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TAM QUAN TRONG CUA CANH GIAC DUQC

Canh giac dwoc
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LICH SUF XAY DUUNG HE THONG CANH GIAC DUQOC
TAI VIET NAM
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CAC VAN BAN PHAP QUY

Luat Dwoc Quyét dinh

Coéng van 3
Thong tw 991/Qb

Théng tw
08/BYT-TT

by 13/2£$$ITT- BYT)

Chtrc nang,
nhiém vu
cua Hoi
dong thudc
vabT

- HDT&DT
td chirc don
vi théng tin
thubce (DIU)
va theo doi
ADR.

- Hwéng dan
t6 chirc hoat
déng cua
DIU trong BV
— Tt ca cac
BV phai
thanh lap
DIU.

Quy dinh vé
cac van dé

lién quan dén

TTT trong hé
théng vy té,
trong do co
DIU BV

Thanh lap
Trung tam
quoc gia vé
TTT va theo
déi ADR

(DI (}’ADR)‘




MOT SO VAN PE CON TON TAI CUA
HE THONG CGD O VIET NAM

W h thanh nhwng

« Chuwa toan dién (thiéu nhiéu mat xich)
» Chua co sw két noi chat ché,, chua két ndi voi cac chuong trinh y té, thiv
nghiém lam sang, thuéc y hoc co truyén...

Khung phap ly va cac huwéng dan chuan: da dé cap nhung

» Chuwa quy dinh day du vai tro cia tivng thanh phan trong hé thong va co ché
hoat dong ctia hé thong

« Thiéu nhirtng hwdng dan mang tinh thwe hanh cho cac hoat ddng trong tién trinh
CGD

CSVC va nhan lyc: da dwoc ho trg nhwng
« Chwa c6 TT khu vuc, thiéu can bd chuyén trach & tuyén co sé&
« Han ché vé ky nang chuyén sau & can bd lam CGD

Nhan thirc ciia CBYT va céac doi tac: da tham gia nhung
« Chuwa tich cwc tham gia vao hé théng
« Han ché trong nhan thirc vé tdm quan trong va pham vi CGD

Hé thong bao cao tw nguyén va phan hoi théng tin: da hinh thanh nhwng
« S6 lwong, chat lwong bao cao chwa cao; méi dirng & hinh thirc bao cdo ADR
« Chwa tao dwoc co ché phan héi théng tin cé hiéu qua




HE THONG THONG TIN THUOC VA CANH GIAC DU'OC TAI VIET NAM

2009, Trung tdm DI&ADR Qudc gia ra doi

Quyet tam Ccua BO Y te:

Tang cwdng va phat trién hé thong Canh giac dwoc
Viét Nam

e

Ké hoach tong thé Cing co6 va phéat trién

Hé thong dam bao an toan thuoc/Canh giac dwoc
tai Vlet Nam dén nam 2015, tam nhin dén nam 2020




HE THONG THONG TIN THUOC VA CANH GIAC DU'Q'C TAI VIET NAM

Muc tieéu chung

Xay dwng hé thong DI & PV toan dién n
dam bao an toan tr

Huéng t6i mot hé thong
Théng tin thudéc va Canh giac Dudc toan dién

WHO
Cac sang kién toan cdu
Cac thé ché hé trg tai chinh
Cac cd quan bo
Cac nha tai trg

Cac cd sd dio tao va nghién ciu
Cac hdi nghé nghiép y té
Céc 18 chifc céng déng
Cac cd quan bao chi




HE THONG THONG TIN THUOC VA CANH GIAC DU'Q'C TAI VIET NAM

Muc tiéu cu thé

Nang cao hiéu qua cham séc¢c va dam bao an toan cho bénh nhéan trong
qua trinh str dung thuoc

Phat hién cac van deé lién quan dén sir dung thudc, cung cap va phan
hoi théng tin kip th&i

nham ngan ngtra, giam thiéu nguy co’ va téi da héa loi ich caa thuéc

Gé6p phan danh gia i ich, nguy co, hiéu qua va tinh an toan cta thuéc >
Khuyén khich str dung thudc an toan, hop ly va c¢é hiéu qua )

0606 6

ThL’lg day nhan thire, giao duc va déo‘tao lam sang trong Canh giac Dworc,
truyén thong c6 hiéu qua den cdng dong




MO HINH HE THONG CANH GIAC DU'O'C TAI VIET NAM
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MO HINH HE THONG CANH GIAC DU'Q'C TAI VIET NAM
Chu trinh xtr ly va phan hoi théng tin

