ey YA CHivy g, e
- S U,
& [ o] B

cuinm sici Y TE

ISSN 1859-2643

o Danh muc thuéc y hoc ¢8 truyén bao hiém y té chi tra -
Nghién citu truéng hop: Trung Quéc, Nhat Ban, Han Quéc
va Dai Loan

« Tong quan kinh nghiém thé giéi vé xay dung tiéu chi va
quy trinh lua chon thudc y hoc ¢é truyén dua vao danh
muc thuéc thuéc pham vi bao hiém y té thanh toan

« Tong quan két hop y hoc ¢d truyén va y hoc hién dai trén
thé giGi

o Thuc trang két hop y hoc ¢d truyén va y hoc hién dai tai
Viét Nam

« Téng quan vé thuc trang hoat déng kham chita bénh y hoc
¢d truyén nhan dao chia cac té chiic ton giao tai Viét Nam

« Tong quan vé mét sé yéu té anh huéng téi hoat dong
kham chita bénh y hoc ¢4 truyén nhan dao cia cac té chiic
ton giao tai Viéet Nam

« Tdng quan cac van ban vé quan ly thiét bi y té tai Viét Nam

« Téng quan kinh nghiém quéc té trong quan ly trang thiét bi
y té sau khi luu hanh trén thi truong

 Thuctrang xe citu thuong, thudc va trang thiét biy té phucvu
hoat déng cap cifu truéc vién tai Viét Nam

50 29 2020






e \OC VA Chigy S,
)
. Vo dWP
N Ty o
Tih NHiN Th

1k ip VT Al

TONG BIEN TAP
GS. TS. Lé Quang Cuodng

PHO TONG BIEN TAP
ThS. Vii Thi Minh Hanh

BAN BIEN TAP
TS. Trin Thi Mai Oanh
TS. Nguyén Khanh Phuong
TS. Khuong Anh Tuén

TOA SOAN
Vién Chién lugc va Chinh séch Y té
Ng& 196 H) Tung Mau - Mai Dich
Céu Gidy - Ha Noi

Tel: (024) 3846 1590

(024) 3823 4167

Fax: (024) 3823 2448
Email: tapchichinhsachyte@hspi.org.vn

Giti'y phép xudt ban s6:
197/GP-BTTTT cép ngay 23/6/2014
In 2.000 cuén khd 20,5x29,5

Ché bén in tai:

Cong ty Hoang Minh

MUC LUC

Danh muc thuéc y hoc ¢6 truyén bao hiém y té chi tra -
Nghién ctru trudng hop: Trung Quéc, Nhat Ban, Han Quéc
va Dai Loan

Lé Vdn Truyén

Téng quan kinh nghiém thé gidi vé xay dung tiéu chi va
quy trinh lua chon thuéc y hoc ¢6 truyén dua vao danh
muc thudc thudc pham vi bdo hiém y té thanh toéan

Lé Vdn Truyén

Téng quan két hop y hoc ¢6 truyén va y hoc hién dai trén
thé giéi

Ta Ddng Hung, Vi Vdn Hoan, Ddng Lé Tri,

Tran Vin Khanh, Tran Buc Thudn

Thuc trang két hgp y hoc c6 truyén va y hoc hién dai tai
Viét Nam

Ta Ddng Hung, Vi Vdn Hoan, Ddng Lé Tri,
Tran Vin Khanh, Trdan Puc Thudn

Téng quan vé thuc trang hoat dong kham chira bénh y hoc
O truyén nhan dao clia cac t6 chic ton gido tai Viét Nam

Ddng Lé Tri, Vi Van Hoan va cong su

Téng quan vé mot sé yéu td anh hudng téi hoat déng
kham chita bénh y hoc ¢6 truyén nhan dao clia cac t6
chuc ton gido tai Viét Nam

Ddng Lé Tri, Vi Vdn Hoan va céng su

Téng quan cac van ban vé quan ly thiét bi y té tai Viét Nam
Khuong Anh Tudn, Trinh Ngoc Thanh,
Nguyén Thi Minh Hiéu, Mai Xudn Thu,
Nguyén Thdi Hoc

Tong quan kinh nghiém quéc té trong quan ly trang thiét bi
y té sau khi luu hanh trén thi trugng

Phiing Lam T6i, Nguyén Thi Minh Hiéu,

Khuong Anh Tudn

Thuc trang xe ctu thuong, thudc va trang thiét biy té phuc vu
hoat dong cap ctiu trugc vién taiViét Nam

Nguyén Thj Minh Hiéu, Trinh Ngoc Thanh,

Nguyén Thdi Hoc, Mai Xudn Thu,

Nguyén Thi Thanh Ngoc, Khuang Anh Tudn

Trang

18

32

40

48

57

69

80

93






cHine SACH Y TE - 562972020

DANH MUC THUOC Y HQC CO TRUYEN
BAO HIEM Y TE CHI TRA - NGHIEN CUU TRUONG HOP:
TRUNG QUOC, NHAT BAN, HAN QUOC VA PAI LOAN
Traditional medicines list reimbursed by health insurance authority
case study: China, Japan, South Korea and Taiwan

Lé Van Truyéen'

*LOI CAM ON: T4c gia xin chan thanh cam on Vu Bao hiém y t& (Bo Y Té) va Dy an “Hb
tro ting cuong nang luc thé ché va chinh sach bao hiém y té tai Viét Nam” (TA 9221-VIE)
do Ngan hang Phat trién Chau A (Asian Development Bank) va Quy giam nghéo Nhét Ban
(Japan Fund for Poverty Reduction) tai khoa 2018-2019 da tai tro cho nghién ctru nay.
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TOM TAT: Bai bao trinh bay khai quat vé chinh sach y hoc ¢6 truyén ctia T6 chirc Y té Thé
gidi, clia cac quoc gia chau A (Trung Qudc, Nhat Ban, Han Qudc va Pai Loan). Bai bao ciing
gidi thiéu vé chinh sach y hoc ¢b truyén cua Viét Nam. Bai bao phan tich sau vé quy trinh
Iira chon thudc y hoc ¢6 truyén dua vao Danh muc thudc y hoc ¢6 truyén duoc Bao hiém y té
chi tra cta Trung Qudc. Trén co sd cac nghién ciru truong hop, tac gia da dé xuat cac khuyén
nghi v6i B0 Y té vé qué trinh lya chon thude y hoc ) truyén dua vao Danh muc thudc dugc
Bao hiém y té thanh toan.

Ttr khoa: Chinh sach y hoc ¢6 truyén cua T chirc Y té thé gi6i, Viét Nam, Trung Qudc,
Nhat Ban, Han Quéc va Pai Loan, danh muc thudc y hoc cd truyén duogc bao hiém y té chi
tra, nghién ctru truong hop, cac khuyén nghi cho BO Y té Viét Nam.

SUMMARY: The paper presents an overview on the traditional medicine strategies of WHO
and Asian countries such as China, Japan, South Korea, and Taiwan. The paper specially

! Chuyén gia cao cép duoc hoc
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emphasizes the traditional medicine strategies of Vietnam. The author also describes the

selection procedure of Chinese traditional medicines to the list of medicines reimbursed

by the Health Insurance Authority of China. Based on the case studies the author presents

recommendations to the Ministry of Health on the selection procedure for establishing a list

of traditional medicines reimbursed by Health Insurance Authority of Vietnam.

Keyword: The traditional medicine strategies of WHO, Vietnam, China, Japan, South

Korea, Taiwan, traditional medicines list reimbursed by Health Insurance Authority, case

study, recommendation for Vietnam Ministry of Health.

I. CHINH SACH SU DUNG THUOC
Y HQC CO TRUYEN (YHCT)

1.1. Chinh sach YHCT giai doan 2014-
2023 cita To chire T té Thé giéi [1,2]

Theo danh gia ciia T6 chirc Y té Thé gioi
(TCYTTG), y hoc c¢b truyén (YHCT) la mot
thanh phan quan trong trong nén y té cia
nhiéu qudc gia, dic biét 1a cac qudc gia chiu
A (Viét Nam, Trung Qudc, Han Qudc, Nhat
Ban, An P6...) nhung chua duoc danh gia
dung mirc trong hé théng chiam soc sirc khoe
(CSSK). Nhu cdu vé dich vu YHCT, bao gdbm
ca thudc, ngdy cang gia ting va YHCT véi
chét luong, tinh an toan va hi¢u qua da duoc
ching minh, dong goép cho muc tiéu dam bao
cho moi nguoi déu duoc tiép can CSSK.

Vi vay, TCYTTG di tién hanh danh gia
lai, ra soat va cap nhat Chién lugc YHCT
giai doan 2002-2005 dé xay dung Chién lugc
YHCT giai doan 2014-2023.

Chién luoc YHCT giai doan 2014-2023
ctia TCYTTG c6 hai muc tiéu chinh: 1) HO
tro cac qubc gia thanh vién khai thac kha
ning doéng gop ctia YHCT d6i véi strc khoe
thé chat, tinh than va nén y té lay con nguoi

lam trung tam va 2) Tang cudong su dung
YHCT an toan, c6 hi€u qua thong qua vi¢c
quan 1y cac san pham YHCT, thuc hanh
YHCT va nguoi hanh nghé YHCT.

Hai muc tiéu chinh noéi trén s€ duoc thuc
hién thong qua 3 muc tiéu chién luoc: 1) Xay
dung co so tri thic va xay dung chinh sach
quéc gia 2) Tang cudng tinh an toan, chét
luong va hi€éu qua thong qua cong tdc quan
1y va 3) Thac dy bao phu y té toan din bing
cach 16ng ghép cac dich vu YHCT va thuc
hanh ti chdm séc stc khoe vao hé thong y té
qudc gia.

Dé thyc hién Muyc tiéu chién luge 3,
TCYTTG cho rang: Quy dinh vé bao pht bao
hiém y té cho cac san phém, thuc hanh va
ngudi hanh nghé YHCT s& lam giam ap luc
d6i voi hé thong y té va giam bét chi phi y té.
Vi vay, cac qubc gia thanh vién cia TCYTTG
can: “xem xét cach long ghép YHCT vao cdc
hé thong y té va ké hoach bao phii y té todn
dan mot cach toan dién hon”.

Pé thuc hién Pinh huong chién luogc 1:
“Tdn dung déng gop tiém nang ciia YHCT dé
cai thién dich vu y téva tinh trang suc khoe”,
TCYTTG di dé xuit 4 hanh dong chién luoc
cho cac Qudc gia thanh vién:
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1. Coéng nhan YHCT la mdt nguén luc
dong gop cai thién dich vu CSSK
ban dau va YHCT phu hop v6i muc
ti€u cai thi¢n tinh trang suc khoe.

2. Nghién ciru 16ng ghép YHCT vao hé
théng dich vu y t& qudc gia trén co
s& nang luc, wu tién, phap ché co lién
quan va tinh hinh cta qudc gia, va
dwa vao bang chimg vé an toan, chat
lugng va hiéu qua.

3. Khuyén khich phat trién cic co s&
y té phu hop cung tng dich vu y té
cong cong YHCT bang cach dam
bao nhitng yéu t6 chu yéu cia hé
théng y té cho viéc 1dong ghép.

4. Pam bao xem xét cong bang dbi
v6i1 cac loai hinh YHCT an toan va
hiéu qué trong bao phu Bao hiém vy
t¢ (BHYT) hién hanh va cac phuong
thirc thanh toan BHY T ctia Quéc gia.

Dé thuc hién Muc tiéu chién luge 3 “Thiic
day bao phii y té toan ddn bang cdch long
ghép cdac dich vu YHCT va thuc hanh tuw cham
séc sirc khde vao hé thong y té quoc gia”,
TCYTTG nhan dinh rang: “dd c¢é nhiéu bang
chitng cho thay khi YHCT dwoc dia vao cdc
ké hoach bao phii y té toan dan sé lam giam
dp lwc doi véi hé thong y té va giam chi phi”,
va vi vy “cdc Quéc gia thanh vién can xem
xét cach long ghép YHCT vao cdc hé thong
va ké hoach bao phit y té toan dan mét cdch

toan dién hon”.

1.2. Chinh sach qudc gia y hoc ¢ truyén

cua Viét Nam

Ngay 03 thang 11 nam 2003, Thu tudng
Chinh pht d4 ban hanh Quyét dinh s 222/2003/
QP-TTg vé viéc phé duyét “Chinh sach qudc
gia vé Y Duoc hoc cd truyén dén nam 2010”7
[3]. CSQGYDHCT xéc dinh muc ti€u chung la
nham “Ké thira, bdo ton va phdt trién y duwoc
hoc cé truyén (YDHCT), két hop véi y duwoc hoc
hién dai (YDHHD) trong cham soc va bao vé
suc khoé nhan ddn; xdy dung nén Y Dugc Viét

Nam hién dai, khoa hoc, dan toc va dai chung”.

Trong 4 muyc ti€u cu thé cta CSQGYDHCT
¢6 2 muyc tiéu lién quan dén kham chita bénh
bang YHCT va sir dung thuéc YHCT:

¢) Chi tiéu khdam chita bénh bang YHCT
hang ndm: Tuyén trung wong bang
10%, tuyén tinh bang 20%, tuyén
huyén bang 25% va tuyén xd bang
40% s6 nguoi dwoc kham va diéu tri.

d) Chi tiéu sir dung thuéc YHCT &
cdc tuyén: 30% so thuoc dwoc san
xudt, luu hanh trong nuoc la thuéc
YHCT; chi tiéu sw dung thuéc YHCT
& tuyén trung wong la 10%, tuyén
tinh la 20%, tuyén huyén bang 25%
va tuyén xd bang 40%.

C6 thé noi, v6i hé thdng van ban phap quy
hién hanh va cac huéng dan cua TCYTTG,
viéc xay dung va tiép tuc cai tién Danh muc
thuéc YHCT thudc pham vi thanh toan cia
Quy Béo hiém y té 1a yéu cau cip bach dé
thuc hién tot hai muc tiéu c) va d) trong bon
muc tiéu cu thé cia CSQGYDHCT do Thu
tuong Chinh phu ban hanh nam 2003.
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II. DANH MUC THUOC Y HQC CO
TRUYEN CUA TRUNG QUOC, NHAT
BAN VA HAN QUOC VA PAI LOAN

2.1. Trung Qudc

La mot qudc gia c6 nén YHCT thudc
nhom hang dau thé gidi, Chinh pht Trung
Quéc c6 chinh sach rat rd rang vé xac dinh
vi tri cia YHCT Trung Quéc trong BVCSSK
nhan dan.

Trong nghién ctru nam 2016 vé “Chinh
sach thudc Trung Qudc” cua Elias Mossialos
va cOng su [4] cho thdy thuéc YHCT chiém
khoang 30% tong chi phi thudc cua Trung
Quéc. Trong Danh muc thude thiét yéu caa
Trung Qudc, thuéc YHCT chiém 39%, con
trong Danh muc thuéc BHYT chi tra, thudc
YHCT chiém ty 1¢ 46%.

Danh muc thuéc BHYT thanh toan duoc
Bo Nhan Iyc va An sinh xa hdi phdi hop véi
cac BO, Nganh lién quan soan thdo. Danh muc
thuéc BHYT gom 3 phan: Thudc tan duoc,
thudc YHCT va thubc phién (duwoc thdo),
duoc chia thanh hai bang: “Positive list”
goém thudc tin duoc va thudc thanh pham
YHCT dugc BHYT thanh toan, “Negative
list” gdbm thudc phién duoc thao khong dugc
Quy BHYT thanh toan. Cac ché pham sau
day khong dugc dua vao “Negative list”:
Ché pham bo sung dinh dudng (nutritional
supplements), qua say kho (dried fruits), dong
vat va phu tang dong vat, cac ché phém ruou
thudc c6 truyén, ché pham nudc qua, vién sui
dé ubng, san pham mau (blood products) va
ché pham protein (i cdc ché pham cdp ciru
hoi sirc) [5]

Ké tir khi cai cach BHYT nam 1998, Trung
Quéc di nhiéu 1an céng bé Danh muc thude
BHYT chi tra: Danh muc thubc qubc gia
BHYT coban (State Basic Medical Insurance
Drug Formulary, 2000 version), Danh muc
quéc gia thubc BHYT va Bao hiém tai nan
lao dong (State Basic Medical Insurance
and Work Injury Insurance Drug Formulary,
2004 version) va Danh muc thuéc BHYT,
Bao hiém thuong tit lao dong va Bao hiém
ba me (State Basic Medical Insurance, Work
Injury Insurance, and Maternity Insurance
Drug Formulary, 2008 version). Mdi 1an ban
hanh Danh muc méi, sé luong thudc trong
danh muc déu ting. Danh muc nim 2000
bao gébm 725 thude tan dwoc va 415 thude
thanh pham YHCT. Trong Danh muc 2009
c6 1.164 thude tan duoc va 987 thanh pham
thubc YHCT. Piéu nay phan anh nhiing tién
bd trong y hoc va dugc hoc, kha nang chi
trd ngay cang cao cta Quy BHYT, viéc mé&
rong pham vi chi tra va sy phat trién ciia cong
nghiép duoc Trung Qudc ca vé tan dugc va
Trung dugc.

Thang 2 nam 2017, BO Nhan lyc va An
sinh xd hoi Trung Quéc dd cong bd Danh
muc quéc gia thuéc BHYT chi tra (NRDL:
National Reimbursed Drug List) gdbm 2.535
thudc, trong d6 ¢6 1.297 thude tan duogc va
1.238 thuéc YHCT. So voi Danh muc ban
hanh 1an truée (2009), Danh myc 2017 ting
thém 300 thudc (15,4%) trong d6 co 208
thudc tin duoc va 256 thubc thanh phim
YHCT [6, 7, 8].

Muc ti€u cua viéc ban hanh Danh muc
2017 gém:
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i. Lam cho ngudi dan tiép can va c6 san
nhimg thubc thiét yéu dap umg nhu
cau cap bach nhat CSSK nhén dan

ii. Gop phan dbi mdi va phat trién cong
nghiép duogc Trung Qudc

Danh muyc thuéc BHYT nam 2017 gdm ¢
4 phan:

Phén 1: Céc van dé chung

Phan 2: Thudc tan dugc (Western medicines)
bao gébm ca hoa dugc (Chemical drugs) va
thudc sinh hoc (Biomedicines)

Phan 3: Thanh pham Trung duoc (Patent
Chinese medicines) bao gdm ca thudc
Trung duoc va thubc cia cac dan toc it
nguoi (Ethnic medicines)

Phan 4: Dugc lidu dé pha ché thudc sic
(Herbal pieces: thuéc phién)

Trung Qudc quy dinh quy BHYT khéng
thanh toan chi tra khi co s& kham chira bénh
ké don va “bdc” thudc phién dé ché thang
thudc sic (decoction) cho bénh nhén.

Céac thudc trong Danh muc dugc thanh
toan (Positive list) dugc chia thanh hai nhom
(Nhém A va Nhém B) can clr trén mot sd
phuong dién nhu: dic diém cia thudc, cap
quan 1y cho phép, ty 1€ chi tra va nhitng han
ché sir dung. Thubc thuéc Nhom A 13 nhiing
thude duoc st dung rong rai, hi€u qua cao va
gia thap. Thudc thudc Nhom B 13 san phdm
thay thé, tiy chon (optional drugs), c¢6 hiéu
qua tot nhung gia cao hon va do d6 phai ap
dung phuong thirc ddng chi tra (co-payment).

S& Nhan luc va An sinh xa hdi cac tinh
(ké ca cdc khu tir tri, thanh pho) khong duoc

phép stra d6i cac thude c6 trong Nhom A, ¢o
thé stra d6i Danh muc cac thudc trong Nhém
B nhung phai tuan tha nghi€ém ngat cac quy
dinh va huéng dan hién hanh. Viéc stra d6i
thudc trong Nhom B phai 14y ¥ kién chuyén
gia, minh bach, cong khai, khong thién vi,
phong ngira va kiém soat nguy co tham
nhiing. Cac dia phuong khong duoc thay doi
qua 15% danh muc thudc thudoc Nhoém A va
phai gui Bién ban Ién BO Nhan lyc va An
sinh xa hoi.

Danh myc thudc thanh phdm Trung duoc
(patent chinese medicines) gdbm 1.238 thudc,
chia thanh Nhom A va Nhom B. Trong
Nhom A ¢6 120 thube. CAu triic Danh muc
gdm 5 cot: Ma phén loai (drug classification
code), Phan loai (classification), S thtr tu
(numbering), Tén thudc (drug name) va Ghi
chua (remark).

Danh muc cac dugc lidu (thudc phién)
khong dugc Quy BHYT chi trda (Negative
List) ké ca khi st dung riéng r& hay phéi hop,
gdm ¢6 29 vi thudc khi ding riéng hodc phbi
hop nhu: Héng sam Han Quéc, Bach sam,
Dong trung ha thdo, Saffron (nghé tay), Ca
ngua, Sung té gidc, Nguu hoang, San ho, Ma
ndo, Sam Hoa Ky, Gac huou, nai... va mot sd
vi thudc nhu: xuong, gan, dudi... dong vat.
Danh muc dugc liéu khong dugc Quy BHYT
chi tra khi dung don doc gom 67 vi thudc ké
ca 1a dugc lidu tho va da bao ché/ché bién
(raw medicines and processed medicines).

V& phuong phap xay dung Danh muc, cac
thudc thanh pham Tan dugc va YHCT (Trung
duoc) duoc lya chon theo quy trinh chat ché
(Xem So d6 dudi day). S6 chuyén gia tham
gia vao qua trinh quyét dinh chon lwa thudc
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dua vao Danh muyc 1én dén 300 nguoi gdm
bac sy, dugc sy, nha khoa hoc, nha kinh té va
cac nha quan ly Quy BHYT.

Vé gia thube, cac thudc thuoc Nhom A
chu yéu 1a cac thube hét quyén s hiru tri tué
(thudc generic) nén khong dam phan gia (non-
negotiable), ma xac dinh gia thong qua déu
thau. Cac thubc thudc Nhom A ciing khong

thé dwa ra khoi Danh muc vi d6 13 nhimng
thudc thiét yéu co ban st dung cho it nhit
12 90% dan sb Trung Qudc. Cac thude thude
Nhom B 13 nhitng thudc sang ché (patented
drugs) hodc méi vira hét bang sang ché, rat
dét tién vi vay can dam phan vé gia. Thuc
té, qua trinh dam phén gia cac thudc thudc
Nhom B dé gop phan giam duoce tir 50% dén
70% gia thude.

QUY TRINH XEM XET VA PHE DUYET THUOC PUA VAO DANH MUC
THUOC BHYT CHI TRA BQ NHAN LUC VA AN SINH XA HQI TRUNG QUOC, 2017

GIAI POAN CHUAN BI (30 NGAY)

GIAI POAN PANH GIA (30 - 60 NGAY)

*

KHONG CHAP NHAN

KHONG BU'A VAO DANH MUyC

HOAN THANH VA CONG BO (30 NGAY)

g
e
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Nghién ctru ciia Fang Zhang va cong su [9]
nam 2013 di chi 16 8 yéu té anh huong dén
qué trinh chon céac thuéc YHCT/Trung dugc
dé dua vao Danh muc thuéc BHYT chi tra la:

i. Tac dung cua thuéc YHCT dbi vé6i cac
bénh khong chira dugc va cac bénh man
tinh (incurable and chronic diseases)

1. Su chfip nhan st dung thubc YHCT
trong cac thay thudc diéu tri va ngudi
bénh ctia Trung Quéc

iii. Su sén c6 cua thudc YHCT

iv. Thubc YHCT c6 uu thé trong danh gia
chi phi — hi€u qua (cost — effectiveness
evaluation)

v. Téc dung 1o rét cla thudc YHCT dbi
v6i cac van dé vé stic khoe lién quan
dén chat luong cudc song (health -
related quality of life: HR-QOL)

vi. Tac dung toan dién cta thuéc YHCT
d6i véi stc khoe, nang cao thé trang
va tinh than ciia nguoi bénh

vii. Giam nhe chi phi vé thudc so v&i thude
tan duoc

viii. Thubc YHCT nhin chung 13 an toan

2.2. Nhat Ban

Thudc YHCT (Kampo) ciia Nhat Ban ¢
ngudn gdc tir 1au doi, khoang trén 2.000 nam.
Tir khi ¢6 Luat Y té Nhat Ban nim 1874,
YHCT Nhat Ban gan nhu bi Y hoc phuong
Tay thay thé. Tuy nhién tir thap nién 60” thé
ky trudce, vi tri cia YHCT Nhat Ban da duoc
xac dinh tro lai [10].

YHCT Nhat Ban gébm: Kampo, 4n huyét,
cham citru va xoa bop (massage) ké ca 4n

huyét bang ngoén tay (shiatsu), cac san pham
bd sung dinh dudng (dietary supplements),
thudc chong 140 hoéa (anti-aging medicines),
cac san pham lién quan dén moi truong (thuee
phdam chitc nang tay doc co thé)... Thong
ké cho thdy 65,6% nguoi Nhat st dung san
pham bd sung. Theo Suzuki (2004), Chinh
phu Nhat Ban cong nhan vai trdo hop phap
cia YHCT Nhat Ban mic du van dé tiéu
chuin héa va huin luyén, dao tao chua duoc
quan tam dang mirc.

Ngay tir ndm 1967, Bo Y té va Phuc loi xa
hoi Nhat Ban dd quyét dinh dwa Kampo vao
Danh muc thudc duoc BHY T Nhat Ban chi tra
[9]. S6 thude Kampo trong danh muc thudc
dugc quy BHYT chi tra ngay cang tang: 82
thudc (1976) va hién nay 1a 148 thudc. Duogc
dién Nhat Ban lan in th 14 ghi 165 duogc
lidu duoc sir dung dé bao ché Kampo. Nhitng
duoc liéu co tan suét st dung cao nhat dé
bao ché Kampo 1a: Cam thao (Glycyrrhizae
Radix) c6 trong thanh phan 94/128 cong thirc
Kampo, Gung (Zingiberis Rhizoma) c6 trong
thanh phan 51/128 Kampo va sau d6 1a Mau
don (Paeoniae Radix, Chinese peony root)
co trong 44/128 Kampo.

Niam 1987, Chinh pha Nhat Ban quyét
dinh cac nha may dugc pham san xuat Kampo
phai dap Gmg yéu cau GMP-WHO, do d6 chat
lugng Kampo dugc nang cao ro rét.

Nam 2.000, Co quan BHYT Nhat Ban
thanh toan toan bo cac dich vu YHCT nhu:
chdm ctru, 4n huyét, xoa bop va 147 cong
thire thubec Kampo va 192 dugc liéu (WHO,
2001). Vé thudc, Co quan BHYT Nhat
Ban chép nhan dua vao Danh muc thudc:
ché pham Kampo (Kampo preparation
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formulae), nguyén liéu dugc thdo (crude
drugs) bao gém ca bot dugc thao (powdered
crude drugs) va cao chiét cong thire Kampo
(Kampo formulation extracts) thuong dugc
san xuat dudi dang bot hoac com.

2.3. Han Quéc

O Han Qudc, ciing nhu cac nude trong khu
vuc Pong Bic A, YHCT duoc st dung kha
pho bién, nhung Han Qudc 1a mot nude dic
biét da tap trung hién dai hoa va phat trién
nén y duoc hoc ¢6 truyén.

Co quan Qudc gia Bao hiém Y t& (NHI:
National Health Insurance) cia Han Qudc
chi tra hau hét cac dich vu YHCT gém: chira
bénh ngoai tra, noi tru, chan doan, diéu tri
bang thudc... do do6 ty 1& sir dung YHCT ting
1én nhanh chong. Nam 1990, ¢6 1,6 tri¢u luot
bénh nhan sir dung YHCT, dén 2010 d3 ting
1én 91,1 triéu luot.

Nam 1984, BO Y té va Xa hoi Han Qudc da
tién hanh mot du an thu nghi¢m 2 nam, theo
d6 Co quan BHYT Han Qudc chi tra thudc
va dich vu YHCT cho 26 bénh vién YHCT &
thanh phé Cheongji va quan Cheongwon bao
g6m dich vu kham bénh ngoai tr, cham ctru,
day 4n huyét, giac hoi (cupping) va st dung
thuéc YHCT. Nam 1984, BHYT Han Quéc
chi tra cho 98 vi thuc duge st dung trong
26 bai thudc (formulae) dugc phé duyét. Tuy
vay, thudc cd truyén va dich vu YHCT chi
chiém khoang 3,9% chi phi BHY T Han Quéc
nam 2013 [11].

Nhin chung, viéc st dung cac thudc com/
bot YHCT an toan hon dung duogc li€u tho vi
cac ché phrflm thudc cdm/bot duogc cac Cong

ty duoc pham ché bién va san xuét theo tiéu
chuan va chét luong dugc kiém soat, tuy
nhién dang thudc thang (thudc phién: crude
medicines package) dé sic trude khi sir dung
van duoc dung tuy cang ngdy cang giam.

C6 hai Iy do dé dang thudc thang it duoc ding;

i. Gia cac thang thudc van cao. Trong
Du an thi diém ndm 1984, binh quan
gia st dung thudc thang khoang 1
US$/ngay diéu tri

ii. V& mit chét lugng thude, rat kho
quan 1y chat luong thudc thang, vi
vay Co quan BHYT (NHI) van uu
tién sir dung cac ché pham YHCT

Mait khac, viéc cung ung thuéc YHCT
duéi dang thudc thang 1a ngudn thu nhap
cia thdy thudc/bac si YHCT vira ké don
vira “bdc” (ban) thude. Co quan BHYT Han
Quéc (NHI) mudn tach biét viéc ké don, diéu

tri vo1 viéc ban thuoc.

Tuy vdy, BHYT Han Qudc vin mo rong
danh muc thuéc YHCT duoc thanh toan 1én
56 thudc vao nam 1990.

Viéc str dung thude YHCT trong BHYT &
Han Qudc dang phai ddi mit véi cac thach
thire sau:

i. Thay thudc khong quan tdm ké don
cac thuée YHCT do bét tién khi six dung

ii. Thay thudc khong tin tuong vao chat
luong thude YHCT

iii. Chat lwong thuéc YHCT c6 xu
huéng giam vi gia thuéc do BHYT
xac dinh khong thay doi trong sudt
20 ndm nhung thi trudong dugc liéu
c6 nhiéu bién dong vé gia
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Céc thay thudc Han Qudc khuyén nghi
nén ap dung mo6 hinh cua Nhat Ban trong su
dung thubc YHCT, nang vi¢c st dung céc
thanh pham YHCT 1én dén 140 thude.

Mot trong nhiing chinh sach quan trong
duoc dé ra trong ké hoach “Phat trién Y hoc
cb truyén Han Qudc lan thir ba 2016-2020”
la m¢& rong pham vi thanh toan cua Quy Bao
hiém y t& Qudc gia dbi voi thude cd truyén
Han Qudc. Chinh sach nay khuyén khich cac
nha khoa hoc tién hanh manh mé hon céc
nghién ctru quéc té so sanh va nghién ctu
bang chimg v hoc (evidence-based medicine
studies) dé chtrng minh tinh an toan va hiéu
luc cua thude ¢b truyén Han Qudc. [12]

2.4. Pai Loan

Co quan Bao hiém y té qudc gia Pai Loan
thanh toan thudc va dich vu y té cho hau hét
ngudi dan tir 1995. Mot nam sau do6, thude cd
truyén duoc dua vao Danh muc thude dugc
thanh toan. Dén 2014, Bao hiém y té di bao
phu gan 100% ngudi dan Pai Loan.

O Pai Loan, cic dich vu YHCT duoc
BHYT thanh todn gom: cac ché pham thudc
cd truyén, cham ctru, 4n huyét. Vé thude, co
337 cong thirc thude cd truyén va hon 500
ché pham cho timg duoc thao riéng 1& duoc
dua vao Danh muc thudc Bao hiém y té Dai
Loan thanh toan.

Céac dich vu YHCT chiém khoang 3,1%
chi phi dich vu y té dugc cung tmg trong nim
2011 [13,14].

Danh muc thuéc YHCT dugc BHYT
thanh toan ctia Pai Loan c6 thé tim thay trén

duong dan sau day ctia Co quan BHYT Dai
Loan: https://www.nhi.gov.tw/Content_List.
aspx?n=A068D27CBF677629&topn=
3FC7D09599D25979 [15]

III. BAN LUAN

3.1.Do c6 nén YHCT tir hang ngan nim,
cac nude chiu A ngay cang ting cudng
stt dung YHCT trong hé thong BHYT
bao gdm viéc sir dung céac k¥ thuat/dich
vu YHCT va thudéc YHCT. Ciing nhu
¢ Viét Nam, Co quan BHYT cac nudc
Trung Quéc, Nhat Ban, Han Quéc va
Pai Loan l1a nhitng nudc rat coi trong
YHCT va ngay tir dau da dua thudc ¢
truyén va cac dich vu YHCT vao pham
vi thanh toan.

3.2. Céc thudc YHCT duogc dua vao Danh
muc thudc BHYT chi tra & cac nude
khdo sat trong chuyén khao nay thuong
dudi cac dang sau day:

i. Ché pham cd truyén san xuét & quy
mo cong nghi¢p (Trung dwoc cua
Trung Quéc, Kampo ciia Nhét Bdn)

ii. BOt chiét xuat timg dugc lidu riéng ré
(Han Quéc, Pai Loan). O Viét Nam
mot sd xi nghiép duoc di san xuét
dang nay dudi tén goi “Com don cta
vi thudc”

iii. Cac ché pham theo cong thuc
(formulae) duogc phdi ché tir cac bot
chiét xuat duoc thao/dugc liéu (Nhdt
Ban, Pai Loan, Han Quo”'c)

iv. Duoc liéu (thuéc phién) ding dé
bbc thang thudc (khéng dwoc dua
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3.3.

3.4.

vao Danh muc thudc cé truyén duwoc
BHYT chi tra ¢ Trung Quéc)

Trung Qudc va Dai Loan 1 nhimg nuée
c6 Danh muc thubc YHCT phong pha
nhit trong danh muc thudc duogc quy
BHYT chi tra.

Cau trac Danh muc thudc YHCT duoc
Quy BHYT chi tra cta cac nudc kha
khac nhau. Danh myc thuéc YHCT ctia
Trung Qudc chu yéu 1a cac thude thanh
pham YHCT duoc san xuit ¢ quy mod
cong nghiép. Ly do c6 thé 1a:

i. Trung Qudc cé nén cong nghiép trung
duoc san xuat thanh pham YHCT kha
phat trién, chat lugng thudc bao dam

1. Mot trong 2 muc tiéu quan trong khi
1ap Danh muc thudc BHYT chi tra 1a
viéc xay dung danh muc phai nham
thac ddy cong nghiép duoc Trung
Quéc phat trién.

Trong khi d6 Han Qudc va Pai Loan quan
tam dé cac “bot chiét duoc liéu don thanh

3.5.

3.6.

phan” (Com don ciia vi thuéc) dung dé
phéi ché cac cong thic (formulae) thude
cb truyén. Hai qudc gia nay khuyén khich
st dung cong nghé chiét xuit timg dugc
liéu va dung cac bot chiét xuat dé phdi
ché cac cong thirc thude cb truyén thay vi
dung thudc phién dé bbc thude thang.

Piéu tha vi 1a Trung Quéc khong khuyén
khich str dung thudc phién/thudc thang
trong hé théng BHYT. Vi vay, danh muc
dugc lidu thd va di dugc bao ché/ché
bién duoc xép vao Negative list (c6 thé
sw dung nhung BHYT khong chi tra). Day
1a diéu Nganh Y té va Bao hiém xa hoi
Viét Nam can nghién ctru, 1y giai khi xay
dung Danh muc thuc YHCT thudc pham
vi thanh toan cia Quy BHYT ¢ Viét Nam.

Vé ty 1& gia tri cac thubc YHCT (bao
g6m ché phém YHCT va vi thudc, duogc
liu) duoc thanh toan so véi tong sb gia
tri thudc BHYT chi tra ¢ Viét Nam, trong
ba nim 2016 -2018 c6 thé thiy trong
Bang sau [16]:

3 Ché pham YHCT | Vi thudc/dugc lidu Tong ty 18 o
Nam % % % Ghi chu
2016 7,04 2,56 9,6 T§ 16 % so voi
2017 10,4 12,4 22.8 tong chi phi thude
2018 10,8 118 22,6 BHYT chi tra

Tu bang trén c6 thé rut ra cdc nhan xét

sau day:

i. Ty 18 thubc YHCT (bao gdm céc ché
phém, duoc lidu va vi thude YHCT) su
dung ¢ Viét Nam va dugc BHYT chi tra

Nguoén: Bao Hiém Xa Héi Viét Nam, 2019

1a kha cao so véi mot sé nudce trong khu
vuc nhu Han Qubc: 3,9% (ké ca thuéce
va ky thuat YHCT, nam 2013), Pai Loan
3.1% (ké ca thuoc va ky thudt YHCT,
nam 2011)
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11.

3.7.

So v6i Trung Qudc chi thanh toan cac
ché pham YHCT thudc “Positive list”
va Han Quéc, Nhat Ban (khong sir dung
cac vi thuoc YHCT dudi dang tho ma
chi dung cdc ché pham chiét xudt), viéc
Viét Nam str dung duogc ligu/vi thude ¢
truyén dudi dang théd (thudc song) dé bao
ché, ché bién thanh thubc chin sau d6 dé
1am thudc thang din dén mot s6 van dé
phtic tap trong quy trinh thanh toan:

a. Chéat lugng duogc ligu/vi thude khong
dong déu (phu thudc nguon cung img),
khong duoc tiéu chuan hoa hoic thiéu
tiéu chuan hoa, gy kho khin trong
qué trinh d4u thau va sir dung

b. Kho xac dinh va quy dinh chinh xéac
cac chi phi phat sinh trong qua trinh
bao ché hodc ché bién tir thude séng
sang thudc chin (hu hao, chi phi
kiém nghiém trudc va sau bao ché/
ché bién, chi phi phuy liéu, cong ché
bién, cac chi phi khéc: dién, nudc,
bao bi...) & ting co sO y té

c. Kho giam sat thuc té qua trinh st
dung va kiém soat lam dung (co' s¢
diéu tri cdp thuéc thang dé bénh
nhdn tw sdc uong...)

Hién nay, dé phuc vu nhu cau phat trién
san xuat thanh pham dong dugc, thao
dugc cho cong nghiép duoc pham va
thuc pham chitc niang & nudc ta, nhidu
cong ty duge pham da dau tu xay dung
cac day chuyén hién dai chiét xuat dugc
liéu dudi dang ban thanh pham nhu cao
long, cao dic hodc bot sdy phun/siy
tang soi (spray drying/fluid bed drying
powder/Cém don ciia vi thuéc) nhu cac

nha may cua cong ty VCP, BV Pharma
TP. HCM, cong ty CP MERAP, cong ty
CP Dugc liéu VN... Cong ty VCP da co
quy trinh chiét xut va tiéu chuan chat
lwong cho hon 100 san phdm “Cém don
cta vi thude” cho hon 100 vi thube béc
va thubc nam.

Céan c6 chu truong, chinh sach cy thé cta
B0 Y té khuyén khich cac doanh nghiép
nay tham gia cung cap bot chiét xuat
duoc lidu tiéu chuan hoa (com don ciia vi
thudc) cung cip cho cac nha may duogc
phém va bénh vién YHCT phuc vu viéc
ké don, pha ché, san xuét thudc YHCT,
tdng cuong su dung c¢6 hi¢u qua YHCT
trong hé thong BHYT.

