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Phan lap mét sé6 hop chat ti cay Khung khéng (Hovenia dulcis Thunb.) thu hdi é Cao Bang
Bui Héng Cuang’, Trén Thi Phuong Lién', Phuong Thién Thuong®
'Trugng Bai hoc Dugc Ha N6i, *Vién Duoc ligu

Dac diém thye vat va mét sé tac dyng sinh hoc in vitro cua mét loai Tra hoa vang thu hai tai huyén Ba
Che, tinh Quang Ninh
Hoang Quynh Hoa', Tran Van On', Nghiém Buic Trong',
Pham Thi Linh Giang', Ngé Thj Thao?, B6 Thi Thao’
"Trudng Bai hoc Dugc Ha Noi, *Trudng Trung cdp Y duoc Quang Ninh,
‘Vién Cong nghé Sinh hoc - Vién Han lam Khoa hoc va Cong nghé Viét Nam

Dac diém hinh thai va da dang di truyén coa Day hoang lién (Arcangelisia flava (L.) Merr.) & mét vai tinh
mién Nam Viét Nam
Tran Van On’, Hoang Quynh Hoa', Nghiém Bic Trong', D6 Phudng Lan', Khudt Hiru Trung?, Tran Thi Thuy?
'Truéing Dai hoc Dugc Ha Noi, *Vién Di truyén Nong nghiép

Mot s6 hop chét ty nhién phan lap 1 cay Day thia canh la to (Gymnema Iatifolivm Wall. ex Wight) thu
hai & Viét Nam '
Trdn Van On', Pham Ha Thanh Tung’, Nguyén Ngoc Hiéu?, Nguyén Thj Ai Nghia', Nguyén Hiu Buct
"Trudng Bai hoc Dugc Ha Noi, *Khoa Duoc - Bai hoc Quéc gia Seoul, Han Quéc,
"Trueng Bai hoc Y Duoc Hué, *Truong Bai hoc Y Duoc Thanh phé H6 Chi Minh

Nghién cou tac dyng tang cuong hoat tinh estrogen trén chuét cng cdi non va déc tinh cdp cia ré cu cay
San day cu tron (Pueraria candollei var. mirifica (Airy Shaw & Suvat.) Niyomdham)
BaoThi Vui', Nguyén Thu Hang’, Mai Thi Ngoan', Nguyén Quéc Huy?
'Truong Bai hoc Duoc Ha N6i, *Cuc Khoa hoc Cong nghé va Baotao-Bo Y té

Xay dyng phuong phdp xdc dinh dv lvong azithromycin, clarithromycin, sulfamethoxazol, trimethoprim
trong nuoc thai bang LC-MS/MS

Lé Xuan Ky', Tran Thi Linh Anh'"2, Vi Ngén Binh', Nguy®n Thi Ngoc Van®, Théi Khanh Phong®, Nguyén Thi Kiéu Anh’

'Truong Bai hoc Duoc Ha Néi, “Truding Pai hoc Ky thudt Y Duoc Ha Néng

‘Trudng Bai hoc Y Duge Can Tha, *Bai hoc Cong nghé Queensland, Australia

Xay dyng phuong phap xdc dinh mét sé thuée giim dav, chéng viém tron lan trong ché pham déng
dvoc bang sac ky lop méng hiéu nang cao
Bao Thi Cdm Minh'-#, Nguyén Thi Ha*?, Lé Thj Tram’,
Pham Thi Thanh Ha’, Nguyén Thi Kiéu Anh’
"Truéng Bai hoc Y Duoc Hué, *Truong Cao déng Y té Qudng Ninh,
*Truang Pai hoc Duoc Ha Noi

Ray dyng quy irinh xdc dinh acid okadaic trong Vem xanh bang LC-MS/MS
Téng Thi Thanh Vurgng', Vii Ngoc Khanh', Tran Cao Son?, Lé Binh Chi', Lé Thi Hong Hao’
"Truong Bai hoc Duoc Ha Noi, *Vién Kiém nghiém an toan vé sinh thuc pham Quéc gia

Tong hop va thy déc tinh té bao mét sé dan xuat acrylamid mang khung 3-hydroxyimino-2-oxcindolin
D6 Thi Mai Dung, Phan Thi Phuong Dung, Dao Thi Kim Oanh, Nguyén Hai Nam
Trudng Bai hoc Dugc Ha Noi

