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DANH GIA BAO CAO VE PHAN UNG CO HAI CUA THUOC
TAI BENH VIEN PHU SAN TRUNG UGNG GIAI DOAN 2009 - 2011

TOM TAT

Nguyén Huy Tuan*

Nghién ctru danh gia cac bao cao vé phan (rng cé hai ctia thudc (ADR) tai Bénh vién Phu san TW
tr 2009 - 2011. Két qua: da danh gia thuc trang bao cao ADR, phat hién ty & cac nhém thube gay
ADR, céc triéu chirng lam sang hay gap, bién phap can thiép. Nghién ctru danh gia ton tai ctia hinh
thirc bao cao ADR tw nguyén va dé xuét bién phap nang cao chét lwong béo céo ADR tai bénh vién.

* T khéa: Phan (ng c6 hai cia thubc; Bénh vién Phu san TW.

EVALUATION OF REPORTS OF ADVERSE
DRUG REACTIONS AT NATIONAL HOSPITAL OF
OBSTETRICS AND GYNECOLOGY DURING PERIOD 2009 - 2011

SUMMARY

Our study aimed to evaluate reports of adverse drug reactions (ADR) at the National Hospital of
Obstetrics and Gynecology during the period 2009 - 2011. Current status of ADR reporting, drugs
that to be involved, common clinical symptoms and related intervention have been evaluated. This
study have been also discussed challenges in spontaneous ADR reporting actions and measures for

improving quality of ADR reports in hospital.

* Key words: Adverse drug reaction; National Hospital of Obstetrics and Gynecology.

PAT VAN DE

Chuing loai, sb lwong thudc trén thi trweng
ngay cang gia tang, trong khi cong tac quan
ly, d@&m bao st dung thudc an toan, hop ly con
chwa chat ché, thong tin thudc cho nhan vién
y té va ngudi dung con nhidu han ché. Hé
théng theo di canh bdo vé nhitng phan (ng
c6 hai ciia thubc chwa déng bd, cong tac theo
ddi phan rng khéng mong muén cuia thubc
tai cac co s& y t& con mang tinh hinh thirc,
thiéu chiéu sau la nhirng van dé ton tai trong
cOng tac canh giac dwoc tai Viét Nam [7].

* Bénh vién Phu sén TW
Phan bién khoa hoc: TS. Tran Viét Tién
PGS. TS. Nguyén Vian Minh
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Bénh vién Phu San TW Ia tuyén chuyén
mén cao nhat vé linh vuc san phu khoa, so
sinh, ho tro sinh san. S& lwot kham, diéu tri
gan 500.000 ngudi/ndm; danh muc thubc
dé&c thu trén 260 hoat chét, tbng sb kinh phi
st dung thuéc gan 100 ty/nam [3, 4, 5]. Sw
gia tdng vé danh muc thubc, gia tri s dung
thuéc va qua trinh cung &ng thudc tai bénh
vién doi héi sy ddng bo trong cong tac
dwoc bénh vién, trong d6, van dé theo ddi
va bao cdo v& ADR can duwoc coi trong va
la yéu t6 can danh gia trong giam sat st
dung thuéc tai bénh vién.
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Xuét phat tir thuc té trén, chung toi tién
hanh nghién ctru nay nham: Khdo sét, phan
tich thure trang cac bao céao tw nguyén ADR,
ttr d6 dé xuét mot sé bién phap nhdm nang
cao sé luong, chét luong théng tin cla béo
cao ADR.

pOI TUONG VA PHUONG PHAP
NGHIEN cUU

1. Péi twong nghién ciru.

Toan bd cac bao cao ADR tai bénh vién
thu nhén trong 3 nam (2009 - 2011).

2. Phwong phap nghién ctru.

Hoi ctru dir liéu tr bao cdo ADR va sb
ghi ADR cla cac khoa lam sang clia Bénh
vién Phy san TW tir 2009 - 2011 [6].

