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PHAN TiCH BAO CAO PHAN UNG CO HAI CUA THUGBC
GHI NHAN TAI BENH VIEN PHU SAN TRUNG UONG
GIAI DOAN 2012 - 9/2013

Tom tat

Muc tiéu: mé td thuc trang bdo cdo phan ung c6
hai cta thuéc (ADR) tai bénh vién Phu san Trung Uong.
DPéi tugng va phuong phap: mé ta cdt ngang todn
bd bdo cdo ADR ghi nhdn tai bénh vién trong giai dogn
2012 - 9/2013. K&t qua: 165 bdo cdo ADR duoc gui téi
khoa Duoc, trong dé, bdo cdo nghiém trong chiém 43,0%.
Dugc si la dbi tuong chinh tham gia bdo cdo (chiém
69,7%). Nhom thudc chuyén khoa chiém ty lé nghi ngo
gdy ADR cao va cdc biéu hién ADR thudng gdp nhdt la:
mach nhanh, ngia va qud kich buéng trimg. Két luan:
6 lugng bdo cdo ADR ctia bénh vién tdng ddng ké so
véi giai doan trudc, tuy nhién, su' tham gia cta bdc si va
diéu duéng vado hoat déng bdo cdo ADR con han ché. Ti
khéa: Phan (ng ¢6 hai cdia thu6c (ADR), Bénh vién Phu
san Trung Uong.

Abstract
EVALUATION OF REPORTS OF ADVERSE DRUG
REACTIONS AT NATIONAL HOSPITAL OF OBSTETRICS AND

1. Dat van de

Giam sat va thu thap bao cdo phan tng cé hai cla
thudc sau khi luu hanh trén thi trudng dong vai tro
quan trong cung cap cac dit liéu vé an toan thudc.
Phu n{ c6 thai, cho con bu va tré em la nhiing dgi
tugng sir dung thudc dac biét va co6 nguy ca cao chiu
tac dung bét loi cta thuéc [1]. Tuy nhién, trén thé
gidi va & Viét Nam hién nay, cac bao cdo ADR clia hé
théng bénh vién san - nhi con chua nhiéu.

Bénh vién Phu san Trung Uong la mét trong 19 bénh
vién trong diém clia du &n “Tang cudng hé théng y t&”
- Hop phan 2.1 “Tang cudng cac hoat dong Canh giac
Dugc”trién khai tai Viét Nam trong giai doan 2012 - 2016.
Ngay tir ndm 2012, bénh vién la 1 trong 10 bénh vién
trong ca nudc co s6 lugng bao cdo ADR nhiéu nhat vai
s6 bao céo tang 1én dang ké so vdi giai doan 2009 - 2011
[2] [3] [4]. Xudt phat tur thuc té trén, ching téi tién hanh
nghién ctu nay véi muc tiéu tim hiéu thuc trang bao céo
ADR tai bénh vién trong giai doan 2012 - 9/2013.
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GYNECOLOGY DURING PERIOD 2012 -9/2013

Objective: To investigate the current status of
adverse drug reaction (ADR) reporting scheme at
the National Hospital of Obstetrics and Gynecology.
Subjects and Methods: For this cross-sectional
descriptive study, we obtained and analysed all of the
ADR reports at the hospital during theperiod 2012 -
September 2013. Results: 165 ADR reports were sent to
the Faculty of Pharmacy, of which, 43.0% were assessed
as serious adverse reactions. Pharmacists were the
main group reporting ADRs (69.7%). Specialty drugs
had a high probability of causing suspected ADRs with
common manifestations like: tachycardia, itching and
ovarian hyperstimulation syndrome. Conclusions:
The number of ADR reports in the National Hospital
Obstetrics and Gynecology increased significantly,
compared to previous periods. However, the
participation of doctors and nurses in reporting ADRs
was still limited. Keywords: adverse drug reaction,
ADR, National Hospital Obstetrics and Gynecology

2. béi tuong va phuong phdp nghién ciu

2.1. Déi tuong nghién ciu

Tat ca cac bado céo ADR ghi nhan tai cac khoa lam
sang va can lam sang ctia bénh vién Phu san Trung Uong
turthang 01/2012 dén thang 09/2013.