Tong hop va thy tac dyng gay déc 1€ bao mét sé dan chat halogenoethyl hoa cua curcumin
Pham Thi Hién, Nguyén Binh Luyén, Nguyén Van Hai, Nguyén Binh Quy
Truéng Bai hoc Duoc Ha Noi
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Dao Nguyét Suong Huyén, Nguyén Van Hai, Nguyén Van Manh, Nguyén Binh Luyén
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Tran Thi Lan Huong, D6 Thi Mai Dung, Bao Thi Kim Oanh, Nguyén Hai Nam
Truong Dai hoc Duoc Ha Noi

Xay dung mé hinh QSAR dv dodn tac dung chéng oxy héa cua cac hop chat flavonoid
H6 Bang Phuc', Cao Huy Binh?, Nguyén Ngoc Cau’,
Nguyén Thu Hang?, Pham Thé Hai’, Nguyén Van Phuang’
'Vién Todn hoc - Vién Han lam Khoa hoc va Cong nghé Viét Nam
“Truong Dai hoc Dugc Ha Néi, 'Khoa Duoc- Bénh vién Da khoa Cira Dong- Thanh phé Vinh

Thiét ké, téng hop cac dan chat di vong coa N-(3-methoxy-4-aminoalkyloxyphenyl) thiourea moi
huong 16i thir tac dung e ché enzym Glutaminyl cyclase trong diéu tri bénh Alzheimer
i Tran Phuong Thao', Pham Thé Hai', Hoang Van Hai’
'Trung Bai hoc Dugc Ha Néi, “Pai hoc Quéc gia Seoul, Han Quéc

Tong hop tap chat A cua terazosin
D6 Thi Thanh Thay', Trinh Van Manh’,
Nguyén Thanh Xuan', Nguy&n Hai Nam', Poan Cao Son’
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Nguyén Thiy Hang', Pham Thu Ha?, Nguyén Mai Hoa',
Tran Thuy Ngan', Nguyén Hoang Anh', Nguyén Thi Hong Ha*
'Trugng Dai hoc Duoc Ha Noi, *“Khoa Duoc - Bénh vién Nhi Trung uong

Khao sat thyc trang bae cdo phan ung <6 hai cua thuée coa cac don vi kinh doanh thuée tai Viet Nam
giai doan 2014 - 2015
Nguyén Vinh Nam, Tran Viét Long, Luang Anh Tung, Nguyén Hoang Anh
Truéng Bai hoc Duoc Ha N6i

Tam soat tén thuong gan do thuée thong qua két qua xét nghiém can lam sang tai Bénh vién Hou Nghi
Tran Thi Ngoc', Tran Naan Ha', Mauvén Khic Dar inThuTh Thi Phitana Naac?

'Truong Bai hoc Duoc Ha Noi, “Bénh vién Hiu Nghij
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Nguyén T Son', Lé Van Nguyén' #, Pham Thi Thay Van'
'Truding Bai hoc Duoc Ha Néi, “Bénh vién 71 Trung uong
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Lé Thi Thao', Nguyén Phuong Thuy', Vi Thi Thu Huong?, Nguy&n Hoang Anh'
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Khdo sat so dung khang sinh linezolid tai Bénh vién Bach Mai nam 2015
Boan Thj Phuong’, Lé Van Anh?, Tran Nhan Thang’,
Va Binh Hoa', Nguyén Hoang Anh'
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Ha Van Thuy', Nguyén Thi Song Ha’
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Nguyén Huy Van' %, Vi Huong Thiy?, Lé Quan’, Pham Thanh Ky’
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Khao sat thyc trang bdo ccio phan ung
¢6 hai cua thuéc cua cec don vi kinh doanh
thuéc tai Viet Nam giai doan 2014 - 2015

Nguyén Vinh Nam, Tran Viét Long,
Luong Anh Tung, Nguyén Hoang Anh
Truong Pai hoc Dugc Ha Néi

SUMMARY

In Vietnam, majority of management and research activities in pharmacovigilance has primarily focused on health facilities
while those for pharmaceutical companies has been limited. This study therefore aims to study on ADR reporting activities of
pharmaceutical companies, based ondata from the National Pharmacovigilance database.According the study results, the
number of ADR reports submitted by pharmaceutical laboratories was still limited (contributed to only 7.5%-8% of the total
number of ADR reports) and the quality of ADR reports was generally low. However, despite these limitations, the ADR reports
submitted by pharmaceutical companiesshould be still recognized as a valuable information source because majority of these
reports focused on reporting serious (80.1%), uncertain (97.5%) ADRs. Besides, our observation on its reporting pattern also
indicated that the rate of ADR which requires clinical monitoring and laboratory tests to detect as well as the rate of drugs for
chronic treatment reported in the study sample were high, which were different from previous studies on health facilities
reporitng system. Last but not the least, Last but not the least, our study also found that the reporting trend during the release
of the National Pharmacovigilance guideline in 2016 seemed to be more stable incomparison with this observed in the previous

years through an analysis using the segmented regression model.
Trkhéa: an toan thuéc, canh gidc duoc, don vi kinh doanh thuéc, thuc trang.