Khai thac cac néi dung cta bao cao ADR.

* Phuong phép xt ly so ligu: thu nhap
va xt ly di¥ liéu bang phwong phap thong
ké y hoc trén chwong trinh Microsoft Excel
2007 [6].

KET QUA NGHIEN cUU

1. Théng tin chung vé bao cao.

* Téng hop bao céo ADR thu nhan duoc
ttr cac khoa ldm sang:

Nam 2009: 12 bao cao (33,33%); 2010:
13 bao cao (36,11%); 2011: 11 bao cao
(30,56%). SO lwgng bao cao ADR tai cac
khoa lam sang khéng thay déi nhiéu trong
3 nam, trung binh 12 bao cao/nam.

2. Théng tin vé cac loai thuéc gay ADR.

Bang 1: Ty 1& cac nhém thudc dwoc ghi
nhan gay ADR thu nhan tir cac khoa lam sang.

NHOM THUGSC SOLUONG | TYLE
BAO CAO | (%)
Khang sinh 21 58,33
Ha nhiét, gidm dau, chéng 05 13.89
viém khéng steroid '
Thubc can quang 04 11,11

(1) (2 (3)
Thudc diéu tri ung thw 01 2,78
Hormon 02 5,55
Thuée thic d&, cAm mau sau dé 02 5,55
Céc thube khac 01 2,78
Téng sb 36 100

Trong cac nhém thuée nghi ngd gay ADR,
nhém khang sinh xuét hién trong 21 bao cao.
Céc thubéc can quang trwéc day chuwa tap
trung chu y dén trong theo déi ADR.

3. Phéan tich cdc nhom khang sinh nghi
ng® gay ADR.

Phan tich 21 bao cao ADR ghi nhan co
lién quan dén s& dung cac nhém khang
sinh khac nhau, trong d6, cé nhirng bao
cao nghi ngd do 2 hoac 3 khang sinh khac
nhau két hop trén cung mét bao cao gay
ADR. Téng sb lwot khang sinh nghi ngd gay
ADR la 31 luwot.

* Phén tich ty Ié cac nhom khang sinh
nghi ngo gdy ADR:

Aminoglycosid: 01 (3,22%); cephalosporin:
09 (29,03%); glycopeptide: 01 (3,22%); penicillin:
01 (3,22%); penicillin két hop chéat trc ché beta
lactamase: 16 (51,61%); quinolon: 01 (3,22%);
cac nhom khac: 02 (6,45%).

Két qua phan tich cho thay, ty 1& ADR do
khang sinh penicillin két hop v&i chat (rc ché
beta lactamase gay ra cao nhat (51,61%).
Ty & nay twong trng voi ty 1€ str dung nhém
khang sinh nay trong diéu tri tai bénh vién.

4. Théng tin vé ADR.

Mbi thubc cé thé gay ra mot hoac nhiéu
biéu hién ADR. Méi biéu hién ADR c6 thé
dwoc nghi ngd la hau qua cia mét hoac
mot s6 loai thudc st dung déng thoi.
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Bang 2: Phan tich ty 1& cac nhém biéu
hién ADR thworng gap va cac thubc nghi ngd
gay ra.

sO LOAI THUGC NGHI

BIEU HIEN LUGNG TVLE NGO GAY BIEU HIEN
TREN LAM SANG - (%) . S
(n=36) ADR THUONG GAP
) Khang sinh beta
ROi loan trén da 29 80,56 lactamase, diclofenac,
amikacin
] Can quang, xylocain,
RO4i loan toan than 19 52,78 oxytocin,  albumin
hormon
Réi loan hé than Khang sinh beta
kinh trung wong 11 | 30,56 |jactamase, diclofenac,
va ngoai bién ergometrin
Roi loan duong 02 5,55 Misoprostol, khang