Trung tam DI & ADR Quéc gia,
Cac trung tam khu vwec,

An toan thuéc Cac hoéi dong chuyén mén

Canh giac dwoc

Khiém
khuyét chat
Iwong thuéc

Sai sét trong
st dung
thuoc

Théng tin thuéc

Hé thong bénh vién, nha
thuoc, khoi cong ty dwoc va
bénh nhan

10y ueyd

10y ueyd

+Cuc quan ly dwoc

Ra quyét dinh quan ly

< Vién kiém nghiém thuéc Trung Uong

+Cuc quan ly kham chira bénh




CAC GIAI PHAP DU KIEN SE TRIEN KHAI
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-Cung co ’A\ -Tang
hoat dong cuong dao
clia mang tao dé ]
lwéi CGD nang cao *Day manh
qudc gia nhan thirc truyén
va ky «Cling cb théng va
Tang nang cla hé théng giao duc
cuwdng CBYT bao cao toi tat ca
CSPLy va trong hoat tw nguyén cac tuyén
cac HD ddéng dam va thiét 1ap co s&' va
chuan lién bdo ATT tai co ché cong dong
quan dén Cac cO s& phan hoi
hoat déng diéu tri c6 hiéu
CGD va an qua trong
toan thudc cac van dé
an toan




CAC GIAI PHAP- Hoat djng cu thé

@/ Cung co hoat dong cua hé thong CGD quoc gia
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Trung tam Quoc gia vé
thong tin thuoc va theo
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Cac chuong trinh y

Trung tdm khu vuc Trung tdm khu vuc Trung tdm khu vuc té quéc gia
mién Nam khu virc mién Trung mién Bac (HIV/AIDS, lao, sbt
ret)
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Cac bénh vién va
trung tam y té cua
tinh, huyén, tu nhan

- J

trung tim y té clia
tinh, huyén, tu nhan
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PHAT TRIEN HE THONG THEO MO HINH MOT PAU MOI

La don vi dau nganh gitip Bo Y té
phat trien hé thong toan dién trén ca nwéc

Q Tang cwong nhan

o thirc va dao tao ve
o TTT&CGD cho CBYT

Xay dwng va
khai thac CSDL Q
vé TTT&CGD Oo

TT DI&ADR

XD nang Iwc hoat déng

cho TTQG, TTKYV, cac G

DIU tai BV ‘
Nghién ctru khoa

hoc, hop tac quoc te




CAC GIAI PHAP- Hoat dong cu thé

@ Cung co hoat déng cua hé thong CGD quoc gia

Cung c6 hoat dong Trung tam DI&ADR Quoéc gia va Héi dong CGD Quoc gia
(CSVC, céng cu va nhan lwc/ky nang chuyén mén)

Xay dwng va trién khai hoat dong ctia cac Trung tam khu vwe
(CSVC, céng cu va nhan lwc/ky nang chuyén mén)

Cung c6 va kién toan hoat ddng cua Pon vi TTT va Hoi dong thudc & diéu tri &
bénh vién theo hwo’ng dam bao an toan thuéc trong cac co’ s& diéu tri

Két néi dé trién khai cac hoat déng dac thu trong cac chwong trinh y té Quoc
gia, thuw nghlem lam sang, thuéc y hoc cé truyen...




CAC GIAI PHAP- Hoat dong cu thé

@ Tang cqﬁb’ng co s& phap ly va cac hu’()’ng dan/qui trinh lién
quan dén hoat dong CGD va an toan thuoc

Xay dwng Chinh sach Quoc gia vé
dam bao ATT/CGD dé tao CSPL cho hé
thong CGD va phan anh dugc vai tro
ctiia moi doi tac trong hé thong

Xay dwng mot s6  huong dan qubc
gla/quy trinh chuan qudc gia(Huwong
dan qudc gia vé dam bao ATT, GPP-
Thwe hanh CGD t6t) dé nhat quan
quy trinh hoat déng cua hé thong




CAC GIAI PHAP- Hoat dong cu thé

' Tang cwdng dao tao dé nang cao nhan thirc va ky nélng cua
CBYT trong hoat ddng dam bao ATT tai cac co’ s& diéu tri

Xay dwng tai liéu dao tao cho cac doi twong CBYT khac nhau (dao tao chinh
quy/lién tuc, dao tao cho CBYT néi chung/dac thu, dao tao cho CB CGD &
doanh nghiép...)

N

Pao tao ky nang ToT cho cac can bo chuyén trach tham gia giang day

NS

Tién hanh mé cac khéa dao tao cho cac doi twong CBYT khac nhau dw¢i cac
hinh thirc khac nhau (dao tao tap trung, dao tao tai ché...) va theo 16 trinh.

N

Long ghép trong cac hoat dong trau doi chuyén mo6n cua CBYT tai cac CSDT
dé lién tuc nang cao nhan thirc va ky nang ciia CBYT vé CGD




CAC GIAI PHAP- Hoat djng cu thé

Cung co hé thong bao cao tw nguyén va thiét 1ap co ché
7 phan hoi c6 hiéu qua trong cac van dé an toan thuoc

Chuan héa cac biéu mau bao cao (twong lai hwong téi co mau bao
cao cho bénh nhan, cho tirng chwong trinh y té, TNLS, phoi nhiém
thuéc & PNCT.. )

Chuan hoa cac quy trinh chuan tai ttrng mat xich cua hé thong dé
nang cao chat lwong hoat dong

ly bao cao dé két ho’p v&i cac quy trinh moét cach cé hleu qua

Hoan thién co’ che phan hoi, hinh thirc phan h0| dé phan hoi kip
thoi gitra cac_ doi tac va téi CBYT trong cac vdé ATT (phan hoi
khan, phan héi dinh ky...)

