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UBND TiNH KHANH HOA
SOY TE

S6: 7JJ /TB-SYT

THONG BAO
v /v th \fC hien van ban chi d~o ciia B() y t~

So y tS thong bao dSn cac don vi tnrc thuoc ten va trich ySu mot s6 van ban

cua B(>Y tS ban hanh trong thoi gian g~n day duce dang tai tren Website cua So

Y tS tai dia chi syt.khanhhoa.gov.vn/ van ban phap lu?t/ van ban QPPL Y tS dS

cac don vi biSt va thirc hien. N(>idung cu thS nhir sau:

1. Thong Tu s6 07/2015/TT-BYT ngay 03/4/2015 Quy dinh chi tiSt diSu kien,

thu tuc cho phep ap dung ky thuat moi, phirong phap moi trong kham benh,

chfra benh.

2. Thong Tu s6 04/2015/TT-BYT ngay 17/3/2015 Quy dinh vs thira nhan tieu

chuan quan ly ch~t hrong co so kham benh, chtra benh.

So y tS thong bao d@cac don vi duoc biSt va thirc hien. Trong qua trinh thuc

hien neu co vuong mac dS nghi cac don vi phan h6i bang van ban vS So Y tS dS

nghien ciru giai quyet.,',

Nui nhiin:
- Cac don vi Y t~ true thuoc;
- Lanh dao Sa;
- Luu: VT, NVY (36b).
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B(>YTE CONG HOA XA HOI CHU NGHiA VIET NAM. . .
D9c l~p -Tl}' do - H~nh plnic

Ha Noi, ngay 03 thang 4 nam 2015S6: 07/2015/TT-BYT

THONG TU
~-~-----Qt:-'1~1yr-"'"djnhchi ti~t di~ukien, thu tuc chophep ap dung ky thu~t mm,
.><I,~(:~~""!.':':"' 1111i\ phucmg phap mOi trong kh3m b~nh, chfra b~nh

A 00 '2-gg:b . . I
DEN ~~ya1Ao/.9/~o

1 Canjcu Ludt kham benh, chiia benh ngay 23 thang 11nam2009;
i c~.. ~·" Can cu Nghi dinh s6 6312012/ND-CPngay Sl thang Bnam 2012 cua Chinh

phu quy tljnh chtec ndng, nhiem V¥, quyen han va ca cdu t6 chuc cua B9 y ti;
Theo ttJ nghi cua Cuc truong Cuc Quan ly Kham, chiia benh,

B9 truong B9 Y ti ban hanh Thong tu quy dinh chi tiit aiJu kien, thu tuc
cho phep ap dung kY thudt moi, phuong phap mai trong kham benh, chiia benh.

Chuong I
QUY DJNH CHUNG

Di~u 1. Pham vi di~u chinh.
1. Thong tu nay quy dinh chi ti@tdiSu kien, thu tuc cho phep ap dung ky

thuat moi, phuong phap moi trong kham benh, chira benh.

2. Thong tu nay khong ap dung d6i voi cac tnrong hop sau day:

a) Ky,thu~t moi, phuong phap moi vS hien, lfiy, ghep mo, b(>phan ca the
' • ' 1-·" 1" ' "lr·" ' d 1"""'L " ' • L L ' ' • ' dnguoi va uien ray xac. v i9C ap ung xy tuu~t mm, pmrong puap mm nay uoc

thuc hien theo quy dinh cua phap lu?t vs hien, lfiy, ghep mo, b9 phan ca the
nguoi va hi@nlfiy xac;

b) Ky thuat moi, phirong phap rnoi vS xac dinh lai gioi tinh, thu tinh trong
6ng nghiem va mang thai h9 vi muc dich nhan dao. Viec ap dung ky thuat moi,
phirong phap moi nay dUQ'Cthuc hien theo quy dinh cua phap lu?t vS dan sir, vS
hon nhan va gia dinh;

c) Truong hop ky thuat moi, phtrong phap moi quy dinh tai Khoan 3 DiSu
69 Luat Kham benh, chira benh theo phan loai ph~u thuat, thu thuat cua B9 Y t@
la loai II, loai III va khong phan loai thi ca so kham benh, chira benh thirc hien
theo quy dinh tai Thong tu s6 43/2013/TT-BYT ngay 11 thang 12 narn 2013 cua
B9 tnrong B9 Y t@quy dinh chi ti@tphan tuyen chuyen mon ky thuat d6i voi h~
thong ca so kham benh, chtra benh.



Di~u 2. Xac djnh ky thu~t moi, phuong phap mtri trong kham b~nh,
chfra b~nh

1. Ky thuat moi, phuong phap moi quy dinh tai Khoan 1 DiSu 69 Luat
Kham benh, chfra benh duce quy dinh cu thS nhu sau:

a) Ky thuat, plnrong phap duce nghien ciru lftn dfiu tien a Vi~t Nam da
hoan thanh viec nghien ciru, diroc Ban Danh gia vfin dS dao due trong nghien
ciru y sinh hoc - B9 Y tS hoac H9i d6ng khoa hoc cfip B9 nghiem thu, dS nghi
cho phep ap dung va duce Cuc Khoa hoc Cong nghe va Dao tao, BC)Y tS cfip
Giay clnrng nhan kSt qua nghien ciru,

b) Ky thuat, phirong phap duce nghien ciru Ifin dftu tien a mroc ngoai da
hoan thanh viec nghien ciru, nghiem thu theo dung quy dinh cua mroc s&tai, diroc
Ban Danh gia vfin dS dao due trong nghien ciru y sinh hoc - BC)Y tS hoac H9i
d6ng khoa hoc cfip B9 tham dinh, dS nghi cho phep ap dung va duce Cuc Khoa
hoc cong nghe va Dao tao - BC)Y tS cfip Gifiy cong nhan kSt qua nghien ciru.

2. Ky thuat moi, phuong phap rnoi quy dinh tai Khoan 2 DiSu 69 Luat
Kham benh, chira benh duce quy dinh cu thS nhu sau:

Ky thuat, phirong phap da duce ca quan nha mroc c6 tham quyen cua
nuoc ngoai cho phep va da ap dung chinh thirc tai it nhat mot ca sa kham benh,
chfra benh a mroc ngoai nhung Ifin dfiu tien ap dung tai Vi~t Nam, duoc HC)i
d6ng chuyen mon do B9 Y tS thanh l?p xem xet, tham dinh h6 so dS nghi cho
phep thirc hien.

3. Ky thuat moi, phuong phap moi quy dinh tai Khoan 3 DiSu 69 Luat
Kham benh, chira benh duce quy dinh cu thS nhu sau:

Ky thuat, phuong phap da duoc B9 Y tS phan loai ph~u thuat, thu thuat la
loai d~c biet, loai I, Ifin dftu tien ap dung tai ca so kham benh, chira benh.

l>i~u 3. Nguyen t~c chung v~ ap dung kY thu~t moi, phuong phap m&i

1. Vi~c ap dung ky thuat moi, phirong phap moi trong kham benh, chfra
benh diroc thuc hien theo hai biroc: ap dung thi dism va ap dung chinh thirc.

2. Cac ky thuat, phuong phap quy dinh tai DiSm a Khoan 1DiSu 2 Thong
tu nay thi giai doan nghien ciru diroc coi la buoc ap dung thi diem,

Chuong II
DIEU KI:E:NAP DVNG KY THU~ T MOI, PHUONG PHAP MOI

TRONG KHAM B.f:NH, CHUA B.f:NH

Di~u 4. Di~u ki~n v~ tA clnrc va nhan l\fc ciia co' sO-kham b~nh, chfra
b~nh d\f ki~n ap dung ky thu~t mo'i, phuong phap mo'i

1. Tl> chirc

Ca so kham benh, chfra benh du kien ap dung kYthu?t moi, phirong phap moi
phai co gifiyphep hoat d9ng theo quy dinh cua phap luat vs kham benh, chira benh.
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2. Nhan Ive

a) Co du bac sy, diSu dirong vien, h9 sinh vien, ky thuat vien va nhan vien
khac d@tlnrc hien kY thuat moi, phuong phap moi theo quy trinh ky thuat da
duce phe duyet quy dinh tai DiSu 7 Thong tu nay.

b) Ngiroi thirc hien kY thuat moi, phuong phap moi phai dap irng du cac
diSu kien sau day:

- Co clnrng chi hanh nghe kham benh, chfra benh ma pham vi chuyen mon
hanh nghe phu hop voi kY thuat moi, phuong phap moi.

- Co giay chirng nhan hoac chirng chi da diroc dao tao vs ky thuat moi,
phuong phap moi du kien thirc hien, do ca so co chirc nang dao tao cap hoac
gi~y clnrng nhan vS viec chuyen giao kY thuat do ca sa kham benh, chira benh
trong mroc hoac nuoc ngoai cap.

