




@g ADR ) Trung tam DI & ADR Quéc gia

- Vé chat lwong bdo cdo

Pa s6 bao céo giri vé ghi ddy du cac thong tin yéu ciu. Tuy nhién, van cdn 12 béo céo
thiéu thong tin vé ADR (chiém 5,3% trong téng s6 228 bao cdo di thim dinh trong qui
D).

1.1.4. Thong tin vé nguwdi bio co
Bing 5: Théng tin vé dbi twong givi bdo cdo

Péi twong givi bdo cdo | Sélwong | Ty 1é (%)
Béc s1 222 48.5
Duogc si 113 24.7
Piéu dudng - Nit ho sinh 95 20.7
Khac 11 2.4
Khong c6 thong tin 17 37
Téong 458 100.0

Déi tuong giri bao cdo chit yéu 12 bac si, chiém 48,5%, tiép theo 1a duoc si
(24,7%), didu dudng va nit ho sinh (20,7%).

1.1.5. Théong tin vé bénh nhén trong cic bdo cio ADR
1.1.5.1.  Phén b6 tudi
Théng tin vé tudi va phan bd tudi bénh nhan duoc thé hién trong bang 6.
Bing 6: Phan b6 tubi ciia bénh nhin trong bdo cdo

P tudi Téin s6 | Ty 18 (%)
< 1 tubi 21 4.6
>1 - 12 tudi 57 12.4
>12 - 18 tubi 12 2.6
>18 - 60 tudi 273 59.6
>60 tudi 91 19.9
Khong c6 thong tin 4 0.9
Téong 458 100.0

ADR thudng gip nhat & nhém ddi twong ngudi truéng thanh tir 18-60 tudi (chiém
59,6%); tiép theo 1a d6i tuong ngudi cao tudi (> 60 tudi) (19,9%); ADR & tré em dudi 1
tudi cling chiém mot ty 1 kha cao, 4,6%.
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1.1.5.2. Phén bé vé gici
Phén bd gidi ctia bénh nhén trong bao cdo ADR duoc trinh bay trong bang 7.
Bing 7: Phin bé gidi ciia bénh nhén trong bdo cdo

Tansd | Ty 18 %
Nam 188 41.0
Nir 267 58.3
Khong c6 thong tin 3 0.7
TV 1€ nam : nir 0.70

1.2. KET QUA THAM PINH VA PHAN TiCH BAO CAO ADR
1.2.1. Théng tin vé mbi quan hé nhan qua giira thudc nghi ng va ADR

Trong s 460 bao cdo Trung tim DI & ADR qudc gia nhan dugc trong qui I nam
2012 ¢6 2 bao céo trang lap. S6 lwong béo cdo da duge thim dinh mbi quan hé nhén qua
1a 228 bdo cdo. Tuy nhién, trong d6 ¢6 12 bao céo thiéu théng tin vé ADR nén sb bao cdo
du dir liéu dé thdm dinh mdi quan hé nhén qua giira thuc nghi ngd va ADR 1a 216 bao
cdo, twong g véi 444 cip (thude nghi ngy — ADR).

Mobi quan hé nhéan qua giira thudc va ADR dugc hdi ddng chuyén gia quy két theo
thang danh gi4 cia T chirc Y té thé giéi (WHO) [5]. Két qua danh gia dugc thng ké
trong bang 8. Trong d6, cdc ADR & 3 mirc d6 cao nhit (“chic chin”, “cé kha ning” va
“c6 thé™) chiém 87,9 % téng sé6 ADR dugc thim dinh.

Bing 8: Thong tin vé quy két quan hé ADR- thubc

Mikre quy két S6 lwgng | Ty 1é (%)
1.Chic chén 114 25.7
2.C6 kha ning 194 43.7
3.C6 thé 82 18.5
4 Khong chic chin 35 7.9
5.Chua phén loai dugc 2 0.5
6.Khong thé phan loai dugc 17 3.8

Tong 444 100.0

Do cac cip quan hé (thubc nghi ngd — ADR) ¢6 y nghia khi duge quy két & 3 mic
“chic chin”, “c6 kha ning” va “c6 thé” nén dit liu dugc ding dé théng ké cac tiéu chi
lién quan t6i thubc nghi ngd va ADR s& bao gdm tit ca cac cip (thudc nghi ngd - ADR)
dugc danh gia & 3 mirc nay.
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1.2.2. Thong tin vé thudc nghi ngor giy ADR

Téng s6 thudc nghi ngd trong téng sé 228 bao cdo ADR c6 diy du thong tin vé
thudc va ADR la 262 thude.