Tién hanh cac nghién ciru danh gia str dung thuoc

Q Nang cap co s& div liéu lwu trir bao cao ADR va cac b cong cu xuwr




CAC GIAI PHAP- Hoat dong cu thé

@ Day manh truyén théng va gido duc téi tat ca cac tuyén co
/' s& va cdng dong

Pay manh xuat ban an pham vé an toan thuoc
(ban tin CGD dinh ky, sach chuyén nganh, cac
loai an pham co6 hinh anh minh hoa...)

Phan phat cac tai lieu mang tinh tuyen truyenl
giao duc t&i tat ca cac tuyen y té va cong dong

(to’ rovi, ap phich, CD-ROM...)

Thwc hién cac chwong trinh truyén thong nang
cao nhan thirc cho cong dong trén séng phat
thanh, truyen hinh




PANH GIA HIEU QUA HOAT PONG

Xay dwng b6 tiéu chi danh gia hiéu qua cta moi hoat
dong/bién phap, tr dé6 danh gia nang Iwc cua hé
thong

Du kién st dung bd cdng cu IPAT (Indicator-Based
Pharmacovigilance Asessment Tool)

— la cAm nang tap hop cac tiéu chi mot cach co hé

thong dé danh gia mang lwéi CGD & cac nwéde dang
phat trién



NHUNG PIEU KIEN PAM BAO THUC HIEN

Van ban
phap quy
va cac tai
ligu
chuan
chuyén
mon

Sw tham
gia va
cam ket
phoi hop
cua cac
doi tac
trong hé
thong




BUOC PAU TRIEN KHAI KE HOACH THUC HIEN (2011)

T
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HOI THAO
71 MG AN LU AN AN THUE VA CANH GIAC DG TAVET A

WORKSHOP ON
STRENGTHENING SAFETY AND PHARMACOVIGILANCE NETWORK FOR MEDICINES IN VIETNAM

14 - 17 December 2010
HANOI UNIVERSITY OF PHARMACY - 13 - 15 LE THANH TONG - HA NOI

_ , CAM KET DPONG THUAN
Veé viéc phoi hop trong ting cwdng mang lwéi An toan thuoc
va Canh giac Dwoc tai Viét Nam




BUOC PAU TRIEN KHAI KE HOACH THUC HIEN (2011)

THANH LAP TRUNG TAM KHU VU'C PHIA NAM

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc ldp - Tw do - Hanh phic

sé: 94 1Qp-BYT

Ha Noi, ngay /1

: QUYET PINH
Ve vigc thanh 1ip Trung tAm khu viec vé théhgStin-tHrmd
va theo ddi phén @ng c6 hai ciia thuc thanh phé Hd Chi Minh
trye thude Bénh vién Chg Riy




BUOC PAU TRIEN KHAI KE HOACH THUC HIEN (2011)

DU AN
HO TRO' HE THONG Y TE DO QUY TOAN CAU TAI TRO’
(GIAI POAN 2012-2016)
TIEU HOP PHAN CANH GIAC DUOC

PHARMACEUTICAL SYSTEMS STRENGTHENING

AND PHARMACOVIGILANCE
INFORMATION NOTE




RAT MONG MUON NHAN bUOC

SU HOP TAC VA HO TRO T CAC bOI TAC

Trung tam Quoc gia vé Thong tin thudc va theo d6i phan (ng ¢6 hai
cua thuoc (The National DI&ADR Center)

Trieong DH Dwoc Ha noi
Téng 3, tba nha GMP, 13 — 15 Lé Thanh Tdéng, Hoan Kiém, Ha noi
Pién thoai: 04 3 9335618; Fax: 04 3 9 33 5642

Email; di.pvcenter@vnn.vn

Website: http://canhgiacduoc.org.vn/

(DIGADR)


mailto:di.pvcenter@vnn.vn

Va ghé tham:

Hii dép Liénhé Sodbweb
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BEO ¥ TE B/
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CAC TIH KHAC

Chi dao cia Thiy trwéng Cao v S phdi hop statin-macralid wva hai
Minh Quang ve trién khai hoat chirng tigu co wén cap
dgng cta Trung tam DI & ADR v Thudc ching trdm cam: Mooy co gy

Quéc gia g

= hn:rnxmu.ttharjg Trufng tam B v Tr lai van J& nguy co phan tng nhay
ADR Gude gia chinh thire khai cam viri anh sang khi i dung
trireng va di vao hoat ddng, ngay Ketoprofen bii tai chi
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