- La ngiroi lam viec hop phap tai ca sa kham benh, chira benh,

Di~u 5. Di~u ki~n v~ CO' sO'v~t ch~t

Ca so kham benh, chira benh phai bao dam ca so v~t chat theo quy dinh
tai Thong tu s6 41/2011/TT-BYT ngay 14 thang 11nam2011 cua B(>tnrong B9
Y tS htrong d~n c~p clnrng chi hanh nghe d6i voi ngiroi hanh nghe va c~p gi~y
phep hoat dong d6i voi ca sa kham benh, chira benh va cac disu kien c~n thiSt
lien quan khac ds dap irng voi viec ap dung ky thuat moi, phuong phap moi,

Di~u 6. J)i~u ki~n v~ trang thi~t b], thudc va v~t tir y t~

Ca s&kham benh, chira benh phai co du trang thiet bi, dung cu y tS, thuoc,
v?t tu y tS da diroc phep luu hanh tai Viet Nam dS dap Ung yeu c~u thirc hien
quy trinh kY thuat moi, phuong phap moi theo quy trinh ky thuat da diroc phe
duyet quy dinh tai E>iSu7 Thong tu nay.

Di~u 7. Di~u ki~n v~quy trinh kY thu~t

1. D6i voi viec ap dung ky thuat moi, phuong phap moi quy dinh tai
Khoan 1, Khoan 2 E>iSu2 Thong tu nay:

Ca so kham benh, chira benh trien khai ap dung ky thuat moi, phuong
phap moi phai xay dung quy trinh ky thuat theo khung SO?nthao quy trinh ky
thuat quy dinh tai Phu luc s6 1 ban hanh kem theo Thong tu nay va duce nguoi
dirng d~u ca so kham benh, chtra benh phe duyet tren ca sa tu v~n cua Hoi d6ng
dao due trong nghien ciru y sinh hQCCUaca SO kham benh, chira benh.

2. E>6i voi viec ap dung ky thuat moi, phuong phap moi quy dinh tai
Kho~m3 DiSu 2 Thong tu nay:

Ca sa kham benh, chira benh phai thirc hien quy trinh ky thuat da duce
B9 tnrong B9 Y tS phe duyet. Truong hop quy trinh ky thuat chua duce B9
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tnrong BC)y tS phe duyet, CO' so kham benh, chira benh phai xay dung va phe
duyet quy trinh ky thuat theo quy dinh tai Khoan 1 DiSu nay.

Churrng III

HO SO, THU Tl)C VA THAM QUYEN CHO PHEP AP Dl)NG KY THU~T
MOI, PHUONG PHAP MOI TRONG KHAM BtNH, CHUA BtNH

Di~u 8. HB SO' d~ ngh] ap dung thi di~m ky thu~t m6i, phirong phap m6i

1. Dan dS nghi ap dung thi diSm ky thu~t moi, phirong phap moi theo
mftu quy dinh tai Phu luc s6 2 ban hanh kem theo Thong tu nay.

2. Tai lieu chirng minh tinh hop phap, bang clnrng lam sang, tinh hieu qua
trong kham benh, chira benh cua ky thuat moi, phirong phap moi:

a) D6i voi ky thuat moi, phuong phap moi quy dinh tai BiSm b Khoan 1
BiSu 2 Thong tu nay:

- Bao cao k@tqua thir nghiem lam sang cua ky thuat moi, phuong phap
moi thuc hien tai ca so mroc ngoai.

- Van ban cua CO' quan nha mroc co thfim quyen cua mroc ngoai xac nhan
ky thuat moi, phirong phap moi da hoan thanh viec nghien ciru danh gia tinh an
toan, hieu qua va dS nghi ap dung, Van ban nay phai diroc hop phap hoa lanh su
theo quy dinh cua phap luat Viet Nam.

- Ban sao Bien ban tham dinh dS nghi cho phep ap dung ky thuat moi,
phuong phap moi cua Ban Banh gia v~n dS dao due trong nghien ciru y sinh hoc
- BC)Y tS hoac HC)id6ng khoa hoc c~p BC)cong nhan.

- Ban sao Giay cong nhan kSt qua nghien ciru lam sang vS phirong phap
moi, ky thuat moi cua C\IC Khoa hoc cong nghe va Dao tao, BC)Y tS c~p.

b) B6i voi ky thuat moi, phuong phap moi quy dinh tai Khoan 2 Bi Su 2
Thong tu nay:

- Bao cao danh gia kSt qua vs tinh an toan, hieu qua trong ap dung ky
thuat, phirong phap cua ca so kham benh, chira benh mroc ngoai da thuc hien
(phai co ban tieng Anh va ban dich tieng Viet giri kem).

- Ban sao c6 chirng thuc van ban xac nhan cua ca quan nha mroc co thfim
quyen a mroc da cho phep thirc hien ky thuat moi, phirong phap moi duoc hop
phap hoa lanh su theo quy dinh cua phap lu~t Vi~t Nam.

c) B6i voi ky thuat rnoi, phuong phap moi quy dinh tai Khoan 3 Bi Su 2
Thong tu nay:



- Ban sao co clnrng thirc van ban xac nhan cua CO' quan nha rnroc c6 tham
quyen da cho phep CO' so kham benh, chira benh cua Viet Nam ap dung phuong
phap moi, ky thuat moi.

- Bao cao danh gia kSt qua vS tinh an toan, hieu qua trong ap dung ky
thuat moi, phuong phap moi cua CO' s&kham benh, chira benh cua Viet Nam da
thuc hien ky thuat moi, phirong phap moi.

3. DS an triSn khai ap dung ky thuat moi, phirong phap moi bao g6m cac
noi dung chu ySu sau: mo ta nang Ive cua ca s&kham benh, chtra benh dS nghi
ap dung vs CO' sc v?t chat, nhan Ive, thiet bi y tS, quy trinh ky thuat du kien thuc
hien theo quy dinh tai cac diSu 4, 5, 6 va 7 Thong tu nay; gia dich vu du kiSn ap
dung, hieu qua kinh ts - xa h9i va phirong an trien khai thirc hien,

4. Ban sao co chirng thuc clnrng chi hanh nghe kham benh, chfra benh va
ban sao c6 clnrng thirc gifiy chirng nhan hoac chirng chi chuyen mon cua ngiroi
hanh nghS c6 lien quan dSn thuc hien ky thuat moi, phuong phap moi, D6i voi
cac van bang, gifiy chirng nhan, chirng chi chuyen m6n cua ngiroi hanh nghe do
CO' SCT mroc ngoai cfip phai diroc hop phap h6a lanh SV theo quy dinh cua phap
luat Viet Nam.

5. Ban sao c6 clnrng thuc hop d6ng chuyen giao ky thuat moi, phirong
phap moi trong tnrong hop nhan chuyen giao tu ca quan, tb chirc, ca nhan khac.

Di~u 9. CO' quan ti~p nh~n hB SO'

1. Cuc Quan ly Kham, chtra benh, B9 Y tS:

a) TiSp nh?n hf> SO' cua cac CO' so kham benh, chira benh dS nghi ap dung
thi diSm ky thuat moi, phuong phap moi quy dinh tai DiSm b Khoan 1, Khoan 2
DiSu 2 cua Thong tu nay va dS nghi ap dung chinh thirc ky thuat moi, phirong
phap moi quy dinh tai IChoan 1, Khoan 2 f)iSu 2 cua Thong tu nay.

b) TiSp nhan hf> SO' cua CO' s&kham benh, chtra benh tnrc thuoc B9 y tS,
tnrc thuoc B9, nganh khac va benh vien tu nhan do B9 Y tS cfip gifiy phep hoat
dong kham benh, chira benh cts nghi ap dung thi ctiSm ky thuat moi, phirong
phap moi va cts nghi ap dung chinh thirc ky thuat rnoi, phirong phap moi quy
dinh tai Khoan 3 DiSu 2 cua Thong tu nay.

2. S&Y tS cac tinh, thanh ph6 tnrc thuoc Trung uong (sau day viSt t~t la
S&y tS) tiSp nhan hf>SO' cua cac CO' so kham benh, chira benh tren dia ban quan
ly ct6i voi tnrong hop cts nghi ap dung thi diSm ky thuat moi, phuong phap moi
va ds nghi ap dung chinh thirc ky thuat moi, phirong phap moi quy dinh tai
Khoan 3 DiSu 2 Thong tu nay, tnr cac CO' s&kham benh, chfra benh quy dinh tai
DiSm b Khoan 1 DiSu nay.