Pat van de

Bao cdo tu nguyén phan (ing co hai ctia thuéc
(adverse drug reaction - ADR) dong vai tro trong tam
trong thuc hanh Canh giac Dugc, nham gép phan
dam bao strdung thudc an toan, hgp ly. Trén thuc té,
hoat dong nay chi hiéu qua khi c6 su tham gia tich
cuc ctia nhiéu doéi tac khac nhau. Trong dé, cac doi
tac chinh bao gém nhan vién y té (NVYT), cac don vi
kinh doanh thuéc (BVKDT) va ngudi bénh [12] .

Tai Viét Nam, do chua c6 co s& phap ly cho nguai
bénh bao cao ADR, ngudi bao cao chinh van la NVYT
va BVKDT. Tuy nhién, hai d6i tac nay chua chia sé
dong déu trach nhiém bao cao. Theo théng ké clia
Trung tam Quoc gia vé Thong tin thudc va Theo déi
phan Ung cé hai clia thudc - Trudng Pai hoc Duoc Ha
NGi (Trung tam DI&ADR Quéc gia) trong nam 2014,
s6 luong bao cdo ADR gtii béi cac DVKDT thap hon
rat nhiéu so véi bdi NVYT (640 bao cao so vai 7727
bao cao) [4]. Bén canh do, trén phuong dién nghién
clu, hau hét cac nghién cuu trudc day vé hé théng
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bao cao ADR tai Viet Nam mdi chi tap trung vao cac
co s kham chita bénh (CSKCB) véi déi tuang bao
cao chinh 1a NVYT. Trong khi dé, hoat dong bao céo
ADR ctia cac BVKDT gan nhu chua duoc nghién cuu.
Ngay 01/6/2015, Hudng dan quéc gia vé Canh giac
Dugc dugc Bo Y té dugc ban hanh kém Quyét dinh
s6 2111/QD-BYT danh dau mét budc tién quan
trong. Trong hudng dan nay, vi tri, vai tro va chuic
nang clia BVKDT trong hé thong Canh gidc Duoc da
dugc mé tard rang [1].

Trong béi canh quan ly nha nudc vé hoat dong
Canh giac Dugc clia cac BVKDT da dan dugc chu
trong, viéc nghién ctfu danh gia cac déng gép va han
ché ctia nhom déi tugng nay trong hoat déng bao
cao ADR dé c6 bién phap quan ly phu hop 13 hét stic
can thiét. Trén co s& do, nghién cltu nay dugc thuc
hién vai muc tiéu khao sat thuc trang vé sé lugng,
chat luong va dac diém bao cao ADR ctia cac DVKDT
tai Viét Nam trong giai doan 2014 - 2015.
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Déi tuong va phuong phap nghién civ

Déi tuong nghién ciru

Bao gém tat ca cac bao cao ADR clia cac DVKDT
da gui téi Trung tdm DI&ADR Quéc gia tir ngay
01/01/2014 dén ngay 31/12/2015.

Phuong phdp nghién ciu

Thiét ké nghién ciu: Nghién ciu mé ta cit ngang.

Nguén dir liéu va phuong phdp thu thap di liéu:
Trong nghién c(iu nay, chiing téi trich xuat truc tiép
dif lieu tir co s& dit liéu dién tir vé bao cio ADR tu
nguyén cta Trung tam DI&ADR Qudéc gia. Bén canh
do, dé dam bao tinh khach quan, chinh xac cua
thdng tin va han ché céc sai s6 trong qua trinh nhap
liéu, tat ca cac bao cdo géc déu duogc thu thap va déi
chiéu lai théng tin.

Camau: Toan bé béo cdo ADR clia cac DVKDT da
gui téi Trung tam DI&ADR Quéc gia tir ngay
01/01/2014 dén 31/12/2015, loai trir cic bao cio
bién c6 bat loi va bién c6 bat loi nghiém trong trong
thif nghiém lam sang.