Tiéu chuan loai tri: Nhiing bao cao thiéu théng
tin vé thuéc nghi ngd gay ADR va/hoac khéng cé
théng tin vé ADR.

2.2, Phuong phap nghién ctiu

Nghién ctiu mé ta cit ngang cac béo cao ADR dugc
luu trt lai khoa Dugc Bénh vién Phu san Trung uong tu
thang 01/2012 dén thang 09/2013.

Cau truc dir liéu gébm 3 phan chinh la: théng tin
chung vé bao cdo ADR, thong tin vé thuéc nghi ngd gay
ADR va théng tin vé phan ting c6 hai dugc ghi nhan.

2.3. Phuong phap xtr ly sé liéu

S6 liéu dugc thu thap va xtt ly bang chuong trinh
Microsoft Excel 2007 va chuong trinh SPSS 16.0. Két qua
dugc xtt ly théng ké mo ta.
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PHU KHOA TONG QUAT VA KHOI U

3. Két qua nghién cou

3.1.Théng tin chung vé bao cao

Téng hgp théng tin chung vé béo cado ADR ghi
nhan dugc trong giai doan 2012 - 9/2013 dugc trinh
bay trong bang 1.

Bang 1. Tong hop thang fin chung vé béo cdo ADR

Thong invé béio cio ADR | Slong | Tyle(%)
S6 luang bdo cdo v 1y |é hdo cdo duge gi lén Trung tm DISADR Quéc gia (n =170
Bdo cco bi logi 5 29
Bdo cdo dua vito phan ich 165 971
Bdo cdo duoc gui lén Trung tm DISADR Quéc gia 165 971
i tugng tham gia bdo cdo (n =165)
Dugc si 115 69,7
Bdcsi 29 176
Diéu duang/ha sinh/ky thudt vien 17 103
Khong ro 4 24
Hinh thic pht hign vi1 béio cdo ADR (n =165)
Bdio cdo fu nquyén 52 315
Thong qua duyét thuc tai khoa Dugc 79 479
(Gidm sdt sif dung thud toi cdc khoa lm siing I} 206

Trong s6 170 béo cdo ghi nhan dugc, chi cé 5 bao
cdo thiéu thong tin vé thudc nghi ngs hoac khong
mo ta biéu hién ADR, chiém 2,9%. 100% bdo cdo cd
day da thong tin trén da dugc gui 1én Trung tam DI &
ADR Quéc gia.

Phan 6n cac bao cdo ADR dugc thuc hién bai dugc
Si(69,7%). Bac si va diéu duéng/ho sinh/ky thuat vién
c6 ty 1é lam béo cdo tuong ung la 17,6% va 10,3%.

Céac ADR dugc phat hién va bao cdo thong qua 3
hinh thiic khac nhau: duyét thuéc, bao cao tu nguyén
va giam sat st dung thudc vai ty lé lan lugt la 47,9%,
31,5% va 20,6%.

3.2.Théng tin vé thuéc nghi ngé gay ADR

3.2.1. Phédn logi thuéc nghi ngo gdy ADR theo
dudong dung

Téng hop va phan loai 302 thuéc nghi ngd gay
ADR theo dudng dung thu dugc két qua nhu sau:

Phan (ng c6 hai clia thu6c xay ra & hau hét cac
dudng dung thudc trén co thé. Tuy nhién, dudng
tiém la dudng dung thudc dé xay ra ADR hon c3, hay
gap nhat la dudng tiém dudi da (41,7%), ti€p dén la
tiém tinh mach (26,2%) va tiém bap (6,3%). Budng

Tiém bap 6.3%

Tiém duc da

41.7%

Khdc*: Bom budng 10 cung, Bt am dao.

Biéu do 1. Phan loai thuéc nghi nga géiy ADR theo duting ding

NGUYEN HUY TUAN, NGUYEN HOANG ANH, VD MINH DUY

uéng, dudng dat hau mén cing la nhiing dudng
duing thuéc co ty 1& gdp ADR trung binh (lan luct la
7,3 va 6,3%).