Viéc chuyén sir dung dugc liéu thd/duoc
liéu da ché bién sang su dung bot chiét
xuat sy phun/siy tang soi trong ké don
YHCT la mot xu huéng tién bd nhung
ngoai dau tu trang thiét bi, can co6 sy dau
tu vé nghién ctu quy trinh chiét xuat
(dé chiét dwoc toan bé hoat chat/chat
co tac dung diéu tri), vé nghién ctu tiéu
chuan hoa thanh pham/ban thanh pham,
vé cong tac cap phép (cdp SPK) va chu
truong ting cudng st dung thay thé
cho viéc str dung duogc li¢u thd... Cac
nude phat trién trong khu vuc chau A
d3 chinh thtrc cho phép sir dung céc ché
pham nay tir 2 — 3 thap ky trudc, vi du
Nhat Ban, Han Qudc, Dai Loan va Trung
Quéc. Hoat dong nghién ctru khoa hoc
cling dd duoc tién hanh manh mé& nham
so sanh va xac dinh tinh an toan va hiéu
qua cac dang thudc nay so v6i phuong
phap sir dung thudc phién, thuc thang
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(crude medicines package), thudc sic
(decoction) [18, 19].

Trung Qudc va Pai Loan di co rat
nhiéu thanh tyu trong coéng tic tiéu
chuan héa duoc liéu dung trong YHCT
thong qua xdy dung cac Duoc dién. Vi
du, Pai Loan di xdy dung Dugc dién
thuéc YHCT lan xuat ban thir 2, gdom
256 chuyén luan dugc li¢u tho (crude
drugs) va 200 chuyén luan thanh pham
(formulae drugs) [17].

IV. KHUYEN NGHI

4.1.

4.2.

Cilng nhu ¢ cac nudc dugc khao sat,
viéc dua cac thuéc YHCT vao Danh
muc thudc duoc BHYT chi tra cua Viét
Nam 14 hét strc dung dén, can tiép tuc
nghién ctru hoan thién Danh muc trén co
s& thue té cia Viét Nam va tham khao
kinh nghiém t6t ciia cac nude trong khu
vuc, dic bi¢t 1a cua Trung Quéc.

Hién nay, ngoai viéc bao ché/san xuét cac
thubc YHCT theo cac dang truyén thong
(thuéc phién, hoan cung, hoan mém,
thude bét, thuoc nude...) cac xi nghiép/
cong ty duoc trong nudc da san xuat &
quy mo cong nghiép cac thude tir duge
lidu va thuéc YHCT duéi cac dang bao
ché hién dai: vién nén, vién bao, nang
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TONG QUAN KINH NGHIEM THE GIOI VE
XAY DUNG TIEU CHI VA QUY TRINH LUA CHON THUOC
Y HQC CO TRUYEN PUA VAO DANH MUC THUOC
THUQC PHAM VI BAO HIEM Y TE THANH TOAN*

Criteria and procedure for selection of traditional medicines to the list
of medicines reimbursed by health insurance authority

Lé Vin Truyén’

*LOI CAM ON: Tac gia xin chan thanh cam on Vu Bao hiém y té (Bo Y Té) va Dy an “Hb
tro ting cudng ning luc thé ché va chinh sach bao hiém y té tai Viét Nam” (TA 9221-VIE) do
Ngan hang Phat trién chau A (Asian Development Bank) va Quy giam nghéo Nhat Ban (Japan
Fund for Poverty Reduction) tai khoa 2018-2019 da tai trg cho nghién ctru nay.
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TOM TAT: Bai bao nghién ctru tiéu chi va quy trinh lwa chon thude y hoc ¢6 truyén dé dua
vao Danh muc thudc bao hiém y té chi tra. Bai bao ciing mo ta cach sip xép va phan loai bénh
theo y 1y y hoc ¢ truyén, sip xép thude y hoc cb truyén trong Danh muc thudc bao hiém y
té chi tra. Téac gia da dua ra céac khuyén nghi vé viéc ban hanh tiéu chi, quy trinh lga chon va
cach phan loai bénh 1y dé xay dung Danh muc thube y hoc co truyén duoc bao hiém y té Viét
Nam thanh toan.

Ttr khéa: Danh muc thude y hoc ) truyén bao hiém y té chi tra, tiéu chi, quy trinh lya chon,
phan loai bénh theo y 1y ¢d truyén

SUMMARY: The paper carries out an overview on criteria and procedure for selection of
the traditional medicines introducing to the traditional medicines list reimbursed by China
Health Insurance. The paper describes the classification of the diseases in the list based on
chinese traditional medicine theory. The author initiates recommendations for the criteria,
selection procedure and diseases classification to establish the Vietnam traditional medicines
list reimbursed by Vietnam Health Insurance Authority.

! Chuyén gia cao cép duoc hoc
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Keyword: Traditional medicines list reimbursed by health insurance authority, criteria,

selection procedure, traditional diseases classification based on traditional medicine theory.

I. PAT VAN PE

Trong hai thap ky qua, cic nudc chau A
d3 xay dyng va phat trién manh mé& hé thong
Bao hiém y té (BHYT). Véan dé chi tra chi
phi kham chira bénh trong hé théng BHYT
duoc cac qudc gia thuong xuyén nghién ctiru
cai tién do nhitng thay ddi vé d6i tuong bao
hiém, ngudn luc tai chinh cia Quy BHYT
va co ché chi tra. Qua khao sat tinh hinh st
dung thubc y hoc ¢b truyén (YHCT) ciia cac
nudc ¢6 nén YHCT lau doi trong khu vuc
Chéau A (Trung Qudc, Han Quéc, Nhat Ban,
Pai Loan ...) ¢6 thé thay cac nudc ndy, ¢
nhiing muc do khac nhau da dua cac dich vu
ky thuat YHCT va thuéc YHCT vao Danh
muc k¥ thuat va thudc duoc BHYT thanh
toan [1]. Bdo cdo nay tap trung nghién clru
va phan tich quy trinh va tiéu chi chon lya
dua vao Danh muc thuéc BHYT cia nhom
san pham hét stc dic thu 1a thuéec YHCT,
bao gdm ché pham/thanh pham YHCT va vi
thuéc YHCT. Do ngudn y vin hét sicc han
ché, dic biét mot sb y van dugc cong bd
bang tiéng Trung, tiéng Nhat, tiéng Han nén
viéc nghién ctru vin dé nay gip rat nhiéu kho
khan. Chung t6i chii yéu sir dung nguén tai
liéu tiéng Anh do Trung Quéc va Pai Loan
cong bd trén trang web chinh thirc cua Co
quan BHYT cac nudc noi trén va chi yéu
1a Danh muc thudc YHCT cua Trung Qudc.
Mit khac, ngudn y vin trén céc tap chi khoa
hoc Anh ngit vé BHYT Trung Qudc, Dai
Loan, Han Qudc va Nhat Ban ciing duoc st
dung nhu mot nguén tai liéu tham khao.

II. CACH SAP XEP VA PHAN LOAI
THUOC PUQC BHYT THANH
TOAN CUA TRUNG QUOC [2]

T nhitng ndam 90°, Trung Qudc di tién
hanh cai cach mot cach c6 hé thong cong tac
BHYT va di thiét 1ap hé thong BHYT da cép
phtt hop v&i nén kinh té thi truong xa hoi chi
nghia cta Trung Qudc.

Chinh quyén TW va dia phuong chiu trach
nhi¢m xay dung Danh muc thuéc BHYT va
trién khai thuc hién chinh séch BHYT. Danh
muc thuéc BHY T thanh toan du tién ctia Trung
Qudc 14 Danh muyc thudc quéc gia bao hiém y
té co ban (National Basic Medical Insurance
Drug Formulary List). Danh muc nay do Bo
Nhan lyc va An sinh xa hoi (Ministry of Human
Resources and Social Security) phdi hop véi
cac B lién quan xdy dung va ban hanh vao
nam 2009 gém 3 phan: Thudc tan duoc, Thube
y hoc ¢6 truyén va duoc lidu.

Cac nhém thudc nay duoc xtr 1y khac
nhau trong cach chi tra. Cac thudc tan dugc
va ché pham y hoc cb truyén dugc dua vao
danh sach cac thubc BHYT chi tra (Positive
List), con dugc li¢u va mot s6 ché phém khac
nhu thyc pham dinh dudng, thude tir cac to
chtrc dong vat, hoa qua kho, ruou thude trung
y, cac ché pham suii, ché phim mau, cac ché
pham chira protein (trir trudng hop st dung
theo cac chi dinh dac biét, cép ctru va diéu
tri khan cap) khong duge dua vao Danh muc
thuéc BHYT chi tra (Negative List).
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Thudc trong Danh muc chi tra (Positive
List) dugc chia thanh hai nhém: Nhém A va
Nhom B tily thudc vao cac yéu to nhu: dic
diém, tinh chét cua thudc, cip tham quyén
cho phép, ty 1& chi tra va cac han ché sir
dung. Nhin chung, thuéc Nhém A c6 cong
dung rong, co6 hiéu qua tot va gia thap, trong
khi cac thudc thudéc Nhom B 1a cac thude
tiy chon (optional drugs), ¢ tac dung tot va
c¢6 gia thudc cao hon. Thudc Nhém A duoc
BHYT thanh toan véi it han ché hon trong
khi thuéc Nhém B phai thyuc hién dong chi
tra. Nhom A 1a céc thude duoge quyét dinh lua
chon & cép trung wong, nhitng thudc thudc
Nhém B, cac dia phuong c6 quyén thay thé
nhung phai bao cdo voi BO Nhan luc va An
sinh xa hoi.

Viéc xay dung Danh muc thubc BHYT chi
tra duge tién hanh theo mét quy trinh chat
ché gdm cac bude sau:

1. Budc 1: thu thdp va phan tich so sanh
cac dit liéu vé thude mot cach toan dién.
Trén co so tit ca cac thude da duogc cip
phép/sé dang ky luu hanh trong timg
tho1 gian, cac chuyén gia soat xét va
xem xé€t cac lgi ich 1am sang, thong tin
vé gia thudc, dir liéu vé dd an toan va cac
dir liéu quéc té vé danh gia kinh té duogc

(pharmacoeconomic), néu co.

2. Budc 2: Ngoai viéce so sanh cac thude dudi
goc do kinh t& duoc con phai dénh gia tac
dong cua thude dén cac loai quy bao hiém.
Chi c6 nhimng thudc nao c6 loi diém vé
kinh té dugc va c6 tac dong toi wu dén quy
BHYT méi duoc lua chon dua vao Danh
muc so b (preliminary drug list).

3. Budc 3: Bo phiéu & ca cip qudc gia va
cip dia phuong. C6 hon 2.000 chuyén
gia tham gia vao qua trinh nay.

4. Budc 4: Trén co so két qua bo phiéu,
cac chuyén gia tu van (300 chuyén gia)
dua ra cac dé& nghi vé han ché chi tra
thong qua an dinh ty 1& dong chi tra (co-
payment) ddi v6i mot sb thude dit tién
va c6 kha ning dé bi lam dung.

5. Cudi cung, cac Bo lién quan xem xét tat
ca cac thong tin va khuyén nghi dé phé
duyét va ban hanh Danh muc thudc.

III. CO CAU THUOC CO TRUYEN
TRONG DANH MUC 2017 CUA
TRUNG QUOC

Nam 2009, 1an dau tién Bo Nhan lyc va An
sinh x3 hoi Trung Qudc ban hanh Danh muc
qudc gia co ban thuéc BHYT. Nam 2017. Bo
Nhan luc va An sinh x3 hoi Trung Qubc da
ban hanh “Danh muc quéc gia thuc sir dung
cho bdo hiém y té, tai nan lao dong va ba me,
An ban 2017

Danh muc thuéc BHYT 4n ban 2017 bao
gdm 1.297 thude tan dugc (ting 208 thudc)
va 1.238 thudc YHCT (ting 256 thudc).
Téng sb thude ting 16,7% so vi Danh muc
2009. So sanh vé sb luong thube tan duoc
va thudc YHCT, ty 18 thudc YHCT chiém
khoang 45% tong sé thudc quy dinh trong
Danh muc, mdt ty 1€ rt cao thé hién vai tro
ctia thuéc YHCT trong y hoc va hé thong
BHYT Trung Quédc [7].




Danh muc thubc thanh phim YHCT
(patent Chinese medicines) gbébm 1.238
thudc, chia thanh Nhom A va Nhom B.
Trong Nhom A c6 120 thude YHCT céc dia
phuong khéng duge phép thay ddi. Nhém B
gdm c6 1.118 ché pham cac dia phuong co

CHiNH SACH
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thudc (drug name) va Ghi cht (remark).

Vi DU VE CAU TRUC DANH MUC THUOC CO TRUYEN
BHYT CUA TRUNG QUOC, 2017

YTE - 56292020

quyén thay d6i nhitng khong duoc qua 15%
tong s thudc va phai bao cao vé trung uong.
CAu trac Danh muc gdm 5 cot: Ma phan
loai (drug classification code), Phan loai
(classification), Sb thir ty (numbering), Tén

MA PHAN |PHAN LOAI| SO
LoAl THUOC | THUTY TEN THUOC CHU THiCH
(Drug (Drug (Drug (Drug Name) (R 5
" r
Classification | Classifica- num- He frame ema
Code) tion) bering)
ZAO1A B 3 Cold and windy pill (vién,
nang, c6m)
4 Puerarea chinensis (c6m,
hon hop)
ZA01B A 14 Shuanhuanglian tablets
(nang, c6m, hdn hop)
15 Yinquiao Jiedu pills (vién, nang,
com tablet, capssule, granule)
ZA04A A 68 Huoanglian Shangquing Pills
(vién, nang, cdm)
A 69 Niuhuoang Jiedu Pills (vién,
nang, nang mém)
ZA04B A 81 Quingkailing (vién)

(81) Quingkailing (thubc tiém) Chi st dung tor bénh
vién loai II tr& 1én trong
truong hop dot quy

ZA12H B 533 | Ginkgo biloba (thudc udng)

534 Ginkgo biloba (thudc tiém) | Chi st dung tir bénh
vién loai II tré 1€n trong
truong hop thiéu mau
tim va ndo cip
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Trong s6 1.238 ché pham thuéc YHCT
trong Danh muc, ¢ tit ca cic dang bao ché
thong thudng dung dé udng (vién nén, vién
nang ctng, nang mém, cém, bot, dung dich
ubng, thudc giot, siro...), dung ngoai [thudc
m&/mé tra mat, gel, kem, thudc phun (spray),
thudc nho tai, mat, mili...] duoc bao ché tur
duoc li€u. Riéng vé dang thube tiém duoc
lidu c6 33 ché pham trén tong sb 1.238 ché
phém. Trong thube tiém duogc lidu, da sb
dugce bao ché tir 1 duge lidu, c6 chi dinh dic
biét va quy dinh diéu kién sir dung, thudng 1a
tir cac bénh vién loai 2 tré 1én.

Piéu dic biét 1a cac duoc licu (thude phién)
khong dugc quy BHYT chi tra (negative list)
ké ca khi sir dung riéng r& hay phéi hop, gom
c6 29 vi thuéc: Hong sam Han Quéc, Bach
sam, Pong trung ha thao, Saffron (ngh¢ tay),
Ca ngua, Sung té gidc, Nguu hoang, San ho,

Ma ndo, Sam Hoa Ky, Gac huou, nai... va
mot sd vi thubc nhu: xwong, gan, dudi...
dong vat. Danh muc dugc liéu khong duoc
Quy BHYT chi tra khi dung don doc gdbm 67
vi thudc ké ca la dugc ligu tho va da ché bién
(raw medicines and processed medicines).

IV. QUY TRINH XET DUYET
THUOC PUA VAO DANH MUC

Vé phuong phap xay dung danh muyc, céc
thudc thanh pham Tan duoc va YHCT déu
duoc lya chon theo quy trinh chét ché (Xem
So d6) [6]. SO chuyén gia tham gia vao qua
trinh ra quyét dinh chon lya thudc dua vao
danh muc 1én dén 300 ngudi gdm bac sy,
dugc sy, nha khoa hoc, nha kinh té va cac
nha quan Iy Quy BHYT.

QUY TRINH XEM XET VA PHE DUYET THUOC PUA VAO DANH MUC
THUOC BHYT CHI TRA BQ NHAN LUC VA AN SINH XA HQOI TRUNG QUOC, 2017

GIAI POAN CHUAN BI (30 NGAY)

‘ KE HOACH HOAT DONG ‘

GIAI POAN PANH GIA (30 - 60 NGAY)

‘ DANH SACH SO’ BO ‘

|

‘ Horn 2.000 CHUYEN GIA BO PHIEU ‘

|

‘ THAM VAN TIEU BAN CHUYEN GIA (300 CG) ‘

\

v s

KHONG CHAP NHAN

CHAP NHAN NHUNG CAN DAM
PHAN GIA

iatsa B

‘ DAM PHAN GIA TREN CO' SO'HTA ‘

|
¥ ¥
|

HOAN THANH VA CONG BO (30 NGAY)

BO NHAN LU'C VA PHUC LO1 XA HOI
PHE DUYET

CONG BO DANH MYC THUGC BHYT
THANH TOAN
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SO SANH HE THONG RA QUYET PINH
DANH MUC THUOC BHYT TRUNG QUOC VA HAN QUOC

TO CHUC THAM GIA TRUNG QUOC HAN QUOC

Co quan 1. B6 Nhan lyc va An sinh xa hoi | 1. BO 'Y Té va Phuc loi xa hoi
2. Cac Co quan TW khéc 2. Co quan giam sat BHYT (HIRA)
3. Chinh quyén Tinh/Khu ty tri 3. Co quan BHYT quéc gia (NHIC)

Cic bwéc tién hanh

1. Banh gid An toan va Hiéu qua
lam sang

. Danh gia kinh té duoc

. Cac nhom chuyén gia xem xét

. Bo phiéu (trén 2.000 chuyén gia)

. Bé xuét han ché chi tra

. BO NL&ASXH phé duyét

AN L AW

4,
5.

. Doanh nghiép ndp hé so
. DPanh gid Lgi ich 1am sang va

An toan

. Panh gia Kinh té dugc va phan

tich Tac dong ngan sach
bam phan gia
B0 Y té va Phuc loi xa hoi quyét dinh

Tiéu chi danh gia

1. An toan, hi¢u qua va nhu cu
diéu tri

2. Théng tin vé gid va danh gia kinh
t& duoc cua cac qudc gia khac

3. Tac dong ngan sach y té

1.
2.

4.

Loi ich 1am sang

Ngudng Chi phi-Hi¢u dung (Cost-
benefit  threashold:  GDP/per
Capita for each QALY /year)

. Tinh trang chi tra va gia thudc

& mot s6 qudc gia tham chiéu
(reimbursement status and price in
other countries)

Tac dong ngan sach y té

Két qua

Danh myc co ban qudc gia Thudc
BHYT chi tra

(National Basic Medical Insurance
Drug Formulary List)

Danh muc Thudc BHYT chi tra
(Positive Drug List)

Nguon: Surachat Ngorsuraches et al., Decision Maker Commentary, Drug Reimbursement Decision
Maker in Thailand, China and South Korea, VALUE IN HEALTH, 25 (2012) S120 — S125, ELSEVIER

Mic du d3 c6 nhimg quy dinh vé quy trinh
va cac budc ra quyét dinh vé lya chon thudc,
ké ca thuéc YHCT dé dua vao Danh muc
thuéc BHYT chi tra, nhung dbi véi thude
YHCT, hién dang thiéu cac hudng dan vé
bang chimg khoa hoc (evidences) dé danh
gia va lga chon ma chu yéu van dua trén y
kién chuyén gia (opinions of expert TCM
practitioners) [7]. Cling can thdy rd mot thuc

Service Science Direct http://www.sciencedirect.com

té 1a khac vé6i thude tan dugc, viée thiét lap
hé thong tiéu chi danh gia vé an toan va hiéu
luc ctia thuéec YHCT kha kho khan.

Co quan Quan ly dugc pham va thuc
pham Trung Qubc (Chinese Food and Drug
Administration: CFDA) da cong bd phan loai
9 nhém thuéc YHCT ma cac nha san xuat
phai tuan thu khi nop hd so xin cap Gidy
phép san xuat.
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PHAN LOAI CAC NHOM THUOC YHCT
PANG KY GIAY PHEP SAN XUAT

NHOM THUOC
(Category)

MO TA
(Description)

GHI CHU
(Note)

Cac hoat chit va cac ché
phim ciia ching dwoc chiét
xudt tir thue vat, dong vat va
khoang vat chwa dwgce luu
hanh ¢ Trung Quédc

Céc thuoc thudéc nhém nay bao gom ca
Artemisinin chong sot rét va trioxid arsenic lam
thudc chong leucemie

11

Cac dwge liéu (crude drugs)
méi  phat hién (newly
discovered) va cic ché pham
cia ching

Bao gom cac ché pham chwa dwoc coi 1a thude
trén pham vi qudc gia, tinh, khu tur tri. Co rat
it thudc YHCT duogc phin vao nhom nay

111

Cac thudc méi thay thé cac
thudc da c¢6 ¢ Trung Qudc

Cac dwoc liéu thay thé cac vi thuée YHCT
¢6 ddc tinh, cac dwoc liéu sip bi tuyét chiing
(danger of extinction); trong nhom nay cling c6
it thuéc YHCT dang ky

v

Cac by phan sit dung méi
cua cac duogc liéu da co hoic
cac che pham caa ching

Yéu cau sir dung cac bd phan khic cia dwoc
liéu, vi du dung 1é ¢l (rhizoma) hodc cac b phan
khong phai 1a 1é (rootless) cia Panax notoginseng
dé thém vao ché pham cb truyén sir dung ré (root).
C6 it thude YHCT dang ky vao nhom nay

Cic phan doan hoat chit
chiét xuit va cac ché pham
chiét xuat tir thue vat, dong
vét, khoang vit hoic cac chét
khac chwa dwgc luvu hanh &
thi truomg Trung Quéc

Hoat chit c6 tic dung dwoc Iy phai chiém
it nhat 50% trong cao chiét; Cac ché pham
nay it phtic tap hon ché pham YHCT, ¢6 thé
két hop véi héa dwoe, can phai dugc kiém
nghiém vé héa hoc va thir nghiém dwoc dong
hoc (pharmacokinetic testing)

VI

Cic ché pham theo bai thudc
YHCT va cic bai thudc tir
nguyén liéu ty nhién chuwa
tirng hru hanh & Trung Quéc

Mot s6 thude thudoe nhom nay co thé coi la an
toan va hiéu qua qua lich st st dung lau dai,
¢6 thé bé qua pha I va pha II thir nghiém 1dm
sang; cac thudc thudc nhém nay bao goém ca
thudc két hop héa dwoc va vi thuée YHCT cin
yéu cau thir nghiém/kiém nghiém chit ché hon

VII

Cic ché phim thay ddi
duwong dung thudc (altered
drug delivery) cac trung dugc
va cdc ché phim ty nhién
(natural medicine products)

Nhom VII, VIII, IX 12 nhom cac thude da duoc
luu hanh trén thi truong nhung c6 thay doi
duong dung thude (nhom VII), thay doi lidu
dung (nhom VIII) hoac hoan toan khong thay
ddi (nhom IX)
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NHOM THUOC MO TA GHI CHU
(Category) (Description) (Note)
VIII Céc ché phim thay ddi dang

bao ché (altered dosage form)
cia cic thude di dwge lwu
hanh trén thi trwong Trung
Quéc va cac ché pham tw nhién

(natural medicine products)

IX Céc thudc generic

Vé bang ching khoa hoc vé hiéu luc va

an toan cua thuéc YHCT, T6 chirc Y té Thé
giéi (WHO) [8,9] cling da nghién ctru dua
ra bang phan loai sau day dya trén danh gia
theo thang diém (E.R.R.S: Evidence Rated
Research Scale) bao gom cac cap do sau:

l.

Duogc liéu hodc bai thude:

- C6 hiéu qua 1am sang tot

- Da duogc thtr do an toan

- Pi biét duogc co ché tac dung
- Hoat chit di duge xac dinh

- Chat lugng duoc kiém tra dé cho
phép dung trén nguoi

Duogc liéu hodc bai thude:

- C6 két qua nghién ctru tién 1am sang
in vitro va/hodac in vivo

- (6 dit liéu khoa hoc vé do an toan

- Co nghién ctru vé co ché tac dung

- C6 nghién ctru vé hoat chat

- Chét luong duoc kiém tra dé cho
phép dung trén ngudi nhung chua
duogc kiém tra trén 1am sang

Nguon: Wu W. Y. et al, 2014

Duoc liéu hoac bai thuoc:

- Dugc chap nhan rong rai la co tac
dung dya trén co sé kinh nghi¢m st
dung lau doi.

- Duogc thtr nghiém do an toan va
chét luong

- Chuadugc thtr 1am sang theo phuong
phap thir nghiém lam sang ngau
nhién c6 kiém soat (Randomised
Controlled Trials: R.C.T)

Duoc liéu hodc bai thude duoc chép nhan
c6 tac dung trén co sé da dugc sir dung
rong rai va lau doi trong nhan dan. Tac
dung 1am sang duoc kiém chimg bang
thir nghiém R.C.T.

Duogc liéu hodc bai thude dugce st dung
¢ dia phuong hodc ghi chép rai rac trong
cac tai lidu. C6 thé thdy & Viét Nam,
khong c6 nhiéu cac duge lidu/bai thude
YHCT di duoc tién hanh nghién ctu dé
c¢6 duoc bang chimg khoa hoc duoc xép
theo thang diém tir 1 dén 3.
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BANG PHAN LOAI BANG CHUNG KHOA HQC VE AN TOAN, HIEU LUC CUA
DUQC LIEU/THUOC YHCT CUA TO CHUC Y TE THE GIOI

THANG DIEM
(Scale)

TIEU CHI
(E.R.R.S: Evidence Rated Research Scale)

1
Cao nhiat

C6 hiéu qua 1Am sang t6t

ba thtr d an toan

D3 biét co ché tic dung

Hoat chit duogc xéac dinh

Chit lwong dugc kiém tra dé dung trén nguoi

II

C6 két qua nghién ctru tién 1am sang in vitro va/hoic in vivo
C6 dix liéu khoa hoc vé an toan

C6 nghién ctru co ché tac dung

C6 nghién ciru vé hoat chét

Chit lwong duoc kiém tra dé dung trén ngudi

111

DPuoc chip nhén rong rii cé tac dung dua trén kinh nghiém sir dung lau doi.
D3 thir nghiém dd an toan va chit lwong

Chura thir 1am sang theo phwong phap ngiu nhién c¢é kiém soat (Randomised
Controlled Trials: R.C.T)

v

Puoc chip nhin cé tic dung trén kinh nghiém sir dung rong rii va lau doi
trong nhan dan
Tac dung 1am sang dwoc kiém ching bang thir nghiém R.C.T

Duoc liéu hodc bai thubc duoc sir dung ¢ dia phwong hoic ghi chép trong cac
tai liéu

Nguon: WHO [8, 9]

Co quan chinh sach y té va nghién ctru cua Hoa Ky (USA Agency for Health Care Policy

and Research - AHCPR) d3 xac dinh rd cac muc do bang ching va xép loai nhu sau:

Mirc do tin cay
ciia bing chirng
1A

IB
ITA

1IB
111

v

Loai bing chirng
(Evidence)

Bang chimg thu dugc dua trén phan tich s6 lidu ctia nhiéu nghién ctru bé tri ngiu
nhién c6 kiém soat
Bang chimg thu duoc tir it nhdt mot nghién ctiru ngéu nhién c6 kiém soat
Bang chimg thu dugc tir it nhat mot nghién ciru duoc thiét ké dung, co kiém soat
nhung khong bb tri ngiu nhién
Béng ching thu duogc tur it nhét mot thuc nghiém duogc thiét ké ding
Bﬁng ching thu dugc tir mdt nghién ctru mo ta, khong thuc nghiém dugce thiét ké
ding, vi du nhu nghién ctru so sdnh, nghién clru tuong quan va nghién ctru truong
hop cu thé
Bing chtng thu duoc tir bio cdo ctia mot tiéu ban cac chuyén gia, tir ¥ kién hodc/
va kinh nghiém 1am sang ctia cic co quan c6 thim quyén
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Thir nghiém 1am sang b tri ngiu nhién
c6 kiém sodt, tuy khong phai 1a mot yéu cau
tuyét d6i dé chimg minh su théng nhat vé
gia tri khoa hoc trong moi trudong hop nhung
duogc coi 13 ¢o strc thuyét phuc nhat. Mot thir
nghiém 1am sang quy mé 16n, duoc thiét ké

dung, thuc hién va kiém soat ding din co
thé cung cdp day du bang ching dé xac dinh
moi lién quan giira thude va tac dung diéu tri
bénh, bd sung cho cac bang chimg thu duoc
tir nhitng nghién ctru c6 tinh chat quan sat.

PHAN LOAI MUC PQ BANG CHUNG KHOA HQC NGHIEN CUU

THUOC YHCT THEO AHCPR (HOA KY)

Mirc dg tin ciy ciia

Loai bang chirng

bing chirng (Evidence)
IA Bang chimg thu duoc dya trén phan tich s lidu cia nhiéu nghién ctru b
Cao nhit tri ngiu nhién c6 kiém soat
IB Bang chimg thu duoc tir it nhat mt nghién ciru ngiu nhién c6 kiém soat
A Bang chimg thu duoc tir it nhat mot nghién ctru thiét ké diing, c6 kiém soat
nhung khéng bd tri ngiu nhién
11B Bang chtng thu dugc tir it nhdt mdt thwe nghiém dwoe thiét ké ding

Bang chimg thu duoc tir mot nghién ciru méd ta, khong thwe nghiém dwoc
I thiét ké ding, vi du nhu nghién ciru so sanh, nghién ciru twong quan va
nghién ciru trudong hop cu thé (study case)

Thép nhét

v Bang chung thu duoc tir bao cdo ciia tiéu ban cic chuyén gia, tir y Kkién
hodc/va kinh nghiém Iim sang cia cic co quan cé thim quyén

Nghién ctru tiéu chi danh gia bang chimg
cua WHO vaAHCPR (Hoa Ky) trinh bay trong
cac bang trén, c6 thé rat ra két luan rang: dé
xem xét danh gia dua thuéc YHCT vao Danh
muc thubc BHYT thanh toan, Trung Quéc
dang 4p dung cac bang chimg thudc Nhom
IV va V clia Bang phan loai bang ching theo
WHO va Nhom III va nhém IV trong Bang
phan loai cia AHCPR. Céc bang chung nay
thu dugc tir nhitng nghién ctru duoc thiét ké
don gian (nghién ctru so sanh, nghién ctru

Nguon: WHO [8, 9]

twong quan va nghién cuu trudong hop) hoac
tir bao cdo cua mot tiéu ban cac chuyén gia
hanh nghé YHCT, tir y kién va/hodc kinh
nghiém 14m sang ctia cic co quan c6 thim
quyén. Elias Mossialos va cong su [5] ciing
nhan xét Co quan quan 1y dugc pham va thuc
pham Trung Qudc (CFDA) ciing chua thiét
1ap duoc cac tiéu chi cu thé ma cha yéu dua
vao danh gia cua chuyén gia dé xem xét lwa
chon thubc YHCT duwa vao Danh muc thudc
BHYT thanh toan (Positive List).
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VI. PHAN LOAI CAC NHOM BENH
TAT TRONG DANH MUC THUOC
YHCT PUQC BHYT THANH TOAN

Trong Danh myc thuéc YHCT dugc BHYT
thanh toan cua Trung Quéc, cac thude duoc
phan thanh 9 nhém c¢6 ky hi¢u: ZA, ZB, ZC,
ZD, ZE, ZF, ZG, ZH, ZI, trong mdi nhém co
phan nhom. Tong cong c¢6 9 nhom va 39 phan
nhém, ké ca 3 nhom thude cua cac dan toc:
Tang, Mong va Duy Ngo Nhi [7].

Ngay 12 thang 12 nim 2018, Tong giam
d6c TCYTTG di bao cdo trude Hoi nghi Ban
chap hanh 1an thtr 144 vé Bang phan loai quéc
té bénh tat lan tha 11 (Eleventh International
Classification of Diseases: IDC-11) [11].
IDC-11 duoc trinh ra cac qubc gia thanh vién
trong Dai hoi dong TCYTTG thang 5-2019
va s€ c6 hiéu luc tir ngay 1-1-2022. ICD-11
s& dugc cac to chitc BHYT trén thé gidi s
dung trong viéc thanh toan chi phi kham chtra
bénh theo hé théng ma sb bénh tat cua ICD.
Dac bi¢t, trong phién ban ICD-11, ngoai 24
nhom bénh tat theo y hoc hi¢n dai, TCYTTG
da dua vao mot chuong méi: Chuong 26 —
“Chuong Bb Sung vé bénh tat theo Y hoc
cd truyén” (Chapter 26 - Supplementary
Chapter Traditional Medicine Conditions —
Modul I). Chuong nay dugc bién soan dua
trén Bang phan loai qubc t¢ YHCT (The
International Classification of Traditional
Medicine: ICTM). Pé sira doi va xay dung
Danh muc thudc YHCT duoc BHYT thanh
toan nén tham khdo cac quy dinh méi vé
phan loai bénh tat theo YHCT trong ICTM
va Phién ban ICD-11 s€ c6 hi¢u lyc trong
tho1t gian toi.

VII. BAN LUAN

1. Céc nude chau A, dic biét Trung Quéc va
Pai Loan di sém dua vao Danh muc qudc
gia thubc BHYT cac duoc pham YHCT
(Trung Dugc). Danh muc méi nhit vé thude
YHCT duoc BHYT chi tra ctia Trung Qudc
ban hanh nim 2017 gdm 1.238 ché pham,
trong d6 c6 88 ché pham ctia cac dan toc Tay
Tang, Duy Ngb Nhi va Mong C6 (dén ngay
13-07-2017, bd sung thém 05 ché pham).
Danh muc nay duoc xép thanh 9 nhém theo
Ma phan loai tir ZA dén ZI. Trong khi d6
thudc tan duge gdm 1.297 dugce pham dugc
phan loai theo M3 phan loai tir XA dén XV

2. Danh muc thubc YHCT do BHYT thanh
toan dugc xdy dung sau khi ldy y kién cua
khoang 2.000 chuyén gia. Viéc xét chon
theo quy trinh chit ché & cdp trung wong
v6i hon 300 chuyén gia do B Nhan luc va
An sinh x4 hoi chit tri. Cac ché pham YHCT
duoc lua chon, sang loc tir c4c tai li¢u chinh
thdng ctia Trung Quéc nhu: Danh myc cong
thirc thude quéc gia Trung Qudc (Chinese
national drug formulary), Danh muc qudc
gia thudc thiét yéu (National essential drug
list of China), Chi nam tr1 li€u 1am sang
(Handbook of clinical therapy), Dugc dién
Trung Qubc (Pharmacopoeia of China),
S6 tay st dung thudc 14m sang cta Dugc
dién Trung Qudc (Notebook on clinical use
of chinese pharmacopoeia), Tiéu chuan
dang bao ché dong dugc (Standards of
traditional medicines dosage forms), SO
tay st dung thudc hop 1y cho bac si va
duoc si (Handbook on rational drug use
for medical doctor and pharmacist). ..

3. Trong Danh myc thuéc YHCT duoc BHYT
thanh toan chi c6 cac ché pham Trung duoc
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duoc san xudt & quy mo cong nghiép gdm
1.243 san pham, twong duong véi sb thude
Tan dugc dugc dua vao Danh muc (1.397
san pham). Diéu dang chu y 1 Trung Qudc
da cong bd Danh muc cac duge liéu cd
truyén cam st dung (vi du, cac duoc liéu
tir dong vt c6 trong Sach Do) tuy rang d6
l1a nhitng duogc liéu da duoc su dung lau
doi va duogc coi la dugc liéu quy trong
YHCT Trung Hoa. Cac dugc licu (thuéc
song va thudce chin) khong quy dinh trong
Danh muc, c¢6 nghia 1a khong dugc BHYT
chi tra. Can tim hiéu k§ hon 1y do ctia chu
truong nay cia Trung Qudc.

. Hién nay, viéc sir dung, ché bién duoc
liéu/vi thudc tai cac co s& kham chita
bénh YHCT ¢ Viét Nam con rat phé bién.
Trong Danh muc thudc ¢ truyén, vi thude
va duoc liéu dugc BHYT thanh toan da co
349 vi thude (ké ca thube bic va thude
nam) nhung chat lugng cua cac vi thude/
duge liéu nay khéng ddng nhat (phu
thudc vao nha cung cap) va rat kho kiém
soat chat ché trén thi truong. Mat khac,
quy trinh ché bién, bao ché cac vi thube/
dugc liéu nay rat khac nhau, phu thudc
kinh nghiém va quy trinh ché bién cia
tirng co s& khadm chita bénh YHCT, do do
gia thanh ciing rat khac nhau, gay nhiéu
kho khan cho cong tac gidm dinh BHYT.
Trong khi d6, nhiéu doanh nghiép duoc
& Viét Nam trong nhitng nam gan day da
dau tu nhitng day chuyén chiét xuat duoc
liéu/vi thudc dé san xuat cac thanh pham/
ban thanh pham duéi dang bot/com (bang
phuong phép sdy phun (spray drying), co
sdy dudi ap suat giam (vacuum drying)
hodc sdy tang soi (fluid bed drying). Cac
loai com/bdt nay duoc goi 1a “cédm don

ctia vi thube”, duge tiéu chuan hoa, c6 thé
phdi hop véi nhau dé bao ché mot thang
thuéc YHCT thanh dang bot kép hodc
com thubc cip phat cho nguodi bénh tai
cac co s& kham chira bénh YHCT hoac
cung cap cho céng nghiép dugc nhu mot
ngudn nguyén liéu dé bao ché cac dang:
bot, com, vién nén, vién nang... 0 quy
mo cong nghiép. Can nghién ctru dé sir
dung cac ché pham nay ting budc thay
thé cho viée st dung vi thudc/duoc lidu
trong ché bién. bao ché thudc thang & cac
co s& kham chira bénh YHCT.

. Trong qua trinh danh gia, xem xét, lya

chon thubc dua vao Danh muc thudc
BHYT Trung Qubc di bat dau ap dung
danh gia cong nghé y té (HTA: Health
technology analysis), tuy nhién qua
trinh danh gia HTA rat it dugc ap dung
khi xem xét, lya chon thuéc YHCT. B
sung cho diém yéu nay, Trung Qudc da
ap dung quy trinh lay y kién (voting) clia
doi ngii dong dao chuyén gia trén toan
quéc (khoang 2.000 nguoi). Mat khac,
1a mot qudc gia rong 16n va dan s6 dong
nhat thé gigi, Trung Qudc da phan quyén
cho dia phuong thong qua viéc phan loai
thudc thanh hai nhém: Nhom A va Nhoém
B. Vi cac thuéc Nhom B chinh quyén
dia phuong (tinh/khu ty tri) duoc quyén
thay thé nhung khong dugc qua 15% va
phai béo céo vé trung uong.

. Mic du TCYTTG da dua ra cac huéng dan

vé danh gia mirc do bang chimg nghién
ctru thude YHCT/cay thude, viée thiéu cac
bang chung khoa hoc (scientific/research
evidence) dé st dung trong qu4 trinh danh
gia va lya chon thudc YHCT dua vao Danh
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muc thubc BHYT 14 nhitng kho khan réat
16n khi 4p dung danh gia cong nghé y té
(HTA: Health technology assessement).
Trong giai doan trudc mét, viéc thu thap
rong rai y kién chuyén gia/ngudi hanh nghé
YHCT va cac cap Hoi YHCT dé sang loc,
lua chon Danh muc so bo 12 rat quan trong.

7. Viéc tham khdo chi tiét va cy thé hon tiéu
chi va quy trinh lya chon thudc YHCT dua
vao Danh muc thuéc BHYT chi tra cua
Trung Qudc rat c6 ich cho BO Y té va Bao
hiém x3 hoi Viét Nam trong qué trinh sira
d6i Thong Tu 05/2015/TT-BYT vé “Danh
muc thuéc dong y, thuoc tir duoc liéu dwoc
BHYT thanh toan” khong chi vi ly do hai
nudce c6 nhitng twong dong vé lich sir nén
YHCT lau doi ma ca vé nhiing twong dong
trong trinh d6 phat trién kinh té - xa hoi va
chinh sach BHYT toan dan.