3. D6i voi cac CO' so kham benh, chira benh thuoc tham quyen quan ly cua
So y tS hoac y tS B(), nganh: Khi ncp h6 SO' vs B9 y tS thi d6ng thoi phai c6 van
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ban bao cao CO' quan quan ly cfrp tren true tiep vs viec nop h6 SO' dS nghi ap dung
thi diem hoac ds nghi ap dung chinh thirc ky thuat moi, phirong phap moi.

Di~u 10. Thu tuc cho phep ap dung thi di~m ky thu~t mci, phurrng
phap moi

1. Co sa kham benh, chtra benh nop 01 b9 h6 SO' theo quy dinh tai DiSu 8
Thong tu nay vs CO' quan tiSp nhan h6 SO' theo quy dinh tai DiSu 9 Thong tu nay.

2. Hinh thirc nop h6 so: N9p tnrc tiSp tai co quan tiSp nhan h6 so hoac giri
qua dirong buu dien,

3. Trong thoi han 05 ngay lam viec, k@tu ngay nhan h6 SO' (can cu vao
ngay ghi tren sb cong van dSn cua CO' quan tiep nhan h6 so), CO' quan tiSp nhan
h6 SO' phai xem xet xac dinh h6 SO' hop l~ hoac chira hop l~.

D6i voi h6 so chira hop l~, co quan tiep nhan h6 so phai co van ban thong
bao cho CO' so kham benh, chtra benh dS nghi ap dung thi diem ky thuat moi,
phirong phap moi hoan chinh h6 SO'. Van ban thong bao phai neu cu thS tai lieu
c~n b6 sung, n()i dung cftn sira dbi, b6 sung.

Khi nhan duce van ban yeu c~u hoan chinh hf>so, ca sa kham benh, chfra
benh phai b6 sung, sira dbi theo dung nhfrng n()i dung da diroc ghi trong van ban
va gui vs CO' quan tiSp nhan hf>so, ngay tiSp nhan h6 SO' sira dbi, b6 sung duce
ghi tren PhiSu tiSp nhan h6 SO' hoac s6 cong van dSn cua CO' quan tiSp nhan h6
so, tnrong hop h6 so b6 sung v&n khong dat thi co sa kham benh, chfra benh
phai tiep tuc hoan thien h6 so.

4. Trong thoi han 07 ngay lam viec, kS tu ngay nhan du h6 so hop I~duce
ghi tren Phieu tiSp nhan h6 SO' hoac Sb c6ng van dSn cua CO' quan tiSp nhan h6
so, ca quan tiSp nhan hf>so phai tb chirc thAm dinh hf>so.

Truong hop c~n thiet, Thu tnrong co quan tiSp nhan h6 so quyet dinh viec
xin y kien chuyen gia hoac thanh l?p H9i d6ng tu vfrn d@xem xet h6 SO' va co kSt
luan bang bien ban.

5. Trong thoi han 03 ngay lam viec, kS tu ngay nhan duoc van ban thAm
dinh hb so:

a) D6i voi cac ky thuat moi, phirong phap moi quy dinh tai DiSm b Khoan
1 va Khoan 2 DiSu 2 Thong tu nay:

Cuc Quan ly Kham, chita benh trinh B9 tnrong B9 Y tS quyet dinh cho
phep co so kham benh, chtra benh trien khai thi diSm ky thuat moi, phuong phap
moi, trong do neu ro s6 hrong nguoi benh hoac thoi gian duoc trien khai thi
diem d6i voi tung loai ky thuat moi, phuong phap moi. Truong hop khong d6ng
y cho co s& kham benh, chira benh trien khai thi diem ky thuat moi, phirong
phap moi, Cuc Quan ly Kham, chira benh phai co van ban tra loi va neu ro ly do.
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b) D6i voi cac ky thuat moi, phirong phap moi quy dinh tai Khoan 3 DiSu
2 Thong tu nay:

- B9 tnrong B9 y tS hoac Giam d6c Sa y tS quyet dinh cho phep CO' sa
kham benh, chira benh triSn khai thi diSm kYthuat moi, phirong phap moi, trong
do neu ro s6 hrong ngiroi benh duoc triSn khai thi diSm d6i voi tung loai ky
thuat moi, phuong phap moi,

- Truong hop khong d6ng y cho CO' sa kham benh, chira benh trien khai
thi diSm kY thuat moi, phuong phap moi, Thu tnrong ca quan tiSp nhan h6 so
phai c6 van ban tra loi va neu r5 ly do.

6. Sau khi kSt thuc giai doan triSn khai thi diSm ky thuat moi, phirong
phap moi theo quyet dinh cho phep cua B9 tnrong B9 Y ts hoac Giam dfJc Sa Y
tS, CO' so kham benh, chfra benh phai bao cao bang van ban kSt qua thuc hien thi
diSm va dS xu~t viec trien khai hoac khong triSn khai chinh thirc.

Tnrong hop CO' sa kham benh, chira benh trien khai ap dung chinh tlnrc
ky thuat moi, phuong phap moi thi phai nop h6 so theo quy dinh tai DiSu 11
Thong tu nay.

J)i~u 11. HB SO' d~ ngh] ap dung chinh tlnrc ky thu~t mrri, phuong
phap mrri

Sau khi kSt thuc giai doan trien khai thi diem, CO' sa kham benh, chfra
benh chuan bi h6 SO' bao cao kSt qua trien khai thi diem ap dung ky thuat moi,
phirong phap moi nhu sau:

1. Dan dS nghi ap dung chinh tlurc kY thu?t moi, phirong phap moi theo
mau quy dinh tai Phu luc s6 3 ban hanh kem theo Thong tu nay.

2. Bao cao kSt qua ap dung thi diSm ky thuat moi, phirong phap moi cua- ,., 1 1 , b " .....l 1 """ 1 " 1 1 " ,i.• 1 ~ • Ph 1 " A 1 1 ' 1 1 'ca so xnam enn, cnua oenn tneo rnau quy umn tai u uc so q oan nann Kem
theo Thong tu nay.

3. Quy trinh ky thuat do CO' sa kham benh, chtra benh dS xu~t va duoc phe
duyet theo quy dinh tai Di Su 7 Thong tu nay.

Di~u 12. Thu tuc cho phep ap dung chinh thirc ky thu~t moi, phuong
phap mo'i

1. Ca so kham benh, chtra benh n(>p01 b9 h6 so theo quy dinh tai DiSu 11
Thong tu nay vs CO' quan tiSp nhan h6 SO' theo quy dinh tai DiSu 8 Thong tu nay.

2. Hinh thirc nop h6 so: Nop tnrc tiSp tai ca quan tiSp nhan h6 so hoac gui
qua duong buu dien.

3. Trong thoi han 05 ngay lam viec, kS tu ngay nhan h6 SO' (can cu vao
ngay ghi tren s6 cong van dSn cua ca quan tiSp nhan h6 so), ca quan tiSp nhan
hf> SO' phai xac dinh hf> SO' hop l~ hoac chua hop l~.
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B6i voi h6 so chua hop l~, ca quan tiSp nhan h6 so phai co van ban thong
bao cho ca so kham benh, chfra benh dS nghi ap dung chinh thirc ky thuat moi,
phirong phap moi hoan chinh h6 so. Van ban thong bao phai neu cu thS tai lieu,
n9i dung cfin sira d6i, bB sung.

Khi nhan duce van ban yeu cfiu hoan chinh h6 so, ca so kham benh, chira
benh phai b6 sung, sira d6i theo dung nhirng n9i dung da duce ghi trong van ban
va giri vS ca quan tiSp nhan h6 so, ngay tiep nhan h6 so sira d6i, b6 sung duce
ghi tren PhiSu tiSp nhan h6 so hoac s6 cong van dSn cua ca quan tiSp nhan h6
so, tnrong hop h6 so bB sung v~n khong dat thi ca so kham benh, chfra benh
phai tiSp tuc hoan thien h6 so.

4. Trong thoi han 15 ngay lam viec, kS tu ngay nhan du h6 so hop l~ duce
ghi tren Phieu tiSp nhan h6 so hoac se cong van dSn:

a) B6i voi cac ky thuat moi, phirong phap moi quy dinh tai BiSm b Khoan
1, Khoan 2 BiSu 2 Thong tu nay: Cuc tnrong Cuc Quan ly Kham, chira benh
phai quyet dinh thanh l?p H9i dbng chuyen mon va t6 chirc thfim dinh kSt qua
triSn khai thi diSm va quy trinh ky thuat do ca so kham benh, chira benh dS xuat,

b) B6i voi cac ky thuat moi, phirong phap moi quy dinh tai Khoan 3 DiSu
2 Thong tu nay: Cuc tnrong Cuc Quan ly Kham, chira benh hoac Giam d6c So
y tS phai quyet dinh thanh l?p H9i dbng chuyen mon va t6 chirc tham dinh kSt
qua triSn khai thi diem va quy trinh k:Ythuat do ca so kham benh, chtra benh cts,
xuat.