1.2.2.1. Téng hop phén loai bdo cio ADR theo dwdng diing thude

Bing 10: Tong hop bdo cdo ADR theo dwong diing thubc

STT Puong ding Tongsd | Ty 1€ (%)

1 | Tiém, truyén tinh mach 102 38.93

2 | Ubng 69 26.34

3 | Tiém bap 38 14.50

4 | Tiém duéi da 19 725

5 | Khong rd 16 6.11

6 | Thubc dat 16 6.11

7 | Ngim 2 0.76
Tong 262 100.00

Nhan xét:

Phan trng c6 hai xay ra v6i hau hét cac dudong dung thubc. Tuy nhién, phan tmg c6
hai xay ra khi dung thuéc bing dudng tiém truyén tinh mach chiém ty 1é cao hon céc
duong dung khéc (38,93%). Phan tmg c¢6 hai xay ra khi dung thudc bing dudong udng
ciing chiém ty 18 khé cao (26,34%).

10
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1.2.2.2. Tong hop phén loai cic nhém thude nghi ngor giy ADR theo diic
diém giai phiu.

Bing 11: Cic nhém thubc nghi ngé gay ADR

Milo‘;'i‘ﬁ“ Nhém thube Téng | Ty 18 (%)
J Khang khuén tac dung toan thén 193 73.66
M Hé co - xuong 19 7.25
N Hé than kinh 12 4.58
H Cac ché pham hormon tac dung toan than trir hormon 1 490
sinh duc
A Pudng tiéu hoa va chuyén hoa 8 3.05
B Mau va co quan tao méau 7 2.67
C Hé tim mach 5 1.91
G Hé sinh duc tiét niéu va céc hormon sinh duc 2 0.76
D Da liéu 2 0.76
R Hé ho hip 1 0.38
' Céc thudc khéc 1 0.38
U Khéng rd 1 0.38
Tong 262 100.00
Nhan xét:

Nhém thude khang khuén ding dudng toan than 1a nhém thude duge béo céo
nhiéu nhit (73,66%). Tiép theo 1a nhém thude tic dung trén hé co xuong va nhém thude
tac dung trén hé thin kinh c6 ty 1é twong tmg 12 7,25% va 4,58%.

11
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1.2.2.3. Ho duge ly dwge bio cio nhiéu nhat

Biang 12: Cic ho dwoc Iy dwoc bdo cdo nhiéu nhit

Mﬁl pl_n'in Nhém thube Tong | Ty 1& (%)

oai
JOID | Khéng khuén beta-lactam khéc 62 23.66
J01G | Khang khuén nhém aminoglycosid 45 17.18
JO4A | Céc thude diéu tri lao 44 16.79
MOIA | Thubc chéng viém va chéng thap khép, khong steroid 19 7.25
JOIM | Khang khuén nhém quinolon 16 6.11
NO02B | Thudc giam dau va ha sét khac 9 3.44
JO1X | Céc thudc khang khudn khac 8 3.05
JOIC | Khing khuén nhém beta-lactam, céc penicillin 7 2.67

Thudc khdng c6 trong phan loai ATC 12 4.58
Nhan xét:

Cac khang sinh nhém beta-lactam khac (cephalosporin thé hé I, II, III, IV,

carbapenem...) 12 nhém khang sinh c6 ty 1& bdo cdo phan tmg bét lgi nhiéu nhat
(23,66%). Tiép theo la khang sinh nhém aminosid véi ty 1€ 1a 17,18% va nhom thubc
diéu tri lao véi 16,79%.
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1.2.2.4.