Noi dung nghién ctiu: Cac chi s6 nghién ctiu bao gém:

+ 56 luong, ty trong bao cao ADR hang nam va
xu huéng béo cao trong tiing nam.

+ Co cau bao cao dua trén muc d6 nghiém trong
(theo tiéu chudn ctia ICH-E2D), quy két quan hé nhan
qua, ho dugc ly (theo phan loai WHO-ATC) va biéu
hién ADR (theo phan loai WHO-ART 201 2).

+ Ty Ié bao cao ddy du thong tin theo ting
trudng théng tin cu thé

Phuong phdp théng ké va xtr ly dit liéu:

DEé tinh toan céc chi s6 nghién ciu chinh, cic
bién s6 nghién ciu duogc thu thap dua trén cac
trudng thong tin ciia mét bao cao ADR trich xuat tir
€O & dif liéu dién tir ctia Trung tam DI&ADR Quéc
gia. DU liéu dugc x(r ly bang phan mém Microsoft
Excel 2013 va SPSS 20.0.

Trong qua trinh phan tich va phién giai sé liéu,
cac bién s6 lién tuc sé dugc mé ta théng ké bang gia
tri trung binh, d6 léch chudn, trung vi, gia tri I6n nhat,
nhé nhat, cac khoadng tir phan vi. Cac bién phan loai
sé dugc thé hién béng s6 lugng tuyét déi va tin sust
xuat hién.

Bé déanh gia su thay d6i vé xu huéng béo cao qua
cac thai diém khac nhau, trong nghién ciu nay,
ching t6i sir dung phan tich chudi thai gian gian
doan (Interupted Time Series Analysis). D{ liéu duoc
phan tich dua trén mé hinh héi quy tirng phan
(segmented regression model). Trong do, két qua
dau ra chinh Ia hé s6 géc a gitra cac duong mo ta xu
hudng bao céo trong tiing chudi thai gian.

Két qua nghién cou

56 lugng, ty trong va xu huéng bdo cdo ADR ctia
cdc DVKDT

Két qua khao sét cho thay s6 Iugng bao cédo ADR
gui bdi BVKDT giai doan 2014 - 2015 dat murc 640-
723 bao cdo, chiém ty trong 7,5 - gan 8% trén téng
s6 bédo cao (gui bai NVYT va BVKTDT) (bang 1).

o 250 i {
b 1 |
o 1
ol
o
@« 200 a = 84,167
p <0,001
150
-
100
o ® 637,7
3 Y=2,6x+ 188"
- P = = = °
o L e | Thing
1/14 9/14 12/14 1715 9/15 12/15
* T1-9/2014 * T10-12/2014 © T1-9/2015 * T10-12/2015

Hinh 1. Xu huéng bdo cdo ADR hdng nam cia cdc BVKDT
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Bdng 1. S6 Iugng va ty trong bdo cdo ADR hang nam
cta BVKDT trén téng sé bdo cdo giai doan 2014 - 2015

Bdng 3. Cdc phan nhém duoc ly duac bdo cdo ADR nhiéu nhat
trong nam 2014 -2015

2014 2015
56 lugng bao cao qui tir don vi
kinh doanh thudc 123
Tong 56 bdo cao ADR 8513 9266
Ty 18 % trén tong so bao cao ADR 752 780

Vé xu hudng bao cdo, két qua khao sat cho thdy,
trong nam 2014, s6 lugng bao cao trong giai doan
ba thang cu6i nam c6 xu hudng tang |én so vdi giai
doan chin thang dau nam (a = 84,167), su khac biét
la c6 y nghia théng ké (p < 0,05). Sang dén nam 2015,
mac du 3 thang cudi nam van ¢ xu hudng bao cao
nhiéu (o« = 21,893) nhung su khac biét nay khong cé
y nghia thong ké (p > 0,05) (hinh 1).

Co'cdu bdo cdo

Két qua khao sat cho thay, trong 1363 bao céo
dugc guii bdi BVKDT dén Trung tam DI&ADR Quéc
gia giai doan 2014 - 2015, c6 tdi 80,1% s6 bao cédo
tap trung vao cac truong hgp ADR nghiém trong
(gay ti vong, de doa tinh mang hoac nghiém trong
khac nhu nhap vién). Bén canh do, két qua khao sat
cliing cho thay da sé cac ADR duoc bao céo déu
thudc cac nhom c6 thé/khéng chiac chin hoac
khéng thé/chua phan loai dugc theo quy két nhan
qua clia ngudi bao cdo (97,5%) (bang 2).