3.2.2. Cdc nhém dugc ly va thudc nghi ngd duoc bdo
cdo nhiéu nhdt

Cac thuéc nghi nga gay ADR dugc phan loai theo
nhom dugc ly dua vao ma ATC clia thudc [5]. 5 nhém
dugc ly va céc thuéc trong nhém dugc bao cédo nhiéu
nhat dugc trinh bay trong bang 2.

Két qua cho thay, “Gonadotropin va cac chat
kich thich phéng nodn” la nhém dugc ly dugc ghi
nhan nhiéu nhat (trén 50%) véi 4 thudc chinh la
Choriogonadotropin alpha (23,6%), Follitropin alpha
(17,0%), Follitropin beta (9,7%) va Menotropin (6,1%).
Hai khang sinh nhém beta-lactam dugc ghi nhan kha
nhiéu la Ampicillin/Sulbactam (17,0%) va Amoxicilin/
Clavunalat (4,8%). Ci&c nhom Hormon va chat lién
quan, Thuéc chéng viém khéng steroid va Thu6c mé,
mbi nhém ¢6 1 dai dién trong nhém nhing thudc
dugc ghi nhan nhiéu nhat, chiém tir 6 - 14%.

Bang 2. Nhom duge Iy va thudc nghi nga gay ADR dugc bdo cdo nhigu nhdt

ST Nhom dugc ly Thuoc nghi ngo Soluong | Tyl (%) n=165
Choriogonadotropin alpha | 39 236
! Gonadotropin va cic chét kich thich |Folliropin alpha 28 170
phong nodn Follitropin beta 16 97
Menotropin 10 6,
2 Khang sinh nhom betolacam, | Ampidlin/Sulbacam 28 170
cic penicllin Amoxicilin/Clavunalat 8 48
3 | Hormon va chit lién quan Triptorelin 2 133
4 | Thuic chong viem khéng steroid | Didofenac 19 115
Thuic mé Fentanyl 1 6,7

3.3.Théng tin vé cac phan ting c6 hai dugc ghinhan

3.3.1. Phdn logi bdo cdo theo muc do nghiém trong
ctia phan tng

Phan loai bdo cdo ADR dua trén muc dé nghiém
trong clia phan ting cho két qua thé hién trong hinh 2.

Khong co truong hop nao tl vong va 1 truong hop
de doa tinh mang (0,6%) lién quan dén phan ting c6 hai
ctia thudc dugc ghi nhan. Cac ADR dugc danh gia cha
yéu & 2 muc d6 la Nhap vién/kéo dai thai gian nam vién
va Khéng nghiém trong (tuong Uing 42,4% va 52,1%).

Biéu do 2. Phan logi hdo cdo theo miic do nghiém trong coa phan tng
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3.3.2. Cdc cdip thuéc — ADR dugic ghi nhdn nhiéu nhdt
Bang 3. Cdc cip thudc - ADR duge ghi nhan nhigu nhét

SIT (iip thudc - ADR Soluong | Tyle (%)
1 | Choriogonadotropin alpha - Qud kich bubng tring 35 21,2
2 | Choriogonadotropin alpha - Mach nhanh 2 127
3 |Triptorelin - Qud kich bubng tring 2 127
4 | Ampicllin/Sulbactam - Ngua 19 115
5 | Ampicllin/Sulbactam - Méin do 18 109
6 | Follitropin alpha - Mach nhanh 15 91
7 |Didofenac - Phi 15 91
8 |Folliropin beta - Qud kich bubng ning 14 85
9 | Choriogonadotropin alpha - Phéi ri riio phé nang giam 1 6,7
10| Menotropin - Qud kich buong fring 1 67
Tong so hdo cdo 165 100,0

Két qua cho thdy: 5/10 cap thudc - ADR dugc bao
cdo nhiéu nhat lién quan dén gonadotropin va cac chat
kich thich phéng noan - qua kich budng triing/ mach
nhanh. Trong d6, 2 ADR dugc ghi nhan nhiéu nhat la
qua kich budng tring va mach nhanh khi st dung
choriogonadotropin alpha (lan lugt la 21,2% va 12,7%).
Lién quan dén thudc khang sinh, “Ampicillin/sulbactam
- man dd/ngua” cling la nhimng cap dugc bao cao kha
nhiéu (khoang 10%).