5. H9i dbng chuyen mon quy dinh tai Khoan 4 BiSu nay bao gbm: cac
chuyen gia trong cac linh V\l'C quan ly' lam sang, c?n lam sang co lien quan dSn
ky thuat moi, phuang phap moi. H9i dbng chuyen mon co trach nhiem tham
dinh kSt qua trien khai thi diem, quy trinh ky thuat va co kSt luan bang bien ban.

6. Trong thoi han 05 ngay lam viec, kS tu ngay nhan duce bien ban tham
dinh cua H9i dbng chuyen mon, B9 tnrong B9 Y tS hoac Giam d6c So Y tS
quyet dinh cho phep CO' so kham benh, chira benh trien khai chinh thirc ap dung
ky thuat rnoi, phirong phap moi va phe duyet quy trinh ky thuat, Truong hop
khong dong y phai co van ban tra loi va neu roly do.

Chuong III
DIEU KHOAN THI HANH

Di~u 13. Hi~u l\fc thi hanh

Thong tu nay co hieu Ive tu ngay 01 thang 6 nam 2015.

Di~u 14. Di~u khoan tham chi~u

Truong hop cac van ban d~n chieu trong Thong tu nay duce thay thS hoac
sira ct6i, b6 sung thi ap dung theo van ban thay th@hoac sira ct6i, b6 sung do.

8



Di~u 15. L~ phi thfim djnh, cho phep ap dung ky thu~t moi, plnrong
phap m&i trong kham b~nh, chira b~nh

Ca sa kham benh, chtra benh nop hB so dS nghi ap dung ky thuat moi,
phuang phap moi phai nop l~ phi theo quy dinh cua phap luat vs phi, l~ phi.

Di~u 16. Trach nhijrn thi hanh

Cuc tnrong Cuc Quan ly Kham, chira benh chiu trach nhiem t6 chirc trien
khai, kiem tra, danh gia viec thuc hien Thong tu nay.

Trong qua trinh thuc hien, nSu co kho khan, vuong m~c, dS nghi cac co
quan, t6 clnrc, ca nhan phan anh kip thoi vS Cuc Quan ly Kham, chtra benh, BC)
Y ts dS duce xem xet giai quyet.,'.

NO'i nh~n: .
- Van phong Chinh phu (Cong baa, Cong TIDTCP);
- B9 tnrong B9 Y ts (dS b/c);
- Cac Thir tnrong Bo Y ts;
- Cac B<),Ca quan ngang Bo, Ca quan thuoc CP;
- Bo Tu phap (Cuc KiSm tra van ban QPPL);
- Sa Y tS cac tinh, thanh ph6 true thuoc TU;
- Y tS cac Bi;'>,Nganh;
- VP BQ, TTra BQ, cac V1,1,C1,1c,Tf>ngcue thuoc BYT;
- Cac don vi tnrc thuoc Bi;'>Y tS;
- Cong Thong tin di~n tl:rBYT;
- Trang TT di~n tir C1,1cQLKCB;
- Luu: VT, PC, KCB (02).

KT. BO TRUONG
THlr°TRUONG

Nguy~n Thi Xuyen
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Phu luc sB 1. .
(Ban hanh kem theo Thong tu s6 ITT- B YT ngay thang ndm

cua B9 truimg B9 Y ti)

THE THUC KHUNG SO~N THA.O QUY TRINH KY THU~T

1. s6 trang: 1-3 trang
2. Font chit: Time New Roman. Cachu: 14; l@trai 3 cm, le phai: 2 cm, I@

tren 2,5 cm, l@duoi 2 cm
- Ten Quy trinh quy trinh ky thuat ca chir 14, chir in hoa d~m
- Cac d§.umuc danh s6 La Ma, chir in hoa d~m.
- Cac muc nho (diroi s6 La Ma) danh s6 thir tu A Rap, chfr thuong, in dam,
3. N9i dung: gom co cac phfin

I. Dai cuong/dinh nghia
II. Chi dinh
III. Chong chi dinh
IV. Chudn ht:
1. Can b9 thuc hien quy trinh kY thudt: bdc sy, di~u duiing, kY thudt

vien ...
2. Phuong tien: ten, s6 luong cua thiet ht, dung cu, vdt tu tieu hao (dinh

mire, utrc luong ...)
3. N'guoi benh
4. H6 so benh an
V. Cac biarc tiin hanh ( trong as cdn cu thd thoi gian tiin hanh)
1. Kiim tra h6 so
2. Kidm tra nguoi benh
3. Thuc hien kfl thudt: ....

VI. Theo diii:
VII. Xu tri tai biin
VIII. Cac ghi chu niu cdn
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Phy luc sA 2

(Ban hanh kem theo Thong tu s6 /TT-BYT ngay thang nam

cua B9 truong B9 Y ti)

TEN ca QUAN CHU QUAN

TEN CO SO
KHAM B~NH, CHUA B~NH

CQNG HOA xA HQI CHU NGHiA VI~T NAM

D9c l~p- T\f do- H~nh phuc
Tinh (thanhpho), ngay thong. ndm .

DONDENGHJ
Ap dung thi di~m ky thu~t rmri, phuoug phap m6'i

trong kham b~nh chfra b~nh

Kinh giri: Cuc Quan ly Kham, chfra benh, B9 Y ts
hoac S&Y tS tinh, thanh ph6 ...

I. PhAn thong tin v~ CO' sO'tri~n khai ap dung thi di~m ky thu~t mei,
plnrong phap mrri

1. Ten ca s&kham benh, chira benh:
2. Dia chi:
3. S6 dien thoai: S6 Fax:
4. Ho va ten ca nhan dftu m6i lien lac:

. . s6 di~n thoai di dong:
Email:

II. PhAn thong tin v~ kY thu~t rmri, phurrng phap moi
1. Ten ky thuat moi/phtrong phap moi:
2. Chuyen khoa:
Sau khi nghien ciru Luat kham benh, chira benh, ca s&kham benh, chira

benh cua chung toi dS nghj B9 y tS/S& y tS cho phep triSn khai ap dung thi
diSm ky thuat/phirong phap nay va cam doan nhtrng thong tin tren day la dung
sir that, neu sai ca so xin chiu trach nhiem tnroc phap luat.

, HJ so gui kem (theo quy dinh tai EJi~u 8 cua Thong tu sJ ./TT-BYT)
gom co: .

Tran trong cam an./.

Ngrreri dung dAu

co' sO'kham b~nh, chira b~nh

(Ky, ghi ro ho ten va dong ddu)
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PhQ IQC sB 3
(Ban hanh kem theo Thong tu s6 ITT-BYT ngay thang ndm

cua B(j truong B(j Y ti)

TEN Cd QUAN CHU QUAN

TEN CO SO
KHAM B~NH, CHU A B~NH

C<)NG HOA xA H<)I CHU NGHiA VI~T NAM

D9c l~p- T\f do- H~nh phuc
Tinh (thanhpho), ngay ······· thdng. ndm .

DONDENGHl
Ap dung chinh tlnrc ky thu~t moi, phirong phap mrri trong kham b~nh

chira b~nh

Kinh giri: Cuc Quan ly Kham, chira benh, B9 Y t@
hoac Sa Y tS tinh, thanh ph6 ...

I. PhAn thong tin v~ co sO'tri~n khai kY thu~t mo'i, phuong phap m6'i
1. Ten ca sc kham benh, chira benh:
2. Dia chi:
3. S6 dien thoai: S6 Fax:. . ' ,
4. H9 va ten ca nhan dau moi lien lac:

s6 dien thoai di dong:
Email:

II. PhAn thong tin v~ kY thu~t m6'i, phirong phap moi
1. Ten kY thuat moi/phuong phap moi:
2. Chuyen khoa:
Da trien khai ap dung th~diSm kYthuat/phuong phap moi trong thoi gian

tu ngay thang nam den ngay thang nam .
Sau khi hoan thanh viec trien khai thi diem, ca sa kham benh, chfra benh

cua chung toi d@nghi B(>y tS/Sa y tS cho phep trien khai ap dung chinh thirc ky
thuat/phuong phap nay Va cam doan nhfrng thong tin tren day la dung sir that,
neu sai ca sa xin chiu trach nhiem tnroc phap lu?t.

, HJ so gtri kem (theo quy dinh tai Di~u 11 cua Thong tu s6 .... ./TT-BYT)
gom co: ···········································································································

Tran trong cam an.I.