tiéu héa sinh beta lactamase

Réi loan hé théng
ho hap 11

Albumin, ergometrin,
khang sinh  beta
lactamase, vancomycin

30,56

R&i loan tim mach 07 19,44 | Albumin, ergometrin

Réi loan hé

thdng tiét niéu 03 8,33

Hormon, diclofenac

Réiloan v& thigiac| 02 5,55 |Diclofenac

Réiloan phanphu| 02 5,55 | Diclofenac, hormon

Két qud phan tich cho thdy cac triéu
ching, biéu hién 1am sang ADR rd nhét va
hay gap nhét 1a rdi loan trén da (80,56%)
VGi triéu chirng nhw man dé; ngla; di ing...
DPac biét, 01 trwdng hop sbc phan vé do st
dung xylocain 2%. Ngoai ra, can chu y dén
céc biéu hién ADR do céc thubc nhw oxytocin,
ergometrin gay ra, day la nhitng thubc st
dung kha nhiéu trong san khoa.

5. Théng tin lién quan th&i gian xuat
hién ADR.

* Thoi gian xuét hién céc biéu hién ADR:

Nhém phan trng cap tinh (xuat hién cac
triéu chirng trong vong 01 gid sau st dung
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thuéc nghi ngd gay ra ADR): 21 (58,33%);
nhém phan (ng ban cép tinh (xuét hién cac
triéu chirng sau 01 - 48 gi® st dung thubc
nghi ng& gady ADR): 09 (25%); nhém phan
trng muén (xuét hién cac triéu chirng trong
vong 48 - 72 gi¢& sau st dung thudc nghi
ng® gay ADR): 06 (16,67%).

Céac phan (ng cép tinh trong vong 24
gid dau tién sau khi si dung thuéc nghi
ngd gay ADR c6 ty & cao nhat. Hai nhom
ban cép tinh va phan rng muédn cé ty lé
thép hon. Bac biét, nhém phan &ng mudn,
tuy chi c6 16,67%, nhung lai 1a nhém can
quan tdm nhiéu hon do théi quen bac sy
va diéu duwdng thudng chu y dén nguoi
bénh trong vong 24 gid dau, dic biét sau
phau thuat.

6. Anh hwéng ciia ADR dén chét Iwong
cham séc toan dién.

Dién bién va hau qua do ADR gay ra
dwoc phan thanh nhiéu cap do, thé hién
murc dd hdi phuc ctia BN sau khi gap phai
phan (ng c6 hai cia thubc.

* Cép do va hiéu qué xu tri céc biéu hién
héu qua do ADR gay ra:

Hbi phuc khéng ¢é di chirng: 31 (86,11%);
hdi phuc cé di chirng: 02 (5,56%); chwa hoi
phuc, chuyén vién: 03 (8,33%); t&r vong do
ADR: 0.

Viéc phat hién, x& tri kip thoi cac triéu
ching, biéu hién ADR cla thuéc dong vai
trd vd cung quan trong trong chét luong
cham séc toan dién cla co s& y té. Véi viéc
phat hién va x& tri nhanh, 86,11% sbé ca cé
ADR héi phuc khdng cé di chirng. Trong 3
nam, bénh vién x& tri ban dau 3 ca ADR
(8,33%), sau do phai chuyén dén Bénh vién
Da liéu TW tiép tuc diéu tri.
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7. banh gia mirc do can thiép khi co
biéu hién ADR.

Phan I&n cac trwdng hop xdy ra ADR
phéi can thiép bang phac d6 cé s dung
thubc (69,45%). Chi c6 30,55% trwdng hop
can thiép bang cach ngirng thubc nghi ngd
gay ADR.

BAN LUAN

Bao céo tw nguyén ADR theo mau tw
can bd nhan vién y té cho dén nay van la
cobng cu chd yéu dé phat hién va danh gia
nguy co vé tac dung cé hai cta thubc ma
Hoi ddng Thubc va Didu tri bénh vién thu
nhan dwoc [1]. Bé&n canh nhirng mat tich
cwe, hé thdng bao cdo nay ciing con nhiéu
ton tai, ty 1& bao cdo ADR con thdp hon
thwc té gay ra, danh gia khéong dung muc
vé tan suét cia ADR xay ra v&i cac nhém
thudc hodc mét loai thubc ciing nhw murc
doé anh hwdng cda né [7].