8. Can tham khao Béang phan loai bénh tat
qubc t& (International classification of
diseases: ICD-11) vira dugc To chic y té
thé gidi ban hanh nam 2019 [11] va Bang
phan loai qubc té y hoc co truyén (The
international classification of traditional
medicine: ICTM) ciing nhu kinh nghiém
cua Trung Québc vé phan loai bénh tat theo
YHCT dé cau triic, phan loai cac thubc
trong Danh muc thudc YHCT duoc BHYT
thanh toan cua Viét Nam.

VIIL KIEN NGHI

1. Vé tiéu chi chon lya thuéc dwa vio Danh
muc thuéc BHYT- Nhu di phan tich & trén
trong phan Ban luin, khac vé6i tan duoc,
ngay ca ¢ Trung Qudc hién nay van chua
xac dinh duoc mdt cach khoa hoc cac ti€u

chi dé dua thudc YHCT va Danh muc
thuéc BHYT. Chu yéu van dua vao ¥ kién
cua cac chuyén gia.

Tuy nhién, T6 chtrc Y té Thé giéi (WHO)
va mot sd td chire khoa hoc quéc té cling
d3 budc dau dua ra bang phan loai bang
ching khoa hoc dé danh gia cac thudc
YHCT va thudc tir duoc liéu. Can nghién
ciru tung budc ap dung Bang phan loai
bang chimg khoa hoc vé an toan, hiéu luc
ctia duoc liéu va thuée YHCT cua T6 chirc
Y té Thé gi6i dé xdy dung tiéu chi danh
gia d6i v6i ché pham YHCT dang ky luu
hanh trén thi truong va khi xem xét dua
vao Danh muc thubc BHYT.

Pbi véi cac thude bao ché tai cac co so
kham chita bénh YHCT, ciing can xay
dung ti€u chi, dac biét vé nguén géc, Xuét
xr bai thuéc. Can ban hanh tiéu chi vé
cong nhan bai thude gia truyén. Mt khac,
can ban hanh Danh muc cac bai thube
YHCT duoc cong nhan 1a “c6 phuong”.

Danh muc vi thubc (Bic/Nam) can tham
chiéu Danh muc ctia Dugc dién Viét Nam
V. B4 Y té nén ban hanh vin ban cong
nhan cic Duogc dién tham chiéu vé& vi
thudc/duge liéu, vi du: Duoc dién Trung
Qubc, Dai Loan, Nhat Ban, Han Qudc. ..

. Vé quy trinh:

Nén tham khao quy trinh Iya chon thudc
YHCT ctia Trung Quéc va dua trén hoan
canh va tinh hinh cu thé cua Viét Nam dé
xdy dung quy trinh lya chon thuéc YHCT
phu hop. Viéc huy dong doi ngii chuyén
gia YHCT tham gia danh gia thudc 1a cuc
ky quan trong.
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3. Vé phdn loai cdc nhém thuéc trong Danh tham khao hé théng phéan loai bénh theo
muc thuoc YHCT dwoc BHYT thanh todn: Bang phan loai bénh YHCT cua T6 chic Y
Nén tham khao viéc phan nhom thudc té Thé gi¢i ICD 11 ban hanh ndm 2019 va

YHCT dua trén Bang phan nhém bénh ¢0 hiéu luc vao nam 2022.
theo hé théng y Iy YHCT. Mt khac, can
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TONG QUAN KET HQOP Y HQOC CO TRUYEN
VA 'Y HQC HIEN PAI TREN THE GIOI

Overviews of traditional medicine combination
with modern medicine in the world

Ta Dang Hung',Vii Van Hoan’, Ddng Lé TrP,
Trin Vin Khanh, Tran Dirc Thugn®

TOM TAT

Y hoc ¢6 truyén (YHCT) va y hoc hién dai (YHHDP) cing ton tai va phat trién ¢ nhiéu
nuéc trén thé gidi. O mot sé nuwdc, YHCT 1a ngudn luc rat 16n cua hé théng y té. Két hop
YHCT va YHHD 1a noi dung quan trong va dugc To chirc Y té Thé gidi rat quan tam va dua
ra hudng dan thuc hién. YHCT duoc két hop chit ché voi YHHPD ¢ nhiéu qudc gia chau A
nhu Trung Quéc, Han Quéc, Nhat Ban, An 6. Tai chdu Au va chau My, YHCT duoc goi
13 y hoc thay thé hay y hoc bd sung ctia y hoc hién dai. Nhiéu quéc gia c6 chinh sach va quy
dinh thiic ddy YHCT phat trién manh va két hop tot véi YHHD nhu Trung Qudc, An D¢ va
Nhat Ban.

ABSTRACT

Traditional medicine (TM) and modern medicine have been coexisting and developing
in many countries in the world. In some nations, TM is a huge resource for the health
system. Combining TM and modern medicine is an important content and is very interested
by the World Health Organization. TM is integrated with modern medicine in a number of
Asian countries such as China, Korea, Japan, and India. In Europe and America, TM is
considered alternative or complementary medicine. Some countries issues regulations and
policies in order to thrive and incorporate traditional and modern medicine such as China,
India and Japan.

1235Vign Chién luge va Chinh sach Y té

4Cuc Quan ly y, dugc ) truyén, Bo Y té
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1. PAT VAN PE

Y hoc ¢6 truyén (YHCT) 14 tai san tri thirc
quy bau trong cham sdc strc khoe dugc duc
két qua qua trinh phat trién ctia mdi dan toc.
Trén thé giéi, YHCT da duoc hon 120 nudc,
ké ca cac nudc phat trién s dung dé cham
soc strc khoe nhan dan.

Tat Viét Nam, YHCT da trai qua hang
nghin ndm lich st va dugc van ban hoa
tir triéu dai nha Ly (khoang nim 1010).
Trong thu gti Hoi nghi Y té toan quéc ngay
27/02/1955, Chi tich HO Chi Minh chu trong
t61 cong tac két hop y hoc cb truyén véi y hoc
hién dai trong xay dung mot nén Y hoc Viét
Nam méi.

Tuy nhién, theo nhan dinh cta T chic
Y té Thé gi6i: “YHCT la mét b6 phdn quan
trong va thuong chua dwoc danh gia dung
mitc trong dich vu y té” [1]. Nham ting
cuong vai tro cia YHCT trong cham séc suc
khoe nhan dan ¢ nude ta hién nay, viéc tién
hanh tong quan cong tac két hop YHCT véi
YHHD trén thé gi6i 1a rat can thiét. Piéu d6
s& cho chiing ta thay vai tro ctia YHCT trong
hé thdng y té va kinh nghiém qudc té trong
16ng ghép YHCT va YHHP. Nhém nghién
ctru chon cac qudc gia theo cac chau luc khac
nhau. Mot sé qubc gia va ving 1anh thd chiu
A ¢6 nén YHCT phat trién nhu Trung Qudc,
An Do, Nhat Ban va Han Quéc. O céc quéc
gia nay, YHCT c¢ vai tro tuong duong voi
y hoc hi¢én dai. Ngoai ra, nhém nghién ctru
cling chon mot s6 qudc gia tai chdu Au va
chau M¥ La-tinh. O cac qudc gia nay, YHCT
duoc goi 1a v hoc bd sung (YHBS) hoic y
hoc thay thé va cac quy dinh cha yéu tap
trung vao linh vuc dugc hoc cd truyén.

Ttr tai liéu tong quan ndy, chiing t6i mudn
cung cap nhiing thong tin can thiét toi cac
nha hoach dinh chinh sach va phuc vu cho
viéc xay dung quy ché va chinh sach vé
YHCT ¢ Viét Nam.

2. PHUONG PHAP NGHIEN CUU

Nhom nghién ctru da sir dung co sé dir
liéu Science Direct va trang web cua tap chi
va co s& dir liéu nhu Pubmed, The Lancet,
trang web cua WHO, cac truong dai hoc va
mot s to chuc lién quan dé tim kiém thong
tin, vin ban phap quy vé y hoc cb truyén.

Thong tin, vdn ban phip quy lién quan
dén y hoc ¢6 truyén trén thé gidi duoc nhom
nghién ctru sir dung ngdn ngir tiéng Anh dé
tim kiém. Ddi véi cac van ban phap quy lién
quan dén y hoc cb truyén cia Trung Qudc
duoc tai van ban bang tiéng Trung sau do
dich ra tiéng Viét.

Thong tin vé& nhan lyc va sb co s¢ kham
chita bénh, ty 1€ bac si YHCT cua mot )
quéc gia duoc thu thap tir nién giam thong
ké trén trang web ciia mot s qudc gia nhu
Trung Qudc (State Administration of TCM,
http://www.satcm.gov.cn), Dai Loan (Tong
cuc ngan sach va thong ké, http://eng.dgbas.
gov.tw/mp.asp?mp=2) va cac website chinh
thirc ctia Chinh phét Han Quéc va Nhat Ban.

Céc tir khoa bang tiéng Anh dugc st dung
dé tim kiém tai liéu 1a: $Legal regulations of
complementary$, $Traditional medicine$,
$Alternative medicine$, $Traditional China
medicine$, $Traditional Indian medicine$,
$Traditional Korean medicine$, $Traditional
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Japanese Kampo Medicine$, (ddu $ dugc st
dung dé mé rong tir khoa tim kiém ca tir khoa
& dang s it va s nhiéu).

3. PINH NGHIA VE YHCT VA Y HQOC
BO SUNG

- Dinh nghia vé YHCT cia Té chirc Y té
Thé giéi (WHO): Y dugc ¢ truyén c6 mot
lich str 1au dai. 1 tong hop cac tri thic,
k¥ nang va thuc hanh trén co s¢ nhitng
Iy thuyét, dirc tin va kinh nghiém ban dia
ctia nhitng nén van hoéa khac nhau, c6 thé
giai thich dugc hoac khong, dugce str dung
dé duy tri stic khoe, ciling nhu trong du
phong, chan doan, cai thién hodc diéu tri
bénh tat vé thé chét va tinh than [2].

- Dinh nghia vé YHBS ciia WHO: Thuat
ngir “y hoc bd sung” hay “y hoc thay
thé” duoc dung dé chi mot tap hop rong
rai nhitng thuc hanh chdm séc stic khde
khong phai 1am thanh phan cta tip quan
hoic y hoc chinh théng cua qubc gia do,
va khong duoc két hop hoan toan vao h¢
thong y té chinh thong. O mot sd nudc
hai thuat ngit nay duoc sir dung thay thé
cho thuat ngit y hoc co truyén [2].

- Dinh nghia thuc hanh YHCT&BS cua
WHO: gbm liéu phap ding thudc va liéu
phap cham soc strc khoe theo quy trinh,
nhu thude thao duoc, y hoc tu nhién,
chdm ctru va cac phuong phap diéu tri
bing tay nhu phuong phap than kinh cot
song, tri liéu bang xoa nin ciing nhu cac
ky thuét khac lién quan, gdbm khi cong,
thé duc dudng sinh, yoga, nhiét trj liéu,

va cac liéu phap diéu tri thé chat, tim
than, tinh than va tinh than - thé xac [3].

4. KET HQP YHCT VA YHHP TREN
THE GIOI

Van dé 16ng ghép YHCT mot cach phi hop
duoc WHO rat quan tdm. Tién sy Margaret
Chan, Tong Giam dbc WHO dé cap dén noi
dung nay nhu sau: “Hai hé thong YHCT va
Y hoc phwong Tédy khdng can phdi déi dau.
Trong linh viec cham soc suc khoe ban dau,
hai logi hinh y hoc ndy c6 thé hoa nhdp hai
hoa dé mang lai loi ich, su dung nhitng dac
tinh tot nhat ciia méi hé thong, va bi dap
cho mot sé han ché cua nhau. Sy hoa hop
d6 khéng tw né dién ra. Phdi c6 nhitng chinh
sdach, quyét dinh than trong. Song co thé thyc
hién diéu d6 thanh cong” [3].

WHO di xac dinh 16ng ghép YHCT vao
hé thdng y té 1a mot trong cac ndi dung trong
tam trong phat trién YHCT trén thé gisi. Vi
vay WHO ciing dua ra huéng dan chung cho
cac qudc gia thanh vién.

4.1. Huéng din ciia WHO lién quan
dén viéc 10ng ghép YHCT&BS vao hé

thong cham soc sirc khée

Theo WHO, qua trinh 16ng ghép
YHCT&BS vao hé théng chim séc sirc
khée va cac budc thuc hién & mdi nude va
mdi khu vuc s& khac nhau. WHO ciing dua
ra nhitng tiéu chi gitp cac qudc gia thanh
vién xac dinh cac quy trinh chii chdt gom 4
ndi dung can thuc hién ¢ nudc minh:
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- (1) Khao sat tinh hinh st dung
YHCT&BS, bao gom ca loi ich va rui
ro trong bdi canh lich st va vin hoa
dia phuong, va thuc ddy nhéan thic sau
sic hon vé vai tr0 va tiém ning cla
YHCT&BS;

- (2) Phan tich nguédn lyc y t& qudc gia, nhu
tai chinh va ngudn nhén luc cho y té;

- (3) Cung cb hoic thiét 1ap chinh sach va
quy dinh phu hop cho san pham, thuc
hanh va ngudi hanh nghé YHCT&BS;

- (4) Thuc day tiép can y té cong bang va
16ng ghép YHCT&BS vio hé thong y té
qudc gia, bao gdbm quy dinh vé hoan tra
chi phi y té va cac phuong thirc tiém ting
cho thi1 tuc chuyén vién va hop tac.

4.2. Tinh hinh két hop YHCT va YHHD

& mQt so quoc gia trén the gidi

Theo WHO, hién nay c6 02 giai doan két
hop YHCT va YHHD phd bién trén thé gi6i
bao gém: (1) YHCT duogc 1dng ghép hoan
toan vao hé thong y té, (2) YHCT chi duogc
két hgp mot phan vao hé thong y té quéc gia.

4.2.1. YHCT dwoc két hop chiit ché véi YHHD

O motsé nude, mot sd loai hinh YHCT&BS
da duoc két hop hoan toan vao hé thong y
té dic biét 1a cac nudc Chau A nhu Trung
Quéc, An Do, Nhat Ban, Han Qudc.

Trung Quéc 1a dat nuéc cd6 nén YHCT
lau doi va phat trién theo mot hé théng hoan
chinh tir 1y luin dén thuc tién. Tai qudc gia
nay, YHCT da duoc 16ng ghép hoan toan véi
YHHD. Nim 2011, qudc gia ndy c6 khoang

440.700 co s6 y té cung cdp dich vu YHCT,
v6i 520.600 givong bénh, bao gdm bénh
vién YHCT va bénh vién da khoa cac tuyén,
phong kham va tram y té & thanh thi va néng
thon. Khoang 90% bénh vién da khoa c¢6 khoa
Kham chira bénh YHCT va cung cép dich vu
YHCT cho c4 bénh nhan ndi va ngoai tri. Cac
co s& YHCT duogc quan ly theo cac quy dinh
phap luat chung cho co so'y té, gibng nhu cac
co sO y hoc chinh théng. Ngudi hanh nghé
YHCT duogc phép thuc hanh ¢ ca phong kham
va bénh vién nha nudc va tu nhan. BHYT nha
nudce va tu nhan thanh toidn toan bd chi phi
kham, chita bénh biang YHCT, bao gdm y hoc
cb truyén Tay Tang, Mong Cd, Duy Ngo Nhi
va Dao. Nguoi dan va bénh nhan duogc tuy
v Iya chon céc dich vu cham soc stic khoe
YHCT hay y hoc chinh théng, hodc béc si cua
ho c6 thé tu van liéu phap diéu trj nao c6 thé
phu hop hon véi bénh cta ho [4].

Ngoai ra, dé phat trién YHCT va ting
cudng két hop YHCT va YHHD, Trung Qudc
d3 ban hanh mot s van ban phap quy nhu:
(1) Phap 1énh YHCT khuyén khich ké thira va
phat trién sy phat trién cua Trung y; (2) Sach
trang nham khuyén khich phét trién Trung y
va Trung duoc, thic day két hop YHHD va
YHCT; (3) Luat Trung y, Trung dugc nham
ké thira va phat trién Trung y dugc, bao v¢ va
thic day phat trién su nghiép Trung y duoc.

An D¢ 1a qubc gia c6 nén YHCT lau doi
véi 7000 nam. YHCT An Do bao gém 6 hé
thdng: Ayurveda, Yoga, Siddha, Unani va cac
hé thong y té Tay Tang déu dugce nha nudc
cong nhan va tao diéu kién cho phat trién.
S6 nguoi hanh nghé lién quan t6i YHCT An
Do rat nhicu, gdm 771.468 ngudi. Tuy nhién,
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s6 bénh vién YHCT tai An D6 chi ¢6 3.639
bénh vién véi 56.250 giuwong bénh.

Ngoai ra, An Pé da phat trién duge mot
mang ludi cac truong dao tao vé y duogc
cb truyén. Trong 6, cac trudng dao tao vé
Ayurveda chiém da sb. An B¢ 1a qudc gia co
hé théng YHCT lau doi v6i nhiéu hé théng
nhu Ayurveda, Yoga, Siddha, Unani va cac
hé théng y t& Tay Tang déu dugc nha nude
cong nhan va tao diu kién cho phat trién.
H¢ théng nay dugc thuc hién bdi cac thﬁy
lang chita bénh bang ciy thudc, yoga, vi
luong ddng can. Tir nam 1951, Chinh phu
d3 ban hanh cic ké hoach phat trién (trong
d6 ké hoach phat triéen YHCT nam trong ké
hoach chung vé y té). Pén nim 2002, Chinh
phu nudc nay da chinh thirc ban hanh chinh
sach dgc 1ap cho cac hé théng YHCT. Céac ké
hoach nay dwoc danh gia sau khi két thuc va
dugc diéu chinh nhitng ndi dung méi trong
giai doan 5 nam tiép theo. Diéu nay dd hd
trg nhiéu trong cac hé théng cham soc y té
theo md hinh két hop YHCT va YHHD trong
cong tac cham soc sire khoe cong dong [3, 6].

Nhdt Ban véi lich sir nén YHCT trén 1400
nam, dugc xem la nude co ty 1€ st dung YHCT
cao nhat trén thé gidi hién nay. Thudc YHCT
Nhat Ban 1a su két hop giita thubc YHCT
Trung Qudc va thude dan gian Nhat Ban goi
1a Kampo. Tinh tir nam 1974 dén nam 1989,
viéc st dung Kampo & Nhat Ban da tang 15
lan. Ly do duoc giai thich 1a do Kampo it gay
phan ung va it c6 tic dung phu. Ngoai ra,
Kampo con chta cac yéu to tam linh va gia
trj tinh than cua nguoi Nhat. {t nhat c6 65%
bac si Nhat da xac nhan c6 st dung dong thoi
thuc YHCT va thuéc YHHD [7, 8].

Nhitng bai thudc Kampo sau khi tién
hanh thir nghiém 1am sang va dat két qua
tét s& duoc dua vao san xuat va st dung.
Theo mdt bao cao tong quan hé thong, tir
nim 1986 dén 2008, tai Nhat Ban da tién
hanh hon 320 nghién ctru thur nghi¢m lam
sang lién quan dén thubc Kampo [9].

Ngay nay, Kampo dugc tich hgp vao hé
théng chim soc sirc khoe qudc gia Nhat Ban.
Nim 1967, Bo Y té, Lao dong va Phuc lgi
da phé duyét bbn loai thude ctia Kampo dé
dugc chi tra trong chuwong trinh Bao hiém Y
té Qudc gia (NHI). Nam 1976, 82 loai thudc
Kampo da dugc B Y té, Lao dong va Phuc
loi phé duyét. Con s nay di tang lén 148
chiét xuat cong thirc Kampo, 241 loai thude
tho va 5 ché pham thudc tho [10].

Tai Han Quéc, nam 2014, tong cong sb
bac si YHCT Han Qudc 1a 22.074. Ho lam
viéc nhu bac si da khoa cham séc suc khoe
ban dau voi 14.798 ngudi chiém 67%; c6
13,5% lam viéc tai bénh vién véi 2.991
ngudi va 917 nguoi chiém 4,2% lam viéc
tai cong dong. Tai qudc gia ndy YHCT phat
trién va ¢ vi thé ngang bang YHHD. Cac
bac si YHCT c6 thé diéu tri biang phuong
phap YHCT Han Qudc ¢ ca bénh vién va
phong khdm nha nudc va tu nhan. Céc dich
vu YHCT Han Qudc dd duoc bao phu trong
chuong trinh BHYT qudc gia tir ndm 1987 va
hién nay cac dich vu nay cling dugc BHYT
thanh toan.

Nhir vdy, YHCT va YHHD di duoc két
hop chit ché tai 04 qubc gia nay. BHY T thanh
toan cho cac dich vu lién quan dén YHCT, tir
d6 cac chinh phi1 dd dé cao vai trd cia YHCT
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ngang bang véi YHHD. Ngoai ra, cac qudc
gia ndy déu co chinh sach 1ong ghép cac ndi
dung vé YHCT trong dao tao bac si, thanh
1ap cac khoa YHCT trong bénh vién da khoa.
Pé khuyén khich nguoi dan st dung thude
YHCT, Nhat Ban da tién hanh thu nghiém
lam sang dé kiém dinh chat lugng va chon
ra nhitng bai thudc tot. Cac nudc nhu Trung
Quéc hay An D6 d3 ban hanh nhiéu vin ban
quy pham phép luat trong phat trién va két
hop YHCT va YHHD.

4.2.2. YHCT dwoc két hop mét phin vio hé
théong y té quéc gia

YHCT&BS & nhiéu nude da duoc két hop
mot phan vao hé thdng y t& qudc gia. Thuy
Si 1a quéc gia dau tién & chau Au long ghép
YHCT&BS vao hé thong y té. Tai Thuy Si,
ty 1 trung binh sir dung YHBS (s6 nguoi
da tung sir dung YHBS) tr sau nam 1990 la
49% [11]. Nam 1998, B Noi vu Lién bang
(DHA) d3 quyét dinh 13 tir ndm 1999 dén
2005: 05 liéu phap diéu tri b sung, gom y
hoc anthroposophic (mdt dang tam 1y tri liéu),
vi lwong d6ng cin, than kinh tri liéu (neural
therapy), dugc thao li¢u phap (phytotherapy)
va YHCT&BS (chinh xac hon 1a liéu phap
thao duoc cb truyén cua Trung Qudc) sé
dugc dua vao chuong trinh bao hiém y té bat
budc (KLV), néu nhitng phuwong phap d6 do
thay thudc co chimg chi chuyén mon vé y
hoc bo sung va thay thé (CAM) thyuc hién.
Podng thoi, Chinh phu Thuy Si ciing thiét 1ap
mot chuong trinh toan dién dé danh gia CAM
(PEK), Iinh vuc y hoc c6 vai tro ngay cang
16n manh trong hé théng y té Thuy Si, dé

danh gié vai tro va hi€u qua cua no.

Tai mét s6 nude chdu Au nhue Phap, Puc
YHCT duoc st dung nhu y hoc bd sung/
thay thé. C6 t&i 46-69% dan s cac nudc
nhu Phap, Puc ding y hoc YHBS. O mot
s6 quc gia nhu Vuong quéc Anh, Hungary,
YHBS chua dugc dua vao hé théng y té
quéc gia. Tuy nhién, nha nuéc cho phép
mot sé phong kham tu nhan ding ky st
dung YHBS. C6 6 nudc chau Au cung tng
diéu trj YHBS trong bénh vién cong. Mot sb
bénh vién chuyén nganh s dung YHBS nhu
mot lidu phap thay thé tiy theo yéu cau cua
chuyén nganh [6].

Tai cdac nuwoc chau My La-tinh, YHCT chu
yéu duge thue hanh & cac nhém thd dan da
d6, nguoi dan c6 thu nhap thap véi cac thuc
hanh vi lugng dong cin, xoa bép va nin bod
gdy xuong, chira bénh biang thao duoc. Hién
nay, YHCT da phat trién hon so véi trudc
day, cac bac si st dung YHHD ngay cang
quan tAm téi van dé nay hon.

Tai My, mot diéu tra nim 2002 do Trung
tam Kiém soat bénh tat tién hanh cho thay
c6 65-70% nguoi dan My st dung it nhét
mdt phuong phap YHBS trong cudc doi ho.
Tuy nhién, cho dén nay YHBS chua duogc
dua vao hé théng y hoc néi chung. Quy dinh
dugc phép str dung YHBS con tuy tirng bang.
C6 42 bang cho phép thuc hanh cham ctru,
33 bang cho phép thuc hanh xoa bop - bAm
huyét dugc hanh nghé. Mot sé phuong phap
xoa bop duge dua vao dudi hinh thirc vat ly
tri liéu tai co sé y té & mot sb bang. Bac si
dung bién phap thién nhién (nhu thay doi ché
d6 an, tap luyén... ma khong dung thudc)
duoc cap phép o 12 bang [12].
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Nhu vay, 6 cac nuéc chau Au, chau My,
da s6 YHCT chi dugc chap nhan nhu YHBS
dudi dang vat 1y tri liéu, liéu phap thay thé.
Cong tac két hop YHCT va YHHD & nhiing
qudc gia nay con nhiéu han ché.

5. KET LUAN

Két hop YHCT va YHHD 13 mot noi dung
quan trong trong phat trién YHCT. WHO
da dua ra 04 noi dung chinh huéng dan cac
quéc gia thanh vién thuc hién cong tac 16ng
ghép YHCT vao hé thong y té. Theo WHO,
hién nay c6 02 giai doan két hop YHCT
va YHHD pho bién trén thé gi6i bao gdm:
YHCT dugc két hop hoan toan vao h¢ théng
y t&, YHCT chi duoc két hop mot phan vao
hé thong y té quéc gia.

Tai mot s6 qudc gia chau A giau truyén
théng vé YHCT nhu Trung Quéc, An Do,
Nhat Ban, Han Qudc, YHCT di duoc két
hop hoan toan véi YHHD. Cac quéc gia
nay da co ban thuc hién theo hudng dan cta
WHO. YHCT di duoc thanh todn bao hiém
y té va c6 vi thé ngang bang véi YHHD. Quy
dinh vé nguoi hanh nghé & cac qudc gia nay
cling da dugc xay dung tu lau. Gia tri cua
thudc YHCT dugc phd bién dén nguoi dan
nham khuyén khich nhéan dan sir dung thubc
YHCT, dién hinh ngudi Nhat dé cao gia tri
ctia Kampo va ty 18 st dung thuéc YHCT &
Nhat cao nhit thé gidi. Cac chinh sach phat
trién YHCT duoc xay dung ¢ Trung Qudc
va An Do. Hé théng truong dao tao bac si
c¢6 chuyén mon vé YHCT duoc thanh lap va
tién hanh dao tao & ca 04 qudc gia nay, dic
biét An Do co hé théng cac truong dai hoc

ddo tao rat 16n. Tai Nhat Ban, nghién ctru thir
nghiém 1am sang cho thuéc YHCT dugc thuc
hién nham chon loc bai thudc c6 gia tri dua
vao s dung.

Tai cac qudc gia chau Au, chau Phi,
YHCT chi dugc cong nhan 13 y hoc bo sung,
y hoc thay thé. YHCT chua dugc dua vao hé
thong y té qudc gia. Viéc st dung YHBS tai
co s& cong 1ap chi dugc mot sb it qubc gia
cho phép.

6. BAI HOC KINH NGHIEM CHO
VIET NAM

Qua phan tong quan & trén, ching toi rat
ra mot sb bai hoc kinh nghi¢m cho Viét Nam
trong két hop YHCT va YHHD nhu sau:

Thi nhat, theo huéng dan cia WHO va
hoc tap kinh nghi¢m cua Nhat Ban trong
viéc gan thudc Kampo véi cac yéu td tim
linh va gia tri tinh than ciia nguoi Nhat dan
t6i nguoi dan Nhat co ty 1& st dung thube
YHCT cao nhat trén thé giéi. Chiing ta can
¢ chién luge thic déy nhan thirc ctia nhan
dan vé gia tri ciia thuéc YHCT, tir d6 khuyén
khich nhan dan str dung.

Thir hai, can thiét 1ap cac chinh sdch manh
mé hon dé phat trién YHCT ciing nhu ting
cuong két hop YHCT va YHHD va can duoc
thé ché hoa bang nhimng vin ban phap quy
phap luat nhu Trung Qudc hay An Do. Trung
Qudc c6 Luat Trung y nham ké thira va phat
trién YHCT.

Thit ba, can hién dai hoa YHCT, thuc day
tién hanh cac nghién ctru khang dinh gia
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tri vé& khoa hoc lién quan dén céac bai thudc  cao gia tri cda YHCT. Nhu Nhat Ban, da tién

YHCT. Sau d6, can chia sé rong rdi cho moi  hanh thir nghiém 1am sang hau hét cac bai

ngudi déu c6 thé tiép can thong tin gitp nang  thube Kampo.
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THUC TRANG KET HQP Y HQC CO TRUYEN
VA'Y HQC HIEN DAI TAI VIET NAM

Current situation of integrating traditional and modern medicine in Vietnam

Ta Ding Hung', Vii Vin Hoan?, Ding Lé Tri3,
Hoang Thj Hoa Ly*, Tran Dirc Thugn’

TOM TAT

Y hoc ¢6 truyén (YHCT) va y hoc hién dai (YHHD) dang cting ton tai va phat trién & nudc
ta. Pang, Chinh phti va BO Y té dd c6 nhiéu vin ban chi dao, ban hanh céac chinh sach dé phat
huy YHCT va két hop YHCT véi YHHD. Nghién ciru duoc tién hanh ¢ 6 tinh v6i cac can bo
quan 1y nha nude vé y té va quan 1y bénh vién va co sé kham chita bénh YHCT va s6 liéu cta
cac So'Y té cung cip nham tim hiéu thuc trang két hop YHCT va YHHD véi nhitng bat cap vé
quy dinh va chinh sach. Két qua nghién ctru cho thiy, cac ndi dung két hop duoc thé hién rd
nét trong kham chira bénh va dao tao nhan lyc y té. Tuy nhién, van con tdn tai mot sd bat cap
nhu: bac si YHCT khong duoc hoc 1én sau dai hoc cac chuyén nganh vé YHHD; cong tac dao
tao lién tuc cho lwong y va nguoi c6 bai thude gia truyén; pham vi hanh nghé cta bac si YHCT
vay s YHCT; luong y chua dugc phéan biét 1 rang; khé thuc hién chi tiéu két hop YHCT va
YHHD 6 céc tuyén.

ABSTRACT

Traditional medicine (TM) and modern medicine have coexisted and developed in our
country. The Party, Government and Ministry of Health have issued many guiding documents,
making policies to promote traditional medicine and combine with modern medicine. The
study was conducted in 6 provinces with state management officials on health and managers
of hospitals and health service facilities related to traditional medicine and data provided by
provincial health departments in order to understand the current situation of combined TM
and modern medicine with inadequacies of regulations and policies. The results show that, TM
and modern medicine combination is clearly shown in the aspects as medical examination and
treatment and health workforce training. However, there still exist some inadequacies such as

1235 Vjén Chién luge va Chinh sach Y té

4 Cyc Quan 1y y, dugc cd truyén, Bo Y té
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TM doctors are not allowed to pursue postgraduate education in the field of modern medicine.

In addition, it is difficult to carry out the continuing medical education for traditional healers

and people who have traditional remedies. Moreover, the practice scope of TM doctors,

traditional healers and TM physician assistants is not well distinguished. Finally, it is difficult

to reach TM and modern medicine combination requirement at all health levels.

1. PAT VAN PE

Trén thé gidi, y hoc co truyén (YHCT)
von xuét hién 1au doi va ton tai trude khi
hinh thanh nén y hoc hién dai (YHHD).
Hi¢n nay, YHCT va YHHD cung tdn tai
va bd tro cho nhau trong diéu tri bénh. O
phuong dong, YHCT va YHHD duoc phan
biét dya trén nén tang 1y luan. YHCT c6 nén
tang 1y ludn riéng, dua trén cac hoc thuyét:
Am duong, Ngii hanh, Thién nhan hop nhat,
Tang tuong, Kinh lac v.v... phan biét voi
YHHD 4p dung khoa hoc y sinh, di truyén
va cong nghé y té v.v... dé chita bénh thong
qua thuc men, phiu thuat hoic liéu phap
khac. Tuy c6 diém khac biét vé 1i ludn, lich
sir phat trién va phuong phap nghién ctu
nhung ca hai déu 1a phuong tién dé kham,
chira bénh va nang cao strc khoé con nguoi.
Két hop YHCT véi YHHD gitp nhan thirc
vé con nguoi va cham séc sire khoe cho con
nguoi cang toan di¢n va phu hgp voi quy
luat khach quan. Trong qué trinh hién dai
héa, YHCT ciing can dugc soi sang bang li
luan va phuong phép cta nhiéu moén khoa
hoc nhu: sinh hoc phan tu, diéu khién hoc,
dién tr hoc, quang hoc, vat li nguyén tr
v.v... dé ung dung nhiing thanh tyu niy vao
y hoc 1am sang. Do d6, két hop YHCT véi
YHHD 14 mét nhu cdu quan trong cta nhiéu
nudc trén thé gioi.

O Viét Nam hién nay, cong tac két hop
YHCT va YHHD rat dugc Pang va Nha
nudc quan tam chi dao, ludn coi day la chu
truong 16n cua nganh y té. Tuy nhién, viéc
thuc hién két hop YHCT véi YHHD van gip
mdt s6 khé khin ton tai.

Vi vay, nghién ctru “Kér hop YHCT va
YHHP tai Viét Nam va mét s6 bat cdp trong
giai dogn hién nay” da dugc Vién Chién lugc
va Chinh sach Y té tién hanh nam 2018 véi
02 muc tiéu: (1) Thyc trang két hop YHCT
va YHHD tai Viét Nam hién nay, (2) Phan
tich mot s6 bat cap trong két hop YHCT va
YHHD. Tu nhiing thong tin khach quan,
chung t6i cung cap thém bang ching dé cac
nha hoach dinh chinh sach vé YHCT c6 cén
ctr xdy dung chinh sach phét trién YHCT phu
hop véi thuc tién tai nudc ta.

2. PHUONG PHAP NGHIEN CUU
2.1. Thiét ké nghién ciru

Nghién ctru st dung phuong phép mo ta
cat ngang, ké hop dinh lugng va dinh tinh.
2.2. Poi twong nghién ciu

Nghién ctru thu thap thong tin tir cac can
bd quan 1y ctua S¢' Y té, Phong Nghiép vu y
dugc va Phong K& hoach thudc SO Y té.
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Nghién ctru cling thu thap thong tin tir can
bd quan ly ctia Bénh vién y duogc ) truyén
gdm giam ddc hodc phé giam dbc bénh vién
va truong hodc pho phong ké hoach cua
bénh vién.

2.3. Dia diém va ngi dung nghién ciru

Pija diém: Nghién ctru duoc thuc hién &
mot s6 bénh vién YHCT tuyén trung wong
gém Bénh vién YHCT trung wong, Bénh
vién YHCT B¢ Cong an, va Bénh vién Cham
clru trung wong.

Tai dia phuong, nghién ctu tién hanh
& mot s6 bénh vién YHCT tuyén tinh gém
Bénh vién YHCT cac tinh thanh: Hai Duong,
Quang Ninh, Thira Thién Hué, LAm Dong va
Thanh phb H6 Chi Minh.

Nghién ctru tap trung vao cac ndi dung vé
hoat dong két hop YHCT va YHHD.

3. KET QUA NGHIEN CUU

3.1. Thue trang két hop YHCT va
YHHD tai Viét Nam hién nay

3.1.1. Pic diém két hop YHCT va YHHD

Trong qué trinh hinh thanh va phat trién
ca YHCT va YHHD déu di cho thay vai tro
quan trong, nhirng wu thé va loi thé riéng biét
trong chiam soc sirc khoe cong dong.

Uu diém cta YHCT 1a it tac dung phu,
vira diéu tri vira nang cao thé trang. Trong
khi vu diém ctia YHHD 1a chan doan chinh
xéc, thoi gian diéu tri nhanh, lidu chinh xéc,
dé quan 1y chét luong thudc. ..

Theo danh y Bién Thuéc, chan doan
YHCT dua vao: Vong chan (quan sat bénh
nhin va hoan canh), Vin chan (ling nghe
am thanh va tdm sy cuia bénh nhéan), Vian
chan (hoi bénh nhan va ngudi nha) va Thiét
chan (kham bénh biang tay hoic dung cu)
[1]. YHCT két luan bénh dya trén y Iy Dong
y, con YHHD két luan bénh dua trén cac
dau hiéu 1am sang va két qua xét nghiém
can 1am sang. Van dé dit ra 13, nén ching
chin doan trong YHCT ciing nén két hop
v6i phuong phap chin doan cia YHHD.

Trong diéu tri, YHHD nghién ciru dé xac
dinh dang liéu st dung, dac bi¢t 1a dang bao
ché tién dung. YHCT quan tAm chu yéu dén
trang thai can bang cac chic ning trong co
thé, trang thai 4am — duong, han — nhiét, bicu
—1y... cac vi thudc ctia YHCT duoc chia theo
“Quén — Than — T4 — S&”.

Dé phat huy hét cac uu diém va bd sung 1an
nhau thi cong tac hién dai hoa YHCT, két hop
YHCT véi YHHD 14 xu huéng két hop nhimg
mat tich cuc cta 2 nén van minh Pong — Tay.

3.1.2. Chii trwong, dwong 16i va chinh sdch
vé két hgp YHCT va YHHD ¢ Viét Nam

Chu truong, duong 16i va chinh sach vé
két hop YHCT véi YHHD ludn dugc thé
hién nhét quan trong cac vin ban sau:

- Nghi quyét 46-NQ/TW ngay 23/02/2005
ciia Bo Chinh tri vé cong tac bao vé,
cham soc va nang cao strc khoé nhan dan
trong tinh hinh méi;

- Chi thi 24-CT/TW ngay 04/07/2008 cua
Ban Chép hanh Trung wong vé phét trién
nén doéng y va Hoi Pong y Viét Nam;
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- Nghi quyét s6 266/NQ-CP ngay
19/10/1978 cua Chinh phu vé viéc phat
trién y hoc dan toc ¢b truyén két hop
chit ché véi YHHD, nham xay dung nén
y hoc Viét Nam;

- Nghiquyétsd37NQ-CPngay20/06/1996
vé dinh hudng chién lugc cong tac cham
soc va bao v¢ suc khde nhan dan trong
thoi gian 1996-2000 va chinh sach qudc
gia vé thudc ctia Viét Nam do Chinh phii
ban hanh;

- Chi thi 03/CT-BYT ngay 24/02/2012
tang cuong quan ly cung ung, st dung
dugce liéu, thuée dong y, thude tir duge
liéu trong co s¢ kham, chira bénh bﬁng
YHCT do B3 Y té ban hanh;

- Quyétdinh s62166/2010/QD-TTg ngay
30/11/2010 cua Thu tudéng Chinh phu
vé viéc ban hanh ké hoach hanh dong
ctia Chinh phu vé phat trién y, dugc hoc
cd truyén;

- Quyét dinh s6 362/QDP-TTg ngay
11/3/2014 cta Tha tuéng Chinh phu phé
duyét dé an dau tu xay dung nang cap hé
thong bénh vién YHCT toan qudc giai
doan 2014-2025.

Cac bién phap va chinh sach dé phat
huy, phat trién YHCT, két hop YHCT vdi
YHHD tap trung vao cac ndi dung chinh
nhu trién khai toan dién chuong trinh muc
tiéu ciia nganh y té vé YHCT; ting cuong
dau tu cho nghién ciru tng dung va hién dai
hod YHCT trén cac mat: nghién ctu khoa
hoc, dao tao can bd, chan doan, diéu tri,
san xuat thudc va nguyén liéu lam thudc;

déy manh dao tao doi1 ngii can bg thuc hanh
va chuyén sau YHCT.