Bdng 2. Co cau bdo cdo theo muic dé nghiém trong va quy két
quan hé nhan qua cua ngudi bao cdo

S6 lugng
Phan loai theo (%)
n=1363
Miic dé nghiém trong
Titvong/de doa tinh mang 250(18,3)
Nghiém trong khdc (khong gdy tir vong/
de doa tinh mang) 822{62.5)
Khang nghiém trong 261(19,2)
Quy két quan hé nhdn qud
Chdc chan/cd khd nang 75(5,5)
(6 thé/khang chac chan 479(35,2)
Khong thé phan loai/chua phan loai 809 (62,3)

Vé cac nhom dugc ly dugc bao cao nhiéu nhét,
két qua nghién ctiu cho thay cac phan nhém duoc ly
dugc bdo cdo nhiéu nhat da s6 tap trung vao cac
thudc diéu tri bénh man tinh nhu ung thu (LO1X,
LO3A, LO4A), tim mach (C09C, C09D, BO1A), dai thao
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Ma . . S6 lugng

I Sanc ) Nse duncly (%) n=1363

1 LOIX (a(' hda chat chong ung thu 356 (26,1)
khac

2 BO5B Dich truyén tinh mach 154(11,3)
Thuoc tac dong chuyén héa

3 Mo05B SRR 84(6,2)
muoi khoang

4 L03A (e?c cyf?kln.va cac chat diéu 776.7)
hoa mién dich
Tacnhén tc ché mién

5 L04A dich 73(54)
Céc chat doi khang

g Lot angiotensin Il (don chat) 62(46)

; 0B Th}noc udng giam glucose 193,6)
mau

8 BO3X (ag thuoc chdng thiéu mau 3727)
khac

9 BOTA  Thudc chong huyét khoi 36(2,6)

0 oo Cac chat doi khang 33(24)

angiotensin Il (phai hop)

duong (A10B) va cac thudc diéu tri loang xuong
(M05B) (bang 3).

Bén canh do, khao sat vé cac biéu hién ADR trong
céc bao cao cho thay trén téng s6 2333 ADR trong
1363 bdo cao, cac biéu hién truc quan, dé nhan biét

Bdng 4. Cdc biéu hién ADR nhiéu nhdt trong nam 2014 -2015

Ma = 15 S6 Iuang (%)
L S0C Biéu hién ADR n=2333
1 1810 Roi loan toan than 514(22,0)
2 0600 Roi loan hé tiéu hoa 233(10,0)
3 0100 Réi loan da va mé dudi da 192(8,2)
4 1010 Rai loan tim mach 152(6,5)
5 0410 Roi loan hé TKTU va ngoai bien 150 (6,4)
6 1700 Ung thu 131(5,6)
7 1100 Rdi loan hé ha hap 129(5,5)
8 0500 Roi loan tam than 82(35)
Rai loan chuyén héa va dinh
9 0800 dudng 72(3,1)
10 1220 R?! Io?n bach cdu va hé vong 64(27)
noi mo
1 1230 Ro.l loan hé dong mau - chay 57(24)
mau
12 0200 Rai loan hé co-xuong-khdp 56(2,4)
13 1300 Rai loan hé tiét niéu 55(2,4)
14 0700 Roi loan hé gan mat 50(2,1)
15 1210 Roi loan hang cau mau 50(2,1)
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nhu réi loan toan than (22,0%), réi loan tiéu hoa
(10,0%) va réi loan da/mé dudi da (8,2%) chiém ty lé
bédo céo phé bién. Mac du vay, két qua nghién cu
cling chi ra rang cac ADR can dugc phat hién qua
tham kham chuyén biét va/hoac xét nghiém can lam
sang hé trg chan doan nhu réi loan chuyén héa, réi
loan hé tao mau, réi loan hé gan mat va tiét niéu
dugc bao cao kha phé bién (bang 4). Trong téng hop
dur liéu vé tat ca cac ADR duoc béo cao, chiing toi
nhan thay cé téi 31,0% cac biéu hién ADR thudc
nhém nay.

Ty Ié bdo cdo day du théng tin

Ty lé bao cao day du théng tin theo timng truong
thong tin trong bao cao ADR dugc thé hién trong
hinh 2.