Lién quan dén thubc nghi ng® gay ADR,
nhém thudc khang sinh duwgc bao cao nhiéu
nhat (58,33%). Két qud nay twong tw
nghién ctu tai Han Quéc [9]. Trong nhom
nay, khang sinh beta lactamase (bao gbém
cephlosporin) & nhém thudc dirng dau vé
tan suat bao cao (83,86%). Két qua nay
twong ddng véi nghién clru tai nhivng co' s&
y té khac tai Viét Nam [7], cling phu hop voi
md hinh bénh tat dac trwng clia co’ s& ngoai
khoa va két qua kham, diéu tri cia bénh
vién trong 3 nam [3, 4, 5].

Ty 1& ADR lién quan dén cac thubc dac
thu cGa san khoa nhw thubc thuc dé, cam
mau sau dé, thuéc hormon va mot sé thubce
khac con thap. Piéu dé cho thay ty 1é ghi
nhan dwgc va ty |é cé khd nang xay ra trén
thwec té cé sw khac biét, cAn quan tam chu
trong hon.

Hau hét ADR dwoc thu nhan & mirc do
nhe, khéng dé lai di ching (86,11%), d& phat
hién v&i nhirng biéu hién trén da (47,22%)
va phat hién sém trong vong 1 gi& diu sau
st dung thudc (58,33%).

Sé lwong, chat lwgng théng tin trong bao
cdo ADR phu thudc rat nhiéu vao y thirc
cta déi twong thuc hién bao cao [8]. Két
qua nghién ctru nay cho thay da sé bao céo
ADR dugc thye hién nho dwoc st lam sang
phat hién cla trén co s& duyét thubc va
thwc hanh tai khoa ldm sang. S6 lwveong bao
cdo chi dong tir bac sy, diéu dudng chua
cao. Nguyé&n nhan cé thé do tinh trang qua
tai, c6 thé do nhan thirc vé vai tro, trach
nhiém ddi véi bdo cdo ADR chwa day du.
Trong hé thdéng bdo cido ADR cla bénh
vién, vai trd cla diéu dwdng chwa dwoc xac
dinh ding murc, trong khi ho cé vai tro hét
strc quan trong trong viéc phat hién va tham
gia xt tri tich cywc ADR [2, 10].

KET LUAN

TU két qua nghién clu, chang tél rat ra
mot s6 két luan:

- Bwéc dau hé thdng bao cdo ADR tw
nguyén cla bénh vién da thu nhan dwoc 36
bao cao tr cac khoa lam sang trong 3 nam
(2009 - 2011). Bbi twong bao céo chu yéu
la bac sy, dwoc sy 1am sang. Méi quan hé
nhan qua gitra thubc va ADR kha rd rang.

- Ty 1&é ADR do khang sinh gay ra Ién
nhat (58,33%), trong d6, nhém beta lactamase
cao nhéat (83,86%). Ty lé ghi nhan t&» nhém
thuéc ha nhiét, gidam dau, chéng viém non-
steroid; nhém thuéc can quang; thuc dé va
cam mau sau dé van con thap, khéng phan
anh sat thuec té.

- Da sb biéu hién ADR lién quan dén réi
loan trén da (80,56%). Pay la dau hién quan
trong dé diéu dwdng, ho sinh phat hién sém
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va cé thai @6 xtr tri tich cwc ngay khi phat
hién biéu hién ADR.

- Thoi gian biéu hién c4p tinh chiém ty 18
cao nhéat (58,33%). Thai do va x& tri tich
cuc giup cho 86,11% trwong hop hdi phuc
khéng dé lai di chirng.
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