Biang 13: Phin logi bdo cdo ADR theo Iy do sir dung thuéc

Téng hop phén loai bao ciao ADR theo ly do sir dung thude

gz | Thn Loai bénh tjt Téng f%‘?
1 A00 - B99 | Bénh nhiém triing va ky sinh tring 81 30.92
2 C00 - D48 | Budu tan sinh 3 115
3 E00 - E90 | Bénh ndi tiét, dinh dudng va chuyén héa 4 1.53
4 F0O - F99 | Réi loan tdm than va hanh vi 1 0.38
5 J00 -J99 | Bénh hé hé hép 29 11.07
6 K00 - K93 | Bénh hé¢ tiéu hoa 6 2.29
7 MO00- M99 | Bénh hé co - xuong - khép va mé lién két 1 0.38
8 NO00 - N99 | Bénh hé sinh duyc - Tiét niéu 7 2.67
9 000 - 099 | Thai nghén, sinh dé, hau san 49 18.70
10 Q00- Q99 | Ditat bam sinh, bién dang va bét thuong vé nhiém sic thé 1 0.38
1 Cf’lc tfiéu f:hﬁmg', dé".u‘hiéu vé nhilng bié":u_ h‘ién lxﬁm sé:}ng va 5 0.76

ROO - R99 | cén lam sang bat thudmg khéng phan loai & phan khéc
12 Chén thuong, r.lgij ddc va mdt s6 hau qua khéic do nguyén 7 267
S00- T98 | nhan bén ngoai
13 V01 - Y98 | Nguyén nhan ngoai sinh ctiia bénh tat va tir vong 11 420
” Cac yéu t6 anh huéng dén tinh trang sirc khoe va tiép xuc 11 420
Z00-799 |dichvuyté
15 Unknown | Khong r6 bénh 49 18.70
262 | 100.00
Nhan xét:

Bénh nhiém tring va ky sinh tring 13 bénh c6 ty 1é béo cdo cao nhét (30,92%).
Tiép dén 1a cic bénh trong qua trinh thai nghén, sinh dé va hau san v6i ty 18 18,70% va
bénh dudng hoé hép 11,07%.
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1.2.2.5. Cic thubc nghi ngd giy ra ADR dwgc bao cdo nhiéu nhit

Bing 14: Cdc thuéc nghi ngé gay ADR dwgc bdo cdo nhiéu nhit

STT | Tén thubc Tong Ty 1€ (%)
1 Streptomycin 42 16.03
2 | Cefotaxime 26 9.92
3 | Diclofenac 17 6.49
4 | Ceftriaxone 15 5,73
5 | Rifampicin 15 5.73
6 | Pyrazinamide 13 4.96
7 | Levofloxacin 9 3.44
8 | Paracetamol 9 3.44
9 | Ciprofloxacin 6 2.29

10 | Ceftazidime 5 1.91

Céc thudc nghi ngo gay phan tng bt loi xuét hién nhiu nhét trong cac bio céo
ADR thudc 3 nhém chinh: nhém thudc khang sinh nhidu nhéat véi 5 dai dién la
cefotaxim, ceftriaxon, ceftazidim, levofloxacin, ciprofloxacin; nhom thudc diéu tri lao
(streptomycin, pyrazynamid, rifampicin) va nhém thudc giam dau, ha sét, chéng viém
(paracetamol va diclofenac). Trong d6, streptomycin nghi ngd gdy ra ADR nhiéu nhét
véi ty 1€ 1a 16,03%.
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1.2.3. Théng tin vé phan {rng c6 hai ghi nhin dwgc qua cic bio cdo ADR nim 2010

1.2.3.1. Khodng thoi gian tir lic xuit hién phén ng c6 hai dén thoi diém

bao cio ADR

Thoi gian ké tir lac xuét hién phan tmg c6 hai dén thoi diém bio cdo ADR dugc phin
chia thanh 3 khoang thoi gian khéc nhau, két qua dugc trinh bay trong bang 15.

Bdang 15: Tan suit bdo cdo ADR

Tan suit bio cdo S6 lwong | TV 1§ (%)
Béo céo ngay trong vong 1 ngay 89 39.0
Bao cdo tir ngay thir 2 dén dudi 15 ngay 55 24.1
Bao cdo sau 15 ngay 26 11.4
Béo c4o khong hop 1y vé thoi gian 1 0.4
Bao cdo thiéu thong tin 57 25.0
Tong 228 100.0

Nhu vay phf:in 16m béo céo dugce giri di trong vong 15 ngay (63,1%); trong do, s6
bao cdo giri di trong ngay chiém 39%. Tuy nhién sé bao cdo thiéu thong tin con chiém ty
1€ cao (25,0%).