Két qua khao sat cho thdy “biéu hién ADR’,
“thudc nghi ngd” va “ngay bao cao” la cac truong
thong tin dugc bao cao day di nhat (ty Ié béo cao
day du thong tin > 90%). Bén canh do, nghién ctu
cing ghi nhan that nhiéu truéng théng tin quan
trong dé tham dinh quan hé nhan qua gitfa thudc va
ADR c6 ty lé bao cdo déy du théng tin thap, bao gém
"két qua sau xu tri” (53,6%), “thai gian xay ra phan
ung” (52,5%), “cach xu tri ADR” (31,3%), “tién su”
(30,7%), “thong tin vé xét nghiém” (25,5%) va “théng
tin vé thuéc dung kem” (13,4%).

Ban luan

Vé cdc két qua chinh cta nghién ciru

Bao cao ADR da va dang dugc nhin nhan la hoat
dong trong tam clia cac hé théng Canh gidc Duoc
nham gép phéan dam béo st dung thuéc an toan,
hiéu qua va hop ly. Y thitc dugc diéu nay, tai nhiéu
qudc gia trén Thé gidi, hoat dong nay da nhan duoc
su quan tam ctia cac dai tac khac nhau trong dé c6

cac BVKDT [6], [8]. Tuy nhién, tai Viét Nam, su dong
gop cla cac DVKDT cho hoat dong bao cao tu
nguyén ADR ndi riéng va hé théng Canh giac Dugc
noi chung con nhiéu han ché.

Vé mat s6 lugng, két qua nghién citu ca ching
toi da chi ra rang, trong giai doan 2014-2015, s6
lugng bédo cao gli tir cac PVKDT chi dao dong
khoang 700 bao cao méi nam, chua bing 1/10 s6
lugng bao cdo guri bdi NVYT. So véi giai doan 2012-
2013, mac du s6 béo céo tang dang ké (3,3 lan), ty
trong bao cao gan nhu khéng cé su thay déi (dao
dong tur 7-8%) [4]. Diéu nay c6 thé giai thich do
trong giai doan 2014 - 2015, di1 s6 lugng bdo céo
clia BVKDT c6 chiéu hudng cai thién song s6 lugng
bdo cao clia NVYT lai ¢6 su gia tang vuot bac dudi
tac dong ctia quy dinh mdi vé thuc hanh Canh giac
Dugc cling nhu cac hé tro vé vat chat va ky thuat
trong khuon khé du én “Hé trg hé théng Y té” do
Quy toan cau tai trg tai Viet Nam [2]. So vdi cac
nghién ciu tuong ty trén thé gisi, cé thé thay ring
déng gop vé s6 lugng béo cao clia cac DVKDT cho
hé théng Canh giac Duoc Viét Nam con nhiéu han
ché. Trong nghién ctu Ozcan tai Thé Nhi Ky, s6
lugng bao cao ADR clia cac BVKDT Ia xap xi NVYT
[9]. Bén canh d6, mot s6 hé théng Canh gidc Duoc
lai dua chu yéu trén nguén béo cdo clia doanh
nghiép nhu Indonesia hoac Nhat Ban theo quan sat
cla Biswas vé cac hé théng Canh giac Duoc tai
Chau A [7].

Bén canh nhiing han ché vé sé lugng, két qua
nghién clu cling cho thay chat luong béao co cla
cac DVKDT con thap khi nhiéu théng tin quan trong
trong bao cdo bi bo sét, dac biét 1a cac thong tin
can thiét cho tham dinh quan hé nhan qua gilta
thubc va ADR. Mac du su thiéu hut théng tin c6 thé
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dugc ly gidi rang DVKDT, khac v6i NVYT, khong phai
la nguai truc tiép kham chira bénh va gdp khé khin
trong ti€p can thong tin y khoa, han ché nay sé lam
cho hoat dong bédo cdo ADR ctia BVKDT mét di y
nghia. D€ khac phuc diéu nay, tai nhiéu qudc gia
trén thé gidi, cdc DVKDT thudng chu déng trién
khai cac ké hoach canh giac dugc 16ng ghép trong
cac chuong trinh quan ly nguy co hodc cac nghién
clu an toan & giai doan hau mai déi véi cac thudc
c6 yéu cau giam sat hau mai chuyén biét [9]. Trong
cac chuong trinh nay, cac théng tin can thiét cho
mot bao cao ADR sé dugc nhan manh vai NVYT va
gidm sat chat ché, qua d6 han ché duoc viéc mat
mat thong tin cla cac hé théng bdo cdo ADR tu
nguyén mang nhiéu tinh thu déng. Trén ca s& d6,
ching t6i dé xuat cac DVKDT tai Viet Nam c6 thé
thr nghiém trién khai cac gidi phap nay dé nang
cao y nghia clia hoat dong bdo cado ADR.