Nguiri dung dAu

co' sO'kham b~nh, chira b~nh

(Ky, ghi ro ho ten va dong ddu)
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Phu luc 4. .
(Ban hanh kem theo Thong tu s6 ITT-BYT ngay thang ndm

cua B9 truong B9 Y ti)

TEN ca QUAN CHU QUAN C(>NG HOA xA H(>I CHU NGHiA VI~T NAM

TEN CO SO D<)cl~p-T\f do- H~nh phiic
KHAM B~NH, CHU A B~NH Tinh (thanhpho), ngay thang. ndm .

BAocAo
K~t qua ap dung thi di~m kY thu~t mrri, phurrng phap mrri

trong kham b~nh chira b~nh

Kinh giri: Cuc Quan Iy Kham, chfra benh, B(>Y tS
hoac Sa Y tS tinh, thanh ph6 ...

I. Thong tin v~ kY thu~t moi, phirong phap m&i
1. Ten ky thuat moi, phuong phap moi:
2. Chuyen khoa
II. K~t qua th \fC hi~n
1. Thai gian thirc hien thi diSm: tu ngay thang nam dSn ngay thang nam
2. T6ng sf> ca benh thirc hien: ca benh, Trong do
- Khoi: ca benh
- Ba: ca benh
- Thuyen giam: ca benh
- Khong thay d6i: ca benh
- Nang hon: ca benh
- Tu vong: ca benh
3. Tom t~t cac ca benh da thuc hien:
III. Kho khan va thu~n lgi

Ngll'iri dung diu
co' sO'kham b~nh, chfra b~nh
(Ky, ghi rii ho ten va dong ddu)
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B(> Y TE C(>NG HOA XA H(>I CHU NGHiA VIJ~TNAM
D<}clip - Tlf do -Hanh plnic

S6: 04/2015/TT-BYT Ha N(>i,ngay 17 thong 3 nam 2015

.. c ' ----,

Sd ·, lF ll\l! __':_i_!_~!L1~~~~-1 THONG rtr
, ~~·.J)/'la r:- .

" ::iu ~ U. .. ·,...,.-i ' ? ,DEN ~i~i1_AOl~/'~~uy djnh ve thira nhin tieu chuan quan ly chat hrong
.•. CO' SO' kharn benh, chira benh

..______
Can cu Ludt Kham benh, chiia benii s6 40/2009/QH12 ngay 23 thdng 11 ndm

2009;

Can cu Nghi dinn s6 8712011/ND-CP ngay 27 thdng 9 nam 2011 cua Chinh
phu quy dinn chi tiit mot s6 aiJu cua Ludt Kham benh, chiia benh;

Can cu Nghi dinn s6 6312012/ND-CP ngay 31 thdng 8 ndm 2012 cua Chinh
phu quy dinh. chtrc ruing, nhiem V¥, quyen han va ca cdu t6 chtrc B(J y ti;

B(J truang B(J Y ti ban hanh. Thong tu quy dinn vJ thiea nhdn tieu chudn quan
ly chdt luong ca sa khdm benh, chiia benh.

Di~u 1. Pham vi di~u chinh
1. Thong tu nay diSu chinh:

a) Thira nhan m()t s6 tieu chuan quoc tS, tieu chuan nuoc ngoai vS quan ly
chat hrong ca so kham benh, chtra benh d@ap dung tai Vi~t Nam.

b) Tieu chi, h6 so, thu tuc thira nhan cac tieu chuan khac, ngoai cac tieu chuan
da duce B9 Y tS thira nhan tai Di@ma Khoan nay vs quan ly chat hrong ca sa
kham benh, chtra benh.

2. Hoat d()ngclnrng nhan hop chuan cua t6 chirc chirng nhan chat hrong ca sa
kham benh, chira benh dUQ'Cthirc hien theo quy dinh Cuaphap lu?t VSkham benh,
chtra benh va phap lu~t vs tieu chuan, quy chuan ky thuat quoc gia nen khong
thuoc pham vi dieu chinh cua Thong tu nay.

Di~u 2. Thira nh~n tieu chudn quBc t~, tieu chuan nmrc ngoai v~ quan ly
chAt lueng CO' sO'kham benh, chfra benh

1. Tieu chuan quoc tS, tieu chuan mroc ngoai vs quan ly ch~t hrong ca so
kham benh, chtra benh da diroc Hiep hoi quoc tS vs chat hrong y tS (International
Society for Quality in Healthcare - ISQua) cong nhan diroc B9 Y tS thira nhan dS
ap dung tai Viet Nam. Danh muc nay duoc cong b6 va c~p nhat tren Trang thong
tin dien tu cua C1,1C Quan ly Kham, chira benh.



2. Tieu chuan trong mroc vS quan ly chat hrong ca so kham benh, chira benh
da diroc ISQua c6ng nhan cling duce B9 Y t@thira nhan theo quy dinh tai Khoan 1
DiSu nay.

Di~u 3. Tieu chi thira nh~n tieu chuan quan ly ch~t hrong co sO'kham
b~nh, chfra b~nh ngoai cac tieu chuan dtrQ'C thira nh~n quy djnh tai Di~u 2
Thong tir nay

1. Tieu chi chung

a) Tieu chuan quy dinh vS thoi han ap dung, phuong thirc danh gia cac tieu
chuan,

b) Tieu chuan quy dinh viec chirng nhan chat hrong la hoat dong tu nguyen
cua cac ca so kham benh, chtra benh.

c) Tieu chuan bao dam tinh khoa hQCva hieu quad@ quan ly ch~t hrong tirng
linh vuc dich vu kham benh, chtra benh.

d) Tieu chuan bao dam danh gia duce t6ng th@cac d~c tinh chfit luong: an
toan, hieu qua, kip thoi, cong bang, hirong d@nnguoi benh va nhan vien y t@.

d) Tieu chuan bao gom cac tieu chi, chi s6 bao dam danh gia dfty du 3 thanh
t6 chfit hrong: dftu vao, quy trinh va k@tqua thuc hien.

2. Tieu chi cu th@duce quy dinh tai Phu Ive s6 01 ban hanh kem theo Thong
tu nay.

Di~u 4. HB so d~ ngh] thira nh~n tieu chuin quan ly chit hreng CO' sO'
kham b~nh, chfra b~nh

1. Dan d@nghi thira nhan tieu chuan quan ly chfit hrong ca so kham benh,
chtra benh theo m~u quy dinh tai Phu luc s6 02 ban hanh kern theo Thong tu nay.

2. Tieu chuan quan ly chfit hrong d@nghi thira nh~n (toan van).

3. Ban sao c6 clnrng thirc Gifty clnrng nhan dang ky hoat d9ng hop chuan cua
T6 chirc chirng nhan chat hrong theo quy dinh tai Khoan 4 Di@u13 Nghi dinh s6
87/2011/ND-CP ngay 27 thang 9 nam 2011 cua Chfnh phu quy dinh chi ti@tva
huong d~n thi hanh mot s6 dieu cua luat Kham benh, chfra benh,

4. Ban sao c6 clnrng thuc Quyet dinh thanh l~p, GiAy chirng nhan dang ky
doanh nghiep hoac Gifiy chirng nhan dftu tu cua T6 chirc clnrng nhan chfit hrong.

5. Tai lieu clnrng minh tieu chufin da diroc ap dung thir nghiem tai cac ca so
kham benh, chira benh tai Vi~t Nam bao gom: bao cao thir nghiem ap dung tieu
chuan; t6ng hop y kien cua can b9 quan ly cac ca so kham benh, chtra benh va cac
chuyen gia trong Iinh virc quan ly chat hrong,
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6. Ban tra loi dap irng cac tieu chi cu thS thira nhan tieu chuan quan ly chat
hrong ca so kham chtra benh theo m~u quy dinh tai Phu luc s6 01 ban hanh kern
theo Thong tu nay.

Di~u 5. Thu tuc thira nh~n tieu chusn quan ly chat luong co sO'kham
b~nh, chfra b~nh

1. T6 chirc clnrng nhan chat hrong nop 01 b9 h6 so quy dinh tai E>iSu4 Thong
tu nay d@nCuc Quan ly Kham, chtra benh - BQY t@.

2. Thanh l~p H9i d6ng thdm dinh:

a) H9i d6ng tham dinh do B9 tnrong B9 Y tS phe duyet Quyet dinh thanh l?p
bao gorn:

- Lanh dao B9 y tS la Chu tich H9i d6ng;

- Lanh dao Cuc Quan ly Kham, chira benh la Ph6 Chu tich thuong tnrc, Lanh
dao V\1Phap ch@Ia Ph6 Chu tich H{>id6ng.

- Lanh dao mot s6 Vu, Cuc, Vi~n cua B9 Y tS, m9t s6 chuyen gia vs quan ly
ch§.t hrong, dai dien cac B9, nganh, t6 chirc, hiep h9i lien quan duce moi tham gia
la thanh vien theo nrng linh V\l'C chuyen man cua tieu chuan dS nghi thira nhan.

b) Giiip viec cho H9i d6ng la T6 thu ky do Truong phong Quan ly ch§.throng,
Cuc Quan ly Kham, chtra benh la T6 tnrong va mot s6 thanh vien co lien quan.