1.2.3.2. Dién bién ciia ADR dia dwoc ghi nhin

Bing 16: Dién bién ciia ADR di dwgc nghi nhan trong qui I nam 2012

Dién bién S6 lwgng | Ty 18 (%)
A. Hoi phuc khéng c6 di chimg 149 65.4
B. Hdi phuc c6 di chimg 3 1.3
C. Tir vong c6 thé do thudc 0 0.0
D. Tir vong do phén tng c6 hai ciia thube 1 0.4
F. Chua hoi phuc 36 15.8
U. Khoéng rd 10 4.4
Khong c6 thong tin 29 12.7
Tong 228 100.0

Cac ADR duogc bdo cdo chi yéu 1a cic ADR nhe, hdi phuc khéng ¢6 di ching,
chiém ty 1& 65,4%. ADR nghiém trong gdy tir vong (nhom C va D) duge bao céo trén
1 bénh nhan, chiém 0,4%. Phan tmg c6 hai cta thubc dé lai di chimg trén bénh nhén
chiém ty 1& 1,3%.
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1.2.3.3. Tbng hop phén loai té chirc co' thé bi anh hwéng va cic phan img
¢6 hai ghi nhan dugc qua ciac bido cdo ADR
Bing 17: Tong hop phan logi té chirc co thé bi anh hwing
va cdc phan irng c6 hai

STT | SOC ADR Tinsé | Ty1é (%)
1 | 0100 | Réiloan vé da va mé dudi da 161 41.28%
Phat ban 62 15.90%
Ban d6 41 10.51%
Ngira 37 9.49%
May day 15 3.85%
Tang tiét md hoi 4 1.03%
Ban sin 1 0.26%
Hoi chimg Stevens-Johnson 1 0.26%
2 | 1810 Cic roi loan téng qudt ciia co thé 85 21.79%
Phii mit 25 6.41%
Sbc phan vé 17 436%
Mét moi 15 3.85%
Di mg 7 1.79%
Sot 6 1.54%
Rét run 4 1.03%
Khé chiu 4 1.03%
Chimg sbt cao 3 0.77%
Run 2 0.51%
Chéng mit 1 0.26%
Phu ngoai vi 1 0.26%
3 | 0600 Réi loan hé tiéu héa 23 5.90%
Noén 16 4.10%
Budn nén 4 1.03%
Khé tiéu 2 0.51%
Dau bung 1 0.26%
4 | 0410 Réi loan hé than kinh TW va ngoai bién 22 5.64%
Choang vang 14 3.59%
Di cdm 5 1.28%
Té (chan, tay, moi) 2 0.51%
Mit diéu hoa 1 0.26%
5 | 1100 | Réiloan hé hé hip 20 5.13%
Khé thér 17 4.36%
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Viém phdi 2 0.51%
R&i loan hé hip 1 0.26%
6 | 1010 Réi loan hé tim mach 16 4.10%
Ha huyét ap 8 2.05%
Tim tai 4 1.03%
Suy tuin hoan 2 0.51%
Tang huyét ap 2 0.51%
7 | 1820 | Phdn irng tai ché 16 4.10%
Min d6 tai chd tiém 15 3.85%
Min d6 tai chd truyén 1 0.26%
8 | 0700 | Réiloan hé gan mat 10 2.56%
Vang da, vang mit 6 1.54%
Tang bilirubin méu 2 0.51%
Ting mem gan 2 0.51%
9 | 0500 | Réiloan taim than 11 2.82%
Kich dong 9 2.31%
Chén #n 2 0.51%
10 | 0431 Roi logn thi gidc 8 2.05%
Viém két mac 5 1.28%
Mo miit 2 0.51%
Chimg song thi 1 0.26%
11 | 1040 Réi loan mach ngoai vi 5 1.28%
Do birng mit 5 1.28%