Pé tiang cudng két hop YHHD va YHCT
trong kham, chita bénh, BO Y té di ban
hanh Thong tu sé 50/2010/TT-BYT ngay
31/12/2010 huéng dan viéc két hgp YHCT
v6i YHHD trong qué trinh kham bénh, chira
bénh [2], Thong tu 01/2016/TT-BYT ban
hanh ngay 5/1/2016 quy dinh ké don thudc
YHCT va ké don thubc YHCT két hop thude
tan dugc trong kham chira bénh [3].

3.1.3. Cdc néi dung vé két hgp YHCT véi
YHHP

Quan triét chu truong, duong 16i chinh
sach ctia Pang va Nha nudc cong tic két
hop YHCT va YHHD da duoc thé hién trong
kham chita bénh va dao tao nhan luc y té.

Két hop trong kham chira bénh:

“Rdt nén két hop YHCT va YHHP vi ¢
YHCT thi ngay ca phwong phap dwa vao
kinh nghiém dan gian, thiéu di bang chirng
khoa hoc (vi du ky nang bdt mach rat khé,
chi nhitng thdy thudc giéi méi lam chudn,
pham vi dé chan doan dwoc bénh cling rat
han ché). Ngoai ra trén 1 ngwoi bénh anh
c6 thé ding nhitng logi thuéc nam nhung
ciing c6 nhitng bénh phdi két hop ca véi tan
duwoe nén su két hop YHCT va YHHD la can
thiét. Dung phwong phdp chan dodn YHHD
va diéu tri thi dimg phwong phdp chita tri
YHCT (c6 thé ding phirong phdp chita bénh
khéng diing thudc — chdm civu, bam huyét
hodc diing cdc vi thuéc. Tire la két hop trong
chan dodan va trong diéu tri”. (Lanh dao BV
YHCT tuyén tinh)
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- Kham, chan doén, diéu tri chil yéu bang
YHCT, két hop véi cac xét nghiém can
1am sang can thiét cia YHHD, gitip nang
cao tinh an toan, hi¢u qua cia YHCT.

- Kham, chan doan bang ca YHCT va
YHHD, tuy theo muc do, giai doan
bénh, dé chon lua cach diéu tri phu hop
cho timg giai doan, chu yéu bang YHHD
hay YHCT hoic két hop ca hai.

- Diéu tri cin nguyén, theo co ché bénh
sinh bang YHHD, két hop thudc, cac
bién phap khong dung thubc YHCT
(cham ctru, xoa bop, bAm huyét, nham
han ché tac dung phuy, doc hai cua thudc
dac tri, hdi phuc chirc nang, nang cao
chat lugng sdng ctia ngudi bénh (YHCT
hd trg diéu tri ung thu, HIV/AIDS, hdi
phuc chirc ndng sau dot quy...)

- Piéu tri can nguyén, co ché bénh sinh
chu yéu bang YHCT, két hop YHHD khi
c6 kém theo bénh 1y cap tinh, dién bién
phtrc tap (nhiém tring ning). ..

C6 thé noi, viéc két hop hai hoa hai nén y
hoc trong kham chira bénh ngoai viéc mang
lai loi ich cho ngudi bénh con gop phan xay
dung co s thuc tién va khoa hoc dé xay dung
cac cong nghé cao, méi va dap ng nhu cau
thoi dai. Viéc nay rat can su phdi hop dong
b0, toan dién gilta cdng déng va cac nha
hoach dinh chinh sach, quan 1y; 1anh dao; céac
nha dau tu; cac nha thuc hanh y, duogc ca cd
truyén va hién dai.

Két hop trong dao tao nhin luc y té:

“Phdi két hop trong nguoi bdc si, ¢é cd
kién thirc YHCT va YHHD. Két hop thong

nhdt ngay tir khi dao tao con nguoi dé cé

nhitng bién phdp t6i wu khi khédm chita bénh
cho ngwoi bénh. Tir truée dén nay, moi nguoi
van kéu két hop YHCT va YHHD nhung cdi
bién phap thuc hién la chwa hiéu qua”. (Lanh
dao BV tuyén TW)

Hién nay, chuong trinh dao tao bac si da
khoa c6 hoc phan vé YHCT, nhiing kién thirc
co ban vé YHCT da duogc trang bi cho céc
béac si da khoa. Vé bac si YHCT, chuong
trinh dao tao co ban theo mo hinh 4+2 voi
4 nam hoc nhu cac cac chuong trinh dao tao
bac si khac va 2 nam cudi hoc chuyén nganh
YHCT. Nhu vay, cac bac s1 YHCT cling dugc
trang bi cac kién thirc co ban ciia YHHP.

3.2. Nhirng han ché, bat cip trong két
hgp YHCT va YHHD & nuéc ta hién nay

Mic du chu truong két hop YHCT va
YHHD & nudc ta da duoc déy manh va&i
nhiéu vin ban chi dao ctia Pang va Nha
nuéc. Tuy nhién, dén nay van con ton tai
mot sb bat cap trong dao tao, trong pham vi
hanh nghé, trong giao chi tiéu két hop cho
cac tuyén.

3.2.1. Bit cdp trong dio tao

Viéc thyc hién dinh huéng két hop YHCT
v6i YHHD gip mot s6 kho khin ton tai trong
cac van ban quy dinh hi¢n hanh. Vé nhan lyc,
nhu d3 phén tich, bat cap vé dio tao nang
cao trinh d6 cua bac si YHCT, bac si YHCT
sau khi tot nghiép chi dugc hoc céc bac hoc
sau dai hoc v& YHCT ma khong dugc phép
hoc thém sau dai hoc vé YHHD cling chua
phtt hop dbi véi tinh than két hop YHCT va
YHHD va 14 thiét thoi d6i véi bac si YHCT
va cac don vi st dung bac si YHCT.
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Tuy nhién, dé dap ung muc tiéu phat
trién YHCT, mot s6 quy dinh khong phu
hop véi thuc té. Quy dinh vé viéc tham gia
va x4c nhan dao tao lién tuc déi véi luong
y va nguoi c6 bai thudc gia truyén hoic
phuong phap chira bénh gia truyén ap dung
chung nhu ddi voi bac si, duoce si va nhirng
ngudi hanh nghé YHHD khac theo quy dinh
trong Luat Kham bénh, chita bénh. Thong
tur 22/2013/TT-BYT huéng dan dao tao lién
tuc trong linh vuc y té con kho khin cho
lwrong y va ngudi co bai thude gia truyén
hoic phuong phap chita bénh gia truyén do
chua c6 quy dinh vé chuong trinh do tao.
Hién cling khong c6 co s& nao dao tao cac
dbi tuong trén.

“Viéc dao tao lién tuc, bo sung, cdp nhdt
kién thitc y khoa cho nhitng nguwoi hanh nghé
YHCT la can thiét, 24 gio/Indm nhing tinh
kha thi chwa cao, doi véi cdc co s6 cong ldp
thi viéc nay la thudn loi va hau hét can bé
thay thuéc, thoi gian cdp nhdt kién thirc phai
trén 24h/nam. Poi véi lam tw nhan, khong
phai nguoi nha nudc lam ngoai gio, lwong y
6 tuéi, bac si YHCT nghi hwu khéng di hoc
nita ma van can c¢é 24 gio/Indm thi ciing gdp
khé khan chiv chwa néi dén viéc néu trong 2
nam ma khong du 48 gio dao tao lién tuc — sé
bi thu hoi gidy phép hanh nghé” (Lanh dao
SGY té)

3.2.2. Bit cdp trong quy dinh pham vi
hanh nghé

Quy dinh cua Luat Kham bénh, chira bénh
vé pham vi hanh nghé ctia bac si YHCT trong
ching chi hanh nghé chua phu hop véi ning
luc dugc dao tao cua bac s YHCT. Trong khi

d6, néu chi coi YHCT la mot chuyén khoa
trong da khoa, thi cac quy dinh vé bao hiém
y té lai khong phu hop do khéng dong ¥ chi
tra cac dich vu YHCT do bac si da khoa chi
dinh, budc bac si da khoa phai dao tao thém
chuyén khoa YHCT.

Pham vi hanh nghé quy dinh trong luat
Kham bénh, chita bénh ciing 13 van dé nhiéu
d6i tugng thac mac, hién nay pham vi hanh
nghé cua bac si YHCT, y si YHCT va luong
y l1a nhu nhau.

“Pham vi hanh nghé ghi trén chimg chi
cua bac st YHCT, y st YHCT va luwong y, theo
Ludat Kham bénh, chita bénh va cac Thong
twe thi pham vi hanh nghé ghi trén chiing chi
la nhw nhau, khong co su phdn biét, déu la
kham bénh chita bénh YHCT trong khi ho co
thoi gian dao tao khac nhau, thoi gian thuc
hanh khdc nhau nhung pham vi hanh nghé
lai giong nhau” (Can bd SO'Y té)

3.2.3. Bit cdp trong giao chi tiéu két hop
YHCT va YHHDP tai cdc tuyén

Theo hudng dan chi tiéu két hop YHCT va
YHHDP ¢ tuyén tinh 1a 10%, tuyén huyén 1a
20% va tuyén x4 1a 40%. Diéu nay dang gay
kho khin cho cac tuyén dic biét 1a tuyén xa
vi chi tiéu dugc giao 1a 40% két hop YHHD
v61 YHCT ¢ xa 1a kha cao.

S liéu tong hop tir 06 tinh nghién ciru vé
ty 1& két hop YHHD va YHCT trong kham
chita bénh ngoai tri dugc trinh bay trong
Bang 1 cho thiy hau hét cac tuyén trong cac
tinh déu chua dat chi tiéu duoc giao. Chi c6
tinh Lam Déng co ban dat chi ti€u dugc giao
& ca 03 tuyén tinh, huyén, x4.
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Bang 1. Ty 1¢ két hop YHHD va YHCT trong kham chira bénh ngoai tri nim 2018
tai 6 tinh nghién ciru

. Hai A . La Kié
Chi 6 al | Quang | g6 morpHCM| "
Dwong Ninh Dong Giang
1. Tuyén tinh
Ty 18 s6 luot kham va diéu tri
ngoai tra c6 st dung YHCT/ - 7% 4% 12% 5% -
tong s6 lugt kham
2. Tuyén huyén (bao goém
ca PKDK khu vuc)
Ty 18 s6 luot kham va diéu tri
ngoai tra c6 st dung YHCT/ - 22% 4% 21% 4% 14%
tong sd lugt kham
3. Tuyén xi
Ty 1€ c6 str dung YHCT 16% 32% 31% 38% 2% 13%
4. KET LUAN 5. KHUYEN NGHI

Chu trwong két hop YHCT va YHHD ¢
nuoc ta da dugc Pang, Nha nudc rat quan
tam va duoc thé hién qua cac van ban chi
dao. Két hop YHHP va YHCT duoc thé
hién trong ca kham chita bénh va dao tao
nhan lyc y té. Tuy nhién, vin con mot s bat
cap trong dao tao sau dai hoc ddi véi bac si
YHCT khong duoc theo hoc cadc nganh hoc
cua YHHD; quy dinh vé dao tao lién tuc véi
nganh YHCT con chua phu hop voi tinh hinh
thue té; pham vi hanh nghé cta bac si YHCT
chua ding vdi nang luc duoc dao tao. Cac
chi tiéu két hop YHHD va YHCT trong kham
chita bénh nhin chung chua dat yéu cau.

Thir nhét, cin d6i méi cong tac dao tao
YHCT, cho phép bac si YHCT duogc hoc sau
dai hoc mot sb chuyén nganh gén vo1 YHCT
nhu chuyén khoa noi cia YHHD.

Tht hai, can m& rong pham vi hanh nghé
cua bac s YHCT sang YHHD véi ndng luc
duoc dao tao va phan biét rd pham vi hanh
nghé cuia bac si YHCT so véiy st YHCT va
luong y.

Thir ba, can ¢ nhiing chinh sach va quy
dinh riéng trong dao tao lién tuc ddi véi
lwong y va ngudi 6 bai thude gia truyén cho
phu hop vé6i d6i tuong nay.
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TONG QUAN VE THUC TRANG HOAT PONG
KHAM CHUA BENH Y HQC CO TRUYEN NHAN PAO
CUA CAC TO CHUC TON GIAO TAI VIET NAM

Actual situation about the humanitarian traditional examination and
treatment of religious organizations in Vietnam

Dang Lé Tri, Vii Vin Hoan va cong su'’

TOM TAT

Nghién ciru tong quan trong nudc cho thiy, 50% trong sd 16 to chirc ton gido dugc cong
nhan tai Viét Nam khong c6 bt cur thong tin gi vé hoat dong kham chira bénh nhan dao noi
chung va kham chira bénh y hoc c6 truyén nhan dao néi riéng. Vi cac t6 chirc ton gido con
lai (Phat gido, Cong gido, Tin lanh, Cao Dai, Tinh d6 Cu s Phat hdi Viét Nam, Phat Gido Hoa
Hao, T An Hiéu Nghia, Biru Son Ky Huong), thong tin ban dau cho thay hoat dong kham
chita bénh nhan dao chiém vai tro chu dao trong cong tac tur thi€n xa hdi cua céc t6 chuc nay,
trong d6 y hoc ¢ truyén la phuong thirc kham chira bénh cha yéu. Mdi to chirc ton gido co
nhitng phuong thirc hoat dong, doi tuong phuc vy, dich vu cung cép,. .. khac nhau. Cac phat
hién ban dau da mé ta buc tranh tong thé hién c6 vé nhitng dong gdp ciia cac to chirc ton gido
trong hoat dong kham chita bénh y hoc c6 truyén nhan dao, lam tién d¢é tién hanh cac nghién
ctru danh gia sau nay.

SUMMARY

According to the literature review, there are 50% of 16 recognized religions in Vietnam
do not have any information on humanitarian examination and treatment or humanitarian
traditional examination and treatment. For other religious organizations (Buddhism,
Catholicism, Protestantism, Cao Dai, Vietnam's Tinh Do Cu si Phat hoi, Hoa Hao Buddhism,
Tu An Hieu Nghia, Buu Son Ky Huong), initial information showing that humanitarian
medical examination and treatment activities play an important role in social charity activities
of these organizations, of which traditional medicine is the main type of medical examination

! Vién Chién Ivgc va Chinh sach Y té
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and treatment. Depending on the doctrinal characteristics, guidelines, resources conditions

(human resources, financial resources, material resources...), each religious organization

differs about operating types, subjects, and services... These premilinary findings are expected

to depict the overall fact of the contributions of religious organizations in humanitarian

medical examination and treatment, as a premise for conducting further studies.

PAT VAN PE

S6 liéu vé hoat dong kham chita bénh y
hoc ¢6 truyén (KCB YHCT) nhan dao ¢ Viét
Nam rat khan hiém. Cac ngudn thong ké
chinh thong ctia cac co quan quan 1y nha nude
(QLNN) nhu Nién giam thong ké, Nién giam
thong ké Y té,... chua c6 thong tin vé hoat
dong nay. Cac nghién ctru cung cip thong
tin vé hoat dong KCB nhéan dao tai Vi¢t Nam
cling chua dugc quan tam thuc hién. Pén
thoi diém hién tai, chi duy nhat 01 nghién
ctru vé hoat dong KCB YHCT nhan dao cua
Tinh d6 Cu si Phat hoc Viét Nam nam 2010
trong khudn khd dé tai cip Bo “Mot sb van
dé co ban vé cac ton gido 6 Nam B§” do Vién
Nghién ctru Tén gido thuc hién duge cong bd
[1]. Sy thiéu hut thong tin néu trén 1 khoang
trbng 16n khién cong tac giam sat, QLNN vé
KCB YHCT nhan dao khong bao quat duoc
cac van d& vé tinh hinh thyc hién cac quy
dinh vé cap phép hanh nghé, vé dam bao chat
luong duogc liéu dugc sir dung, cac bai thude
va phuong phép chira bénh, van dé vé chi phi
phai chi tra cia nguoi bénh khi s dung dich
vu tai cac co s6 KCB YHCT nhan dao,...

Tén chi ctia moi ton gido déu c6 mot diém
chung la tinh than ctru khd, ctru nan, mang lai
cudc séng an lanh, hanh phtc cho tat ca moi
ngudi [1]. Cac quy dinh QLNN vé ton gido

cling nhan manh, cac to chuc t6n gido dugc
tham gia cac hoat dong gido duc, dao tao, y
té, bao tro xa hoi, tir thién, nhan dao theo quy
dinh caa phap luat co6 lién quan [2], [3]. Do
d6, nhitng nam gan day, cac ton giao & nude
ta ngay cang c6 xu hudng hoa nhap vao doi
song kinh té x4 hoi ctia nhan dan va ctia cong
ddng, quan tam truc tiép dén doi song hang
ngdy clia nguoi dan bang nhimg viéc 1am cuy
thé qua cong tac tu thién xa hdi. Trong do,
linh vuc y té chiém vai tro chu dao, dic biét
1a hoat dong 1ap co so KCB, cap phét thudc
YHCT mién phi cho ngudi nghéo [1]. Cac co
sO ndy da phat trién & quy mé dang ké néu
so sanh voi hé thong cac co s KCB YHCT
cong 1ap, tuy nhién ciing dit ra nhiéu van dé
vé cong tac QLNN dbi voi khu vuc nay.

V6i mong mudn cung cap nhitng thong tin
ban dau vé thuc trang hoat dong KCB YHCT
nhan dao cua cac t6 chirc ton gido tai Viét
Nam, nhém nghién ctru Vién Chién luoc va
Chinh sach Y té thuc hién téng quan tai liéu
bao gém cac bai bao, bao cdo, trang tin dugc
cong bd bai cac co quan QLNN vé ton gido,
cac don vi nghién ciru vé ton gido tai Viét
Nam. Bai b4o ky vong mé ta biic tranh tong
thé hién c6 vé nhitng dong gop cia cic to
chuc ton gido trong hoat dong KCB YHCT
nhén dao, lam tién dé cho viéc tién hanh cac
nghién ctru danh gié sau nay.
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PHUONG PHAP TONG QUAN

Nham dap ing muc tiéu cua bai bao, cac
tor khoa gén véi chu dé “thuc trang kham
bénh, chita bénh y hoc cd truyén nhan dao
ctia céac to chirc ton gido tai Viét Nam” dugc
tim kiém bao g@)m: “khdm bénh, chita bénh y
hoc cd truyén”, “kham bénh, chita bénh nhan
dao”, “td chirc ton gido”, “hoat dong tir thién,
nhan dao cua t6 chic ton giao™.

Céac tir khoa ban dau duoc tim kiém trén
Google.com. Céc tai li¢u co lién quan dugc
truy cap bao gom cac trang thong tin cta cac
co quan quan ly nha nudc, cac tap chi khoa
hoc, bdo cao nghién ctru da dang trén cac tap
chi, cac co s¢ dir liéu (ludn van thac sy, luan
an tién sy, internet, thu vién cua céc td chirc
nghién ctru trong nudc).

Do sy khan hiém théng tin vé chu dé
nghién ctru, cac tai li¢u tim kiém khong bi
gidi han vé mat thoi gian. Céc tai liéu trich
dan trong bai bao 13 cac tai liéu dugc lva
chon pht hop chul dé nghién ctru, duoc da s6
cac trang thong tin vé ciing chu dé dé cap toi
va lua chon trich dan.

KET QUA NGHIEN CUU

MGdi té chtrc ton gido, v6i nhimng gido 1y,
ton chi, didu kién khac nhau, c6 nhimg dong
gop nhét dinh khac nhau vao hoat dong KCB
nhan dao. Trong s6 16 t6 chirc ton gido dugc
cong nhan tai Viét Nam [4], nhiing ton gido
hién chua c6 bat ky thong tin nao dugc cong
b6 vé hoat dong KCB nhan dao, bao gdm: Hoi
gido, Gido hdi Phat duong Nam Tong Minh
Su dao, Ton gido Baha’l, Cham Ba-la-mon,

Gi4o hoi1 Céc thanh hiru Ngay sau ctia Chua
Gié-su Ky-t6 (Mormon), Phat giao Hiéu
Nghia Ta Lon, Hoi thanh Minh 1y dao - Tam
Tong Miéu va Gido hoi Co ddc Phuc 1am
Viét Nam. C6 thé trong thyc té, nhirng ton
gido nay ciling c6 hoat dong KCB nhan dao
song khong cong bd vé sb liéu. Nhimg to
chtrc ton gido con lai, qua thu thap, bude dau
cling dd c6 duoc nhitng thong tin vé& quy mo
va nhitng dong gép cia ho trong hoat dong
KCB nhan dao va KCB YHCT nhan dao.

1. Phat giao

Trudce day, hoat dong KCB YHCT nhan
dao ctua Gido hoi Phat gido Viét Nam chu yéu
dién ra & hé thong cac Tué Tinh dudng, voi
co s dau tién dugc thanh 1ap tai chua Phap
Hoa, Thanh phd H6 Chi Minh vio nam 1988,
khong lau sau khi Gido hoi Phat gido Viét
Nam duoc thanh lap (ndm 1981). Tir d6 dén
nay, hé théng nay khong nging hoan thién
va phat trién ca vé quy mé 1an strc anh huong
[5]. Hién nay, hoat dong KCB nhan dao cua
Gido hoi da dugc md rong ra & cac phong
kham véi tén goi chung 1a Phong kham tu
thién do nguoi Xuét gia hoac Phat tir tai gia
diéu hanh. S6 liéu gan nhat cho thay, mang
luéi KCB nhan dao cua Gido hdi Phat gido
Viét Nam hién c¢6 gan 200 co s& Tué Tinh
dudng, 655 phong chan tri Y hoc déan toc,
hang traim phong thudc nam, cham ctru dang
hoat dong hi¢u qua tai cac thanh phé HO Chi
Minh, Ha N¢1, Da Necmg, Can Tho... Céc co
sO ndy da kham va phat thuéc Pong Tay vy,
chdm ctru, bam huyét cho hang trim ngan
lugt bénh nhan vai kinh phi hang nam lén
dén hang tram ty dong [1], [6].
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Vé dbi tuong KCB, tuy chua c6 thong ké
cu thé, nhung trén cac trang thong tin truyén
théng, hinh anh thay thudc xuat gia di ca Tang,
Ni, Nam truyén, Béc truyén, thay thudc tai gia
va nhimg thay thudc khong 13 dé tir Phat gido
chinh danh hién hitu & hau khip cac phong
KCB nhén dao cia Phat gido. Vé hoat dong
KCB, hau hét cac phong kham trudc kia déu
chita bénh theo YHCT, nhung vé sau nhiéu
noi hoat dong theo phuong cham “Dong Tay
y két hop”, t6 chirc kham bénh, chan mach,
cap thudc nam, cham ciru, siéu am tri lidu, van
dong tr1 li¢u, xung dién, tam 1y tri li€u... Thot
gian hoat dong thudng khong sudt tuan, noi thi
3 ngay/tuan (thtr 3, 5, 7 nhu Tué Tinh duong
chuia Phéap Hoa), noi thi chi kham budi sang tir
thir 2 dén thtr 6 (Tué Tinh duong Linh Quang -
Lam Dong)... Khéng gian KCB phan nhiéu 1a
ngay tai chua, bénh nhan tu dén KCB [5].

Nhimg co s¢ KCB nay c¢6 thé mién phi hoan
toan ca tién diéu tri va tién thudc, cling ¢6 noi
thu mot phan phi diéu tri, hodc thu phi binh
thudng ddi voi nhitng nguoi khong thude dién
nghéo khd, thiéu thén (Vi du: ai co gidy ching
nhan ho nghéo thi duoc mién phi; ai noi nghéo
nhung khong c6 chimg nhan thi gidm 50%; ai
khong nghéo thi thu tién binh thudng). Dbi véi
nguén dugc li¢u, noi thi ty bo cong kiém tim,
tréng trot, noi thi thu gom tir vuon nha ngudi
bénh, c6 noi vira thu gom, tréng trot, vira thu
mua. Véi loi thé tir ngudn duoc lidu va cach
chita trj theo YHCT, Pong Tay y két hop, cac
loai bénh duoc kham chira & cac tru s& nhan
dao cua Phat gido c6 thé 1a nhitng loai bénh
thong thuong nhu cam cum, da day... cho tdi
nhitng loai bénh man tinh nhu khép, than kinh
toa, dau lung, gan, m& mau... [5]

Hién nay, hé théng cac Tué Tinh duong
tiép tuc dugc mo rong xuéng cac quan,
huyén trong cd nudc. Ban Tu thién xa hoi
Trung uong (TW) cua Gido hoi da phdi hop
voi mét sd co so dao tao mé 16p can by y té
so cAp thoi gian hoc 1 nam cho nhiéu Tang,
Ni, Phat ttr ca nudc theo hoc va dao tao luong
y cho cac Tu¢ Tinh duong. Hoat dong nay da
gitip ting cuong hiéu ning hoat dong vé y
té va tir thién x4 hoi, nhdm goép phan chia sé
ganh nang cho xa hdi va nhan dan trén tinh
than tir bi ctia Phat giao [5].

2. Cong giao

Tir cudi thé ky XIX dén dau thé ky XX,
duoc su ung ho cua chinh quyén thuoc dia,
Gido hdi Cong gido lién tuc ctr cac dong
truyén gido dén Viét Nam dé truyén ba va
phat trién Cong gido. Nhiéu dong tu si, dic
biét 1a cac nit tu, d3 dén Viét Nam va bat dau
hoat dong tur thién, nhan dao xa hdi, trong do
ldy y té 1am nong cdt. Hoat dong y té nhan
dao cta cac dong tu si ltic nay két hop gitra
yéu to y té va tir thién, tir 6 hinh thanh cac
bénh vién, nha dudng lao, c6 nhi vién, nha té
ban. Hai dong tu ndi bat nhat 1a Mén Thanh
Gia va Saint Paul de Chartres. Ngudn gbc
hinh thanh di dan t&i su khac biét trong mo
hinh hoat dong gifra hai dong tu. Trong khi
dong Mén Thanh Gia chi truong hoat dong
trén ca hai mo6 hinh y hoc phuong Boéng va
phuong Tay, trong 6 YHCT 1a thé manh thi
dong Saint Paul de Chartres lai theo hudng
thiét 14p cac co sé y t& nhan dao theo mod
hinh chau Au. Tuy vdy, ca hai mo hinh trén
déu duoc ghi nhan da dong gop tich cuc vao
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cong cudc cham soc suc khde cling nhu sy
phat trién cua cong dong duong dai. Ngay
nay, nhiéu co s& y té xudt phat tir hai dong tu
ndy van hién hitu va giit vai trd vo ciing quan
trong trong hé thong cac co so KCB (Vi du
bénh vién Viét buc) [7].

Nhitng nim gan dy, theo bao cio cua Uy
ban Poan két Cong giao Vit Nam, cac chuc
sic, tin d6 Cong gido van tiép tuc tham gia
tich cuc vao hoat dong y té nhan dao. Udc
tinh Cong gido hién c6 144 tram x4, co s&
chita bénh, nhiéu phong kham nhéan dao do
cac linh muc, dong tu, gido dan khéi xudng.
Nhiéu phong khiam nhan dao d3 tré thanh
quen thudc v6i dan nghéo nhu: Phong chan
tri YHCT Phuéc Lap Puong thude dong Mén
Thanh Gia Tan Lap, trong giai doan 5 nam
tir 2005 dén 2009 di co6 hon 100.000 luot
ngudi dén KCB véi tri gia thanh tién khoang
700 triéu dong; hay Phong khdam Pong Y
ctia lwong y Nguyén Pirc Thinh & Tan Hiép,
Kién Giang da chira tri khoang 500.000 bénh
nhan ngheo; phong kham Van Thanh, Phu
Son (Lam Pong); co sd YHCT thudc dong
Thanh Giuse (Nha Trang) cling trong 5 nam
tir 2005 dén 2009 da kham va diéu tri mién
phi cho 137.638 luot nguoi, giam phi cho
34.849 luot nguoi; phong kham da khoa Toa
Giam muc Xa Poai (Nghé An) thuong xuyén
t6 chirc tham kham, cdp thudc mién phi cho
ba con ngheo khong phan biét ton gido,... [§]

Bén canh viéc thanh 1ap céc co sO y té vi
muc dich tir thién, nhan dao, phi lgi nhuan,
gitp d& nhimg ngudi nghéo, ngudi c6 dicu
kién kho khan, t6 chirc Cong gido con td chirc
cac hoat dong y té khong thuong xuyén théng
qua nhiéu hinh thtrc nhu: phdi hop véi cac y,

bac sy to chirc cac doan kham, phat thudc,
chita bénh mién phi cho déng bao nghéo tai
cac dia phuong, vung dan tdc, vung siu, vung
xa; tham gia hd trg nhiéu chwong trinh 16n nhur:
md mét, duc thiy tinh thé, phau thuat tim, chira
hé ham éch, KCB va phat thuéc mién phi,...
v6i tong kinh phi hang trim ty dong [8].

3. Tin lanh

Lich st nganh Y néi riéng va lich st Viét
Nam néi chung ghi nhan déng gbp rat quan
trong cua mot tin dd dao Tin lanh 1a bac si
A.Yersin (1863 - 1943). Ong 1a ngudi gop
phén thanh 1ap truong Pai hoc Y Ha Noi va
1a tac gia cua 55 cong trinh nghién ctiru d6 sd
tai Vi¢t Nam, co gia tri trong nhiéu linh vuc
trong do6 cé linh vuc Y khoa [9].

Nhig nim gan day, theo bao céo cua Uy
ban Y té - Xa hoi cia Hoi Thanh Tin Lanh Viét
Nam (mién Nam) ciing v6i cac chinh quyén dia
phuong, riéng doan y bac si luu dong cia Uy
ban Y té - X4 hoi trong giai doan 2001 — 2010
da to chirc 132 chuyén kham bénh phat thudc
mién phi cho hon 40.000 bénh nhan ngheo. Cac
dia phuong c6 Hoi Thanh di dau trong chuwong
trinh nay 1a Ha Noi, Da Nang, Ca Mau,... Chi
tinh riéng & Ha Noi, mot dot kham bénh dap
ung cho khoang 1.000 nguoi ngheo [10].

Bén canh viéc KCB dinh ky, Ho1 Thanh
Tin Lanh con chu trong dén viéc cham soc
sttc khoé cong dong. Chuong trinh ta thude
tinh thuong, phat thudc mién phi dugc hinh
thanh tai cdc hdi thanh nho, cic diém nhom
ving xau, ving xa c6 nhiéu khé khan. Hoi
thanh dia phuong cam két s& ty duy tri tu
thudc nay va ctr ngudi phy trach dé hudng
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dan cach diéu hanh tu thudc. Pa phan tu
thudc chi bao gém nhitng thir thudc théng
thudng nhung voi su thim hoi 4n can, phuc
vu nhiét tinh, tinh yéu chan thanh ciua d6i ngi
y, bac si, muc su va nhan sy trong cac nha thd
dia phuong, nhidu ngudi di duoc an i va
lanh bénh. Ngoai ra, Ho1 Thanh con mé cac
trung tim diéu dudng, nha tinh thwong chim
soc stre khoé ngudi gia, tré em md cdi, nhitng
phu nir 1am 15,... [10]

4. Cao Dai

Trong nhiing nim qua, cac to chic ton
gido thudc Pao Cao Dai da co nhiéu hoat
dong thién nguyén, tur thi¢n gip doi, trong
d6, c6 nhitng déng gop rat tich cuc vao hoat
d6ng KCB nhan dao [11]. Béo cio tong két
nhiém ky hanh dao 2007 — 2012 cua Hoi
Théanh Cao dai Ban Chinh dao cho biét, riéng
trong linh vyc thi¢én nguyén cham soc suc
khoe cho ddng bao, bon dao thong qua cac
phong chan tri dong y tir thién, Hoi Thanh
da kham bénh cho 267.732 luot ngudi, cham
ctru cho 175.452 bénh nhan, phat 1.333.087
thang va 832 kg thubc so ché, 1.754.197 goi
— vién thubc thanh pham, dong gbép 55.836
ngay cong phuc vu. Tong gia tri vao khoang
6.645.063.000 dong [1].

Ciing trong nhiém ky 2007 — 2012, Ho1
Thanh Cao Pai Bach Y da m¢ thém 3 phong
thubc Nam phuc vu tin dd va bénh nhan nghéo
& cac thanh that: Minh Van, Huyén Linh va
Quang Linh, nang tong s6 phong thuéc Nam
ctia ca Hoi Thanh 18n 7 phong thude. Phudc
Y vién cua HO1 Thanh ngoai viéc boc thude,
tri bénh cho chire sic, tin d6 va ba con nghéo
& dia phuong con cung cap thudc cho cac

phong thudc Nam cua cac ho dao trong Hoi
Thanh. Vao dip Dai 1& ky ni¢m Chon tu, Dai
18 dtc Diéu Tri Kim MAu hang nam, Hoi
Thanh con van dong cac manh thudng quan
hd tro thudc Tay va cac y, bac si dén kham
bénh, cap thudc cho ba con trong vung... [1]

Trong khi d6, Ho1 Thanh Cao Dai Chon
Ly nam 2008 thong qua 2 t6 chan tri dong y
bdc thude, cham ctru bAm huy¢t, da thuc hién
duge 970 luot diéu tri, bdc 1.890 thang thude
tri gid 9.450.000d & Thanh that Binh Thoi -
Bén Tre va 1.090 lugt kham, boc 2.210 thang
thudc tri gia 11.050.000d ¢ Thanh thit Nha
Trang — Khanh Hoa [1].

Noi bat nhat trong cac Hoi Thanh Cao Dai
trong hoat dong KCB nhan dao 1a Hoi Thanh
Cao bai Minh Chon dao va Hoi Thanh Cao
Dai toa thanh T4y Ninh. Tinh dén nim 2008,
H6i Thanh Cao Pai Minh Chon dao da c6
15 phong thudc kham va chita bénh mién
phi bang YHCT tai cac thanh thit bao gom
Phuéc y vién Hoi Thanh, Thanh that Ngoc
Van, Nhan Hoa, Nguyét Canh, Thién Ly,
Ngoc Tinh, Ngoc An, Minh Tién, Hu Vo
Canh, Ngoc Minh Linh Huyén Thong, Ngoc
Huynh Pan, Ngoc Trung va Ngoc Tan. Két
qua trong nam, Hoi Thanh da xem bénh
cho tong cong 48.971 lugt ngudi, cat giac
cho 17.634 lugt nguoi, cham ctru cho 2.464
luot nguoi, bde thude 170.986 thang (twong
duong 341.972.000d),... Cung thoi diém
néu trén, Ho1 Thanh Cao Dai toa thanh Tay
Ninh ciing di chi tong cong gan 1,5 ty dong
cho hoat dong thi¢n nguyén. Trong do, c6 5
ho Pao bdc thudc nam chira bénh mién phi:
Minh Ngoc, Minh Thi¢én, Mong Tho, Quang
Linh va Minh Man [1].
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5. Tinh d§ Cu si Phat hoi Viét Nam

Ton chi cia Tinh B9 Cu si Phat hoi Viét
Nam 1a “Phudc Hué¢ song tu”. Trong do, tu
Phuéc chi yéu 1a dung y dao Nam dugc dé
chira bénh cho nguoi. Phuong tién tu Phudc
1a cac phong thuéc nam Phudc Thién [1]. Tir
phong thude dau dugc dugec mo vao nhiing
nam 80, dén ndm 2009, Tinh D$ Cu si Phat
héi Viét Nam da c6 206 hdi quan cling 1a 206
phong thudc nam Phudc Thién ¢ 21 tinh, thanh
phd; v6i gan 1,5 tridu tin d6, 4.800 chic séc,
chtrc viéc, 350.000 hoi vién; gﬁn 900 lwong
y, huan vién y khoa, y si, y sinh; trén 3.000
ngudi lam coéng viée ché bién thude [4], [12].

Theo két qua cudc diéu tra tién hanh vao
nim 2010 trong khudén khd dé tai cip Bo
“Mo6t s6 van dé co ban vé cac ton gido & Nam
B&” do Vién Nghién ctru Ton gido thuc hién,
hoat dong KCB mién phi cia Tinh P Cu
si Phat hoi Viét Nam khong gidi han trong
pham vi tin dd Tinh P ma phuc vu rong rai
moi d6i tuong, moi tﬁng 16p nhan dan c6 nhu
cau. Bénh nhan khong chi 1a tin dd Tinh Do
va nhitng ngudi khong theo ton gido nao, ma
con c6 bénh nhan 1a tin dd dao Phat, tin d6
dao Kito, tin d6 dao Cao Dai. Dén kham tai
co so cua Tinh B Cu si Phat héi Viét Nam,
moi ngudi bénh déu dugce dbi xir binh dang
v6i nhau, khong phan biét ton gido. Nhitng
tin d6 thudc cac ton giao khac déu cam thay
hai 1ong khi t6i khdm tai day. Da s6 khong
hiéu gi vé gido 1y va nghi 1& Tinh D¢ ciing
nhu chua bao gid tham gia thyc hién cac sinh
hoat tin ngudng Tinh BJ. Ho t&1 day trudce
hét vi mong mudn chita bénh. Mot sd ngudi
1a do hoan canh khé khan khong c6 diéu kién
KCB tai cac co so y té Nha nudc va tu nhin

nén phong kham bénh mién phi cua Tinh Do
1a su lwa chon tot nhat ddi véi ho [1].

Toan by bénh nhan té1 kham tai cadc phong
thuéc nam Phudc Thién khong phai tra tién
kham va tién thudc. Dé cam ta, cac bénh nhan
tham gia vao cac hinh thtrc cong durc cho chua
nhu déng gép bang tién mat, siuc lao dong
hodc cung cip duoc liéu cho chua. .., trong do
pho bién nhat 14 tién mat. Chinh nho nhing
hinh thtre cong dirc nay ma céc chuia Tinh Do
c¢6 thé duy tri dugc phong thuéc nam Phuée
Thién. M6t s6 bénh nhan vén 1a nong dan sau
khi khoi bénh da danh mot phan dat ciia minh
chuyén trong cay thude va day la ngudn cung
cap duoc liéu quan trong cho cac chua [1].

Viéc chip nhan két qua xét nghiém cuia cac
bénh vién khac dua t6i 1a mot trong nhiing
diém khac biét cua phong kham nay so voi
cac co sO'y té khac khi hau hét cac co so y té
hién nay chi sir dung cac két qua xét nghiém
khong phai cua co s¢ minh nhu mot ctr li¢u
dbi chimg dung dé tham khao. Gia tri dugc
dé cao cua phong kham nay 13 tinh than, thai
do phuc vu bénh nhan cta cac y bac si. Voi
phuong cham “Phudc Hu¢ song tu”, hoat dong
KCB dugc cac y bac si coi la mt phuong tién
tu hanh. B61 vay, cong viéc do duoc ho hoan
thanh bang ca tim dirc ctia minh [1].

6. Phat giao Hoa hao

Phat giao Hoa Héo 1a mot ton gido ra doi ¢
Nam bo nam 1939, c6 sb lugng tin d6 twong
dbi 1on [13]. Ngay khi moi ra doi, nguoi
truyén giang Pao dong thoi 13 nguoi thay
thudc tri bénh ctiru nguoi [1]. Duy tri truyén
thong d6, ngay nay Pao t6 chitc KCB Nam
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Poéng y, cap thude, cham ciru, hd trg bénh
nhan nghéo nhu hd trg kinh phi cho hang
tram bénh nhan di mo6 mat, hd trg hang tram
triéu dong cho gia dinh nghéo c6 ngudi qua
doi voi tong gia tri hang chuc ty dong mdi
nam. Ngoai ra, Pao Phat giao Hoa Héo cling
rat tich cyc tham gia cing céc t6 chirc doan
thé khac hoat dong ctru trg thién tai lam cau
dudng, lam nha tinh nghia, nha tinh thuong...
vé6i kinh phi dong gop ung ho cta tin dd hang
ty déng, hang van ngay cong [13].