3. Quy trinh thdm dinh tieu chuan:

a) T6 thu ky xem xet kiem tra tinh dfty du, hop l~ cua h6 SO'. NSu h6 SO' dfty
du, hop l~, T6 thu ky c6 nhiem vu dBi chieu tieu chuan quan ly chAt hrong voi cac
tieu chi thira nhan quy dinh tai E>iSu3 Thong tu nay va l?p bao cao tham dinh trinh
H9i d6ng.

b) H9i d6ng hop thftm dinh, thong nhfit kSt lu~ va thong qua bien ban.

c) Trong thoi han 20 ngay, kS tu ngay nhan du h6 so hop l~ ghi tren PhiSu
tiep nhan theo mdu quy dinh tai Phu luc s6 04 ban hanh kem theo Thong tu nay,
can cu kSt lu~ cua H9i d6ng:

- Truong hop H9i d6ng d6ng y thira nhan tieu chuan, Cuc Quan ly Kham,
chfra benh trinh B9 tnrong B9 y tS ban hanh Quyet dinh thira nhan tieu chuan cua
t6 chirc clnrng nhan chat hrong theo mftu quy dinh tai Phu luc s6 03 ban hanh kem
theo Thong tu nay.

- Truong hop Hoi d6ng tu ch6i thira nhan tieu chuan, trong thoi han 05 ngay
lam viec, kS tu ngay c6 kSt luan cua Hoi d6ng, Cuc Quan ly Kham, chtra benh
thong bao bang van ban cho t6 chirc clnrng nhan chat hrong da giri h6 so dS nghi
va neu r6 ly do.
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d) Quyet dinh thira nhan tieu chuan cua t6 chirc chirng nhan chdt hrong duce
cong b6 tren Trang thong tin di~n tu cua Cuc Quan ly Kham, chtra benh trong thoi
han 05 ngay lam viec, k~ tu ngay ban hanh Quyet dinh thira nhan,

Bi~u 6. Trach nhiem tlnrc hi~n

1. Cuc Quan ly Kham, chfra benh c6 trach nhiem:

a) La don vi dfru m6i giup B9 Y t€ quan ly hoat dong thira nhan chdt luong ca
so kharn benh, chtra benh va t6 chtrc trien khai thirc hien Thong tu;

b) Giam sat hoat dong clnrng nhan chdt hrong tai Viet Nam cua T6 chirc da
diroc thira nhan tieu chuan quan ly chdt hrong.

2. S&Y t€ tinh, thanh ph6 tnrc thuoc Trung irong, Y t€ nganh c6 trach nhiem
giarn sat hoat dong chirng nhan chdt hrong cua T6 clnrc d6i voi cac ca s& kham
benh, chfra benh tnrc thuoc;

3. T6 chirc chirng nhan chat hrong c6 trach nhiem bao cao Cuc Quan ly
Kham, chtra benh - B9 Y t€ ve k€t qua clnrng nhan chat hrong d6i voi cac ca so
kharn, chtra benh tai Viet Nam ngay sau khi cdp gidy chirng nhan chdt hrong va
bao cao dinh ky ket qua giam sat chdt hrong cac ca so kham, chtra benh trong thoi
han hieu hrc cua gidy chirng nhan chdt hrong,

Bi~u 7. Hi~u h.rc thi hanh

Thong tu nay c6 hieu hrc k~ tu ngay 01 thang 05 nam 2015.

Trong qua trinh thirc hien neu c6 kh6 khan, virong mac, de nghi cac ca quan,
t6 chirc, ca nhan phan anh ve B9 Y t€ (Cuc Quan ly Kham, chtra benh) d€ duce
hu6ng dfin, giai dap hoac xem xet giai quyet.z.

Nat nh~n:
- Van phong Chlnh phu (P.Cong bao, Cong TTDTCP);
- B9 Tu phap (C1,1cKi€m tra VB QPPL);
- B~ KH va CN (T.ing Cvc Tieu chuan - Do hrong - Chiit . 0)
luong); ,'··: ~
- B9 tnrong (d€ bao cao); ~. ..

,1 ' '- Cac Thu tnrong (d€ biet); 1~::.-
·: . • -.. /:...,.

- Cac V1,1,C1,1c,T6ng cue, Van phong B(), Thanh tra B9; \,"""' ,, ""'~P

- Sa Y t6 cac tinh, thanh ph6 tnrc thuoc Trung uong; 'Nguyt:Thi Xuyen

KT. B(> TRUONG
THU TRUONG

- Benh vien true thuoc B() Y t6;
- Y ts cac nganh;
- Cong TTDT B¢ Y tS; Trang TTDT C1,1cQLKCB;
- Luu: VT, PC, KCB.
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PH() Ll)C SO 01
Tieu chi C\l th~ thira nh~n tieu chuan quan ly chftt hrong co sO'kham b~nh, chtra b~nh

(Ban hanh kem theo Thong tu s6 04 /2015!IT-BYT nga» 17 I 03 12015 cua B(J truong B(J Y ti)

Ml}C NQi dung yeu du PhAn tra lOi cua t8 chirc
clnrng nh~n co vi~n d§n
cac tai li~u lien quan

1 NANG CAO CHAT LUONG
[l'ieu chuan khuyen khich cac ca so KCB thirc hien
wi~cdam bao, cai tien/nang cao chat Iuong, q~an ly
hieu qua va ma rong h~ thong dich VI) KCB gom:

1.1 [I'ieu chuan yeu cau cac ca s&KCB, tuy thuoc quy mo
wa pham vi chirc nang, dn xac dinh duoc:
le Muc tieu, nhiem vu quan ly ch~t luong
le K~ hoach, chien hroc nang cao chat hrong KCB
le N()i quy, quy t~c Ung xir

1.2 Tieu chuan yeu cau xac dinh duoc trach nhiem chung
Vatrach nhiern cu th~ CUacac cfip trong Vi~Cdam bao
cai tien/nang cao chat hrong
Quy dinn trdcli nhiem cu thi cha cdc can b(Jq'!im ly,
ode sf, duoc sf, dieu duiing, cdc nhdn vien y te khdc
va thuc tdp sinh (niu c6).

1.3 il'ieu chuan xac dinh trach nhiem trong c6ng tac quan
y, di~u hanh ca so KCB
ri) Bang chung la dinli hutrng chung, thiit ldp muc
~ieu va xay dung chfnh sdch vJ QLCL, xay dung cdc
huong ddn thuc hien, phuong phdp theo doi, gidm sat
h!i?cthuc hien ai dat aU(!Cmuc tieu
b) M6i muc tieu do cdp quan ly d(lt ra cdn duac xay
ki71ngki hoacb Va ngdn sdcli Cl;lthi (bang chung fa f(J
trinn thuc hien; phdn b6 nguon luc thong qua cong
tac t6 chuc, bien chi; bien phdp kiim sodt va giai
~uyit vein aJ)

1.4 Tieu chuan yeu cau cac ca so KCB c6ng khai ve:
klanhmuc cac dich vu Vacong b6 ch~t hrong thuc
hien dich vu do.

1.5 [l'ieu chuan yeu cau CaCchfnh sach, ke hoach, thu tuc,
~UY trinh thµ~ hien t~t ca CaCchirc nang, dich vu CUa
co s&KCB can phai:
le Diroc ban hanh bang van ban
le Diroc cap phep
le Dang con hieu Ive
le Dang duce thirc hien

Bang chung la cdc chii kY pht: duvet cua nguoi c6
thdm quyJn tai cdc van ban chfnh sdch, ki hoach,
quy trinh. hodc quyit dinli thanh. ldp mot t6
chuc/bo phdn.
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1.6 [I'ieu chuan doi hoi ca so KCB thirc hien dam bao, cai
h~n/nang cao chit hrong theo each:
~ H~ thong
• Lien tuc

• D6i nrong tham gia rong rai

• Bao trum tit ca linh VlJC clnrc nang, dich vu
~ Khuyen khich sang kien, d6i moi

• K~t hop giam sat, danh gia
1.7 [I'ieu chuan yeu cau hrong h6a diroc ket qua dau ra

cua cac linh virc chirc nang, dich vu cham s6c thong
1<1ua:
• Cac chi s6

• Khao sat/danh gia SlJ hai long CUangiroi
benh/ngiroi su dung dich vu

• Phuong phap do hrong khac
a) Vi du cdc phuong phdp ddnli gid chdt luong nguon
nhdn luc, KSNK, quan ly sai sot/su c6, dicb Vl:f chdm
soc;
'J) Khuyin khfch SU dung cdc chi s6 bi~u hien duoi
dang fy ff voi tu s6 Va mdu s6 duac xdc dinli ro rang;
c) Cdc phuong phdp do Luong khdc nhir thuc hien
khao sat, kdm dinli va phan h6i;
d) Cdc chi s6 lam sang dua tren bang chung khoa
nae. '
~) Khuyin khfch cdc C(Jso KCB ti! phdt i-u« chi s6
no{jc dang cy thuc hien Chuang trtnn xay dung cdc
chi s6 chdt luong quoc gia