12 | 1030 Réi logn nhip tim 4 1.03%
Mach nhanh 3 0.77%
Hbi hop 1 0.26%
13 | 0200 Réi loan hé co - xwong - khép 3 0.77%
Pau khép 3 0.77%
14 | 1300 | Réi loan hé tiét niéu 3 0.77%
Phii mat 3 0.77%
15 | 1420 Réi loan co quan sinh duc ni¢ 2 0.51%
Vaginal discomfort 1 0.26%
Vaginitis 1 0.26%
16 | 0432 | Réi logn thinh gidc va tién dinh 1 0.26%
U tai 1 0.26%
Téng 390 100.00%
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Nhan xét:

- Céc td chirc co thé bi anh huéng nhiéu 14 rbi loan da va mo dudi da véi ty 1é
41,28%, rdi loan toan than 1a 21,79%. Trong d6, cac phan (rng c6 hai xay ra vai ty 1€ cao
12 phét ban va ban do (15,90% va 10,51%).

- C4c phan tmg c6 hai nghiém trong chiém khoang 13%, trong d6 ADR nghiém
trong thuong gip 1a sdc phan vé (4,36%), ADR hiém gip nhu hoi chimg Stevens -

Johnson (0,26%).

- Ngoai ra, nhilng b4o cdo ADR cin cic xét nghiém tham do chic ning chuyén
biét nhu ADR trén gan, huyét hoc con chiém ty 1é thip. Nhimg phan tmg c6 hai doi hoi
phai c6 su thim kham lam sang & trinh d§ chuyén moén sau thi chua duge ghi nhan nhu
cac phan (mg c6 hai anh hudng dén su phat trién tim than, tri tué...

1.2.3.4. Thong ké cac phan wng c6 hai nghiém trong

Bing 18: Bing thong ké cdc thudc gdy phén itng cdé hai nghiém trong

STT | PHAN UNG CO HAI

THUOC NGHI NGO GAY PHAN UNG

0
TRUONG
HOP

Tong
cong

1 | Tir vong

Ampicilin + Sulbactam

2 | Séc phan vé

Cefotaxim

Cefiriaxon

Acid tranexamic

Amoxicilin

Ampicilin + Sulbactam

Cefoperazon

Ceftazidim

Hoén hop acid amin

Iobitridol

Metronidazol

Paracetamol

Ringer lactat

Streptomycin

Vancomycin

17

3 | Vang da, vang mét

Pyrazinamid

Rifampicin

4 | Viém két mac

Diclofenac

Chlorpromazin

Misoprostol

o O S I = I e el i B el e e e B R I R R R S B
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Paracetamol 1
5 | Tim tai Zidovudin 2
Furosemid 1
Cefotaxim 1
6 | Chimg st cao Lidocain 1
Oxytocin 1
Misoprostol 1
7 | Dau khép Pyrazinamid 3
8 | Tang Bilirubin méau | Propylthiouracil 1
Rifampicin 1
9 | Tang men gan Propylthiouracil 1
Pyrazinamid 1
10 | Suy tudn hoan Cefixim 1
Lysozym 1
11 ) Khéng nguyén ubn véan diéu ché tir 1
Viém phoi huyét thanh ngua
Calcitonin 1
12 |Hoiching Steven | coporoyin 1
Johnson
13 | Ri loan hé hip Diclofenac 1
14 | Chimng song thi Ethambutol 1
15 | Viém am dao Econazol
Nhan xét:

ADR nghiém trong gay tir vong dugc bdo cédo trén 1 bénh nhén. Bénh nhéan tir
vong do sbc phan vé khi dung thude phéi hgp ampicilin va sulbactam.
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\QI§ AD R) Trung tam DI & ADR Québc gia

2. BAO CAO ADR TU CAC PON VI SAN XUAT VA KINH DOANH DUQC
PHAM
Trong qui I nam 2012, téng cong ¢6 11 don vi san xuit va kinh doanh dugc pham
da giri bdo cao ADR nghiém trong xay ra trén lanh thd Viét Nam va tai cac nuéc khac c6
lvu hanh san phdm dang c6 sb ding ky va sir dung tai Viét Nam cho Trung tim
DI&ADR Quéc gia. Thong tin vé thudc nghi ngd, s6 lugng béo cdo va sd ca tir vong lién
quan dugc trinh bay trong bang 20.