7. Pao Tt An Hiéu Nghia

Vi diéu kién chua 6n dinh vé hé thong
co cdu tO chirc nén hoat dong tir thién xa
hoi cia dao T An Hiéu Nghia chua c6 sy
chi dao tur cép Toan dao t6i co so. Tuy vay,
trong nhitng nim qua, cac tin d6 Ta An Hiéu
Nghia van tham gia vdo cong tac tir thién xa
hoi. Mt sd hoat dong tur thién, nhan dao cua
Pao bao gém: Hoat dong ctru tro, hd tro ba
con doi ngheo, gap thién tai; Van dong ba
con tin dd hd tro cong, vat tu xay cAt nha
tinh nghia cho ba con nghéo trong thi tran
Ba Chiic; To chirc phat thudc nam mién phi
trong chuia vao ngay 13/10 Am lich. Thubc
do ba con tin 6 dong gép. Chua cir nguoi
xem mach bdc thudc.

Céc Truong ganh mong mudn ddy manh
hoat dong tir thién xa hoi song ngudn kinh
phi hoat dong con eo hep, mong cé nhiéu
manh thudng quan hd tro, tuy nhién day Ia
mot kho khan 16n do da s6 tin d6 Te An Hiéu

Nghia la nong dan ngheo [1].

8. Biru Son Ky Huong

Céc bao céo tir nam 2010 cho thay, trong
diéu kién khong c6 to chirc gido hoi, hoat
dong tur thién xa hoi ctia Buu Son Ky Huong
khong mang tinh thong nhat giita cac chia,
cac tinh. Nhimng hoat dong tir thién chu yéu
clia cac tin d6 Btru Son Ky Huong 14 KCB va
bdc thude nam tri bénh mién phi. Trong do,
Chua Btru Son Ky Huong — xa Vinh Xuong,
huyén Tan Chau la moét dia chi hoat dong tir
thién tich cuc... [1].

KET LUAN VA KHUYEN NGHI

Hoat dong KCB YHCT nhan dao chiém
vai tro chu dao trong cong tac tir thién xa hoi
clia cac to chuc ton gido & Viét Nam. Céc
sO liéu hién cé cho thdy quy mé va nhing
dong gop ngay cang sau rong clia cac t6 chire
ton gido trong nhiém vu cham soc stc khoe
nhan dan, dic biét 1a d6i voi nhilng nguoi
c6 hoan canh kho khan. Tuy nhién, thong tin
ghi nhan vé hoat dong nay con rat han ché
va tan man. Dic biét, tir naim 2010 dén nay,
chua c6 nghién ciru ndo duoc thyc hién nham
danh gia, phan tich nhitng vu diém, han ché
cua hoat dong nay. Thuc té trén tao ra khoang
trong 16m dbi voi cong tac giam sat, QLNN
vé KCB YHCT nhan dao. Pay duoc coi 1a
mot phan nguyén nhan dan toi bat cap trong
viéc tuan thu cac quy dinh vé trinh d6 chuyén
mon, ching chi hanh nghé, kiém soat quy
trinh chuyén mon k¥ thuét, chat luong dugc
li¢u, quan 1y nhan lyc tai co s&, cac hoat dong
bién tuéng, gia danh hoat dong KCB nhan
dao dé truc loi... trong thoi gian qua. bé
giai quyét khoang trong nay, viéc tién hanh
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cac nghién ctru riéng biét vé hoat dong KCB  phat hién nhitng diém khac biét va cac yéu td

YHCT nhan dao cta cac t6 chic ton gido la  anh hudng dén su khac biét do, lam can cu,

rat can thiét. Dic biét, can nghién cru hoat  bang chung tham muu cho co quan QLNN

dong cua nhiéu td chic ton gido, khao sat o chinh sach quan Iy phu hop va kha thi.

da dang ddi tuong trén quy mo ca nudc dé
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TONG QUAN VE MOT SO YEU TO ANH HUONG TOI HOAT PONG
KHAM CHUA BENH Y HQC CO TRUYEN NHAN PAO CUA CAC TO
CHUC TON GIAO TAI VIET NAM

A review of factors affecting the humanitarian traditional examination
and treatment of religious organizations in Vietnam

Pang Lé Tri, Vii Vin Hoan va céng su'

TOM TAT

Tong quan trong nudc cho thay, cic quy dinh hién hanh vé hoat dong kham chita bénh va
hoat dong ton gido tuwong ddi o rang, déy du, tao diéu kién thuén loi cho cac to chirc ton giao
khi tham gia vao cong tac kham chita bénh y hoc ¢6 truyén nhan dao. Gido 1y gido luat cua
tat ca cac tO chirc ton gido déu khuyén rin con nguoi lam viée thién; coi d6 1a trach nhiém,
1a nghia vu thiéng liéng ctia nguoi c6 dao. Tuy thude vao ngudn goc gido 1y, ngudn luc va
phuong thirc van hanh, mdi ton gido ¢ nhitng phuong thirc kham chita bénh va dong gop vao
hoat dong kham chira bénh nhan dao khac nhau. V61 mdt s6 td chirc ton giao, dé co thé duy
tri va phat trién hoat dong kham chita bénh y hoc ¢ truyén nhan dao, khong thé khong ké dén
dong gop cua ngudi sir dung dich vu. Ngudi st dung dich vu thude moi dbi tuong, moi ting
16p vira 1a kénh quang ba vé dich vu trong cong dong, vira dong gop truc tiép tai chinh, duoc
lidu, strc lao dong, gop phan cung cb va gia ting ngudn luc cho hoat dong kham chira bénh y
hoc c6 truyén nhan dao ciia cac td chirc ton gido. Trong thoi gian tdi, cac nghién ctru tiép theo
c6 thé tham khao nhiing phat hién trén dé xdy dung noi dung nghién ciru cling nhu so sanh
dé bo sung, diéu chinh cho diy du cac yéu t6 anh huong t6i hoat dong kham chira bénh y hoc
cd truyén nhan dao ctia cac to chirc ton gido, tir d6 dua ra nhitng khuyén nghi phi hop nham
dam bao bao hoat dong nay duoc phat trién va phat huy dang gia tri vé khoa hoc va nhén vin.

SUMMARY

The domestic review shows that the current regulations on medical examination and treatment
and religious activities are relatively clear and complete, creating favorable conditions
for religious organizations to participate in the humanitarian traditional examination and

! Vién Chién lugc va Chinh sach Y té
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treatment. The canonical doctrine of all religious organizations admonishes people to do
good deeds; consider it a responsibility, a sacred duty of a religious person. Depending on
its doctrinal origins, resources and modes of operation, each religion has its own methods of
medical examination and treatment and contributes to different humane clinical activities.
For some religious organizations, for humanitarian medical examination and treatment to be
maintained and developed, it is impossible not to mention the contribution of service users.
Service users of all subjects, all classes are both channels of advertising and introduction
in the community, while contributing directly to finance, medicine, labor, contributing to
consolidating and increasing resources for humanitarian traditional medicine examination
and treatment activities of religious organizations. In the coming time, the next studies can
refer to the above findings to build research content as well as compare to supplement and
adjust for all factors affecting humanitarian traditional examination and treatment of religious
organizations, from which to give appropriate recommendations to ensure this activity is

developed and promoted properly scientific and human values.

PAT VAN PE

Bio cdo tir cac to chire ton gido ciing nhu
tr cac co quan quan 1y nha nudc (QLNN)
cho théy, nhitng ndm qua, hoat dong kham
chira bénh y hoc ¢6 truyén (KCB YHCT)
nhan dao di dugc nhiéu tén gido quan tAm
thuc hién. Céc sb liéu thdng ké chua day du
cho thiy, tir naim 2010, Gido hoi Phat Gido
Viét Nam da c6 1.076 co so tir thién (gdm
khoang 200 co s6 KCB YHCT Tué Tinh
duong, 655 phong chén tri Y hoc Dén tdc);
Gido hdi Cong gido c6 1.041 co sé tu thién
nhan dao (gdm 189 co sd KCB), Tinh d¢ cu
si Phat hoi c6 223 hdi quan la 223 phong
thuc nam Phuéc Thién & 21 tinh, thanh phd
vol gz‘in 1,5 triéu tin dd, 4.800 chirc sic, chiic
viéc, 350.000 hoi1 vién, gﬁn 900 luong y, huin
vién y khoa, y si, y sinh va trén 3.000 nguoi
lam cong viéc ché bién thude... [17]. Trong
d6, mdi to chirc ton gido, véi nhirng gido 1y,
ton chi, diéu kién khac nhau, c6 nhiing dong

g6p nhét dinh khac nhau vao hoat dong KCB
YHCT nhan dao.

Sy phat trién cua hoat dong KCB YHCT
nhan dao cua cic t6 chic ton gido gitp
ngudi bénh duge hudng nhiéu dich vu voi
chi phi thap hodc khong mat phi, gop phan
thay doi théi quen cua ngudi dan trong viée
uvu tién lya chon cac phuong phdp chira
bénh bﬁng YHCT thay cho y hoc hién dai
(YHHD) trong viéc diéu tri cdc bénh man
tinh va phuc hoi chtrc ning; giam bdt ganh
nang cho mang ludi ciac co s¢ KCB tai
nhiéu dia phuong. Bén canh dé, cac td chirc
ton gido cling co6 co hoi quang ba rong rai
tinh than nhan dao, bac 4i trong giao 1y cua
minh t6i tin dd va nguoi ngoai dao, thu hut
nhiéu hon ngudi dan dén chiém bai va ting
ho. Tuy nhién, sy phat trién manh mé& cua
hoat dong KCB nhan dao boi cac to chic
t6n gido cling dat ra nhiéu thach thic d6i
v6i cong tac QLNN vé kiém soat chét lugng
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dich vu trong boi canh han ché vé so li¢u, dir
li¢u c6 lién quan.

Pé hoat dong KCB YHCT nhén dao cia
cac td chire ton gido dugc phat trién va phat
huy dung gia trj vé khoa hoc va nhan vin,
viéc tim hiéu cac yéu té anh huong dén hoat
dong nay 1a rat can thiét. Thong tin vé cac
nhém yéu té anh huong toi hoat dong KCB
YHCT nhan dao trong bai bao nay dugc tong
hop, trinh bay tir cac bai bdo, bdo céo, trang
tin dugc cong bd boi cac co quan QLNN vé
t6n gido, cac don vi nghién ciru vé ton gido
tai Viét Nam. Két qua ctia bai bdo 13 co so ban
dau dé cac co quan QLNN ra soat lai cac hoat
dong KCB cua cac to chire ton gido ciing nhur
cac yéu td cn quan tdm thuc dy va nhiing
yéu td can kiém soat dé dam bao chat luong
trong hoat dong KCB YHCT nhén dao cua
cac to chuc ton gido.

PHUONG PHAP TONG QUAN

Nhim dap tng muc tiéu cta bai bao, cac
tir khod gan véi chu dé “mot s6 yéu t6 anh
huong t61 thuc trang kham bénh, chira bénh
y hoc ¢6 truyén nhan dao cia céac to chirc ton
gido tai Viét Nam” duoc tim kiém bao gom:
“yéu td anh huong”, “thuan loi”, “kho6 khan”
- “kham bénh, chita bénh y hoc ¢b truyén”,
“hoat dong tir thién, nhan dao cua td chirc
ton giao”.

Céac tir khoa ban dau duoc tim kiém trén
Google.com. C4c tai li€u c6 lién quan dugc
truy cap bao gém cic trang thong tin ctia cc
co quan quan ly nha nudc, cac tap chi khoa
hoc, bao cdo nghién ctru da dang trén céc tap

chi, cac co s& dir li€u (luan van thac sy, luan
an tién sy, internet, thu vién cta cac To chuc
nghién ctru trong nudc).

Do sy khan hiém théng tin vé cha dé
nghién ctru, cac tai li¢u tim kiém khong bi
gi61 han vé mat thoi gian. Cac tai li¢u trich
dan trong bai bao 1a cac tai liéu duoc lua
chon phu hop chu dé nghién ctru, dugc da sd
cac trang thong tin vé ciing chu dé dé cap toi
va lya chon trich dan.

KET QUA

Céc nhom yéu t6 anh huong dén hoat dong
kham chita bénh ¢ truyén nhan dao cua cac
td churc ton giao tai Vi¢t Nam:

Cic quy dinh quén 1y nha nwéc vé hoat
dong kham chira bénh y hoc ¢6 truyén
nhan dao

Hoat dong KCB nhan dao duogc quy dinh
tai Piéu 21 cta Luit KCB [1] va quy dinh
tai Thong tu sb 30/2014/TT-BYT ngay
28/8/2014 cua Bo Y té quy dinh vé KCB
nhan dao [2].

Thong tu s6 30/2014/TT-BYT dua ra cac
quy dinh lién quan téi hoat dong KCB nhan
dao nhu: 1) Cac khai niém lién quan; 2) Hinh
thie t6 chie hoat dong KCB nhan dao; 3)
Diéu kién cip gidy phép hoat dong dbi voi
co sé KCB nhan dao; 4) Biéu kién cho phép
hoat dong ddi v6i doan KCB nhan dao trong
nuée; 5) Pidu kién cho phép hoat dong ddi
v6i doan KCB nhan dao nude ngoai; 6) Pidu
kién cho phép ddi véi ca nhan trong nudc,
nudc ngoai thuc hién KCB nhan dao; 7)
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Tham quyén cdp gidy phép hodc cho phép
hoat dong KCB nhan dao; 8) Quy dinh vé
hd so, thu tuc cho phép va cap phép lai hoic
diéu chinh gidy phép hoat dong KCB nhan
dao, ho so, thu tuc cho phép ca nhan, doan
trong nudc, nudc ngoai KCB nhan dao tai
Viét Nam.

V& hinh thtrc hoat dong KCB nhan dao,
Thong tu s6 30/2014/TT-BYT quy dinh hinh
thirc hoat dong KCB nhan dao gém cac hinh
thirc sau: 1) Cac co s¢ KCB nhan dao; 2)
Cac doan KCB nhan dao trong nudc va nudc
ngoai; 3) Cac doi KCB chit thap do luu dong;
4) Céc ca nhan trong nudc, nudc ngoai KCB
nhan dao. Trong do, cac co sé KCB nhan dao
bao gom:

a) Bénh vién bao gém bénh vién da khoa,
chuyén khoa, bénh vién YHCT;

b) Phong KCB bao gém phong kham da
khoa, phong kham chuyén khoa, phong
chan tri YHCT;

c) Nha ho sinh;

d) Phong kham chan doan hinh anh, phong
xét nghiém;

d) Cosddichvuy té bao gém co s& dich vu
tiém (chich), thay bang, dém mach, do
nhiét 6, do huyét ap, dich vu cham soc
suc khoe tai nha, dich vu cép cury, ho tro
van chuyén nguoi bénh.

Céc co s6 KCB nhan dao phai dap trng du
diéu kién vé quy md, co s& vat chat, to chirc
nhan sy, trang thiét bi y té theo cac quy dinh
vé cip chung chi hanh nghé d6i voi nguoi
hanh nghé va cap phép hoat dong ddi voi
cac co s& KCB cta BO Y té; duoc Bo Y té

hodc S& Y té tinh, thanh phé truc thudéc TW
cap gidy phép hoat dong. Bién hiéu cua co
s¢ KCB nhan dao phai ghi 10 1a co s¢ KCB
nhan dao. Co s¢ KCB nhan dao ciing duoc
quy dinh phai chimg minh bang van ban vé
viéc cO nguén tai chinh 6n dinh bao dam cho
hoat dong KCB nhéan dao.

Ngoai ra, cac hoat dong KCB nhan dao
n6i chung va KCB YHCT nhan dao néi
riéng déu phai tuan thu cac quy dinh chung
vé KCB duoc quy dinh tai Luat KCB [1] va
cac vin ban huéng dan khac nhu: Nghi dinh
96/2011/ND-CP quy dinh vé xir phat vi pham
hanh chinh vé KCB [3], Théng tu 41/2011/
TT-BYT caa Bo Y té vé viéc huéng din cap
chting chi hanh nghé dbi v6i nguoi hanh
nghé va cp gidy phép hoat dong ddi véi co
s& KCB [4], Nghi dinh 87/2011/ND-CP quy
dinh chi tiét va hudng dan thi hanh mot sb
diéu Luat KCB [7], Nghi dinh 102/2011/ND-
CP quy dinh vé bao hiém trach nhiém trong
KCB dbi véi co sa y té [5], ...

Piéu 5 Luat KCB quy dinh trach nhiém
QLNN vé KCB nhu sau: Chinh phu thdng
nhit QLNN vé& KCB. Bo Y té chiu trach
nhiém trudc Chinh pha thuc hién QLNN
vé KCB. Céac bd, co quan ngang bd trong
pham vi nhiém vu, quyén han ctia minh chju
trach nhiém phdi hop voi Bo Y té thuc hién
QLNN vé KCB. Uy ban nhan dén tinh, thanh
phé truc thuoc TW trong pham vi nhiém vy,
quyén han cta minh thuc hién QLNN vé
KCB trong pham vi dia phuong [1].

Pong thoi Luat KCB ciing quy dinh quyén
va nghia vu ctia ngudi bénh, ngudi hanh nghé
KCB va co so KCB; diéu kién ddi véi nguoi
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hanh nghé KCB va co s¢ KCB; quy dinh
chuyén mon k¥ thuat trong KCB; ap dung k¥
thuat, phuong phap méi trong KCB; sai sot
chuyén mon k¥ thuat, giai quyét khiéu nai, t6
c4o va tranh chap trong KCB; diéu kién bao
dam cong tac KCB.

Nguoi bénh st dung dich vu KCB tra
phi hay mién phi déu c6 quyén dugc KCB
c6 chat luong phu hop véi diéu kién thuc
té: Pugc tu van, giai thich vé tinh trang strc
khoe, phuong phap diéu tri va dich vu KCB
phu hop véi bénh; Pugc ton trong bao mat
riéng tu; Pugc ton trong danh dy, bao vé stic
khée trong KCB; Pugc tu chdi chita bénh
va ra khoi co so KCB (nhung phai cam két
tu chiu trach nhiém brling van ban vé viéc ra
khéi co s¢ KCB trai véi chi dinh cua nguoi
hanh nghé, trir truong hop bit budc chira
bénh theo quy dinh cua phap luit). Cung
vo1 do, nguoi bénh ¢6 nghia vu ton trong va
khong dugc c6 hanh vi xdm pham danh du,
nhan pham, sirc khoe, tinh mang ctia ngudi
hanh nghé KCB va nhan vién y té khac; chip
hanh cac quy dinh trong KCB [1].

Nguoi hanh nghé ciing duoc quy dinh cac
quyén han va trach nhiém cta minh. Nguéi
hanh nghé c6 quyén duoc hanh nghé theo
ding pham vi hoat dong chuyén moén ghi
trong chimg chi hanh nghé. Quyén tir chbi
KCB néu trong qua trinh KCB ma tién luong
bénh vuot qua kha nang hodac trai voi pham
vi hoat dong chuyén moén cuia minh, nhung
phai bao cao voi ngudi ¢ tham quyén hoic
gidi thidu ngudi bénh dén co s6 KCB khéc
dé giai quyét. Trong trudng hop nay, nguoi
hanh nghé van phai thyc hién viéc so ctru, cap
ctru, theo ddi, chim soc, diéu tri nguoi bénh

cho dén khi ngudi bénh duoc chuyén di co
s& KCB khéc,... Nguoi hanh nghé c¢6 quyén
dugc nang cao nang lyc chuyén moén; duogc
béo vé khi xay ra tai bién d6i v6i ngudi bénh;
dugc bao dam an toan khi hanh nghé. Nguoi
hanh nghé ciing duge quy dinh c6 nghia vu
ddi véi ngudi bénh: Kip thoi so ciru, cép cuu,
KCB cho nguoi bénh, trur truong hop trong
qua trinh KCB ma tién lugng bénh vugt qua
kha nang hodc trai voi pham vi hoat dong
chuyén mén cia minh. Pugc tir chdi KCB
néu viéc KCB d6 trai v6i quy dinh cta phap
luat hodc dao duc nghé nghiép. Tén trong cac
quyén cua ngudi bénh, c6 thai do 4n can, hoa
nhi voi ngudi bénh. Doi xtr binh ding voi
ngudi bénh, khong dé 1oi ich c4 nhan hay sy
phan biét ddi xir anh huéng dén quyét dinh
chuyén moén ctia minh,...[1].

Co s6 KCB ¢o6 quyén thuc hién cac hoat
dong KCB theo quy dinh cua Luat KCB.
Puogc thu cac khoan chi phi KCB theo quy
dinh caa phap luat. Buoc hudng ché d6 wu
dai khi thyc hién cac hoat dong KCB theo
quy dinh cua phap luat. Trach nhiém cua co
s& KCB: Té chuc viée cép cuu, KCB kip
thoi cho nguoi bénh. Thuc hién quy dinh vé
chuyén mon ky thuat va cac quy dinh khac
cua phép luat co lién quan. Cong khai thoi
gian lam viéc, niém yét gia dich vu va thu
theo dung gia da niém yét... [1]

Nhu véy, nhin chung vé QLNN, hoat dong
KCB néi chung va KCB nhan dao néi riéng
dang dugc quan ly bdi hanh lang phap 1y véi
nhiéu vin ban quy pham phap luat tuwong
d6i day du, rd rang. Tuy nhién, hién nay rat
thiéu cac thong tin vé viéc ap dung cic quy
dinh nay trén thuc té d6i vé6i hoat dong KCB
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nhan dao néi chung va KCB YHCT nhan dao
noéi riéng. Pac biét, KCB YHCT c6 nhiing
dic trung riéng vé phuong phap chira bénh
va cac ky thuat, tha thuat, vé thudc va chat
lugng thude; viéc kiém soat vé tiéu chuén,
quy chuin déu khé khin hon so véi y hoc
hién dai (YHHD) [6]. Vi vay, cac ndi dung
nay can phai dugc xem xét va diéu chinh kip
thoi dé nang cao chét lwong hoat dong KCB
YHCT nhan dao trong khuon khé cac quy
dinh QLNN vé KCB.

Cac quy dinh quén 1y nha nwéc vé hoat
dong nhin dao ciia cac td chirc tén gido

Sy tham gia ctia cac to chiic t6n gido vao
hoat dong y té, tir thién nhan dao d3 gép phén
lam da dang cac nguén luc x3 hoi hd trg cho
cong tac xa hoi va cham soc y té [8]. Nhiéu
chu truong, chinh sach cua Bang va Chinh
phu da tao diéu kién dé cac t6 chic ton gido
tham gia tich cuc vao hoat dong xa hoi noéi
chung va y té ndi riéng.

Chu truong xa hoi hoéa cia Pang duoc
thé ché qua cac van ban nhu: Nghi quyét
s6 50/2005/NQ-CP cua Chinh phu vé day
manh xa hoi hoa cac hoat dong gido duc, y
té, van hoa va thé duc thé thao; Nghi dinh
s6 53/2006/ND-CP cia Chinh phu vé chinh
sach khuyén khich phat trién cac co s cung
ung dich vu ngoai cong lap; Nghi dinh )
69/2008/NP-CP cta Chinh pha vé chinh
sach khuyén khich xi hoi hoa ddi voi cac
hoat dong trong linh vuc gido duc, day nghé,
y té, vin hoa, thé thao, moi truong; mo rong
cac linh vuc va chinh sach khuyén khich thuc
hién x4 hoi hoa va hoan thién hé thdng co ché
khuyén khich v6i vu dai cao hon nham hinh

thanh va phat trién hé théng cac co so cung
ung dich vu ngoai cong lap [9], [10], [11].

Trong cong tac ton gido, Nghi quyét sb
25/2003/NQ-TW cua Ban Chap hanh TW
Pang khoa IX di nhdn manh: “Giai quyét
viéc ton gido thuc hién chu truong xa hoi
hoa cac hoat dong y té, van hoa, xa hoi, gido
duc cta Nha nudc theo nguyén tic: Khuyén
khich cac ton giao da dugc Nha nudc thura
nhan tham gia phu hop vo6i chic nang,
nguyén tic t6 chirc ciia mdi ton gido va quy
dinh cua phép luat. Ca nhan tin dd, chuc sic,
chure viéc, nha tu hanh tham gia véi tu cach
cong dan thi dugc Nha nude khuyén khich
va tao diéu kién thuc hién theo quy dinh cua
phap luat” [12].

Diéu 33 Phap lénh tin ngudng, ton gido
trude ddy quy dinh: “1 - Nha nude khuyén
khich, tao diéu kién dé td chuc ton giao tham
gia nuoi day tré em c6 hoan canh dic biét; hd
tro co s& cham soc suc khoe ngudi ngheo,
ngudi tan tat, nhiém HIV/AIDS, bénh nhan
phong, tim than; hd tro phat trién cac co s&
gi4o duc mam non va tham gia cac hoat dong
khac vi myc dich tir thi¢n nhan dao phu hop
hién chuong, diéu 1é cua t6 chirc ton gido va
quy dinh cta phép luat. 2- Chiic sic, nha tu
hanh v6i tu cach cong dan dugc Nha nudce
khuyén khich t6 chirc va hoat dong giao duc,
y té, tir thién nhan dao theo quy dinh cta phap
luat” [13]. Noi1 dung nay duogc lugc gian trong
Diéu 55 - Hoat dong gido duc, y té, bao trg xa
hoi, tir thién, nhan dao ctia Luat Tin ngudng,
ton gido nam 2016. Theo d6, cac td chirc ton
gido dugc tham gia cac hoat dong gido duc,
dao tao, y té, bao tro xa hoi, tir thién, nhan dao
theo quy dinh ctia phap luat cé lién quan [14].




TAP CHI

cHinH SACH Y TE - s629/2020

Céc chu truong va van ban phép luat trén
day di tao ra mot hanh lang phap 1y dé cho
t6 chirc, ca nhan ton gido tham gia hoat dong
trong linh vuc y té, gido duc, tir thién nhan
dao; 1a cong cu phap Iy dé co quan nha nuée
c6 thAm quyén thuc hién chic ning QLNN
d6i voi cac hoat dong nay.

Pac diém giao ly, ton chi cta cac to chirc
ton gido

Viét Nam 1a qudc gia c6 nhiéu t6n gido,
mdi ton gido c6 hé thdéng co cdu, t6 chic
khéac nhau. Tuy nhién, trong gido ly gido luat,
tat ca cac ton gido déu khuyén ran con nguoi
lam viéc thién; coi d6 nhu 1a trach nhiém, la
nghia vy thiéng liéng cia nguoi co6 dao. Bay
13 mot trong nhitng dic diém can quan tim
khi nghién ctu vé hoat dong nhan dao cua
cac ton gido [15].

Tén gido gop phan xay dung, cing ¢ cac
gia tri dao durc, luan Iy & mdi ca nhan, gia
dinh va xi hoi, dong thoi khic phuc nhiing
han ché cua sy suy thoai dao duc do tac dong
ti€u cuc cua xa hoi. Pao duc ton gido hudng
con ngudi 1am diéu thién, tranh diéu 4c, diéu
chinh hanh vi dao dtrc cua con nguodi. Ton
gido quan niém rang nhing tin d6 tuan tha
va thuong xuyén thuc hanh céc gido 1y, giao
luat hay cac quy tic dao duc cla ton gido s&
duogc 1én Thién dang, veé Tay Phuong cuc lac,
con nhimg ké 1am diéu 4c s& phai xudng Dija
nguc/Hoa nguc. Phat gido, Cong gido, Islam
gido quan niém Dia nguc 1a noi danh cho
nhitng ké pham nhiéu diéu ac. Gido 1y cua
dao Cao DPai quy dinh tin d6 phai tu than, kim
ché cdc ham mudn trai dao dirc truyén thong;
biét tran trong sinh mang ctia ban than minh

cling nhu cua nguoi khac; khong tham lam,
budng tha, khong vi 1gi ich cd nhan ma muu
hai nguoi khac. Phat gido Hoa Hao ran day
tin dd trau sira than tAm cho tro nén thién my,
giai thoat khéi sy mé mo cua vé minh dau
kho, ddng thoi ciing ddo tao mot mau nguoi
hoan hdo, khi con song trong cong dong x4
hoi. Pao dirc Cong gido dé cao viéc mén
Chua, yéu nguoi [16].

Do diém twong dong giira dao dirc t6n
gido va dao duc xa hoi la yéu thuong con
ngudi, vi vdy thé manh cua cac ton gido 1a
lam tir thién x3 hoi, ctru té an sinh véi tinh
than thién nguyén. Trén thuc té, ton gido
tham gia rat tich cyc trong cong tac tir thién
x4 hoi, ctru té an sinh. Tué Tinh Puong cia
Phat gido 14 noi KCB mién phi bang phuong
phap y hoc dan toc va YHHD. Tuong tu,
hé thdng cac phong thuéc nam Phude Thién
duoc coi 1a phuong tién tu Phude chu yéu
cua Tinh Do Cu si Phat hoi Viét Nam, voi
vigc dung y dao Nam dugc dé chita bénh
cho nguoi, 1a két qua cua diéu lanh, nhitng
viéc tir thién, gitip d& chung sinh b6t khod
thém vui, thuc hién dugc chu nghia tir bi cua
Drtic Phat, dua con ngudi tré vé gde lanh cua
ban tinh, gop phan xuéng minh, phat trién
nén YHCT Viét Nam...[17]. Cong gi4o
danh nhiéu kinh phi ciru tro thién tai, giup
nhirng ngudi khuyét tat, tro gitp hoc sinh,
sinh vién nghéo...

Ngoai nhitng diém chung trong gido 1y,
gido luat khién céac t6 chuc t6n gido déu co
nhu cau va hién thuc hoa hoat dong nhan dao
clru nguoi, mo hinh cung tng dich vu cia
cac to chuc ton gido ciing c¢6 nhiing diém
khac nhau do ¢6 hoan canh ra doi khac nhau,
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diéu kién khac nhau va quan diém tiép can
(truyén gido) khac nhau. Céc to chtrc ton gido
c6 ngudn gbc Phuong Tay nhu Cong gido,
Tin 1anh c¢6 xu huéng sir dung Tay y dé KCB
nhan dao. Pa phan cac dong tu Cong gio,
Tin lanh déu c6 hoat dong nay. Tuy nhién,
cling c6 nhirng trudng hop ngoai I¢ nhu dong
tu Mén Thanh Gia cua Cong gido. Ngay tir
khi du nhap vao Viét Nam, voi ban chat 1a
dong tu dia phan, tranh thu cao nhét sy ung
hg, cai nhin thién cam cua ngudi ban xu, tir
viéc sir dung nhitng cay thubc sin co tai dia
phuong, dong tu Mén Thanh Gia da xac dinh
ldy YHCT lam nong ct ctia hoat dong KCB
nhan dao. Tuy nhién, y hoc phuong Ty van
dugc dong tu nay st dung dong thoi chu
khong loai bo tuyét dbi [18]. Trong khi do,
v6i nhitng t6n gido co6 ngudn gbc Phuong
Dbong nhu Phat gido va cac ton gidao noi sinh
nhu Tinh d0 Cu si Phat hoi, Pao Cao bai,
Phat giao Hoa Hao,... thi phuong thirc KCB
nhan dao ngay tir dau da 1a YHCT. Viéc KCB
nhan dao két hop véi YHHD chi méi xuat
hién trong nhimg niam gan diy nham tranh
thil téi da ngudn luc cta cac manh thudng
quan [17].

Nguon lyc thuc hién cia cac to chirc
ton gido

Nhan luc tham gia cong tdc KCB nhan
dao tai cac co s& KCB cua to chirc ton giao
rat da dang, khong chi 13 nhiing tin d6 theo
Dao. Nhan lyc KCB ¢ cac phong kham tur
thién Phat gido gdm ca nhitng ngudi tu hanh,
Tang Ni, Phat tr va c4 nhitng ngudi co6 long
hao tim mudn tham gia déng gop stc luc cho
hoat dong nhan dao [19]. Trong khi do, hoat
dong KCB nhan dao cua Cong gido, Tin lanh

cling c6 su tham gia tich cuc cua cac linh muc,
dong tu, gido dan,... [18] Bén canh ngudn
nhan luc sin co, cc to chirc ndy con thuong
xuyén phdi hop véi cac y, bac sy, cac t6 chire
tinh nguyén dé dap tmg cac hoat dong y té
khong thudng xuyén, to chirc cac doan kham,
phat thudc, chita bénh mién phi cho dong bao
ngheo tai cac dia phuong, ving dan tdc, ving
sau, ving xa; tham gia hd tro nhiéu chuong
trinh 1én nhu mo6 mat, phau thuat tim, ho ham
éch, phat thuéc mién phi,. ..

Mot dic diém vé cong tac nhan luc cho
thdy céac td churc ton gido thé hién ké hoach
duy tri hoat dong KCB YHCT nhan dao mot
cach lau dai chinh 1a viéc quan tam dao tao,
boi dudng nhan su. Tai cac Tué¢ Tinh duong,
¢4 noi thi chuan bi nhan sy theo hinh thirc
thdy truyén trd, ngudi hoc trd vira phu viée
vira hoc héi, noi 1én hon ¢6 thé cho di hoc
& cac 16p Luong y ké thira do Tinh hoi Phat
gido cac noi t6 chirc nhu Thanh phd HO Chi
Minh, Vinh Long, Hué... hodc cho di hoc &
cac truong vé YHCT, céac truong lién quan
dén y hoc trong va ngoai nuéc. Tham chi, co
nhing co sé c6 diéu kién hon nira thi hop tac
v6i nhiéu y bac si thién nguyén tir cic co s
y hoc khéc nhau. Tinh d§ Cu si Phat hoi Viét
Nam ciing ludn quan tam té1 viéc dao tao cac
y bac si ¢ trinh d6 cho hé théng cac phong
thudc nam Phude Thién. Tinh d§ hién 6 3
trung tam dao tao nhan lyc cho cac phong
thudc nam 12 T6 dinh Hung Minh Ty - Thanh
phd H6 Chi Minh, Hoi quan Hung Nhon Ty -
Tinh hoi Long An va Héi quan Hung Quang
Tu - Tinh héi Ca Mau. Gido hdi luon dong
vién cac y si, y sinh trau ddi vin hoa, thi vao
cac trudng trung cip y duogc cac tinh dé sau
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nay c6 du diéu kién xin mé phong thude cho
Giao hoéi. Bén canh d6, Ban Tri sy TW Tinh
d6 trong nhitng nim qua dd duoc cap phép
m& céac 16p huan vién y khoa tap trung trong
thoi gian mot thang dé mé rong kién thirc
diéu tri, kinh nghiém dung thao lugc cho cac
y s dang lam viéc cho Tinh d6 [17]. Su chudn
bi nay giup cho cac co s KCB nhén dao c6
dugc ngudn nhan luc hién tai va tuong lai
tuong d6i phong phit [19].

Vé nguén tai luc, vat luc, da sb cac to chuc
t6n gido déu can dén sy dong gdp cua cac nha
hao tdm va duong nhién cé ca bénh nhan. Tai
cac co s phong thuéc nam Phuéc Thién, dé
cam ta, cdc bénh nhan tham gia vao cac hinh
thirc cong dirc cho chiia nhu déng goép bang
tién mat, suc lao dong,... trong do phé bién
nhat 13 tién mat. Nho nhitng hinh thirc cong
dtrc nay ma cac chua Tinh Do co thé duy tri
dugc phong thube nhan dao. Mot s6 bénh
nhan von 1a noéng dan sau khi khoi bénh da
danh mot phan dat cia minh chuyén trong
cdy thudc va day 1a ngudn cung cip duoc liéu
quan trong cho cac chua [17]. Bac bi¢t, voi
nhirng phong KCB tir thién thudc hé thong
Tu¢ Tinh duong thi nguén tai Iuc, vat luc mo
rong va 6n dinh hon béi hau hét ban tir thién
ctia Tinh hoi, Thanh hoi Phét gido déu duoc
thanh 13p tir kha som. Hoat dong KCB cua
cac Tué Tinh duong cling 12 mot hoat dong
tir thién thiét yéu. Do vay, nhiéu Tué Tinh
duong, ngudi diéu hanh ciing 14 ngudi phu
trach chinh trong ban tir thi€n ctia Tinh hdi
Phat gido. P4i v6i nhitng ton gido han ché
vé nguoén thu nhu Ta An Hiéu Nghia, mic
du cac Truong ganh mong mudn day manh
hoat dong tir thién xa hoi song nguon kinh

phi hoat dong con eo hep, trong khi da sb
tin 46 T&r An Hiéu Nghia 14 nong din nghéo,
nhitng dong gop vao hoat dong KCB nhan
dao 1 rang khong thé nhu mong doi [17].

Trong khi d6, ddi v6i ngudn dugc lidu, co
noi thi ty bo cong kiém tim, tréng trot, noi
thi thu gom tr vuon nha cua ngudi bénh, noi
thi vira thu gom, tréng trot, vira thu mua. Tu
nhirng cach thirc trén, mot sb to chirc ton gido
16n nhu Gido hoi Phat gido Viét Nam, Tinh
Do cu si Viét Nam,... duy tri dugc nguén
duogc liéu tich trir twong ddi 16n. Bén canh
do, xu hudng chira tri theo YHCT két hop
YHHD, dong tiy y két hop ciing dang duogc
nhiéu co s¢ KCB nhan dao luva chon, nham
da dang hoa cac nguén dugc li¢u cling nhu
tranh thu dugc su ung ho cua nhiéu manh
thuong quan...

Cic yéu to tir phia ngudi str dung dich vu

Két qua tir nhitng dong gop trong hoat
dong KCB nhan dao cua cac t6 chure ton giao
cho thdy, ngudi st dung dich vu KCB mién
phi tai cac to chirc ton gido khong gidi han
trong pham vi tin d cta timg ton gido ma
phuc vu rong rai moi dbi tuong, moi tﬁng 16p
¢6 nhu cau. Khong c6 thong tin vé sy phan
biét v6i nhitng d6i twong khac nhau khi dén
st dung dich vu tai nhitng co s nay. Nghién
ctru ndm 2010 cua Vién Nghién ctru Ton gido
con cho thay, da sd nguoi str dung dich vu
tai phong thudc nam Phudc Thién tham chi
khong hiéu gi vé gido 1y va nghi 18 Tinh Do
cling nhu chua bao gio tham gia thuc hi¢n
sinh hoat tin ngudng Tinh Bg. Nguoi bénh
t6i cac co so nay trudc hét vi mong mudn
chita bénh. Bén canh d6, mdt by phan 16n
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nguodi st dung dich vu 1a nguoi ngheo, can
nghéo, diéu kién kinh té kho khin, nguoi &
vung nong thon, vung sau, vung xa,... khong
c6 diéu kién su dung dich vu tai cac co s&
KCB cong 1ap va tu nhan nén viéc dén KCB
tai cac co s& nhan dao 1a lya chon tdi wu cua
ho [17].

V& hiéu qua diéu tri bénh, s6 liéu thong ké
duy nhat ciing tir nghién ctru nim 2010 caa
Vién Nghién ctru Ton gido cho thdy, da sd
bénh nhan cho rang hiéu qua KCB & co so
nhan dao 1a binh thuong, c6 thé chap nhan
duoc (69,5%), trong d6 c6 su khac biét kha
16n gitra bénh nhan nam (80%) va bénh nhan
nit (64,1%). Tuy nhién, hau hét bénh nhan
déu cam thay hai long hodc rat hai 10ng vé
co s& KCB nhan dao. Trong diéu kién mot co
s& KCB mién phi, c6 tinh than phuc vu nhiét
tinh, hi€u qua KCB nhu vay la dap ung duoc
nhu cau KCB cua cong déng, dic biét ddi voi
ngudinghéo. Do do, ty 1€ ngudi stir dung dich
vu du dinh quay lai st dung dich vu hoac
gidi thiéu cho ngudi than, ngudi quen dén sir
dung dich vu tai cac co so nay la rat cao [17].

Ngoai dy dinh tiép tuc sir dung dich vu va
quang b4, lan truyén thong tin vé hoat dong
cua co s& KCB nhan dao, nhitng dong gop
b@ing vat chat, stre luc cua nguoil st dung
dich vu ciing gbp phan quan trong duy tri
hoat dong nay. Khao sat tai phong thudc nam
Phudc Thién & Hung Minh Ty cho théy, trén
90% nguoi st dung dich vu tu nguyén quyén
gop tién mat, trén 40% ty nguyén quyén
g6p duoc lidu va gan 20% tu nguyén dong
g6p stc lao dong cho co s6. Hanh dong nay
duoc coi 1a dé bay to long biét on véi co sé
KCB vi mién phi hoan toan cho nguoi bénh.