1.8 ll'ieu chuan yeu cau c6 danh gia va phan tich cac du
ieu do hrong diroc va ap dung k~t qua d6 d~ cai
~i~n/nang cao chit Iuong dich vu.
Vi du nguon du lieu do luong duoc la:
~) Cdc chi s6; kit qua ddnn gid su hai long cua nguoi
'b?nh vii cdc phuong phdp do luong khdc
'J) Khiiu nai, phan h6i;
c) Cdc su' c6!sai sot va tac dung khong mong mu6n

1.9 Tieu chuan barn sat, the hien noi dung cua cac van
ban quy pham phap Iuat, quyet dinh, quy ch~ va chfnh
sach y t~ da ban hanh, dang c6 hieu hrc.
a) Vf du tieu chudn duoc xdy dung dua tren quy dinli
cua Nha nuac, B() Y ti v€ t6 chuc nhdn su, an toan,
xay dung, baa v? moi truong, ' quan ly chdt thai, v?
sinh thuc phdm, cdp phep hanh. ngh€, thong tiny ti,
quan ly va sit dung thuoc, b?nh truy€n nhilm
b) Chfnh sdcli y ti la cdc quyit dinh. chi thi, huong
"ddnmoi ban hanli dua tren kit qua nghien cuu,
'Khongphai van ban quy pham phdp ludt.
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2 NGUOI BENH LA TRUNG TAM
trieu chuan °dUQ'Cthiet k~ voi trong tam hirong d~n
1nguai benh th~ hien bang:

2.1 ll'ieu chuan ve quyen cua nguoi benh gom:
le Ton trong nhan pham
le Quyen rieng tu
le Bao mat
le An toan va an ninh
Bang chung la:
'a,) Cdc van ban v€ quy€n va trdch. nhiem cua nguoi
'b?nh;
b) Thuc hien cdc hoat a(mg dao tao cha nhdn Vien y
:td v€ quyin va trdcb nhiem cua nguoi benh.

2.2 [l'ieu chuan doi hoi ca sa KCB c6 h~ thong tiep nhan,
(ii~u tra va giai quy~t cac thac mac, khieu nai cua
1nguaibenh mot each cong bang va kip t?ai.
k:l) Vf d1:1lua chon cua nguoi benh c6 the la c6/ khong
tham gia ai€u tri; c6/kh8ng aJng y voi bien phdp ai€u
tri; lua chon nguoi cham s6c, nguoi ai€u tri
b)Vf d1:1so thfch cua nguoi benh. v€ su quan tam, V<Jt
'd1:1ngca nhdn, trang phuc, th6i quen tu chdm s6c,
thuc phdm/ aJ uong /cdc biia an trong ngay, hoat
~9ng, yeu cdu baa mdt, a6i tuang khdcli thdm.
r) Van ban chung minh Sl:faJng y tham gia bdt kji:
le Nghien cuu/quy trinli ai€u tri thu nghiem;
• Phdu thudt, gay me SUdung thuoc an thdn

vua/sdu
Quy trinh/dich Vl:/CO nhi€u nguy ca xay ra tac dung
khong mong muon.

2.3 [I'ieu chuan yeu cau nguoi benh dUQ'Ctham gia vao
1<1uatrinh cham s6c, di~u tri thong qua:
le Ton trong sa thich va sir lira chon cua nguoi benh
le Thong bao cho nguoi benh v~ cac kha nang cham

s6c, di~u tri d~ hra chon
le Bien phap charn s6c, di~u tri dUQ'Csir dcSngy cua

ngiroi benh truce khi thuc hien

2.4 [I'ieu chuan doi hoi ca so KCB cong nhan, ton trong
Ivanh6a va tin nguong ton giao cua ngiroi benh
IBling chung la:
~) Cung cdp dicn V¥ hodc tu vdn ddp teng nhu cdu v€
~fn nguiing ton gido cua nguoi benh.
~) Dao t<;10cha cdc nhdn vien y ti v€ nhu cdu dicli v1:1
rita cdc nh6m van h6a, tin nguiing khdc nhau
r) Cung cdp cdc phuong tien va dich V¥ rieng biet
cho nguai benh. nam va nu phu hop vai van h6a cua
~9
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2.5 Tieu chuan doi hoi chirng minh kha nang tiep c?n
kiich vu CUanguoi benh g6m:

• Cac dich vu c6 kha nang cung dp theo nhu du
nguoi dan va phu hop pham vi chuyen mon cua
ca sa KCB

le Kha nang cung dp dich vu cho ngiroi khuyet t?t
va cac nhu d.u d~c biet khac

le Quy trinh nhap vien, ph6i hop diSu tri
2.6 ll'ieu chuan yeu cau sir phan hoi cua nguoi benh:

• VS t~t CaCaCdich vu Cung dp
le vs cac rn)i quy, quy t~c

• Diroc ca sa KCB ghi chep d.iy du va XU ly kip
thoi

V{ d1,1phan h6i cua nguoi binn vJ:
Ki) Cdc nhu cdu va nguy ca cua tung loai djch Vl,l

~) Cdc vein aJ nhu: thu6c men, vdt chdt-tinh thdn,
hanh vi, thdi d(J,cam xuc, dinh duiing

2.7 Tieu chuan yeu cau viec chuan bi va ghi chep day du
1k€hoach diSu tri/ sir dung dich vu cua nguoi benh
~6m:
le Nhu du cua ngiroi benh, hru cac k€t qua xet

nghiern ch.iii doan lien quan cua cac ca so KCB
khac (neu c6)

le Bang chirng vS su tham gia cua ngiroi benh va gia
dinh ho

le Muc dich hoac k€t qua mong muon khi tham gia
dieu tri/ str dung dich vu

2.8 [I'ieu chuan yeu cau nhan vien y te:

• Thuc hien dung k€ hoach diSu tri/ su dung dich vu
• Theo d5i ti€n tri~n cua nguoi b,~nh va tien lu~g

kha nang dat dUQ'Cmuc dich/ket qua mong muon
da dS ra

• Can nhac d€n nhu du cua nguoi benh khi chi
dinh diSu tri/bien phap cham s6c

• DiSu chinh k€ hoach diSu tri/sir dung dich vu cho
phu hop voi ngiroi benh

2.9 Tieu chuan yeu cau ca so KCB thiet l?p ke hoach tiep
nhan/nhap vien, chuyen vien, ra vien, k€t thuc diSu tri
a) Ldp ki hoacli ngay khi bcit adu vaa vien va cdp
nhdt lien tuc trong qua trinlt di€u tri/su dung dicn Vl:l

b) Ldp ki hoacb cha ca nguoi benh. va gia dinn
c) Ldp ki hoach lien kit, phoi hop voi cdc ca so KCB
cdc tuyen va cdc don vi cung cdp cdc djch v1,1lien
quan
d) Niu nguoi b?nh khong thd trdnh khoi tu vong, cdn
dp ki hoacb chudn bi tinh thdn cha nguai benli va
gia dinn =«ho, a6i ph6 voi cdc can dau va c_dch(Ji
chung co the xay ra, lien h? voi cdc don vi ho tro, tu
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!Vanva quan tam giai quyet cdc nhu cdu ve tam linli
!Vavan h6a.

3 KE HO~CH TO CHUC VA THT/C Hl¢N
[I'ieu chuan danh gia duce nang hrc va hieu qua hoat
dong cua cac CCY sa KCB gom:

3.1 Tieu chuan yeu cau CCY so KCB l~p quy hoach bien
~h€, cu th€ v~ trinh dQ, ky nang dn thi€t cua tirng vi
rf viec lam d€ dap (mg kha nang chuyen mon va cung
c~pdich vu cua CCY so KCB d6
IQ) Quy hoacli bien chi can bi): s6 luong nhdn vien va
'isinhvien noi tni, yeu cdu vJ thdm nien cong tac, kinh
nghi?m cdn thiet, chuyen nganh phu hop voi vai tro,
'Chucruing cua ca so KCB
lb)Quy hoach duac ban hanh. thann van ban

3.2 Tieu chuan yeu cau mo ta tirng vi trf viec lam cu the,
..5 rang v~: dinh lnrong, trinh dQchuyen mon, chuyen
nganh, bang dp, kien thirc, ky nang va kinh nghiem

3.3 Tieu chuan yeu cau CCY so KCB duce cap giay phep
neat dong, nhan vien y t€ c6 chirng chi hanh nghe xac
dinh ro pham vi hanh nghe duoc cho phep
l'.1) C6 quy trtnli ddnli gid hoac c6 chung nhdn dao t<;10
'chuyen nganlt y ti
'b) Chung chi va pham vi hanli nghJ duoc cdp phep
"Con hieu Ive va duac ddnn gid lai thuong xuyen.