Méc du ton tai cac han ché ké trén, qua nghién ciu,
chiing téi nhan thay rang bao cao ADR clia DVKDT van
can dugc nhin nhan la nguén tham khao cé gia tri va
can dugc tiép tuc khuyén khich vi cac ly do sau:

Thi nhdt, bdo céo ADR cta PVKDT Ia ngudn
thong tin tiém nang cho hoat dong quan ly nguy co
ctia thudc. Khac vdi cac bao céo ctia NVYT khi da s6
bédo céo vé cac ADR nhe/khong nghiém trong, hon
80% bao cao ADR gti béi BVKDT trong giai doan
2014-2015 la cac bdo cdo ADR nghiém trong, trong
dé nhiéu trudng hop tir vong/de doa tinh mang. Bén
canh d6, khdo sét clia chiing téi chi ra rang cé téi han
95% s6 lugng bédo cao nay chua khang dinh hoic
khong chac chdn vé méi quan hé nhan qua giira
thuéc va ADR. Trong thuc hanh Canh giac Duoc, dé
nhan dién cac ADR c6 y nghia vé y khoa, trong tam
nghién ctu thudng tap trung vao cac ADR nghiém
trong, ngoai du kién va chua khdng dinh duoc chéc
chan méi quan hé nhan qua tai thai diém phat hién
[11]. Do d6, bao cao clia BVKDT c6 thé la nguén
thong tin rat cé gia tri d€ phat hién va nhan dién céc
ADR nay, qua dé nang cao nang luc clia hé théng
Canh giac Dugc Viét Nam vé quan Iy va giam thiéu
nguy ca cla thudc.

Thdr hai, m6 hinh bao cdo ADR clia DVKDT c6 tinh
doc 1ap va mang tinh b6 sung, hoan thién hod cho
mo hinh bédo cdo clia cac NVYT. Cu thé, nghién ctu
cla chiing téi cho thdy cac phan nhém duoc ly dugc
DVKDT bao cdo nhiéu nhat cht yéu la cac thudc diéu
tri bénh man tinh, khéng truyén nhiém nhu ung thu,
tim mach, déi thao dudng va lodng xuong. Diéu nay
hoan toan khac biét so véi mé hinh bao cdo cla
NVYT tai Viét Nam khi cé t6i gan 80% s6 bao céo tap
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trung vao cac thuéc khang khuin toan than [4]. Do
dé, c6 thé khdng dinh réng bén canh céc bao cdo
ADR cta NVYT, bao cdo ctia BVKDT la mét nguén
thong tin gia tri, gitp b sung théng tin vé an toan
cUa cac thuéc diéu tri bénh man tinh.

Thir ba, cac bao cao ctia cadc BVKDT c6 thé gilp
cung cap thém cac théng tin vé cac trudng hop ADR
khoé phat hién (can phai tham kham chuyén biét
va/hodc thuc hién xét nghiém can lam sang hé trg
chédn doan). Theo két qua nghién ctu, ty 1& cac ADR
khé phat hién chiém t&i hon 30% trong téng s6 cac
ADR dugc bdo cao bai BVKDT va chi dudi 10% & cac
ADR dugc bdo cdo NVYT [4]. Diéu nay c6 thé do tai
cac BVKDT thudng cé nhan vién chuyén trach hoat
déng bao céo ADR dé nang cao tinh chuyén mon
héa ctia hoat dong theo doi va phat hién cac ADR.
Trong khi d6, & cac CSKCB, ngudi bao cdo chinh
NVYT do kiém nhiém nhiéu vai trd sé gap nhiéu tré
ngai vé thai gian, nguén luc va ky nang dé phat hién
va bdo cdo cac ADR.

Thir tu; mac du hién tai con nhiéu bat cap, nang
cao chat lugng hoat déng bdo cdo ADR cla cac
DVKDT lai dé dang thuc hién hon so véi tai cac co s&
kham chira bénh. Khac véi cac CSKCB khi viéc bao
cédo ADR mang tinh tu nguyén cia ngudi thay thuéc,
doi véi cac BVKDT, bdo ddm an toan cho nguai su
dung thudc la trdch nhiém bt budc va chiu anh
hudng sau sac hon bdi cac can thiép cla co quan
quan ly. Két qua nghién ctu ctia chiing t6i cling cho
thady phan nao thuc té nay. Cu thé, trong thdi gian
ban hanh Huéng dan quéc gia vé Canh gidc dugc
(2015), hoat déng bdo cdo ADR clia BDVKDTc6 xu
huéng déu dan va trat tu hon. Diéu nay thé hién &
su phan bé tuong d6i dong déu vé s6 lugng bao céo
ADR gilta cdc thang trong ndm 2015 va han ché dugc
hién tugng gtii dén bao cdo lam gia tdng dot bién s&
lugng bao cao vao cudi nam nhu & nam 2014.