Bén canh d6, nhiéu truong hop, viéc dong
gop tir thién ciing xuét phat tir niém tin vao
t6n gido. Két qua mot nghién ctru cho thiy,
nhirng nguoi ¢6 dao dong gop tur thién cao
hon han nhimg ngudi khong tin dao. Trong
nam 2012, trung binh mdi ngudi tin dao da
dong gép 406 nghin ddng cho cac muc tiéu
tir thién, v6i mirc dong gop pho bién nhit 1a
100 ngan déng/ngudi. Trong khi d6, trung
binh mot nguoi khong tin dao chi dong 150
nghin ddng cho cac muc tiéu tir thién, voi
mic d6 phd bién nhit 13 45 nghin ddng/
nguoi [20].

KET LUAN VA KHUYEN NGHI

Céac nhom yéu t6 chinh anh hudng toi hoat
dong kham chira bénh y hoc ¢ truyén nhan
dao cua cac td chirc ton gido tai Viét Nam bao
gdm céac quy dinh quan Iy nha nudc vé hoat
dong kham chita bénh y hoc ¢ truyén nhan
dao va hoat dong nhan dao cua cac td chirc
t6n gido; dic diém gido 1y, ton chi cua cac
t6 chirc ton gido; cac yéu td tir phia t6 chirc
ton giao va tu phia nguoi st dung dich vu.
Theo do, cac chinh sach, quy dinh hién hanh
vé hoat dong kham chira bénh va hoat dong
ton gido 1a twong dbi rd rang, day du, tao
diéu kién thuan loi cho cong tic quan 1y nha
nudce va diéu kién tich cuc cho cac td chirc
ton gido tham gia vao cong tac kham chita
bénh y hoc cd truyén nhan dao. Tuy nhién, da
sd cac quy dinh hién ¢ da trai qua mot thoi
gian dai thuc hién do d6 khong tranh khoi
mot s6 quy dinh cy thé chua giai quyét dugc
cac phat sinh trong thuc tién. Déi voi céac t6
chire t6n gido, gido 1y gido luat cia tat ca cac
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t6 chirc ton gido déu khuyén rin con nguoi
lam viéc thién; coi do 1a trach nhi¢m, 1a nghia
vu thiéng liéng ctia nguoi cé dao. Tuy nhién,
tiy thudc vao nguodn gbc gido 1y, nguodn luc
(nhén lyc, tai chinh,...) va phuong thirc van
hanh, mdi to chirc ton gido c6 nhitng phuong
thirc kham chira bénh va dong gép vao hoat
dong kham chira bénh nhan dao khéac nhau.
Pbi véi mot s6 to chire ton gido, dé hoat dong
kham chira bénh y hoc cd truyén nhan dao co
thé duy tri va phét trién manh mé, khong thé
khong ké dén dong gop cua ngudi st dung
dich vu. Nguoi sur dung dich vu kham chira
bénh nhan dao thudc moi dbi tuong, moi tﬁng
16p c6 nhu cau vira 1a kénh quang ba, gi6i
thiéu rong rai dich vu ctua cac co sé kham
chira bénh trong cong dong, vira dong gop
truc tiép tai chinh, dugc li€u, stcc lao dong,
g6p phan ciing ¢b va gia ting ngudn lyc cho
hoat dong kham chira bénh y hoc ) truyén
nhan dao ctia cac t6 chirc ton gido. Tuy nhién,

TAI LIEU THAM KHAO

do nguén tai liéu tham khéo con han ché bai
1y do khach quan (sé liéu vé hoat dong kham
chira bénh y hoc cd truyén nhan dao & Viét
Nam tir cac ngudn thong ké chinh théng cua
cac co quan quan 1y nha nudc rat hiém, cac
nghién ctru, bdo cdo khoa hoc vé hoat dong
kham chira bénh nhan dao tai Viét Nam chua
duoc quan tAm thuc hién va cong bd,...), cac
thong tin tir bai bao c6 thé chua phan anh
va phan tich hét duoc cac yéu td anh huong
tich cuc va tiéu cuc dén hoat dong kham
chira bénh y hoc cd truyén nhan dao cua cac
t6 chirc ton gido. Dé giai quyét van dé nay,
can thiét phai tién hanh cac nghién ctru danh
gid hoat dong kham chira bénh nhan dao cua
nhiéu t6 chirc ton gido & cac tinh, thanh phd
c6 diéu kién kinh té, xa hoi khac nhau, tir do,
so sanh voi két qua bai bao dé bd sung, didu
chinh va dua ra cac két luan co gia tri dai
dién cao hon.
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TONG QUAN CAC VAN BAN VE
QUAN LY THIET BI Y TE TAI VIET NAM

A policy review on the management of heath equipment in Vietnam

Khwong Anh Tudn, Trinh Ngoc Thanh,
Nguyén Thi Minh Hiéu, Mai Xudn Thu, Nguyén Thdi Hoc'

TOM TAT

Hién nay, viéc sir dung trang thiét bi y té (TTBYT) trong kham chita bénh dugc 4p dung
rong rdi, gop phan rat quan trong trong linh vyc y té. Viéc sir dung, van hanh TTBYT c6 thé
dan dén nhing anh hudng véi mirc d6 khac nhau cho bénh nhan. Cong tac quan 1y va van hanh
céc trang thiét bi y té phai theo nhing nguyén tic, quy dinh bat budc do cac co quan quan 1y
nha nudc ban hanh nham dam bao phat huy cao nhét hiéu qua cia TTBYT. Béo céo ndy thuc
hién téng quan cac van ban va tai li¢u trong nudc, T6 chite Y té thé gidi, mot ) nghién ctru
vé quan 1y va st dung TTBYT dé phat hién nhimg bat cip vé chinh sach trong qua trinh thuc
hién, tir 46 d¢ xuét bién phap khic phuc nham phat huy hiéu qua va an toan trong st dung, van
hanh TTBYT tai cic co so y té.

ABSTRACT

In healthare setting, the utilization of medical equipment in the health service provision are
currently paid much attention, which can signficantly influence patients’ health outcome. The
management and operation of health equipment should comply with the public regulations
and principles. This report provides a desk review of existing policies and international
recommendations and local studies on the management and utilization of medical equipment.
The review aimed at identifying the gaps in the development and implementation of the policies
and suggesting solutions to improve the efficiency and safety in the utilization and operation
of health equipment in health facilities.

! Vién Chién luge va Chinh sach Y té
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I. PAT VAN PE

Hoat dong khadm chita bénh la cong vi¢c
thudng xuyén va can thiét, gop phan dam bao
an sinh x3 hoi ¢ tat ca cac nude. Bén canh
cac hoat dong mang tinh chuyén mon cua doi
ngil nhan lyc y té thi TTBYT déng gép mot
phan rat quan trong trong viéc hd trg kham
bénh, chan doan, diéu tri bénh nhan. Déng
thoi viéc sit dung trang thiét bi y té thiéu
kiém soat trong thyc té ciing tiém an nhiéu
nguy co bat loi d6i voi strc khoe va tinh
mang nguoi bénh. Vi vdy viéc quan 1y thiét
biy t& (TBYT) la nhiém vu quan trong trong
kham chira bénh. Tai Vi¢t Nam, Chinh phu va
B0 Y té d3 ban hanh nhiéu van ban quy dinh
vé quan Iy TBYT, nhung véi viéc phat trién
ctua khoa hoc k¥ thuat va cong nghé, su gia
tang nhanh chéng vé sd luong, ching loai,
co ché hoat dong, ngudn gdc xuat xt... lam
cho hanh lang phép 1y quan ly TBYT chua
theo kip va giai quyét duoc hoan toan nhimng
bét cap phat sinh. Viéc ra soat, tong hop cac
van ban quy pham phap luat trong quan ly
TBYT dé tong hop, phat hién nhiing van dé
con bat cap, tir d6 kién nghi thyc hién dicu
chinh, b6 sung va dé xuit nhitng giai phap
v6i BO Y té cling nhu cac co quan quéan 1y co
lién quan v.v...1a can thiét gop phan dam bao
an toan trong qua trinh st dung TBYT cling
nhu cong tdc kham chita bénh cho ngudi dan.

II. PHUONG PHAP

Bao cdo nay dugc thyc hién theo phuong
phap tong quan tai liéu sdn c6 bao gdm cac
tai liéu vé quy dinh chinh sach thudc cac linh
vuc c6 lién quan dén quan 1y TBYT tai Viét

Nam, tham khao mot sé bao cao nghién ciru
trong nudc vé quan 1y va st dung TBYT, cac
khuyén co cta T6 chire Y té thé gidi (WHO)
trong cong tac quan ly TBYT.

Phuong phép thu thap tai li¢u: Cac tai
liéu dugc thu thap tir nhiéu ngudn va bing
cac hinh thirc khac nhau bao goém: tai liéu
san c6 duoc tim kiém qua cong cu tim kiém
Google search; Cac van ban quy pham phap
luat ctia Viét nam va thé gidi vé quan ly, van
hanh TBYT.

Thong tin thu thap dugc tong hop, phan
tich, két hop giita so chiéu voi nhiing tiéu
chuan theo khuyén cdo cia WHO va boi
canh thuc té tai Viét Nam.

Tir khoa: Quan ly thiét bi y té, sir dung
thiét bi y té.

III. MOT SO KHAI NIEM LIEN
QUAN PEN QUAN LY VA SU DUNG
THIET BI Y TE

3.1. Cac khai ni¢m lién quan dén TBYT
theo hwéng din ciia WHO:

- Trang thiét bi y té (Medical device):
Trang thiét bi y té 1a cac loai thiét bi, dung cuy,
vat liéu, vat tu céy ghép, thudc thir va chat
hiéu chudn invitro, phin mém (software)
dugc st dung riéng 1¢ hay phdi hop voi nhau
theo chi dinh ctia chu s hitu trang thiét bi y
té dé phuc vu cho con ngudi [27].

- Thiét bi y té (Medical equipment): La
cac thiét bi duoc st dung dé chan doan, diéu
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tri can phai c6 su kiém dinh, hiéu chuan, bao
tri, stra chira, van hanh bo1 nhitng nguoi da
dugc dao tao va phai dugc xur Iy sau khi hét
han sir dung. Nhu vay cac trang thiét bi cy
ghép, trang thiét bi ding mot 1an hodc chi sir
dung dugc cho mot nguoi s€ khong dugc goi
1a thiét bi y té [27].

- Vong doi cua TBYT: Vong doi ciia moi
TBYT gdm 3 giai doan chinh: (i) Giai doan
trude khi TBYT dugc dua vao luu thong trén
thi truong; (ii) Giai doan dugc phan phdi
va luu thong trén thi truong; (ii1) Giai doan
dugc dua vao su dung tai cac co s0'y té cho
dén khi loai bo [27].

- Quan ly TBYT trong qué trinh st dung:
La qua trinh tir khi xac dinh nhu ciu TBYT
cho dén khi xur 1y/1oai bo TBYT [28].

3.2. Cac khai niém lién quan dén TBYT

theo tai liéu huwéng din ciia Viét Nam

Theo Nghi dinh 36/2016/ND—CP ngay
15/05/2016 cua Thu tudéng Chinh phu, mot
s6 khai niém vé trang thiét bi y té duoc sir
dung bao gom:

- Trang thiét bi y té: 1a cac loai thiét bi,
dung cuy, vat li¢u, vat tu cfiy ghép, thude
thtr va chét hiéu chuan in vitro, phﬁn mém
(software) duoc s dung riéng 1é hay phdi
hop véi nhau theo nham mét hodc nhiéu muc
dich sau day: Chan doan, ngin ngira, theo
ddi, diéu tri va 1am giam nhe bénh tat hoac bu
dap ton thuong, chan thuong; Kiém tra, thay
thé, diéu chinh hodc hd tro giai phiu va qua
trinh sinh 1y; HS trg hodc duy tri su song...
va cung cip thong tin cho viéc chan doan,
theo ddi, diéu trj bénh.

- Trang thiét bi y té chan dodn in vitro:
g6m thudc thir, chat hiéu chuan, vat liéu kiém
soat, dung cu, mdy, thiét bi hoic hé thdng
duoc st dung riéng r& hodc két hop.

- Phu kién: la san phém dugc chi dinh dung
cling voi mot thiét bi y té cu thé nham thiét bi
do st dung dang véi muc dich du dinh. Theo
huéng dan cia Thong tu 39/2016/TT-BYT
ngay 28/10/2016 cua BJ truong BO Y té, cac
khai niém vé trang thiét b y té bao gdm:

- Trang thiét bi y té chi dong: 13 trang
thiét bi y té hoat dong theo nguyén tic st
dung ngudn ning lugng khong phai 1a nguon
nang luong sinh ra tir co thé con ngudi hoic
thé nang. (Phan mém doc 14p trong pham vi
dinh nghia trang thiét bi y té duoc coi 1a mot
trang thiét bi y t& chu dong).

- Trang thiét bi y té diéu tri chi dong: 1a
trang thiét bi y té duoc st dung doc 1ap hodc
két hop véi nhiing thiét bi y té khac, dé hd
tro, stra doi, thay thé hoic phuc hdi cac chirc
nang hodac cAu truc sinh hoc v&i muc dich
diéu tri hodc giam nhe bénh tat.

- Trang thiét bi y té chan dodn chii dong:
la trang thiét bi y té duoc su dung doc lap
hozc két hop véi cac thiét bj y té khac, dé
cung cap thong tin cho viéc chan doan, theo
ddi hodc dé hd trg trong diéu tri sinh 1y, tinh
trang suc khde.

- Trang thiét bi y té xdm nhdp: 13 trang
thiét bi y té xdm nhap mot phan hoic toan bd
vao bén trong co thé qua 13 ty nhién va trang
thiét bi y t& xAm nhap qua bé mit co thé.

- Trang thiét bi y té cdy ghép: 1a trang thiét
bi y té duoc cdy, ghép thong qua phiu thuit
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vao co thé nguoi hodc dé thay thé mot phan
voi muc dich duy tri chirc ndng cia co quan
trong vong it nhat 30 ngay.

- Trang thiét bi hé tro hodc duy tri sw
song: 1a trang thiét bi y t& can thiét hoic tao
ra thong tin can thiét cho viéc phuc hdi va
duy tri chirc ning quan trong véi cudc séng
cuia con nguoi.

- Chii 86 hitu trang thiét bi y té: 13 t6 chuc,
c4 nhan thuc hién viéc: Cung cap trang thiét
bi y t& bang tén riéng ciia minh hoic bang
nhan hi¢u...; Chju trach nhiém vé viéc thiét
ké, san xuét, stra chita hodc xac dinh muc
dich str dung cua trang thiét bi y té do.

Nhu vay co thé nhan théy, khai niém vé
trang thiét bi y té & Viét Nam vé co ban hoan
toan gidng v6i khai niém cia WHO, nhung su
khac biét 1a cac khai niém duogc lam ro hon,
chi tiét hon. Cac thiét bi y té ciing vdi cac phu
kién di kém déu dugc coi 1a Trang thiét b y té.
Tuy nhién “Chii s hitu trang thiét bi y té” ma
cac van ban chua dé cap dén d6 1a cic co so'y
té dang tryuc tiép sir dung, van hanh trang thiét
bi y té d6. Pay chinh noi ma viéc quan 1y va
sir dung TBYT c6 thé dan dén nhimng hau qua
anh hudng tryc tiép t6i stirc khoe con ngudi.

IV. THU'C TRANG QUAN LY TRANG
THIET BI Y TE TAI VIET NAM

4.1. Vin ban quy pham phap luat vé
quén 1y va tiéu chuan TBYT
4.1.1. Quin Iy TBYT

Cho dén thoi diém hién tai, Chinh phu, Bo
Y té cung véi cac bd, nganh chirc ning da

ban hanh nhiing Nghi dinh, Thong tu ¢6 lién
quan dén quan Iy TBYT, bao gom:

- Qudn ly TBYT: Theo Nghi dinh 36/2016/
NDb-CP ngay 15/05/2016 cua Thu tudng
Chinh phu [11], Nghi dinh 169/2018/Nb—-CP
ngay 31/12/2018 cua Thu tuéng Chinh phu
sira d6i bo sung mot sd diéu ctia Nghi dinh
36/2016/ND—CP va cac Thong tu huéng dan
thuc hién cho thdy nodi dung quan ly trang
thiét bi y t& (TTBYT) bao gdm rat nhiéu noi
dung, trong d6 mot s6 ndi dung cha yéu la:

+ Yéu cau vé bao dam chit luong, an toan
va su dung hiéu qua TTBYT.

+ Quy dinh minh bach vé thong tin: yéu
cau thong tin phai day du, chinh xac, kip thoi
vé dic tinh k¥ thuat, cong dung va cac yéu
t6 nguy co co thé xay ra ddi v6i ngudi sir
dung. Bao dam truy xuét dugc ngudn goc cta
TTBYT.

+ Viéc quan ly TTBYT phai dya trén phan
loai vé murc do rui ro va tiéu chuan, quy
chuan ky thuat qudc gia twong tGng. Riéng
v6i TTBYT 1a phuong tién do, thiét bi birc
xa s€ con phai dugc quan 1y theo quy dinh
ctia phép luat vé do luong, phap luat vé ning
luong nguyén tur.

+ Céac nguyén tic thuc hién kiém dinh,
hiéu chuan TTBYT: phai theo quy dinh cua
nha san xuat va phai do co s¢ du diéu kién
thue hién kiém dinh, hiéu chudn cong bd .

+ Quan 1y st dung tai cac co sd'y té: phai
dam bao theo nguyén tic dung muc dich,
cong ning, ché d6 va hiéu qua. Ddi véi cac
trang thiét bi y té c6 yéu cu nghiém ngit vé
an toan v¢ sinh lao dong thi con phai tuan
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tha quy dinh cua phap luat vé an toan vé
sinh lao dong. Phai 1ap, quan 1y, luu trir day
du hd so vé trang thiét bi y té; bao dam kinh
phi thyc hién cac nhiém vu theo quy dinh;
va phai chiu sy thanh tra, kiém tra, gidm sat
clia co quan quan 1y c6 thim quyén.

- Qudn Iy TBYT vé do lwong, kiém dinh:
duogc thé hién theo Thong tu s 23/2013/TT-
BKHCN ngay 26/9/2013 cua B Khoa hoc
va Cong Nghé [1] quy dinh d6i véi TBYT
la phuong tién do bdo dam an toan, bao v¢
sttc khoe cong dong, bao vé mdi truong va
Thong tu s6 07/2019/TT-BKHCN ngay 26
thang 7 nam 2019 cia Bo Khoa hoc va Cong
nghé [18] vé sira ddi, bo sung mot sd diéu
ctia Thong tu s6 23/2013/TT-BKHCN. Theo
d6 mét sb thiét bi sur dung trong do dac y
té: huyét ap ké, nhiét ké thay ngan, may do
dién tim, dién ndo, do khuc xa mat, do tiéu cu
kinh mét. .. can phai dugc kiém dinh ban dau
va c6 thoi han kiém dinh dinh ky.

Pdi voi An toan bire xa, ¢6 nhiéu vin ban
quy dinh dbi véi mot s6 may moc co lién
quan dén an toan blc xa trong y t& (May
chup X quang, may chup cit 16p vi tinh), bao
gdm: Théng tu lién tich s6 13/2014/TTLT-
BKHCN-BYT ngay 09 thang 6 nam 2014
[19] cua lién bd Bo Khoa hoc va Cong nghé
-BoYté quy dinh vé bao dam an toan birc xa
y té; Thong tu s6 28/2015/TT-BKHCN cuia
B6 Khoa hoc va Cong nghé ngay 30 thang
12 ndm 2015 vé Quy chuan ky thuat qudc
gia dbi voi thiét bi chup X-quang téng hop
dung trong y t& (QCVN 11: 2015/BKHCN);
Théng tu sb 02/2016/TT-BKHCN cia Bo
Khoa hoc va Coéng nghé ngay 25 thang 3
nam 2016 [20] v& Quy chuédn k¥ thuat quéc

gia dbi v6i thiét bi chup cét 16p vi tinh trong
y t& (QCVN 12: 2016/BKHCN); Thong tu
s6 14/2018/TT-BKHCN ciia B Khoa hoc
va Cong ngh¢ ngay 15 thang 11 nam 2018
[21] vé Quy chuan k¥ thuat qudc gia dbi véi
thiét bi chup X quang trong y t& (QCVN 15:
2016/BKHCN). Cac Thong tu quy dinh d6i
v6i cac may Xquang, may chup cat 16p vi
tinh, Thoi han kiém dinh cu thé dbi véi timg
loai TTBYT la 12 hoac 24 thang tuy theo loai
TTBYT.

- Thanh tra TBYT: Quyét dinh 7115/QD-
BYT ngay 01/12/2016 cua B¢ truong Bo
Y té vé quy trinh thanh tra trang thiét bi y
té [5]. Pay la vin ban quy dinh 10 rang, thé
hién tinh nguyén tic cao trong viéc quan ly
TTBYT bét budc cac don vi phai thuc hién.
Cac ndi dung ctia Quyét dinh thé hién yéu
cau sy tuan thi trong viéc quan 1y va sir dung
TTBYT cua cha sé hiru. Tt ca phai dugc xac
nhan bang vin ban chimg minh va xuat trinh
khi co quan kiém tra yéu cau va duogc luu tai
don vi s¢ hitu TTBYT bao gdm:

+ Yéu cau doi voi co cau to chic: phai co
chtrc nang, nhiém vy, quy ché hoat dong, ké
hoach bao dudng, bdo tri hang nam.

+Yéu cau dbi v4i ho so nhan su: S6 luong
nhan vién; can bd dugc phan cong phu trach,
quyét dinh phan céng nhiém vu, bang cip
chuyén mon, chimg chi dao tao voi linh vuc
quan 1y trang thiét bj y té; hd so dao tao...

+Yéu clu doi véi hd so, tai lidu, sb sach:
Bao gdm sb sach ghi chép day dii vé quan 1y
trang thiét bi y t&; qua trinh bao tri, sira chira
thiét bi y té; quy trinh van hanh; 1y lich trang
thiét bi y té;
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+ Yéu cau ddi véi thuc hién cac quy dinh
vé quan ly trang thiét bi tai don vi: phai c6
phong, kho luu trit biao quan thiét bi; Quy
trinh van hanh; Lap dat thiét bi an toan doi
v6i trang thiét bi y té bat budc phai co. ..

4.1.2. Vé phan loai TBYT

Xuyén sudt nhitng yéu cau vé tiéu chuan
phan loai TBYT la Nghi dinh 36/2016/ND-CP
va Nghi dinh 169/2018/ND-CP, trong do voi
nguyén tic 14 dé bao dam chat luong, an toan
va sir dung hiéu qua; dam bao cung cap thong
tin day du, chinh xac, kip thoi vé dac tinh k¥
thuat, cong dung va cac yéu td nguy co co thé
xay ra ddi vdi ngudi sir dung. Dya trén mire do
rii ro tiém an lién quan dén thiét ké ky thuat

va san xuat theo murc tir thip dén cao, TTBYT
duoc chia thanh 2 nhém va phan lam 4 loai
(Bang 1). Vi¢éc phan loai tai Viét Nam phai
bao dam phu hop véi cac diéu ude qubc té vé
phan loai trang thiét bi y t& ctia Hiép hoi cac
qudc gia Dong Nam A ma Viét Nam 13 thanh
vién. Trén thyc té viéc phan nhom 14 3 rang,
tuy nhién vi¢c phan theo 4 loai nhu van ban
quy dinh theo cac mirc do rui ro: Thip, vira,
cao thyc su chua rd rang, chua c6 tiéu chuén
quy dinh mirc d6 cu thé dbi véi timg nhom,
viéc phan dinh ranh gidi gitra cdc nhoém khong
¢6 du can cir dé xac dinh, diéu nay rat dé gay
13n 16 cac nhom khi thuc hién phan loai khong
nhiing v&i ca nha thiét k&, san xut ciing nhu
ngudi quan ly va sur dung.

Bang 1: Phan nhém va phén loai trang thiét bi y té

STT Phan nhém Loai A Loai B Loai C Loai D
Nhom 1: 13 trang thiét
1 |biy técod mac do rui X
ro thap
Nhom 2: La trang Trang thiét bj y t& | Trang thiét bi y | Trang thiét bi y
2 | thiét bi c6 mirc d¢ rui c6 mie d6 rui ro | t€ c6 mitc d¢ rii | té c6 mic do rui
ro cao hon nhom 1 trung binh thip | ro trung binh cao | ro cao

4.2. Thuc trang quan ly TBYT tai
Viét Nam

- Chién luoc phat trién TTB y té dén 2010:
Tl nam 2006 dén 2010 x4c dinh co s& kham,
chira bénh thudc cac tuyén dugc trang bi du s6
lwong va chat lwong TTBYT theo danh muc
tiéu chuén ciia B6 Y té; Cac bénh vién trung
uong va da khoa trung tam tinh dugc trang bi

du phuong tién ky thuat dé chan doan va diéu
tri, ddp Ung yéu cau kham, chita bénh cho
nhan dan theo phan tuyén ky thuat, dat trinh
d6 ky thuat thiét bi y té ngang véi cac nude
trung binh tién tién trong khu vuc; Day manh
san xuit nhitng mat hang trong nudc co vu
thé, nang cao chat luong va tién t6i xuat khau,
bao dam cung cip dii 60% nhu cau dung cu,
trang thiét bi y té thong dung [22].




cHine SACH Y TE - 562972020

- P& 4an Nghién ciru ché tao va san xuat
trang thiét bi y t& dén nam 2010 : Bao dam
dén nam 2005 dap tmg 40% va dén nam
2010 dap ung 60% nhu cau st dung trang
thiét bi y té thiét yéu, thong dung trong toan
nganh y té, c6 du kha nang kiém chuan dugc
cac loai trang thiét bi y té thudc dién dinh ky
kiém chuan theo quy dinh cua Bo Khoa hoc
va Cong nghé [23].

- Chién lugc BV& CSSKND dén nim
2020: Theo Quyét dinh s6 122/QD-TTg nim
2013[24] vé Chién luoc bao vé chiam soc st
khée nhan dan giai doan 2011-2020, theo d6
xac dinh ddy manh san xuét trang thiét bi y
té trong nudc, lién doanh, lién két san xuét
trang thiét bi y té cong nghé cao; bao dam
cung ung toi thiéu 60% nhu cau trang thiét
bi y té thong dung cho céc co so y té ; Quan
tam cong tac quan ly, khai thac st dung, bao
quan, bao dudng va sira chita trang thiét bi
y té&. Khuyén khich phat trién doi ngii bao
dudng va sira chita thiét bi y té ¢ cac dia
phuong; can d6i du kinh phi ctia don vi cho
viéc bao dudng, duy tu, stra chita thiét bi va
ha ting y té. Nang cao ning lyc mang ludi
kiém chuan va kiém dinh thiét bj y té.

- Viét Nam ciing dd c6 mot sd nghién ciru
danh gia lién quan dén linh vuc TBYT, tuy
nhién chu yéu 13 cac nghién ctru danh gia thuc
trang dau tu, st dung cac trang thiét bi y té.
Céc nodi dung lién quan dén quan Iy TBYT
con it duoc thuc hién, dac biét la theo cac
tiéu chuan do WHO huéng dan. Cac nghién
ctru cling thuong hudng dén TBYT c6 chirc
ning chan doan hinh anh va xét nghiém. Theo
chuan vang (gold standard) ma cic nudc
OECD va cac nudc phat trién dang ap dung,

mdi co sO'y té it nhit 60% cac TTB hién dang
dung phai c6 tudi doi dudi 5 nim, khong qua
30% TTB c6 tudi doi tir 6 - 10 ndm va khong
qua 10% TTB ¢6 tudi doi > 10 nam [17].

Mot s6 bao cao cho thay con nhiéu don vi
c6 TBYT thoi han sir dung qua lau, cong tac
quan ly, bao tri, bdo dudng chua dugc cac
co s y té thyc hién ddy di nhu quy dinh ma
nguyén nhan chua yéu 1a cac co so y té khong
da nhén luc va kinh phi [14]. Do d6 céc sai sd
cua TBYT trong qua trinh sir dung sé khong
dugc phat hién, c6 nguy co din dén cac rui
ro cho ngudi str dung va trén thyc té ciing da
xay ra nhitng hau qua dang tiéc (tai BVDK
tinh Hoa Binh). Theo Thong tu 23/2013/TT-
BKHCN ngay 26/09/2013 cua B6 Khoa hoc
va Cong nghé ban hanh quy dinh vé do ludong
d6i v6i phuong tién nhom 2 thi méi chi c6 10
danh muyc thiét bi str dung trong linh vuc y té
phai kiém dinh dinh ky theo quy dinh, trong
khi hi¢n nay ) lugng, chung loai TBYT la
rat 1on va da dang.

Pé dam bao TBYT phat huy duoc hét tinh
ndng tac dung, doi hoi nhan luc st dung cling
phai c6 nhitng trinh d6 nhat dinh vé k¥ thuat:
bdo quan, bdo dudng, van hanh TBYT... tai
cac co so y té. Bé giai quyét van dé nay, Bo
Y té di c6 nhiéu bién phap trong viéc thiic
day dao tao ngudn nhan lyc k¥ thuat y té:
phéi hop véi Truong Pai hoc Bach khoa Ha
Nai trong viéc dao tao doi ngti k¥ su dién tir
y sinh, dau tu nang cap, phat trién Truong
Cao dang nghé ky thuat Thiét bi y t& Ha Noi,
nang cap Trudong Cao dang K§ thuat y té tai
Hai Duong...[8]. Tt d6 timg budc cung cip
nguén nhan lyc k¥ thuat trong st dung, van
hanh va quéan ly dugc TTBYT.
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- Cong tac mua sim TTBYT tai cac co s&
y té: Tir trude dén nay, viéc mua sam, dau tu
TTBYT taicad cosoy té cong lap dugc thuc
hién dua trén van ban quan trong nhét 1a Luat
Dau thau s6 43/2013/QH13 ngay 26 thang 11
nam 2013. Ngoai ra, cac don vi con dugc dau
tu TTBYT theo cac hinh thirc: Vién tro, cép
phat hd trg tir cac dy an phat trién trong va
ngoai nudce, cung cip dap ing cho mot nhiém
vu khan céip nao d6, mua sam truc tiép theo
nhu cau, theo d& an phat trién cuia mdi don
vi.... Tuy nhién, vi¢c dau tw, mua sim TTBYT
bang bat cir hinh thirc nao thi theo nguyén
tic, cac chi so hitu déu phai thuc hién quan
Iy TTBYT theo cic quy dinh da dugc ban
hanh. Thong tu s6 14/2020/TT-BYT ctia Bo
Y té ngay 10/7/2020 vé quy dinh mot s6 ndi
dung trong dau thau TTBYT cong lap [25].
Theo d6 Thong tu hudng dan cu thé, chi tiét
viéc phan nhém TTBYT véo cac goi thau;
B4o céo tinh hinh thuc hién d4u thau; Lap
ho so moi thau, ho so yéu cau; K& hoach lua
chon nha thau. Cung véi d6, Thong tu ciling
huéng dan cu thé cac ngudn kinh phi duge
str dung khi mua sam TTBYT; Viéc cung cap
va ding tai thong tin vé d4u thau; thoi han,
quy trinh dau thau; chi phi trong qua trinh
lwa chon nha thau; luu trir hd so. Thong tu
14 da hudng dan r6 rang cy thé toan bd nodi
dung nhi¢m vu trong viéc d4u thdu mua sdm
TTBYT, bén canh céc thu tuc hanh chinh, thi
viéc yéu cau phan nhom, yéu cau vé nudc san
xuét cho tung TTBY T mdt cach cu thé, cung
v6i ho so gidy to di kém cho timg goéi thau 1a
mot diém méi giup cho viéc quan Iy TTBYT
sau nay khi dua vao van hanh st dung thuan
tién va dong bo.

4.3. NOi dung quan ly TBYT tai co sé' y
té theo khuyén c4o ciia WHO

Theo WHO, quan ly TBYT Ila céc
hoat dong do can bd c6 chuyén modn thuc
hién, nhin t6 con ngudi (Human factors
engineering) luén dugc coi trong nhat vi
tac dong dén viéc lya chon TBYT, hiéu qua
lam sang, bao tri, bao dudng dé dam bao
thiét bi an toan va hiéu qua nhat [26]. Quan
Iy TBYT can phai bao gom tat ca cac hoat
dong: Xac dinh nhu ciu dau tu; Mua sdm
hodc nhan tai trg TBYT; Kiém ké; Theo ddi,
do luong hiéu qua lam sang va an toan cua
TBYT; Bao tri; Kiém dinh; Khtr nhiém va
tai st dung TBYT; Xt 1y sau khi hét han
st dung. Nhu vay ddi chiéu véi khuyén
cédo cua WHO, cong tac quan ly TTBYT tai
Viét nam da duogc thuc hi€én mét cach tuong
ddng, duoc thé hién bang rat nhiéu cac vin
ban QPPL quy dinh thuc hién. Tuy nhién
véi thue té tai cac don vi y té hién nay, vi¢c
thue hién quan Iy TTBYT co ban di co day
du hanh lang phép 1y huéng dan, tuy nhién
chua dugce dong bd do cac nguyén nhan chu
quan va khach quan khac nhau, cha yéu 1a
thiéu nhan luc va kinh phi [14].

V. KET LUAN

Mic du Viét Nam da ban hanh, sira doi,
bd sung ddi voi viée quy dinh, huéng din
t6 chirc thuc hién trong quan 1y, van hanh
TTBYT, trong d6 co ban da ddy du cac nodi
dung vé sir dung, van hanh TBYT tai cac co
sO y té. Tuy nhién trén thuc té van con nhiéu
bat cap, khoang tréng can phai bo sung:
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- Cac quy dinh tuy nhiéu nhung chua cu
thé, con mang tinh dinh hudng va nguyén
tac. Van con nhiing quy dinh chua rd rang
trong viéc phan loai TTBYT dé 1am cho don
vi thuc hién 4p dung chua dung. Viéc phan
loai TTBYT dua trén mirc d6 rai ro chua co
cin ctr dé thuc hién, gay khé khin d6i voi
ngay ca nha quan ly va nguoi st dung.

- Vin ban yéu cau thuc hién quan Iy TTBYT
tai cac co s y té tuy da day du nhung chua co
bién phép bat budc thue hién thuong xuyén.

Nhu cau CSSK ciia ngudi dan ngay cang
gia ting va cic cam két hoi nhap vé y té
dang 1a nhimg xu hudng tat yéu, doi hoi toan
nganh y té can phai ¢ cac giai phap cu thé,
phu hop, lién tuc dugc diéu chinh dé theo kip
v6i su phat trién nhanh chong ciing nhu tinh
da dang cua TBYT voi muc dich cét 16i 1a
tang cuong nang lyc hoat dong, phat huy cao
nhat hiéu qua cia TTBYT tai cac co so y té
1a mot viée lam hét strc can thiét trong tinh
hinh hién nay.

TAI LIEU THAM KHAO

Tiéng Viét

VI. KHUYEN NGHI

- Can c6 nhimng nghién ciru danh gia sau
hon nita d6i voi viée sir dung trang thiét bi y
té hién nay, phat hién nhiing bat cap, vuéng
mac va nhiing nguyén nhan trong qua trinh
thuc hién, cung cap cac bang chimg va trén
co s& d6 dé xuat nhiing giai phap vé chinh
sach cho cac nha quan 1y dé co bién phap
diéu chinh kip thoi cho phu hgp vé6i nhu cau
ngay cang cao cua toan xa hoi.

- Can c6 sy quan tam, chi dao va phdi hop
cua cua cac cac co quan quan ly, cac nganh
co lién quan: Tai nguyén méi truong, Khoa
hoc cong nghé, Giao duc dao tao, Tai chinh...
trong d6 vai tro chinh 1a Bo Y té trong viéc
tham muu cho Chinh phé diéu chinh, bd
xung va ban hanh cac van ban trong viéc
quan 1y, luu hanh, st dung cac TTBYT sao
cho d& hiéu, d& thuc hién dé phat huy hét
dugc tinh nang, tdc dung va dac biét 1a an
toan cho khong nhitng bénh nhan ma ca céc
can bo y té.
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TONG QUAN KINH NGHIEM QUOC TE TRONG QUAN LY
TRANG THIET BI Y TE SAU KHI LUU HANH TREN THI TRUONG

Post-market surveillance medical equipment: A narrative review
on international experiences

Phiing Lam Téi', Nguyén Thi Minh Hiéu', Khwong Anh Tudn’

TOM TAT

Muc ti€u: Gidm sat hau mai hay con goi 1a gidm sét sau khi ra thi truong 1a mét khau quan
trong nham dam bao tinh an toan va hiéu qua 14m sang cua trang thiét bi y t& (TTBYT). Nghién
ctru ndy duoc thuce hién nham tim hiéu kinh nghiém mét sé qudc gia trén thé gidi trong viée
quan ly TTBYT sau khi ra thi truong. Phuong phap: tong quan mo ta dya trén cac co sd dit lidu
nhu MEDLINE, Google Scholar. Két qua: Cac quéc gia nhin chung déu c6 co quan dau méi
phu trach hoat dong va hé théng giam sat, quan 1y tuyén dudi. Viéc quan Iy TTBYT sau khi
dwa ra thi truong bao gdom hai co ché chi yéu 1a giam sat va canh giac. Cac qudc gia phat trién
nhu My ¢6 hé théng co sd dit liéu toan quéc nham hd tro cho viéc gidm sat, quan Iy TTBYT
sau khi dua ra thi truong. Cac hé thong phan quyén cho tuyén duéi nhu Trung Qudc, Nhat Ban
cho thay hiéu qua nhat dinh trong qué trinh hoat dong. Két luan: M6 hinh quan 1y TTBYT sau
khi ra thi trudng c6 su khac biét giita cac qubc gia. Kinh nghiém qudc té cho thay can c6 mo
hinh t6 chitc mang luéi quan 1y phan cap, cing sy hd trg clia cong nghé thong tin nham dam
bao hoat dong quan Iy TTBYT dat két qua tét.

Tir khod: trang thiét bi y té, quan 1y, giam sat, sau khi ra thi trudng

ABSTRACTS

Objective: After-sales surveillance, also known as post-market surveillance, is an important
step in ensuring the clinical effectiveness and safety of medical equipment. This study was
conducted to identify the experience of some selected countries in managing post-market
medical equipment. Methods: A narrative reviews was conducted using some databases such
as MEDLINE, Google Scholar. Results: Generally, countries have a national agency in charge

! Vién Chién lugc & Chinh sach Y té, Bo Y té
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of operations and a lower level monitoring and management system. Post-market management
of medical equipment includes two main mechanisms: surveillance and vigilance. Developed
countries such as the US have a national database system to support the monitoring and
management of post-market medical equipment. The decentralized systems for lower levels
such as China and Japan have shown certain effectivenes. Conclusion: There are variations
among countries in the management model of post-market medical equipment. International
experience shows that the need for a decentralized management network organization model,
with the support of information technology, to ensure good results in the management of
medical equipment.