Bing 20: Sé lwong bdo cdo ADR nhén dwoc tir cdc don vi sdn xuit va

kinh doanh dwgc pham trong nam 2010

S6 S6 ca Tin
STT | Tén cong ty Tén thube nghi ngo lrong tir <& BE‘ Qubec gia
BC vong
1 Janssen-Cilag Eprex (Epoetin alfa) 1 0 1 Viét Nam
Tasigna (AMN107) 1 0
Novartis Glivec (Imatinib) 18 3 _
2. Pharma 24 Viét Nam
Services AG Aclasta (Zoledronat) 0
Voltaren (Diclofenac) 2 1
RO Bayer Sorafenib 1
3. South East ] 2 Viét Nam
Asia Vietnam Ultravist (lopromid) 1 0
Pharmaton Kiddi 1 0
4. Boehrmger Pharmaton 1 0 4 Viét Nam
Ingelheim
Mobic (Meloxicam) 2 0
5. MSD Livial (Tibolon) 1 0 1 Viét Nam
Carbamazepin 1 0
Enalapril, Indapamid,
Diclofenac, Ketoprofen, 1 1
Polpharma Colchicin, Diltiazem
6. Trade Office Ketoprofen, Enalapril 1 0 5 Ba Lan
maleat, Atenolol
Carbamazepin,
: 1 0
Furosemid
Pyrantel Embonat 1 0
7. Merck KGaA Erbitux (Cetuximab) 1 0 1
Interdist Oenobiol 1 0 Viét Nam
9. Sanofi Aventis | Tavanic (Levofloxacin) 1 0 2 Viét Nam
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Acetylsalicylic acid 1 0
Zithromax 2 0
Unasyn (Ampicillin,
sulbactam) 2 0
10. Pfizer 5 Viét Nam
Unasyn (Ampicillin,
sulbactam), Amlor 1 0
(Amlodipine besylat)
Glucose 1 0 Anh
B. Braun ; =
1 Melsungen Propofol ¥ 0 4 Phap, Dic
AG Propofol, Aleviatin -
Glicioin) 1 0 Nhat Ban
Tong 50 6 50
Nhan xét:

- S6 lugng bao cdo ADR nghiém trong tir cic don vi san xuét va kinh doanh dwoc
pham tuy 14 50 bdo céo (16n hon 50% téng sb bao cao ADR nghiém trong nam 2011).

- Trong 50 béo cdo, 40 bdo cdo ADR nghiém trong xay ra trén lanh thé Viét Nam,
10 bao céo nghiém trong xay ra tai Ba Lan, Anh, Phap, D¢ va Nhat Ban, véi 6 truong
hop tir vong (5 ca tir vong xay ra trén lanh thé Viét Nam).

3. KET LUAN

- Trong qui I nam 2012, Trung tdm DI & ADR Qudc gia da tiép nhan 460 bdo cdo.
Béo cdo duge giri tir 132 co sé diéu tri va 11 don vi san xuét, kinh doanh duoc pham.
Dbi tugng thyre hién bio céo chii yéu 1a béc si, phin 16n bao cdo duogc giri tir cac don vi &
phia Nam, tir cac bénh vién tuyén tinh, bénh vién da khoa va bénh vién thudc khébi cong
lap.

- Moi quan hé nhin qua giita thubc va ADR kha rd rang, ADR thudc 3 mic do
“chic chin”, “cé kha niang”, “c6 thé” chiém 87,9%. Nhom khéang sinh betalactam khéc,
khang sinh nhém aminosid va thubc diéu tri lao dwge bao cdo nhiu nhit (twong tmg
chiém 23,66%; 17,18% va 16,79%). Pa sé cac ADR dugc ghi nhdn 1a cic ADR nhe,
khong dé lai di chimg (65,4%), tip trung chu yéu vao céc rdi loan da va md duéi da
(41,28%).

- Chit lugng béo cdo con thip giy khé khin cho céng tac thdm dinh va phat hién
cic ADR cén dén cac xét nghiém tham do chirc ning chuyén biét nhu chirc nang gan,
mau,..., cic ADR nghiém trong va hiém gip.
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