Vé gid trj cia nghién ciu va trién vong thuc hién
cdc nghién citu tiép theo

Xét vé gia tri thuc tién, nghién ctiu cdia ching toi
da c6 nhiéu phat hién quan trong vé hoat déng béo
cao ADR cuia cac BVKDT tai Viét Nam. Trong nghién
clu nay, ching t6i da sir dung ca s& dit liéu tai Trung
tam DI&ADR Qudc gia la dau méi dit liéu vé bao céo
ADR tai Viét Nam. D€ han ché sai s6 do nhap liéu, tat
cd cac di liéu thu thap trong nghién ctiu déu duoc
ra soat va doi chiéu lai théng tin so véi béo cao géc.

Tuy nhién, c6 nhiéu cau héi nghién cdu vi nhiéu
nguyén nhan khach quan chua dugc giai quyét triét
dé trong nghién ctiu nay va can tiép tuc dugc lam ré
trong cac nghién cuu tiép theo:



Thu nhat, mac du da chi ra su khac biét vé mo
hinh bao cdo ctia cac DVKDT so véi ctia NVYT, nghién
cuu cla chdng téi chua dua ra duoc nguyén nhan
cho su khac biét nay. Mot diém kha thu vi Ia khi so
sanh vdi cac mé hinh bao cao ADR trén Thé gidi
trong nghién cliu ctia Aagaard, ching téi nhan thay
mo hinh bao céo ctia cac DVKDT tai Viét Nam lai kha
tuong déng véi mo hinh bao cdo phd bién tai cac
nudc phét trién [5]. Méc du ¢6 thé dua ra gia thuyét
rang cac DVKDT thudng bao cdo la cac cong ty dugc
phém da quéc gia do d6 ¢é xu hudéng chd trong cac
thuéc/nhém thudc cé quan ngai vé nguy co trén quy
mo toan cau, viéc thuc hién cac nghién cdu sdu hon
tim hiéu ro cac nguyén nhan nay la rst can thiét.

Thar hai, méc du da phan nao cho thay cac anh
hudng nhét dinh cia co quan quan ly [én hoat déng
bao cao ADR clia cac DVKDT, phan tich cta ching toi
chua danh gia dugc tinh bén viing clia tac dong nay.
Han ché nay do nguyén nhén khach quan la tai thoi
diém chung t6i thuc hién nghién cdu, di liéu vé s6
lugng bdo cdo mai cap nhat téi thang 12 nam 2015.
Do d9, viéc bé sung dif liéu vé sé luong bao céo
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trong nam 2016 dé danh gia cac thay d6i trong ngén
han va vé lau dai trong mé hinh héi quy timg phan
can tiép tuc dugc trién khai. Bén canh d, can lam ré
rdng nghién cdiu ctia ching toi chi giup dua ra gia
thuyét vé tac dong ctia quan ly téi hoat déng béo
céo ADR. Dé chiing minh dugc tdc dong nay can mot
nghién ctiu sdu hon, trong thdi gian dai hon va thiét
ké bai ban hon dé loai trir cac bién nhiéu (cac can
thiép/su kién khac c6 thé anh hudng dén xu huéng
bao cdo ADR) trong thai gian nghién cuu.

Két lvén

Nhin chung, hoat déng bao céo ADR clia cac
DVKDT con cé han ché nhat dinh vé sé luong bao
cdo. Mac du vy, nguén béo cdo nay van nén duoc
nhin nhan la quan trong va cén dugc ting cudng
trong thdi gian tdi do c6 nhiing y nghia dac biét vé
y khoa cling nhu c6 tinh b6 sung tét cho cac bao cao
ADR ctia NVYT tai Viét Nam. D& hiéu ré vé mé hinh,
hoat dong bao cdo ADR clia DVKDT va tic dong cla
co quan quan ly téi hoat dong nay, can tiép tuc thuc
hién cac nghién ctru sau hon.
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