4. Ban luan

Trong giai doan 2012 - 9/2013, da c6 170 bao céo
ADR dugc ghi nhan tai bénh vién, trong do, 5 bao cao
thi€u théng tin vé thuéc nghi ngs hodc khéng moé ta
biéu hién ADR bi loai bd dan dén sé lugng béo cao
thuc dua vao phan tich la 165 bao cdo (97,1%). Thuc
té cho thay, chitrong chua day 2 ném, s6 bao cao ADR
cla bénh vién da tang gap 4,5 lan téng s6 béo cao
cl@ia 3 ndm trudc do6 cdng lai (36 bao cdo) [2]. Ty 1é bao
céo nghiém trong tang Ién, chiém 43,0% téng s6 bao
cdo. Dugc si van dong vai tro chinh trong hoat dong
bdo cdo ADR théng qua duyét thudc va giam sat st
dung thudc, dong gop 69,7% téng s bao cao, cao
hon so vdi ty 1é chung clia ca nudc - 29,7% [4].

Két qua phan tich cho thdy, khoang 50% s& ADR
dugc bédo cao lién quan dén cac nhém thudc dac thu
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trong san khoa nhu Gonadotropin va cac chat kich thich
phong noan, cadc hormon va chat lién quan vdéi dai dién
la Gonadotropin alpha (23,6%), Follitropin alpha (17,0%)
va Triptorelin (13,3%). Cac khang sinh van co ty lé gap
ADR kha 16n, dac biét la khang sinh nhém beta-lactam,
cac penicilin (12,3%), tuy khong con la nhém thudc
dung dau vé tan xuat gap ADR nhu trong giai doan 2009
-2011 (58,33%) [2]. K&t qua trén hoan toan phu hgp vai
thuc té tinh hinh s dung thu6c va mé hinh bénh tat
tai bénh vién véi dac thu la cdc bénh hé sinh duc, thai
nghén, sinh dé va hau san. Cac phan ting ngoai da va roi
loan toan than dugc ghi nhan nhiéu trong céc bao céo
mot phan la do day la cac ADR xay ra sém, dé phat hién
va mo ta. Mac du vay, mot sé ADR déc thu, can thoi gian
theo déi dai va xét nghiém dé xac dinh van dugc cac can
b6 y t& quan tam béo cao, dac biét la qua kich budng
tring. RGi loan nay thudng xay ra & nhiing phu nir st
dung cac thudc hé trg sinh san nhu cac Gonadotropin
va thudng xuat hién sau vai ngay dung thudc [6]. Qua
kich buéng triing la moét ADR it gap khi st dung cac
Gonadotropin (ty 1& 1/1000 < ADR < 1/100), tuy nhién,
do tan xuat st dung 16n, cap thudc - ADR nay da dugc
ghi nhan trong 48 bao cdo [7].

5. Két luan - Kién nghi

Trong giai doan 2012 — 9/2013, bénh vién da ghi
nhan 165 bao cdo ADR, trong dé, bdo cdo nghiém
trong chiém 43,0%. Dugc si la d6i tuong chinh tham
gia bao cao théng qua duyét thudc va gidm sat su
dung thuéc. Gonadotropin va cac chat kich thich
phong noén la nhom thudc dugc ghi nhan nhiéu nhat
Vi biéu hién thudng gap la qua kich budng tring.

TU két qua thu dugc, nghién ctu dé xuat mét s6
giai phdp nham nang cao hiéu qua hoat déng bao
cdo ADR trong bénh vién: 1, nghién ctu danh gia chat
lugng bao cdo ADR bén canh viéc thac déy s6 lugng
bao cao; 2, tang cudng dao tao tap huan nham nang
cao vai trd cla can bo y té, dac biét la bac si va diéu
dudng, trong hoat déng Canh giac Dugc.
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