Keywords: medical equipment, management, surveillance, post-market

I. PAT VAN PE d6i voi TTBYT dé luong trude rui ro. Bén

, canh khun dinh nghiém ngit dé dam
Cung vd&i su phat trién cua khoa hoc ky . u‘g auy o 8 . g .
R N L, . bdo an toan cho ca bénh nhan va nha cung

thuat trong linh vuc y té, cac trang thiét bi y

té (TTBYT) duoc phat trién, san xuit, va dua

vao tng dung trong y té ngay cang nhiéu.

cép dich vu cham séc surc khoe, viéc giam sat
bén viing va thu thap thong tin ciing 12 nhiém

R R o . i vu quan trong d€ danh gid mac do an toan
Bén canh cac hi¢u qua lam sang mang lai, . T o
, N N . va rui ro cua cac thiét b1 y t€ dugc ban trén
cac TTBYT cung ti€ém an cac nguy co, rui ro L ., T . .
o Z . , 2 ., . thi truong. Gidm sat hdu mai hay con goi la
lién quan dén qué trinh san xuat, dong goi, N _ D .
, . 5 . L, giam sat sau khi ra thi truong doi voi trang
dan nhan va st dung. Nham giam thiéu cac . 2 N o, o
. , \ .. .. thiétbiy té bao gdbm bdo cdo phan ing c6 hai
nguy co rui ro cho sttc khoé con nguoi tur LT ) oL R
. . . ' va bao cdo cap nhat an toan dinh ky bat budc
viéc sir dung cac TTBYT, cac qudc gia déu e O
R T ] . . . ., doivdithiét b1 y t€ c6 nguy co cao trong giai
xay dung hé thong chinh sdch nham quan 1y L,
S Sy . ] . doan giam sat [2].
viéc dang ky, cap phép cho TTBYT trudc khi

dua vao thi truong. Nghién ctru tong quan nay dugc tién hanh
e ., nhim tim hiéu vé md hinh t6 chic, cach
Tuy nhién, cac bdo cdo thuong xuyén veé . , L., . L,
A A1 Z A x thirc van hanh cua co ché gidm sat, quan ly
cac bién c0 bat thuong lién quan dén TTBYT, , L . g
. j . , . TTBYT sau khi ra thi truong tai mét s6 quoc
cling nhu s lugng 16n cac bién phap khac
phuc va thu héi TTBYT cho thdy riang cac
bién phap kiém soat trude khi dua TTBYT

vao thi truong 1a khong du dé ngan chin san

gia trén thé giéi. Tir d6, cung cdp thong tin
cho cac nha hoach dinh chinh sach c6 duogc
thong tin tham khao, lam can cur cho viéc xay
. o ) o N dung, diéu chinh, bd sung cac chinh sach
pham bi 161 hodc gay hai [1]. Di€u nay cling N & P g R ] .
cling nhu co ché van hanh cho cong tac quan

cing ¢0 tam quan trong cia viée thict lap Iy TTBYT sau khi ra thi trudng tai Viét Nam

co ché kiém soat sau khi dua ra thi trudong
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IL. POI TUQNG & PHUONG PHAP
NGHIEN CcUU

2.1. Phwong phap tong quan

Nghién ctru tong quan tai liéu str dung k§
thudt tong quan mo ta (narrative review).

2.2. Chién lwgc tim kiém tai liéu

Céac co s¢ dir liéu dugc st dung bao
gdbm MEDLINE (st dung coéng cu search
PubMed), va Google Scholar. Cac tu khoa
duogc st dung dé tim kiém tai liéu duoc xdy
dung va thong nhét trong nhom nghién ciru
nham dam bao do nhay trong viéc tim kiém
cac tai liéu c6 lién quan. Theo do, cac tu
khoé chinh duogc stir dung dé tim kiém tai liéu

29 [13

bao gom: “medical device”, “postmarket”,

29 €6

“surveillance”,

29 <6

regulation”, “vigilance”...

Pong thoi, nham cung cap thong tin dai
dién cho cac nhém quéc gia trén thé gidi,
nghién ctru téng quan co lya chon cha dich
cac qudc gia c6 mo hinh quan Iy TTBYT dang
van hanh tuong ddi tot va dya trén tinh sin c6
vé mit thong tin. Theo d6, cac thong tin cta
My (dai dién cho chau My), Lién minh chau
Au (dai dién cho chau Au), Nhat Ban, Trung
Quéc, bai Loan (dai dién cho chau A va co
bbi canh vin hoa twong doéng véi Viét Nam)
dugc tim kiém chu dich. Do d6, website Bo
Y té, Cuc Quan 1y Duoc va Trang thiét bi Y té
ctia cac qubc gia ké trén ciling duoc st dung
d¢ tién hanh tim kiém tai liéu.

2.3. Tiéu chuin lya chon va tiéu chi
loai trwr

Céc tai liéu dugc dua vao bao céo tong
quan néu dap ung cac ti€u chi: 1) La van ban

quy pham phéap luit cta cac qudc gia con
hiéu luc; 2) Nghién ctru bao céo két qua thuc
hién viéc quan 1y, gidm sat TTBYT sau khi ra
thi truong; 3) Cac nghién ctru tong quan mod
ta vé quy dinh quan 1y TTBYT.

Céc tai lidu s& bi loai ra khoi tong quan
néu: 1) Tai liéu qudc té xuat ban bang ngon
ngit khong phai tiéng Anh; 2) Cac nghién
ctru chi tép trung vao 1 loai TTBYT.

2.4. Tong hop thong tin.

Céc thong tin sau khi tim kiém s& duogc
trinh bay theo cac nhom van dé. Mic du noi
dung chinh ctia tong quan nham tim kiéu quy
dinh ctia mot s6 qudc gia trén thé gidi vé quan
Iy TTBYT sau khi ra thi truong, tuy nhién cac
thong tin ndy can dit trong bdi canh mé hinh
quan Iy noi chung ciling nhu phé duyét TTBY T
trude khi dua ra thi truong. Do do, cac thong
tin dugc tong hop theo cic nhdm van dé: mo
hinh quan Iy TTBYT, phé duyét TTBY T trudc
khi ra thi truong, quan ly TTBYT sau khi ra
thi truong va thu héi TTBYT.

III. KET QUA & BAN LUAN

1. M6 hinh quan Iy TTBYT

Nhin chung, m6 hinh quan ly TTBYT & cac
qudc gia ¢ su khac nhau. Hinh thtc t6 chuc
co quan ddu méi quan Iy TTBYT c6 thé phan
thanh hai hinh thtrc chi yéu: co quan dau méi
truc thudc Bo Y té hodc don vi doc 1ap.

Tai My, cac quy dinh cling nhu hoat dong
quan ly trang thiét bi tai My duogc thuc hién
tap trung boi Co quan Quan 1y Duoc pham
Hoa Ky (FDA). Tuy nhién, cic bang va tiéu
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bang ciing c¢6 thim quyén nhét dinh trong
viéc dua ra cac quy dinh bo sung trong quan
Iy trang thiét bj y té [3].

Céac quéc gia Lién minh chau Au c6 mé
hinh quéan 1y phirc hop ddi véi trang thiét bi
y té, phan chia giita cac co quan quan Iy va
cac don vi canh béo, va cac td chirc tw nhan
dudi sy gidm sat cua cac co quan quan ly.
Lién minh chau Au trao quyén dang ké cho
mot tap hop cac co quan chinh phu (co quan
c6 tham quyén) va co quan tu nhan (co quan
bao) dé giam sat viéc danh gia thiét bi, phé
duyét thi truong va giam sat hdu mai. Doi
v6i quan 1y cac trang thiét bi sau khi ra thi
truong, cac co quan quan 1y cap dia phuong
s€ ¢6 trach nhiém chinh [4, 5].

Tai Nhat Ban, hoat dong quan Iy TTBYT
duoc thuc hién chu yéu do Co quan Dugc
pham va Thiét bi Y t&¢ (PMDA) va B9 Y té,
Lao dong va Phiic loi (MHLW). BO Y té, Lao
dong va Phuc loi thyuc hién phé duyét thiét
bi mdi va gidm sat cac hoat dong gidm sat
sau phé duyét. Quyét dinh ctua B Y té, Lao
dong va Phuc loi dya trén phan tich cua co
quan Dugc pham va Thiét bi Y té bao gom
giam sat tai chd va danh gia truéc khi dua
ra thi truong, bao gdm ca cac danh gia phi
lam sang va l1am sang. Co quan Duoc phdm
va Thiét bi Y té cling thiét 1ap céac chinh sach
lién quan dén viéc thir nghiém, phé duyét,
tiép thi, phan phdi va giam sat cac thiét bi
y té. Chinh quyén dia phuong (dugc goi 1a
“co quan c¢6 thdm quyén ) dong vai tro hd
trg trong cac nhiém vu hanh chinh, phéi hop
kiém tra dinh ky va dénh gia sy tuan thi cta

cic nha san xuét va cc co s& cua ho ddi véi
cac tiéu chuan di thiét 1ap. Cac “co quan co
thAm quyén > ¢ trach nhiém chinh trong viéc
dam bao an toan va hi¢u qua [6].

Tai Trung Qudc, Cuc Quan 1y Thuc pham
va Duoc pham Trung Quédc (CEDA) 1a don vi
chiu trach nhi¢m chinh trong vié¢c gidm sat va
quan 1y thiét bj Y té. Pay 1a mot co quan cip
Bo truc thudc Hoi ddng Nha nude [6]. CFDA
phan chia trach nhiém vé quy dinh trang thiét
bi y té giita Trung tam Panh gia Thiét bi Y té
(CMDE) va Trung tam Qudc gia vé Giam sat
phan tng c6 hai cia thudc. Diém doc dao cta
hé thong quan Iy TTBYT tai Trung Qudc 1a
su ton tai clia cac co quan cip tinh va thanh
phd déng vai trd 1a co quan phan tng dau
tién dbi voi cac su kién bat loi duge béo cao
va hd tro CFDA trong viéc giam sat va thuc
hién hanh dong & cap khu vuc [6].

2. Phé duyét TTBYT truwéc khi dua vao
thi truong

Cac TTBYT trudc tién can dugc phan loai
duya trén nguy co rii ro ctia mdi TTBYT. Cac
quy dinh vé phé duyét TTBYT trudc khi dua
vao thi truong s& dua trén két qua phan loai
d6. Nhin chung, cac qudc gia déu phan cac
TTBYT thanh 3 nhém: nguy co thap, nguy
co trung binh, va nguy co cao. Tuy nhién
mdi qudc gia s& c¢6 dinh nghia cu thé cho cac
TTBYT trong tmg nhom. Bang 1 trinh bay
vi du so sanh vé quy dinh phéan loai TTBYT
gitta My va cac qudc gia thudc Lién minh
chau Au (EU).




cHind sAcH Y TE - 562972020

Bang 1. So sanh hé thong phan loai TTBYT giita My va Chau Au

My

Lién minh chau Au (EU)

Nhém I: Nguy co thip
Vidu: gac, ban chai...

Nhém I: Nguy co thip
Vidu: gang tay...

Nhom II: Nguy co trung binh
Vi du: nep, kim tiém...

Nhém Ila: Nguy co trung binh thap

Vi du: may hit dich, bong phdu thudt

Nhom IIb: Nguy co trung binh cao

Vidu: may tho, mot 56 dung cu ccfy ghép, thiét bi xa tri...

Nhom III: Nguy co cao
Vi du: may tao nhip tim, may khuw

rung tim...

Nhom III: Nguy co cao
Vi du: stent mach vanh cé tam thuéc, mady tao nhip tim, may
khwr rung tim...

Viéc dang ky xét duyét trude khi dua ra thi
truong nhin chung khd d& dang dbi voi cac
TTBYT nhom I & hau hét cac quéc gia. Trong
khi d6 cac TTBYT nhém II va III ¢6 nhiing
quy dinh chit ch& hon. Trong do6, cac bang
chimg vé tinh an toan va hiéu qua lam sang
thudng dugc yéu cau béi co quan quan 1y.

Tai My, viéc quan 1y trang thiét bi tun
theo cac quy dinh thudc hé théng luu hanh
510k. Cac trang thiét bj nhoém I thong thudng
s& dugc mién trir viéc danh gia tiéu chi 510k
nay. Dbi voi cac TTBYT thudc nhom nguy
co cao hon, bang ching vé tinh an toan va
hiéu luc 1am sang (efficacy) can duoc minh
chirng bdi cac nghién ctru 1am sang [7].

Tai cac qudc gia Lién minh chau Au, cac
trang thiét bi nhom I khong can phé duyét
trude khi ra thi trudng. Nha san xudt chi can
cung cip cac tuyén bd vé viéc tudn thu cac
quy dinh cho co quan quan 1y. Ddi v6i trang
thiét bi nhom Ila va IIb, nha san xuit can nop
cac hd so cho co quan canh bao, trong d6
thong tin vé tinh an toan va dit liéu vé hoat
dong 13 yéu cau bat budc. Voi trang thiét bi

nhém 111, cac bang ching vé thir nghiém 1am
sang thudng dugc yéu cau trude khi phé duyét
boi co quan canh bdo. Sau khi phé duyét boi
céc co quan canh bao, nha san xuat co quyén
gin biéu tuong CE (Conformité Européenne)
trén san pham cua ho, diéu nay cho phép thiét
bi y t& dugc phép budn ban trén toan lanh thd
ctia Lién minh chau Au [7].

Tai Nhat Ban, cac TTBYT nhom I duoc
quy uéc 1a nhém c6 nguy co rat thap. Cac
nha san xuat can ndp cac bao cdo vé thong
bao thi truong (marketing notification) cho
Co quan Quan 1y duge pham va thiét bi y té.
Trong khi do6, céc thiét bi y té nhom II can
duoc chung nhan bdi co quan canh bao. Cac
thiét bi y té nhém III (nguy co trung binh) va
nhom IV (nguy co cao) sé dugc phé duyét
boi BO Y té, Lao dong va Phuc loi, dya trén
két qua ra soat bai Co quan Quan ly Dugc
pham va Thiét bi y té [8].

Tai Trung Quéc, tat ca cac TTBYT nhap
khau phai ding ky v6i CFDA bat ké phan
loai. Trong khi d6, cac TTBYT san xuat
trong nudc thudc loai I chi can dang ky véi
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co quan chinh quyén thanh phd va thiét bj
loai II voi chinh quyén cip tinh, trong khi
thiét bi loai III phai dang ky voi CFDA. Bdi
v4i tat ca cac thiét bi y té nhap khau loai III
va loai II chua dugc phé duyét & nude ngoai,
CFDA yéu ciu t6 chirc cac thir nghiém 1am
sang, cling nhu xac dinh nhu cau dbi véi thiét
bi & Trung Qudc [6]. Tat ca cac thiét bi loai
IIT phai trai qua thr nghiém lam sang, dugc
tién hanh tai it nhat hai co s¢ y té riéng biét
dugc CFDA phé duyét ¢ Trung Qubc. Tuy
nhién, cac thiét bi di dugc phé duyét trudce
d6 & nude ngoai co thé duoc mién giam quy
trinh ndy. Di véi cac thiét bi méi va cac san
pham thé hé méi hon, CFDA t6 chitc mot hoi
ddng chuyén gia cip cao bao gdm céc bac si,
nha quan 1y va nha théng ké. Cac yéu cau thu
nghiém 14m sang dbi véi cac lidu phap moi
hon c6 thé khéac nhau [6].

3. Quy dinh quan ly TTBYT sau khi ra
thi truong

Viéc quan ly TTBYT sau khi dua ra thi
truong bao gom hai co ché cha yéu 1a giam
sat va canh giac. Viéc giam sat va canh giac
dugc ap dung cho TTBYT & tat ca cac nhom
phan loai, trong khi dé cac nghién clru sau
khi ra thi trudng (postmarket studies) da phan
chi duoc thuc hién dbi v6i cac TTBYT nhom
nguy co cao & mot sé qudc gia. Cac thong tin
cy thé vé kinh nghiém quan 1y TTBYT sau
khi ra thi trudng cua mot sb quéc gia duge
trinh bay lan luot dudi day.

3.1. My

Tai My, cac yéu cau bao céo sau khi ra
thi truong ddi v6i TTBYT bao gém hé théng

theo ddi, bao cdo vé su cd cua thiét bi, thuong
tich nghiém trong hodc tir vong va dang ky
thanh 1ap. Cac bao céo vé su ¢b an toan va
hiéu suit hoat dong cua thiét bi 1a yéu cau
bat budc ddi v4i nha san xuit nhung 1a tu
nguyén ddi voi nha cung cdp va ngudi st
dung. C6 3 co s¢ dit li€u chinh dugc st dung
nhim giam sat cac bao céo vé sy ¢ an toan
cua TTBYT: (1) MAUDE (Manufacturer
and User Facility Device Experience): co s&
dit lidu vé trai nghi¢m thiét bi ctia nha san
xudt va ngudi dung; (2) MedSun (Medwatch
adverse event reporting program): chuong
trinh bao céo su kién bat loi ciia Medwatch;
va (3) Mang giam sat thiét bj y té (mang co
sO thu thap dir liéu vé céc su cd lién quan dén
thiét bi). Sau khi dugc phé duyét va ra thi
truong, cac nha san xuét co thé s& duge yéu
cau cung cip cac két qua nghién ciru, nhim
phuc vu cho myc dich quan ly c4c trang thiét
bi trong nhom dugc phé duyét boi hé théng
luu hanh 510k, hodc cling c6 thé 1a cho nhom
cac trang thiét bi dugc mién trir viéc danh gia
ti€u chi 510k [7].

Céc nghién ctru sau khi ra thi truong 13 bat
budc dbi vai mot s thiét bi, didc biét 1a nhiing
thiét bi thudc nhom II va III [9]. FDA Hoa
Ky yéu ciu cac nghién ctru giam sat hau mai
(FDCA muc 522) dbi v6i mot sb thiét bi loai
IT hoic loai III c¢6 kha ning duy tri su séng
hozc hd tro su sdng, duoc cdy ghép trong co
thé trong hon 1 nim, dugc st dung dang ké
trong quan thé tré em, hoic néu that bai co
thé gy ra nhitng hau qua nghiém trong vé
suc khoe [3].

Mic du ¢6 nhiéu co ché khac nhau dé thu
thap dir li¢u gidm sat hau mai & Hoa Ky, vi
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du nhu hé théng MedWatch va MedSun,
viéc bao céo cac su cd bat loi van con han
ché. Mic du theo luét, cac nha san xuit phai
bao cao truong hop tir vong hodc céac su ki¢n
bat loi nghiém trong, nhung ho khong bat
budc phai bao cao néu ho quyét dinh rang
cac sy kién do khong lién quan dén thiét bi
[9]. Hon nfira, viéc bdo cao tu nguyén cua
cic nha san xuét, bénh nhan va co s& y té 1a
twong doi hiém va c6 thé co sai s6. Mot bao
c40 nam 2009 cua chinh phu chi ra rang chi
cb 6% céac bao cao vé su kién bat loi dén tur
cc nha san xuat, dich vu cham séc stc khoe
va nguoi dung [9]. Mot sb yéu td gop phan
vao viéc béo cdo thiéu, bao gém tinh chat tu
nguyén cua bdo céo, so kién tung, kho khan
khi két ndi sy ¢b vé6i thiét bi va bénh nhan va
nha cung cip khong hiéu nghia vu bio céo
ctia ho. Hon nita,cac bac si 1am sang co thé
khong c6 du thoi gian hodc su hd trg dé thu
thap va gui dir li¢u thuong xuyén. Kha nang
phat hién cac thiét bi c6 kha ning khéng an
toan cta FDA cang bi can trd boi thuc té 1a
nhiéu nghién ctru sau phé duyét (duoc yéu
cau nhu mot didu kién phé duyét) khong
duoc tién hanh thuc sy hodc co chét luong
kém [9].

3.2. Lién minh chiu Au

Céc co quan c6 tham quyén ctia mdi qudc
gia thanh vién ¢ chau Au chiu trach nhiém
giam sat hau mai, bao gém bao cao su kién
bat lgi, bio céo canh giac va theo ddi lam
sang sau khi ra thi truong. Dé ting cudng tinh
minh bach cua hoat dong giam sat thi truong,
Ngan hang Dir liéu chau Au vé Thiét bi Y
t¢ (EUDAMED) di duoc thanh lap dé trao
d6i thong tin phap 1y va duoc quy dinh bt

budc st dung tir nam 2011. Ngoai thong tin
canh giac, EUDAMED con chtra cac dir li¢u
nhu ding ky nha san xuét, chimg chi duoc
cap va diéu tra 1am sang. Céc nghién ctru sau
khi ra thi truong ciing c¢6 thé duoc yéu cau
néu khong xac dinh dugc hi¢u suét va do an
toan trung han hodc dai han cua thiét bi tur
qua trinh str dung thiét bi trude do, hodc khi
cac hoat dong giam sat sau khi ra thi truong
khac cung cip khong du thong tin dé danh
g4 nguy co.

Lién minh chau Au ban hanh céc tai liéu
huéng dan dé hudng dan viée xir Iy cac su cd
bat loi duoc bao cdo va céac phan nan/khiéu
nai vé ky thuat [10]. Theo d6, cac nha san
xuét dugc yéu cau bao céo cac su cd bat loi
nghiém trong cho co quan quan 1y cua qudc
gia thanh vién cia EU noi xay ra su cb nay.
Cac bao cao nay sau do6 phai dugc nhap vao
co s& dit lieu EUDAMED d¢ c4c nuéc thanh
vién khac cung nim dugc. P6i v6i cac phan
nan/phiéu nai vé ky thuat ddi véi TTBYT tir
phia nguoi st dung phai dugc bao cdo cho
nha san xuat. Cac qudc gia thanh vién phai
dam bao ring cic san pham duogc san xuit
dap tmg cac yéu cau thiét yéu vé ky thuat dé
phu hop vai tiéu chi tu do thuwong mai gitra
cac nuoc EU [7].

Tuy nhién, trong qua trinh trién khai thuc
té, hé théng giam sat TTBYT sau khi ra thi
truong cua EU ciing boc 16 cac han ché, cac
kho khan. Cac nha san xut dugc yéu cau bao
c4o cac su kién bat loi cho co quan co tham
quyén ctia nuGe thanh vién, nhung sau d6 viée
bao cdo cac sy kién nay vao EUDAMED phu
thudc vao co quan c6 thAm quyén cta nude
d6. Mot s6 quoc gia lai khong quy dinh bat
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budc cac hoat dong bao cao nay. Chi co quan
c6 tham quyén tai mot sé qudc gia cung cap
phén 16n céc bao céo su kién bat loi va thong
bao cong khai vé cac mdi lo ngai vé an toan
lién quan dén thiét bi va khong c6 co ché
nao dé co s y té va bénh nhan bao cdo cac
su kién bét loi cho co quan c6 tham quyén.
EUDAMED chi cho phép trao doi thong tin
gifta cac co quan c6 tham quyén qudc gia
va Uy ban Chau Au va né khong duogc cung
cip cho cong ching [9]. Theo béo céo cua
Kramer va cac cdng su cho thiy ring viéc
diéu phdi va phan tich cac bao cdo sau khi
dua ra thi trudng tir EUDAMED la rat khac
nhau [4]. Mic du cac huéng dan da duoc ban
hanh dé giai quyét mot sé van dé nay, nhung
chung rat mo hd va van do cic nha san xuat
quyét dinh.

3.3. Nhdt Bin

Tai Nhat Ban, hé théng giam sat thiét b
y té sau khi ra thi truong sé& khao sat dit liéu
ctia cac nha san xuét va bénh vién vé cac bién
cb bat loi dé phan tich va diéu tra, déng thoi
bao cao két qua diéu tra cho B Y té, Lao
dong va Phuc lgi. Cac bdo cao vé su cd bat
loi tir cac qudc gia khac trén thé gidi, ciing
dugc nhap vao co so dir li¢u dé xac dinh céc
chi s lién quan dén an toan [8]. Luét phap
Nhét Ban yéu cau cac nha cung cép dich vu
cham séc sttc khoe hop tac véi cac nha san
xudt trong bat ky qué trinh diéu tra ndo. Pong
thoi, Nhat Ban cling xay dung mot mang ludi
giam sat trong diém nhu mot chién lugc giam
sat nham muc dich cai thién kha nang nhan
dang va phan tng véi cac bién cb bat loi ctia
thiét bi y té [7].

Céc co quan c6 thim quyén & dia phuong
dugc yéu cau béao céo céc su kién bat loi truc
tiép cho BO Y té, Lao dong va Phuc loi trong
vong 15 hoac 30 ngay tuy thudc vao muc do
nghiém trong ctia vin dé. Phan 16n cac bao
cdo su cd bat loi dén tir cac co quan co tham
quyén, mic du cac bén lién quan khac (nhu
co s6'y té va nha cung cap) c6 thé giri bao céo
cho co quan c6 thim quyén hoidc truc tiép
cho BO Y té, Lao dong va Phuc loi, sau do
chia sé nhitng dir li¢u nay vé1 Co quan Duogc
pham va Thiét bj Y té. Cac don vi khac lién
quan dén viéc san xuat va cung cap thiét bi,
chang han nhu nha phan phdi, ciing phai bao
c40 cho co quan c6 tham quyén cac su kién
bat lg1 hodc céc su kién ¢o lién quan dén danh
gi4 an toan va hiéu qua. Ngoai ra, khi cadc nha
cung tmg (co s& y t&) nam dugc thong tin vé
cac truong hop bénh tat, tan tat hodc tr vong
nghi ngd do sir dung thiét bi y té va ho xac
nhan rang can phai ngin chin sy lay lan cua
cac moi nguy hai nay, ho phai bao cdo sy viéc
d6 cho BO Y té, Lao dong va Phiic 1oi [6].

Cén ctr trén cac phan tich cua Co quan
Duoc phém va Thiét bi Y té, s& c6 céc thong
bao vé yéu cau dbi véi cac nghién ciru giam
sat sau khi ra thi truong cho mat s6 thiét bi
y té. Viéc phé duyét cac thiét bi duoc coi 1a
cO rui ro cao hodc dac biét méi (novel) co
thé bao gém céc yéu cau ddi voi co quan cd
thAm quyén dja phuong dé chu dong giam
sat viéc su dung thiét bi trong nudc 1én dén
5 nam hodc d6i vi mot sb truong hop duogc
chi dinh trudc (phé duyét cé diéu kién). Vi
du, stent mach vanh c6 tdm thudc giai phong
chdm di duoc phé duyét véi yéu cau phai
cung cp tinh an toan trén vai nghin bénh
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nhan dau tién sau khi str dung. Hoic d6i voi
thiét bi diéu hoa nhip tim, cic co quan cd
tham quyén & dia phuong sé& yéu cau theo ddi
cac trudng hop trong ba nim dau tién sau khi
dua vao thi truong. Céac diéu kién dé duoc
phé duyét ciing c6 thé bao gém viéc xem xét
dao tao bac si dé dam bao rang cic nha cung
cap du diéu kién dang duoc day cach sir dung
thiét bi mot cach chinh xac [6].

Mot dic diém dic biét trong h¢ théng danh
gi4, giam sat thiét bi y t& & Nhat Ban 13 yéu
cau “ndp lai” don ding ky cho mot s6 thiét bi
¢6 nguy co rui ro cao hon, thudng tién hanh
trong khoang tir 3—7 nam sau khi dugc phé
duyét ra thi trudong lan dau [8]. Vi dy, vao
nam 2009 mot hé thong phiu thuat st dung
ning luong siéu 4m dudi hudng dian boi hinh
anh cdng hudng tir da dugc phé duyét & Nhat
Ban va sau d6 di duoc yéu cau cung cip
dir liéu tong hop mo ta tinh an toan va bang
ching hiéu quéa 1am sang thyc té (real world
evidence) cho Co quan Dugc pham va Thiét
bi Y té trong thoi gian kiém tra lai [6].

Trong qua trinh chuén bi ndp hd so lai, cac
co quan c6 thAm quyén tai dia phuong tong
hop théng tin tir cac nha cung cép dich vu
cham séc suc khoe, cac thir nghiém lam sang
va cac nghién ctru da cong bd (ching han nhu
cac nghién ctru hodc dang ky quan sat nudc
ngoai va trong nudc), voi muc ti€u dam bao
réng thiét bi dugc xem xét dang hoat dong
nhu dy kién va dem lai két qua nhu mong
doi. Co quan Dugc phém va Thiét bj Y té
xem x¢ét dir liéu dugc guri va gui bao cdo cho
BO Y té, Lao dong va Phuc loi, co quan nay
dua ra quyét dinh cudi ciing vé tinh trang tiép
thi dang dién ra va thyuc hién bit ky thay doi

can thiét nao ddi voi viéc ghi nhin dé phan
anh kién thirc méi vé cac van dé st dung
va an toan. Mic du BO Y té, Lao dong va
Phiic loi c6 thdm quyén rut lai phé duyét dua
vao thi truong tai thoi diém ndp don lai, tuy
nhién cho dén nay chua co6 su viéc nao nhu
vy xay ra. Diéu nay ciing c6 thé giai thich
do su gidm sat chat ch€ cua cac co quan co
thAm quyén dia phuong. Trong d6, viéc tong
hop va bao cao dir li€u gidm sat sau khi ra thi
truong trong giai doan phé duyét lan dau rat
chat ch€, 1am cho qué trinh ndp don lai it co
kha ning phat hién van dé bat thudng [6].

3.4. Trung Quéc

Hé théng giam sat TTBYT sau khi ra thi
truong cia Trung Qudc do Bo Y té va CFDA
giam sat & cdp qudc gia va duge tién hanh
& cap khu vuc boi cac SOy té cap tinh. Mot
dic diém chinh cua gidm sat sau khi ra thi
truong ctia Trung Qudc 14 quyén ty chu trong
khu vyc phdi hop véi mot hé thong tap trung
nhiéu cap. Cac So y té cdp tinh va cic co
quan quan 1y 13 tuyén phan tng dau tién khi
X4y ra cac su cd bt loi vé thiét bi y té trong
tung khu vyc. Mac du tat ca cac bao cdo bat
loi cubi cung da dugc BO Y té va CFDA thu
thap, nhung ching can phai dugc bao céo
trude tién cho co quan quan 1y khu vuc mot
cach kip thoi. O nhitng noi khong c6 cau tric
cap tinh, chang han nhu thanh ph truc thudc
trung wong (vi du: Thuong Hai, Tay An,
Quang Chau) va ¢ cac khu vuc tu tri (vi du:
Tay Tang, Noi Mong, Tan Cuong), cac So'y
té khu vuc dong vai tro nhu nhau.

Trung tAm Qudc gia vé giam sat sur cb bat
lo1 thuoc CFDA chiu trach nhiém thu thap,
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tong hop va phén tich dit liéu vé cac sy kién
bat lgi tir khap cac tinh va khu vuc. Mi tinh
va khu vyc cling c6 mot Trung tdm giam sat
su ¢d bat loi, ¢6 kha nang truy cap dir licu
dia phuong nhanh hon va t6t hon Trung tim
giam sat su cb bat loi Quéc gia, nhung kha
nang phan tich kém hon. Quyén ty tri cho
tung khu vuc nay c6 kha nang tao ra phan
mg nhanh hon ddi véi cac sy kién bét loi.
Pong thoi, su gidm sat trung tdm cia CFDA
va Trung tAm giam sat sy ¢b bat loi Qudc gia
cho phép diéu phdi giita cac khu vuc khéac
nhau va cung cap nén tang dé tiéu chuan hoa
cho toan qudc.

Céc nha san xuat, nha phan phi va ngudi
sir dung thiét bi y té phai thong bao cho cac
t6 chirc giam sat khu vuc vé cac sy kién bat
loi lién quan dén tir vong trong vong 5 ngiy
sau khi phat hién va cac sy ki¢n lién quan
dén thuong tich trong vong 15 ngay. Cac co
quan giam sat khu vuc sau d6 co6 trach nhiém
chuyén cac bao cdo lién quan dén tir vong
cho Trung tdm gidm sat sy cb bat loi Qudc
gia, noi hoan thanh viéc d¢ trinh 14n cubi 1én
CFDA va B0 Y té. Nguoc lai, cac sy kién lién
quan dén thuong tich chi phai duoc giri cho
CFDA va Bo Y mét 1an mdi quy. Cac nha san
xudt thiét bi, nha phan phdi va nguoi ding co
thé bao cdo cac su kién bat loi truc tiép cho
cac co quan chirc ning cap qudc gia khi ho
thay can thiét. Tuy nhién, ho van phai thong
bao cho cac to chirc giam sat & cap do khu
vuc. Cac nha san xuat thiét bi y té loai II va
loai III ndp ban tom tat cac su kién bt loi
trong ndm trudc cho cac co quan giam sat
khu vuc vao cudi thang giéng hang nim. Cac
t6 chirc khu vuc sau d6 chuyén cac bao céo

nay cho CFDA va B3 Y té vao cubi thang ba
hang nam.

Céc nghién ctru sau khi ra thi truong, hay
thuong dugc phan loai 1a “thir nghiém 1am
sang giai doan IV”, 13 bat budc ddi voi mot
s6 nhom thudc sau khi dugc phé duyét &
Trung Qudc dé danh gia thém loi ich va riii ro
cling nhu ning cao kién thirc vé lidu luong.
Tuy nhién, CFDA khong dit ra cac yéu cau
tuong ty di voi cac thiét bi y té, ngoai yéu
cau dang ky lai bon ndm mot 1an. Tuy nhién,
nhiéu nha san xuat thiét bi y t& nhap khau
thé hé mai dang tich cuc tong hop dir lidu
két qua 1am sang trong thuc té (real world
evidence) tir thyc hanh 1am sang thuong quy
& Trung Qudc.

3.5. Dai Loan

Hé théng quan 1y thiét bi y té sau khi ra
thi truong & Pai Loan bao gdm iy mau thi
truong, kiém tra theo ddi, bao cdo phan g
bat loi va thu hoi. Cyc Quan Iy Thuc pham
va Duoc pham Pai Loan yéu cu cac nha san
xuét thiét bi y té co nguy co cao, vi duy, stent
tam thudc, hé théng cat d6t tim va 6ng kinh
ndi nhan, phai thyc hién mat ké hoach giam
sat an toan va gui bao cao cap nhat an toan
dinh ky bat budc trong khoang thoi gian quy
dinh [3].

Hai hé thdng bao cdo truc tuyén duoc thiét
1ap dé theo ddi lién tyc va thu thap thong tin
an toan trén cac thiét bi y t& duoc ban trén
thi truong, d6 1a hé théng bao céo thiét bi y
té va hé théng béo cdo san pham bi 16i [11].
Nam 1988, mot hé théng bao cao toan quéc
vé phan tng c6 hai cta thudc da duogc thiét
lap. Mang lué6i nay bao gdbm mét trung tim
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qudc gia va bdn trung tdm khu vuc & mién
bic, mién trung, mién nam va mién dong bai
Loan. Nam 2001, H¢ théng bao cao cac su
kién bat loi cua thiét bi y té da duoc tich hop
vao hé théng nay. Dé hai hoa hon trong viéc
xur ly dit li¢u va nang cao hi¢u qua hoat dong,
mang ludi bao cdo sau dé da dugc tap trung
hoa dé thanh 14p Trung tim bao cdo phan Gmg
c6 hai cua thudc/thiét bi qudc gia vao nam
2005. Cung thoi diém d6, hé théng bao cao
truc tuyén vé 161 san pham y té cling duoc
thanh 1ap. V&1 myc dich dam bao chét lugng
ctia thiét bi y té va ngin ngira ngudi str dung
khoi cac nguy co ¢ thé xay ra, viéc bao céo
tu nguyén duoc khuyén khich khi phat hién
ra 16i san pham trudc khi str dung [11].

Tét ca céc béo cdo vé su kién bat lgi hodc
van dé san pham lan dau tién dugc dang ky
vao co s& dir liéu cua Trung tam bao céo cac
su kién bat lgi Quéc gia. Pai hoc Quéc gia
Pai Loan, co quan ty quyén cia Cuc Quan Iy
Thue pham va Dugc pham Pai Loan, sau do
s€ xem x¢ét va danh gia so bo dir li€u an toan.
Céc bao cao tai Pai Loan cho thay xu hudng
béo cdo lién quan dén cac san pham bi 13i s&
phu thudc nhiéu vao tan suit st dung cuia cac
san pham va ciling vao cac dic diém cu thé
ctia cac 15i thiét bi [11].

4. Quy dinh vé thu hoi TTBYT

Cac TTBYT s& bi thu hdi néu c6 bao cio
cho thdy nguy co riii ro, hodc gy ra hau qua
nghiém trong vé strc khoé, hodc thim chi tir
vong. Cac qubc gia déu co quy dinh cu thé
vé viéc thu hdi TTBYT sau khi ra thi truong.
Nhin chung, c¢6 hai co ché chinh trong thu

hdi TTBYT bao goém: thu hdi TTBYT chu
dong va thu héi TTBYT bat budc. Thu hoi
TTBYT chu dong 1a cac nha san xuét, nha
phan phdi chi dong dua ra cac bién phap
thu hoi TTBYT sau khi ¢6 dit liéu cho thay
viée st dung TTBYT c6 thé gdy ra hau qua
nghiém trong. Trong khi d6, thu héi TTBYT
bat bude 1a cac hoat dong tur phia cac co
quan quan ly TTBYT dua ra céc chinh sach
thu hdi khi c6 thong tin canh bao vé tinh an
toan cua TTBYT.

Tai Trung Quéc, viéc thu hoi cha dong
duogc cac nha san xuat thiét bi y té thuc hién
chu dong dya trén viéc tu diéu tra va danh
gia cac 16i san pham. Viéc thu hdi c6 thé
dudi cac hinh thuc tor viéc loai bo cac sai
sot thong qua viée gan nhan lai, hodc ning
cAp phan mém, tham chi cho dén viéc thu
hdi toan bd san pham trén thi truong. Trude
khi bat dau thu hdi, nha san xuat phai guri ké
hoach thu hdi cho Trung tAm canh béo su ¢
bat thuong cip tinh, noi danh gia ké hoach
thu hoi va co thé yéu cau thay doi dé xuit
ban dau, chang han nhu mé rong pham vi thu
hoéi va giam thoi gian thu hdi. Nha san xuat
phai thuong xuyén cap nhat cho cac co quan
chtrc niang khu vuc vé tinh trang thu hoi va
gri bao cdo tom tit trong vong 10 ngdy sau
khi hoan thanh viéc thu hdi [6]. Nguoc lai,
thu hoi theo yéu cau hay thu hdi bat budc ap
dung d6i v6i mot thiét bi y té gy ra thuong
tich nghiém trong hodc tir vong. Chinh quyén
khu vuc va bd phan CFDA td chirc cac nhom
dai dién va chuyén gia tir cac to chirc giam
st thiét bi, nha san xuit va nhém nghién ctru
khoa hoc dé tién hanh danh gia lai toan bo.
Két qua gitip cac nha chirc trach quyét dinh
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c6 thu hdi gidy chting nhan ding ky ban dau
cta thiét bi hay khong. Ho ciing c6 thé tién
hanh thu hdéi TTBYT trén thi truong. Viée
khong thu hoi cac thiét bi y té bi 15i s& khién
nha san xuat bi phat tién gap ba lan gia tri
cua thiét bi [6].

Viéc thu hoi TTBYT dbi khi ciing phu
thudéc vao phan loai nguy co rui ro cua
TTBYT. Vi du tai My, viéc thu hdi cac
TTBYT loai I thuong do c6 lién quan dén
mot kha nang viéc st dung TTBYT sé gay
ra hau qua nghiém trong vé sirc khoe hodc tir
vong. Viéc thu héi TTBYT loai II lién quan
dén céc thiét bj c6 thé dan dén hau qua c6 hai
cho stic khoe mang tinh tam thoi hodc ¢ thé
hoi phuc dugc, hodc trong d6 xac sut gay ra
hau qua nghiém trong d6i véi sirc khoe 1a rat
it. TTBYT loai IIT duoc thu hoi khi san pham
khong c6 kha ning giy ra hau qua x4u cho
sic khoe, chang han nhu 16i ghi nhan nho.
Néu bi thu hoi, nha san xuat s& phai chiu
trach nhiém xay dung ké hoach quan 1y hau
can cla viéc thu hoi, tuy thudc vao ban chét
ctia thiét bi, van dé va mic do nghiém trong
clia tic dong dén sirc khoe cong dong [6].

Théng tin vé cac TTBYT bi thu hdi ciling
thuong duoc cong bd. Tai My, ¢6 hai co sé
dir liéu cong khai theo doi thong tin canh bao
va thu hoi an toan. Mot danh sach day du cac
béo céo thuc thi duge xuit ban hang tuan. Co
so dit liéu co thé duge tim kiém theo ngay
thdng, nha san Xuét, loai hoac s6 thu hoi,
hoic 1y do thu hdi [6].

IV. KET LUAN

Hé thong quan 1y TTBYT duoc t6 chirc
dudi cac mo hinh khac nhau giira cac qudc
gia. Tuy nhién, diém chung 1a déu cé co quan
dau mdi cap Qudc gia phu trach hoat dong va
hé thong giam sat, quan 1y tuyén dudi. Cac hé
thng phan quyén cho tuyén duéi nhu Trung
Qudc, Nhat Ban cho thay hiéu qua nhat dinh
trong qua trinh hoat dong.

Cac TTBYT déu duoc phan loai duya
trén nguy co, lam can cu cho vi¢c quan ly
TTBYT bao gdm tir qua trinh ding ky phé
duyét trudc khi dua ra thi truong 1an giam
sat hoat dong sau khi dua vao thi truong va
ca thu hoi. Viéc quan Iy TTBYT sau khi dwa
ra thi trudng bao gom hai co ché chu yéu 1a
giam sat va canh gidc. Viéc giam sat va canh
giac duge ap dung cho TTBYT ¢ tat ca cac
nhoém phan loai, trong khi d6 cac nghién cuu
sau khi ra thi truong da phén chi duoc thuc
hién déi v6i cac TTBYT nhém nguy co cao &
mot s6 qudc gia. Cac qudc gia phat trién nhu
M5 ¢6 hé thdng co s& dit liéu toan qudc nham
hd trg cho viéc giam sat, quan Iy TTBYT sau
khi dua ra thi truong.

Nhin chung, cac qudc gia déu c6 hai co
ché thu hoi cac TTBYT sau khi ra thi truong:
thu hoi chu dong tir phia nha san xudt/phan
phéi, va thu hoi bat budc do cac co quan quan
1y quy dinh. Pong thoi, cac qudc gia hau nhu
déu c6 co so dir lidu va hé thong thong tin
quan 1y nham cong khai cic TTBYT trong
danh muc bi thu hoi.
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THUC TRANG XE CUU THUONG,
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CAP CUU TRUOC VIEN TAI VIET NAM

The current status of ambulances, drugs and medical devices
for performing pre-hospital emergency in Vietnam

Nguyén Thi Minh Hiéu', Trinh Ngoc Thanh?, Nguyén Thdi Hoc’,
Mai Xudn Thu', Nguyén Thi Thanh Ngoc’, Khwong Anh Tudn®

TOM TAT

Bai bao trinh bay mot phén két qua khao sat thyc trang xe ctru thuong, thudc, trang thiét bi
y té nham dé xuat cac giai phap nng cao nang luc cip ctru trudc vién tai Viét Nam. Nghién
ctru d3 tong hop sb lidu bao cao cta 53/63 S¢' Y té tinh, thanh phd va khao sat thuc té tai 5
tinh, thanh phd. Két qua cho thy sé lwong xe ctru thuong trén dau dan tai cua nhiéu ving va
toan qudc chua du nhu khuyén cao ciia T6 chirc Y té Thé gi6i. Tham chi s6 xe chuyén dung
danh cho cap ciru trude vién chiém ty 1& nho, thiéu co ché diéu phdi xe cap ciru trén toan dia
ban nén thyc té chi dap Gng rat it nhu cau str dung xe cip ctru cia nguoi dan. Van con 1/3 sb
xe ctru thuong chua cé gidy phép van chuyén cip ctru do SO Y té cap. Khong cé xe cp ciru
nao c6 da 10 nhom thude. Chi cd 25,6% vali thude di thude cp ciru nhu Quyét dinh 3385/
QDP-BYT ngay 18/9/2012 di quy dinh. C6 13,4% sd xe vira khong du thudc trén xe vira khong
c6 vali thude cap ciru. Tat ca cac xe ctru thuong va vali déu khong c6 dung cu san khoa. Trang
thiét bi hd trg tim mach cling 1a nhom it dugc trang bi trén xe ctru thuong. Dya trén thong tin
danh gia thyc trang, nhom nghién ctru khuyén nghi véi cac co quan quan 1y cac cap can cé co
ché dé tang vé s6 luong xe cap ctru chuyén dung ciing nhu diéu chinh cac van ban quy dinh
vé danh muc thudc, trang thiét bi y té trén xe ciing nhu vali di cung d6i cap ctru cho phu hop
voi diéu kién thyc té.

12346 Vign Chién lugc va Chinh sach Y té

5 Cuc Quan ly kham, chita bénh, B6 Y té
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ABSTRACT

This paper shows a part of results on the current status of ambulances, drugs and medical

devices of pre-hospital emergency services, in order to propose solutions to improve pre-

hospital emergency capacity in Vietnam. The study has analyzed the data from reports of 53/63

provincial health bureaus and field survey in 5 provinces. The results show that the number of

ambulances per capita in almost regions and nationwide has been less than recommended by

the World Health Organization. However, the number of specialized ambulance for pre-hospital

emergency has accounted for a small proportion and lacked the coordination mechanism of

ambulance in the whole area, so actually they only meets people’s needs very few, There are

still 1/3 of ambulances not to have an ambulance license issued by the Department of Health.

There is no ambulance with all 10 groups of drugs, only 25.6% of mobile drug suitcases of
drug has enough medicine as specified in Decision 3385/QD-BYT dated September 18, 2012.
There are 13.4% of vehicles not to have enough drug in ambulance and not to have any mobile

drug suitcase for emergency. All ambulances and mobile drug suitcase are without maternity

tools. Medical devices for supporting cardiovascular is less well-equipped in ambulances. The

study recommends to the management agencies at all levels to have a mechanism to increase

the number of specialized ambulance, to adjust legal documents on lists of drug, medical

devices in ambulances and mobile drug suitcase to adapt with the actual conditions.

1. PAT VAN PE

Phuong tién van chuyén ctru thuong 13 mot
phan thiét yéu ctia hé thong cip ctru ngoai vién
gitip ngudi bénh tiép can nhanh chong hon
vé6i dich vu y té. O hau hét cac nude, phuong
tién cou thuong dinh nghia 1a phuong tién
chuyén ché nguoi 6m hoic bi thuong toi noi
diéu trj hodc van chuyén gitra cac noi diéu tri.
Trén cac phuong tién van chuyén ctru thuong,
nhan vién d6i cip ctru cling ¢ thé cung cip
mot sd dich vu cham soc y té dé xur tri va duy
tri sy sdng cho bénh nhén trong sudt qua trinh
van chuyén d&én co s y té [1]. Bé dam bao
duoc chat lugng dich vu cép ciu y té, cac
phuong tién van chuyén ctu thuong chinh
thdng ludn phai dap tmg duoc cac tiéu chuan
k¥ thuat theo quy dinh.

O Viét Nam, Bo Y té di ban hanh cac
van ban quy dinh vé tiéu chuan va sir dung
xe cuu thuong (Thong tu 27/2017/TT-BYT
ngay 28/6/2017) va quy dinh vé Danh muc
vali thube cép ctru, dung cu cép cuu, danh
muc thudc thiét yéu va danh myc trang thiét
bi thiét yéu trang bi trén xe 6 t6 ciru thuong
cho mét kip cép ctru ngoai vién (Quyét dinh
3385/Qb-BYT ngay 18/9/2012) [3], [2]. Tuy
nhién, trong bdi canh xa hoi hoa cong tac y
té, ngoai hé thong van chuyén cap ctru cong
1ap con c6 cac co sO y té, doanh nghiép van
chuyén cdp ctru ngoai cong 1ap cung tham
gia cung Ung dich vu cdp ctu trudc vién.
Viéc da dang hoa céc loai hinh cung tng dich
vu cap ctru trude vién da gop phan dap ung
nhu cau cham soc sirc khoe ngiy cang tang
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ctia ngudi dan, tuy nhién ciing giy ra nhiéu
kho khin, bat cap trong quan 1y va tuan thu
quy dinh lién quan dén viéc dam bao céac diéu
kién van hanh xe ctru thuong ciing nhu chat
lugng dich vu cap ctru ngoai vién.

Trong nam 2019, Vién Chién luogc va
Chinh sach Y té da thyc hién nghién ctru vé
“Pianh gid thuc trang va dé xudt t chirc mang
ludi cép ctru ngoai bénh vién tai Viét Nam”,
trong d6 c6 khao sat va thu thap sd liéu vé
thue trang xe ctru thuong, thudc, trang thiét
biy té dé thyc hién cép ctru ngoai vién. Muc
tiéu ctia bai bao nhim mo ta thuc trang va
danh gia viéc tudn thi cac quy dinh vé xe
ctru thuong, thudc, trang thiét bi y t& & mot
s6 dia phwong trén ca nudc tir d6 dé xuat cac
giai phap phu hop ning cao ning luc cip ctru
ngoai bénh vi¢n trong thoi gian téi.

2. PHUONG PHAP NGHIEN CUU

(1) Tong hop va phan tich bao céo sb liéu
san c6 tinh hinh xe ctru thuong, thudc,
trang thiét bj danh cho hoat dong cép cuiu
true vién clia S¢ Y té 53/63 tinh, thanh
phé trén toan qubc. C6 10 tinh khong co
b4o cdo sd liéu vé ndi dung nay gom:
Quang Ninh, Nam Dinh (Pong bang
song Hong); Lai Chau, Son La (Trung
du va mién ndi phia Béc); Thanh Hoa,
Thira Thién Hué, Quang Nam (Bic bo
va Duyén hai mién Trung); Tra Vinh,
S6c Tring, Ca Mau (Pdng bang song
Ctu Long).

(2) Nghién ctru lya chon 5 tinh ¢6 cac md
hinh t6 chitc cdp clru ngoai bénh vién
khac nhau: Ha Noi, Thanh phé H6 Chi

Minh, Ngh¢ An, Lao Cai, Vinh Long.
Tai thyc dia, nhdm nghién ciru quan
sat co sir dung bang kiém danh gia toan
bd xe 6 to ctru thuong, thudc va trang
thiét bi y té (TTBYT) ctia mét sb co s&
cip clru trude vién so véi cac quy dinh
tai Thong tu 27/2017/TT-BYT ngay
28/6/2017 va Quyét dinh s6 3385/QD-
BYT ngay 18/9/2012. Thao luan nhém
va phong van sau lanh dao cac co quan
quan ly nha nudc, lanh dao cac don vi
va can bo truc tiép tham gia cdp clu
ngoai bénh vién vé thuc trang khé khan
bap cap trong viéc dam bao vé sb luong
va chit luong xe ctru thuong.

3. KET QUA VA BAN LUAN

3.1. Thuc trang xe curu thwong thuc

hién hoat ddng cip ciru truwée vién
3.1.1. S6 lwong xe civu thwong

Theo béo cao cta 53 tinh/thanh phd trén
toan quéc, nam 2019, s6 lugng xe ctru thuong
hién dang dugc sir dung cho hoat dong cép
ctru truge vién la 1.310 xe trong do 1.223
xe dang st dung tot (Bang 1). Cac xe clru
thuong duogc cac tinh bao cdo gom 2 loai: Xe
ctru thuong chuyén trach thuc hién cp ctru
ngoai bénh vién (thuong cua cac Trung tam
cap ctru 115, doi cap ctru 115 thude bénh vién
da khoa tinh, hodac don vi tu nhan dugc giao
chtrc ning cap ctru 115) va xe ctru thuong
clia cac bénh vién lam nhiém vu chuyén
tuyén va tham gia cip ctru ngoai vién khi can
huy dong.
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Bang 1: S6 lrong xe ciru thwong tham gia cip ciru trude vién

STT Xe ctru thuong S6 lwong (xe) Ty 1€ (%)
1. Xe dang str dung t6t 1.223 93,4%
2. Xe dang stra chira 35 2,7%

3. Xe hdéng cho thanh 1y 52 3,9%
4. | Téng sd 1.310 100

Nguén: Bdo cdo thong ké ciia S¢ Y té 53 tinh/thanh phé

Theo khuyén cdo ciia To chic Y té Thé
gidi (WHO), cir mdi 50.000 dan can c6 1 xe
ctru thuong [8]. Véi s6 luong xe clru thuong
cac tinh/thanh phd di théng ké (Bang 1) thi
chi s6 dau xe/50.000 dan 1a 0,98 gan bang
khuyén cao cia WHO. Néu tinh theo timg
vung thi chi s6 xe/50.000 dan chi c6 Tay
Nguyén va Pong bing séng Ctru Long cao
hon, bdn ving con lai déu thap hon khuyén
cédo cia WHO (Bang 2). Tuy nhién, néu chi
xem xét s6 xe chuyén trach thuc hién churc
nang cip ngoai vién thi sé xe trén dau dan lai
rat thip. Khao sat thuc té cho thiy tai Trung

tam 115 Ha No6i, mot trong nhirng trung tam
cap clru trude vién co quy mo 16n nhét trén
toan qudc ciing chi c6 21 xe ctru thuong dé
dap ung nhu cau cho 8 triéu dén tic 13 thiéu
khoang 60 xe so v6i khuyén cdo [5]. Tuong
tu, tai Thanh phé HO Chi Minh, tong s6 xe
cua cd Trung tdm 115 va tram v¢ tinh 1a 44
xe ciing thiéu so v6i khuyén cdo khoang trén
60 xe [4]. Theo danh gia ctia S6' Y té 2 thanh
ph thi sb lugng xe nhu hién tai méi chi dap
tmg khoang 7% dén 10% nhu cau cip ciu
cua nguoi dan.

Bang 2: S6 lwong xe ciru thwong tham gia cip ciru trudce vién trén dau din sb

So xe ctru thuong/

STT Xe ctru thuwong 50.000 dan g
1. DPong bang séng Hong 0,67
2. | Trung du mién nii phia Bic 0,92
3. Bic trung bd va duyén hai mién Trung 0,96
4. Tay nguyén 1,11
5. Dbong Nam Bo 0,65
6. Podng bang song Ctru Long 1,08
7. Toan qudc (53 tinh/thanh phd) 0,98
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Qua tim hiéu cho thdy mot sb nguyén
nhan chinh khéng dam bao vé s luong xe
ctru thuong chu yéu 1a do ngudn ngan sach
ctia cac dia phuong kho khin, khong thu xép
dugc ngudn von. Trong tinh hinh thiéu xe
chuyén trach thi hau hét cac tinh, thanh phé
lai chua c6 co ché diéu phdi chung dé huy
dong cac ngudn lyc xe ctru thuong khac trén
dia ban tham gia cong tac cap clru trude vién.

3.1.2. Pam bdo quy dinh vé gidy phép vin
chuyén cip ciru

Pé du diéu kién van chuyén cap ctru, mdi
xe clru thuwong can c6 2 gidy phép: Giay kiém
dinh xe do S& Giao thong van tai cap sau khi
kiém tra vé diéu kién an toan ky thuat va bao
vé mdi truong; con Gidy phép van chuyén
cap ciru do S&'Y té cap sau khi tham dinh vé
diéu kién nhan lyc, TTBYT va thudc trang
bi trén xe. Theo bao cdo cua cac SG Y té, co

t6i 96,4% xe ctu thuong di gidy phép kiém
dinh. Tuy nhién, gidy phép van chuyén cip
ctru ty 18 thap hon chi chiém hon 2/3 s6 xe cip
ctru hién dang con st dung (Bang 3). Nguyén
nhan 1a cac don vi, dac biét 1a cac don vi tu
nhan thudng chi xin phép cho mét sd xe dap
g du diéu kién, chtr khong xin phép toan bd
s6 xe hién ¢6 do thiéu cac diéu kién vé thudc,
trang thiét bi trén xe va quan trong nhat 1a
khong c6 du nhan luc doi cap ctru.

Qua thong tin dinh tinh cho thdy, cic co
quan quan 1y méi tap trung thyc hién kiém
tra trudc cap phép chir chua thuc hién dugc
giam sat hau kiém nén van con tinh trang
cac xe khong co gidy phép van thuc hién van
chuyén cip ctru, c6 thé giy ra tinh trang méat
an toan anh hudng dén tinh mang bénh nhan
tai nhiéu tinh, thanh ph.

Bang 3: Ty 1é xe ciru thwong c6 gidy kiém dinh, gidy phép van chuyén cép ciru

S61
STT Xe ciru thwong (Enliq;l:;go%e) T§ 18 (%)
1. | Co gidy kiém dinh 1260 96,4
2. C6 gidy phép van chuyén cip ctru 1009 77,2

Nguén: Bdo cdo thong ké ciia S6 Y té 53 tinh/thanh pho
* Chi tinh ty 1é % trén tong so xe dang hoat dong, khéng tinh sé xe cho thanh Iy.

3.1.3. Pdm bdo tiéu chudn kj thudt xe ciru
thuong theo quy dinh

Theo quy dinh trong Thong tu 27/2017/
TT-BYT ngay 28/6/2017 clia B Y té, xe 6
t6 ctru thuong phai dam bao céc tiéu chudn
gdém: céc tiéu chuan bén ngoai xe (deén, coi,

thong tin co s& cap ciu); cac diéu kién bén
trong xe (cang, ghé, binh ctru hoa, dén chiéu,
tham 16t...); va céc trang thiét bi chuyén dung
khac (cang phy, dén kham,...).

Quan sat danh gia bang bang kiém cac xe
chuyén trach cap ctru trudce vién chi yéu maoi
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dat duoc cac tiéu chudn bén ngodi xe (93,3%),
con cac tiéu chi bén trong xe van con khoang
hon 1/3 s6 xe chua dap tmg duge. Ty 1& xe
dam bao diy du cac diéu kién ca bén trong
xe va bén ngoai xe nhu Thong tu 27/2017/
TT-BYT ngay 28/6/2017 chi dat khoang 57%
(Bang 4). Tai cac don vi dac biét 1a don vi tu
nhan, mot sd xe du phong chi c6 nhiing thiét
bi dugc gan lién véi xe. Cac xe nay thuong
khong co nhiing trang thiét bi roi hodc trang
thiét bi chuyén diung y té. Theo bao cdo cua
cac don vi, khi can sir dung dé cp ctru, cac
don vi s& diéu chuyén trang thiét bi tir kho
hodc tir xe khac sang. Vi vay, trén thuc té sb

xe c6 du diéu kién dé cdp ctru ngoai bénh
vién thudng thap hon so véi sb luong xe ciru
thuong cac don vi bdo cdo. Theo Thong tu
27/2017/TT-BYT, Viét Nam chi co 1 tiéu
chuan xe ctru thuong dé 4p dung cho ca
CCNBYV, chuyén vién va van chuyén khong
cap ctru bénh nhan din dén dau tu khong can
thiét cho nhitng don vi chi van chuyén BN
khong cép ctru. O cac nude thuong chia xe
ctru thuong thanh cac cip do dau tu trang bi
khéc nhau. Muc d6 dau tu va st dung xe ctru
thuong lién quan chit ch& dén quy dinh ning
luc ctia doi cap ciru [9], [6].

Bang 4: TV 1¢ xe ciru thwong dam bao tiéu chuin xe ciru thwong so véi
Thong tw 27/2017/TT-BYT ngay 28/6/2017

S6 lwong Ty 1€
Noi dung
n=90 (%)
Bén ngoai xe 84 93,3
Bén trong xe 66 73,3
Céc trang thiét bi chuyén dung khéac 56 62,2
bu tiéu chi theo TT 27/2017/TT-BYT 52 57,8

3.2. Thuc trang thudc trén xe ciru

thwong va trong vali cap ciru

Nhoém nghién ctru danh gia vi¢e dam bao
co s6 thude cép ctru thong qua viée kiém tra
thuc té chung loai, s6 lwong, han st dung
thudc c6 trén xe ctru thuong hodc trong vali
thudc cap ciru tai thoi diém nhoém nghién ctru
dén co s¢ dé khao sat. Két qua kiém tra thudc
trén xe cho thay ty 18 xe ¢ thudc rat thip va

Nguon: Quan sdt danh gid thiee té xe civu thuwong

khong c6 xe nao co day di 10 nhom thube
nhu quy dinh (Bang 5). Qua thao luan, cac
don vi cho biét khong dé thubc trén xe dé
tranh anh huong dén chat luong thudc khi xe
dd ngoai troi trong diéu kién thoi tiét nong
am cua Viét Nam. Thudc thuong duoc dé
trong vali thubc cip ctru bao quan trong nha,
khi d6i cdp ctru xuét phat ra hién truong moi
xach theo.
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Bang 5: Ty 1é xe ciru thwong cé di thude trén xe*
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S6 lwong Ty 1€
N¢i dung
n=90 (%)

C6 day dit 10 nhém thude theo quy dinh 0 0
Nhém thudc hwong than
Giam dau 30 33,3
Binh than 30 33,3
Nhém thudc tim mach
Van mach 34 37,8
Uc ché than kinh d6i giao cam 35 38,9
Tro tim 31 34,4
Diéu tri thiéu mau cuc bd 31 34,4
Ha ap 35 38,9
Nhém thudc hé hap
Gian phé quan 27 30,0
Giam ho, long dom 4 4.4
Nhém thuéc tiéu héa
Viém loét da day 3 33
Tiéu chay 19 21,1
Chéng non 25 27,8
Nhém thudc chong di ieng, ngé dic
Khang histamin, chdng viém khong steroid 34 37,8
Giai doc 0 0
Nhém thuéc giam dau, ha sot
Giam dau, ha sbt 34 37,8
Chéng viém 12 13,3
Gian co 0 0
Nhém thuéc khdng sinh, khdng virut
Khang sinh 20 22,2
Khéng virus 0 0
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S6 lwong Ty 1€
N¢i dung
n=90 (%)
8 | Nhém thuéc ddi thio dwong 1 1,1
9 | Nhém thubc sdt triing 35 38,9
10 | Nhém thuédc nhé mit 16 17,8
Xe ctru thwong cé vali thude 78 86,7

Nguén: Quan sdt danh gid thye té xe ciru thwong nam 2019
* 86 lieong va chiing loai thudc trén xe so véi Quyét dinh 3385/0D-BYT ngay 18/9/2012

Trong 90 xe dugc kiém tra da co 86,7%
c6 vali thudc cap ctru. Tuy nhién, van con c6
mot ty 18 nho cac xe cap ciru (13,3%) khong
c6 vali thudc cp ciru trén xe va ciing khong
du thube trén xe (Bang 6). Mic du cac don
vi ly giai day 1a nhimg xe du phong khi can
st dung s& diéu chuyén vali thudc tir cac xe
khac sang nhung néu danh gia mac do sin
sang khi cn huy dong toan b co sb xe thi
nhimng xe ndy s& khong dam bao tiéu chuin
vé thudc dé thuc hién cép curu trudc vién.

Kiém ké thanh phan thudc trong vali thudc
cap ctru cho thiy chi 25,6% c6 day du tat
cd 14 nhom (Bang 6). Nguyén nhan khong
c6 du co sd thube nhu quy dinh 13 do mot
s6 thudc trong danh muc chua phu hop véi
ning lyc cung tng dich vu va nhu cau cua
d6i cdp ctru nén cac don vi khong mua sim
dé tranh lang phi. Qua khdo sat cho thdy, cac
don vi thuong trang bi thudc theo ning luc
va nhu cau sir dung thuc té. Cu thé 1a, cép
clru ngoai vién & tit ca cac tinh (ké ca Ha
Noi va thanh phé HO Chi Minh) chi d ning
lwc dé thuc hién cac k¥ thuit duy tri su song
co ban nén cac d6i cap ctu thudng chi st
dung mét s6 nhom thude duy tri sy sdng nhu

tim mach, ho hap, chéng doc, dich truyén.
Khao sat thuc té cac thudc nay chiém ty 18
cao tir trén 80% dén 100% trong vali (Bang
6). Cac doi cap ctru thudng khong thyc hién
can thiép, diéu tri tai hién truong hodc trén
xe ciru thuong nén hau nhu khong sir dung
nhirng loai thudc diéu tri, dic biét 1a thude co
tac dung cham nhu: thudc khang sinh, thube
udng diéu tri dai thio duong, thudc giam ho
long dom, diéu tri loét da day. Vi vy céc
loai thubc nay hodc khong c6 hodc chiém ty
1¢ rat thap (Bang 6). Dé c6 co sé xdy dung
danh muc thudc phil hop, cac nude déu quy
dinh pham vi dich vu k¥ thuat cho do1 hodc
cho tirmg chirc danh cp ctru ngoai bénh vién.
Pham vi dich vu k¥ thuat cua doi cap ctru 1a
co s& cbt 16i dé xdy dung danh muc thudc,
TTB. O céac nuéc, danh muc ky thuat, thudc,
TTB duoc quy dinh cu thé cho ting chirc
danh nhan vién CCNBYV chtr khong chi dung
0 quy dinh danh muc chung cho ca doi [7],
[10]. VieEcBOY té chua xay dung pham vi
k¥ thuat cap ctru ngoai vién s& gy khé khan
khi xay dung danh myc thude, TTB phu hop.
Qua tong hop ¥ kién, dé phu hop véi tinh
hinh str dung thudc thue té, cac don vi cling




TAP CHI

cHinH SACH Y TE - s629/2020

Bang 6: Ty 1¢ vali thudc cip ciru c6 di thudce

S6 lwong Ty 1€
Noi dung

n=90 (%)
Cé day dii 14 nhém thudc theo quy dinh 20 25,6

Trong do co cac nhom:
1 Van mach 74 949
2 Uc ché than kinh d6i giao cam 54 69,2
3 Tro tim 57 73,1
4 | Piéu tri thiéu mau cyc bd 60 76,9
5 |Haéap 66 84,6
6 | Thudc ho hip 69 88,5
7 | Thudc tiéu hoa 40 51,3
8 | Thudc chéng doc 64 82,1
9 Thubc chdng chong mat 23 29,5
10 | Thubc chéng di tng 37 47,4
11 Thube giam dau, ha s6t 59 75,6
12 | Thudc an than 61 78,2
13 | Dich truyén 78 100
14 | Thudc khéc 57 73,1

Nguon: Quan sdt danh gid thiee té xe ciru thuwong

* 86 lwong va ching loai thubc trén xe so véi Quyét dinh 3385/0D-BYT ngay 18/9/2012

dé nghi Bo Y té diéu chinh Quyét dinh 3385/
QP-BYT ngay 18/9/2012 gdm:

Chi sir dung danh muc thubc trong vali
cip ctru, bé phan quy dinh danh muc
thudc trén xe ctru thuong vi danh muc
thudc hau hét 1a tring nhau, dong thoi
bd sung quy dinh s6 luong vali thude cap
clru can co trén xe ciru thuong.

Ban hanh 2 danh muc thudc riéng biét,
trong d6 1 danh muc danh cho cho d6i cap
ctru trude vién (chi thuc hién cac can thiép,
ky thuét duy tri sy séng va van chuyén
bénh nhén cip ctru) va 1 danh muc thude
khac danh cho ddi cap ciru chdng dich, doi
cap clru co dong (di thuc dia trong thoi
gian dai va ¢ can thiép diéu tr).
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3.3. Thuec trang trang thiét bi y té trén

xe ctru thwong va vali dung cu cap ciru

Tuong ty nhu thude, nhom khao sat cling
thuc hién kiém ké vé sé luong, chung loai
thiét bi, dung cu, vat tu y té duoc cic don
bi chuén bj trude trén xe ciu thuong va vali
thudc cép ciru so vo1 danh muc da duoc
quy dinh Quyét dinh 3385/QD-BYT ngay
18/9/2012 ciia BO Y té. Két qua cho thay mai
chi c6 khoang 1/3 s6 xe dugc khao sat c6 day

du 5 nhom trang thiét bi nhu d3 quy dinh.
Trong d6, nhom thiét bi cAp ctru tim mach 1a
nhom thiét bi thiéu nhiéu nhat mic du day 1a
mot nhém quan trong nhit dé dam bao duy
tri su séng cho bénh nhin. Nguyén nhén 1a
do kip cdp ctru tai hién truong & tit ca 5 tinh,
thanh phd khdo sat thuong 1a y si va diéu
dudng khong thyc hién hodc khong cd hanh
lang phap 1y dé thuc hién mot s6 k¥ thuat nhu
sdc tim. Vi khong c6 nhan lyc st dung nén
céc don vi khong trang bi dé tranh lanh phi.

Bang 7: TV 1¢ xe ciru thwong cé di trang thiét bi trén xe

S6 lwong Ty 1€
Noi dung
n =90 (%)

C6 @it ca 5 nhém TTBYT thiét yéu 31 34,4
Cdc nhém thiét bi gom:
Thiét bi, dung cu thong khi va hd trg ho hap 89 98,9
Thiét bi cép ctru tim mach 31 34,4
Dung cy ¢d dinh 65 72,2
Dung cu kiém soat nhidm khuan 61 67,8
Thiét bi, dung cu khac (Chin 6, Gbi ké, bo) 85 94,4
Ty 1é xe ¢6 vali dung cu y té 81 90,0

Nguoén: Quan sdt danh gid thuc té xe cieu thwong

* 86 lwong va chiing loai trang thiét bi trén xe so véi Quyét dinh 3385/0P-BYT ngay 18/9/2012

S6 vali dung cu trén dau xe mic du chién ty 1& cao nhung van con khoang 10% xe khong

dugc trang bi. Viéc nay s€ anh hudng dén viéc san sang cua xe va doi cap cuu trong nhiing

truong hop can huy dong toan bo co sb xe.
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Bang 8: Ty I¢€ vali dung cu c6 di dung cu, vat tw

S6 lwgng Ty 1é
N¢i dung
n=81 (%)

C6 dia 8 nhom dung cu theo quy dinh 6 7,4

Cdc nhém thiét bi gom:
1 | Dung cy hd trg ho hap 81 100
2 | Bang céc loai 75 92,6
3 | Gac cac loai 81 100
4 | Co6 vat tu san khoa 6 7,4
5 | Do huyét ap, dng nghe, nhiét ké 81 100
6 | Bom tiém, ddy truyén dich, kim buém 80 98.8
7 | Khéc (hop dung bong, dén pin, ga trai,...) 78 96,3
8 | Vat tu kiém soat nhiém khuan 67 82,7

Nguon: Quan sdt danh gid thiee té xe civu thuwong

* 86 lwong va ching loai dung cu, vt tw trong vali cdp ciru so véi Quyét dinh 3385/0P-BYT

Két qua khao sat vali dung cu, vat tu dugc
mo ta chi tiét tai Bang 8 cho thiy chi c¢6 6/81
dugc trang bi déy du (ca 6 vali déu thudc
BVDK tinh Vinh Long). Nhom trang thiét bi,
vat tu thiéu nhiéu nhét 12 nhom thiét bi, dung
cu san khoa. Cac don vi cling 1y gidi cho
viéc khong trang bi dung cu san khoa la tat
ca nhan vién cip ctru ngoai vién hau hét chi
duogc dao tao nodi khoa hodc hdi sire cép cuu
nén khong thuc hién dugc k¥ thuat chuyén
khoa san. V&i cac cap ciru san khoa, cac don
vi s& thuong yéu cau sy hd tro tron gbi ca vé
nhan lyc va trang thiét bi cia khoa san hodc
bénh vién san nhi. Qua quan sat thuc té cling
thdy tinh trang kha pho bién tai cic co so 1a
thudc va dung cu cép ciru duge xép chung
vao cung mat vali gdy anh hudéng khong nhé

ngay 18/9/2012

dén viéc thao tadc chon thuoc va dung cu tai
hién trudong cua doi cap ctlru.

4. KET LUAN

Vé s6 luong xe ciru thuong théng ké trén
toan quéc dd dam bao nhu khuyén cdo cia
T chirc Y té Thé gidi vé sd xe trén dau dan.
Tuy nhién, trén thyc té do s6 xe chuyén dung
cap ciru trudc vién lai chiém mot ty 1¢ nho
ddng thoi thiéu cac co ché diéu phdi hoat
dong chung nén méi chi dap tng rét it nhu
cau cap clru cua ngudi dan. Hau hét cac xe
ctru thuong di tuan thu ddy du cac diéu kién
vé kiém dinh xe cép ctru cling nhu dam bao
tiéu chuan cau trac, thiét bi thiét yéu nhu
Thong tu 27/2017/TT-BYT ngay 28/6/2017
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da quy dinh. Tuy nhién, van con 1/3 s6 xe ciru
thwong chua c6 gidy phép van chuyén cap
ctru do S&'Y té cap. Tét ca cac xe ciru thuong
dugc khao sat déu khong trang bi hozc khong
da 10 nhém thude nhu quy dinh do khé dam
bao diéu kién bao quan. Chi c6 22,2% vali
thuéc da cac nhom thuéc nhu Quyét dinh
3385/Qb-BYT ngay 18/9/2012 da quy dinh.
Vin con 13,3% s6 xe khong c6 da thude trén
xe va khong c6 vali thude cap ctru nén dé 1am
anh huéng dén sy sin sang cap ciru. Trong
khi d6i cap clru chi thyc hién cac k¥ thuat
duy tri sy séng cho bénh nhén, khong diéu
tri nén nhiéu thudc, TTB diéu tri trong danh
muc quy dinh tai Quyét dinh 3385/QD-BYT
khong dugc dau tu va st dung. TAt ca cac
co s¢ khong trang bi dung cu san khoa trong
vali thude cép cuu. Trang thiét bi dung cu hd
trg tim mach la nhém it dugc trang bi nhét
trén xe cltru thuwong. Nguyén nhan chinh la
do nhan lyc khong du nang luc thuc hién va
thiéu hanh lang phap 1y dé thuc hién k§y thuat
nén cac don vi khong dau tu trang bi dé tranh
lanh phi.

TAI LIEU THAM KHAO

5. KHUYEN NGHI

Can c¢6 co ché ting s6 luong xe cép ciru
chuyén dung hoic xay dung co ché diéu phoi
huy dong chung ctru thuong dé dam bao du
s6 luong xe dap ung nhu cau cip ciru trudc
vién. Ban hanh danh muyc thudc riéng cho cap
ctru trude vién phu hop véi danh muc dich vu
k¥ thuat va tiéu chuan nhan lyc. Pong nhat
danh muyc thudc trong vali thudc cap ctru véi
danh muc thudc trén xe ctru thuong. Xem
xét loai bo mot s6 thude co tac dung diéu tri
tac dung cham nhu khang sinh, thuéc uéng
diéu tri dai thao dudng, thudc diéu tri loét
da day... ra khoi danh muc thubc cap ctru
trudc vién. BO sung cac tiéu chuan sb luong
vali thudc cip ctru can c6 trén mdi xe ciru
thuong hodc can c6 cho mot doi cép cuu. Ra
soat diéu chinh danh muc céc trang thiét bi,
dung cu vat tu thiét yéu trén xe va trong vali
cap ctru phu hop voi danh muyc dich vu va
tiéu chuan nhan luc cip ctru trude vién. Quy
dinh cu thé sb lugng vali dung cu vat tu can
c6 trén mdi xe ciru thuong.
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THE LE VIET VA GUT BAI PANG TAP CHi CHINH SACH Y TE

Bai giri dang Tap chi Chinh sach Y té 12 bai chwa déing va chua giri dang & bt ky tap chi nao khac. Bai giri dang tap
chi bang ban in va ban dién tr trinh bay theo c& chir 13 Times New Roman, dung bd ma Unicode.

Tén bai bao ngén gon (khong qua 2 dong), suc tich, c6 dong néu bat dugc ndi dung cua bai bdo, khong bi lap tir; va
dugc viét chir in hoa, dam.

Dung lwong bai viét tir 4 - 12 trang in khd A4, c6 danh muyc tai liéu tham khao (gdm céc tai liéu tham khao sir dung
cho bai viét). Tai liéu tham khao trinh bay theo c& chit 11 Times New Roman dugc danh so dét trong dau ngodc vudng
theo thir tyr xuat hién trong bai bao va dugc ghi trong trong danh muc tai liéu tham khao theo quy cach sau:

Dbi voi cac tai lidu 14 bai bao trong tap chi: tén tac gia, tén bai bao, tén tap chi (in nghiéng), tip, nim xuat ban,
trang dau cua bai bao.

Déi véi cac tai lidu 1a sach: tén tac gia, tén sach (in nghiéng), nha xuat ban, noi xuat ban, nim xuat ban.

Céc thudt ngir tiéng Viét theo tir dién Bach khoa Viét Nam, chit viét tat phai c6 chu thich lan dau. Cé chi thich day
du cac ban do, so do, hinh v&, bang biéu. Tén ban d0, so d0, hinh v& nam phia dudi hinh, tén bang biéu nam phia trén.

I. Véi cac cong trinh nghién ciru khoa hoc

1. Tén nguoi tham gia nhém nghién ciru: theo thir ty 1an luot trong tng v6i mirc d6 dong gop cua mdi thanh vién.

2. Tém tat két qua nghién cuu: Tom tat néu muc tiéu, phuong phap nghién ciru va nhitng phat hién chinh tir két qua
nghién ctru véi do dai toi da 1a 350 tr (in nghiéng).
Cubi phin Tom tét phai c6 tir khoa.
VD: Tén bai bao: “Pic diém ciia qué trinh gia héa dan s6 & Viét Nam”.
Tir khoa: Dic diém, qua trinh gia héa dan sb, Viét Nam

3. Patvan 'd‘é‘ nghién ctru: Néu ngén gon, rd rang tam quan trong, sy cAn thiét va muc dich cua nghién ctru vai do dai
tur 1/2 den 2/3 trang A4.

4. Doi twong va phirong phdp nghién ciru:

- Trinh bay dbi tuong nghién ctru cu thé, rd rang, phan biét & déi twong nghién ctru va khach thé nghién ciru.

- Tr1nh bay rd rang, ngin gon cac phuong phép nghién cu’u song phai du thong t1n dé nguoi doc hiéu dugc quy trinh

trién khai nghién ctru: x4c dinh ¢& mau, tiéu chi chon miu, cach thirc chon miu, phuong phép thu thap thong tin,
phuong phép xir Iy thong tin, dao dirc nghién ciru va han ché ctia nghién ctru.

- Do dai tir 1/2 dén 2/3 trang A4.

5. Két qua va ban lugn:

- Déi véi bai bao dang Tap ‘chi, gﬁn néu nhiing lfét qua va ban luan chinh cta nghién ctru sao cho dap ung dugc muc
tiéu cua bai bao (khong can viet la.}i toan b ket qua nghién ciru cta dé tai). Trinh bay ket qua trong bai péo lghéng
qua 5 bang va hinh v&, moi bang toi da 10 Siéng, 6 cot, co t‘én bang, tén hinh va chu thich rd nguon vién dan; két qua
da trinh’béy bang thi khong trinh bay lai bang hinh v€. Phan ban luan giai qthich vanéuy nghia cla nh&ng thong tin
trong két qua thu duoc, so sanh véi cac nghién ctiru khac lién quan; wu diém, han ché ctia nghién ctru (néu co).

- Co thé gop két qua va ban luan thanh 1 muc chung hodc tich thanh 2 muyc riéng.

- Do dai 5-6trang A4.

6. Két ludgn va khuyén nghi:

Két luél‘n ngén gon :[heo tirng muc '[iél} cua nghién ctru da dugp phé duyét, khépg liét ké lai toan bo két gué nghién
ctru. Bé xuat khuyén nghi dya trén két qua nghién ctru; khuyén nghi can c6 doi tuong, co dia chi cu thé va cé tinh
kha thi.

IL. CAc bai trao déi - quan 1y, hodc cac bai viét tong hop, chuyén siu:
- C6 ndi dung tap trung theo chii dé, hodc chuyén sau lién quan dén chinh sach y té
- (o tai liéu tham khao c6 d¢ tin cdy.

Bai khong dvwoc dang, Tap chi khong tra lai ban thao.
Dia chi lién hé: Tap chi Chinh sich Y té, Vién Chién lwgc va Chinh sich Y té
Ngo 196 Ho Ting Miu, phwong Mai Dich, quin Cau Gidy, TP. Ha Nji

PT: 024.3823 4167; may 1é: 5445
Email: tapchichinhsachyte@hspi.org.vn
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