3.4 [ieu chuan yeu cau nhan vien y te tai CCY so KCB (bao
g6m ca thuc t~p sinh, neu c6) duce:
~) Danh gia nang luc va hieu qua lam viec thuong
JXuyen
b) Tham gia cac chuong trinh dao tao lien tuc va huan
uyen ky nang
~) C6 ca h9i hoc t~p va phat trien ky nang nghe
nghiep a trong mroc, ngoai mroc
Bang chung: cdc van ban, hJ so ddnli gid ruing Ive va
'danh gid hieu qua lam viec duac luu gift va thong tin
1toicdc nhdn vien y ti (hoac thuc tdp sinh) c6 lien
quan.

3.5 [I'ieu chuan yeu cau nhan vien y te thirc hien dung cac
ieu chuan, quy trinh ky thuat, hirong d~n chuyen men
hien hanh, thuc hanh lam sang dira tren bang chimg,

3.6 Tieu chuan yeu cau viec l~p ke hoach b6 sung, phat
ri€n dich vu cua CCY sa KCB c6 su tham gia cua
tnguai benh, gia dinh ho, nhan vien y t€ (va sir tham
khao y ki€n rong rai trong cong df>ngdan CU trogn dia
ban n€u co the).
'Bdng chtmg: cdc van ban tai lieu ghi lai qua trinli ldp
'vd hoacli va danh sdcli thanh. phdn tham gia.
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3.7 Tieu chuan yeu cau ca sa KCB can xac dinh cac dich
lv\l du ki~n b6 sung, phat trien; cac k~t qua mong doi
Iva each do hrong tien d(>trong ban ke hoach hoat
lt(>ng
k:l) Chdn luoc va ki hoach thuc hien cdc muc tieu dai
'Vic;inva ngdn han
b) Do luong va bdo cdo dinli kj;, thuong xuyen tdn tl(J
'itfc;ittfU<JCCQCmuc tieu aJ ra

3.8 rfieu chuan yeu cau ke hoach phat trien dich vu phai
kiva tren dinh hirong chi~n hrcc, can nhac phu hop voi
m6i tnrong va ngan sach tai chfnh cua C(J sa KCB.

3.9 [l'ieu chuan yeu cau ke hoach hoat dong chuyen m6n
!Vama rong, phat trien cac khoa phong, cac dich vu
c~n c6 di~u khoan v~ ca che phoi hop gifra cac khoa
phong !rong ca sa KCB do ding nhir voi cac ca so
cung cap dich vu ben ngoai.

3.10 Il'ieu chuan yeu cau ca so KCB thuong xuyen doi
~hi~u k€ hoach va du toan ngan sach da xay dung d~
Kianhgia hieu qua su dung nguon Ive.
Bling chung: ddnh. gid viec su dung nhdn luc, trang
~hdt bi, vdt tu va mat bang.

4 k<\NTOAN
rTieu chuan v~ cac bien phap dam bao va tang cuong
Iantoan cho nguoi benh, nhan vien y t~ va khach d€n
tham ca so KCB bao gom:

4.1 rTieu chuan doi hoi viec quan Iy nguy ca m(>teach c6
L<:€hoach va h~ thong nham phat hien duce t~t ca cac
nguy ca c6 th~ xay ra
M(Jt ki hoach. quan ly nguy C(Jg6m: a) Chinn sdch; b)
Pham vi; c) MZ;1ctieu va tieu chi dann gid nguy ca; d)
Trach nhiem va hoat tl(Jng quan ly nguy ca; e) Dao
~90 nhdn vien y ti; f) Danh sacli cac nguy C(Jxdc dinli
'idur;rc- chiin luac, hoat dong, tai chinh va tro ngai;
~) S6 ghi chep lai C~Cnguy C(J,S~f c6 Vaphdn tich
irtguyennhdn; h) Ke hoacli xU:ly cdc nguy ca chinh;
Ii) Quy trinn giai quyit vtri cdc hen lien quan.

4.2 rTieu chuan yeu cau k~ hoach 9uan ly nguy ca diroc
theo d6i, giam sat; pho bien ket qua thirc hien quan ly
nguy ca trong n(>ib9 ca sa KCB
k:l) Cam kit thuong xuyen gidm sat va so sanh cdc
'tfio9ttf(Jng tfa thJJChien voi yeu cdu d,a d.~ ra trong ki
'hoc;ich;
b) Kidm tra tl(Jtxudt va dinli kj;mot s6 n(Jidung nhdt
'idinh
IC) Su dung kif qua theo doi, gidm sat ad cai tien/ndng
lcao chdt luong.
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4.3 Tieu chuan yeu cau cac ca so KCB xay dung quy
rinh bao cao va di~u tra nguy ca/sµ c6/tac dung
khong mong muon c6 thS xay ra voi nguoi benh,
nhan vien y t~ hoac khach d~n tham va quy trinh SU
dung k~t qua d6 dS cai tien/nang cao chat hrong dich
IV\l.
ti) Dao tao cha nhdn vien y ti
b) Ldp hd so va baa cdo nguy ca/su c6
t) Qua trinh phdn ticn nguyen nhdn g6c
kt) Quy trinh thong baa cha nguoi benh. v€ cdc tac
'dung khong mong mu6n.

4.4 Tieu chuan yeu cau ca so KCB c6 bien phap bao v~
sue khoe va an toan cho nhan vien
Cdc bien phdp baa v? sue khoe va an toan cha nhdn
vien cdn phu hop voi nhiing nguy ca co thi gijp phai
trong linh VlfCchuyen nganh CUaho nhu:
'1) Qudn do va trang thiit bi baa h(JLaodong
'b)Gidm sat, quan trcicmoi truong lam viec
t) Theo doi v€ qua tai, dp lice cong viec
'd) tie« chung cha nhdn vien y d
~) Du phong tai nan ngh€ nghiep tu vdt scic nhon hay
'do thuc hien thu thudt, xu Lychdn thuong
c; Bao v? trdnh. khoi nguy ca mdc benh. nghJ nghiep.

4.5 Tieu chuan yeu cau cac ca so KCB:

• Dao tao cho nhan vien van hanh an toan trang
thi~t bi bao gom ca trang thi~t bi y t~

• Dam bao chi nhtmg nhan vien da duce dao tao va
c6 chuyen mon moi duce van hanh cac thiet bi
chuyen dung.

4.6 lrieu chuan yeu cau cac ca so KCB dam bao: Thuc
hien dun& cac di~u luat, cac quy dinh v~ an toan, quy
hoach, kien true, xay dung, SU dung dien tfch khong
gian; trang bi d~y du v~t tu, thiet bi dam bao an toan.
ta so v~t chat, v~t tu, trang thiet bi duoc kiem tra,
kluy tu, bao tri, bao duong, thay th~ dinh ky theo k~
hoach mot each he thong,

4.7 lrieu chuan yeu cau ca so KCB dam bao thirc hien
giam sat ngu y ca mm sang cts ~ao v~ ngiroi benh
phong tranh duoc nhtmg tai bien khong hrong tnroc
rong qua trinh cham soc/dieu tri.
'1)Nguy ca v€ thu6c nhu di tmg thuoc, khdng khdng
isinh
'b)Nguy ca tu trang thiit bi nhu bi bong, bi chdn
thuong do su dung laser
~) Nguy ca do nguoi benh. ruim vien dai nga»
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4.8 [I'ieuchuan yeu cau cac ca s<'YKCB c6 cac chirong
trinh phong ngira va ki~m soar nhiem khuan, t6i thi~u
K:~nc6 chuong trmh v~ sinh tay va cac yeu du v~ v~
sinh lau don, lam sach
cs« co cdc yeu cdu khdc nhau a6i voi tung khoa
vhong, dich V¥ g6m:
~) Ca cdu nhdn lice
b) Bien phdp co ldp va kjJ thudt di! phong
r) Theo doi sit dung khdng sinli
kt) Hoat ti(mg khir khudn, tiet khudn
le)Gidm sat nhiim khudn
1} Thu thdp, phdn ticb va sit dung cdc du lieu vi
nhilm khudn
g) Bao cdo
'1) Dao tao nhdn vien.

4.9 Tieu chuan cung cap cac huong d§.n, quy trinh nham
n6 tro cac ca soKCB quan ly cac v~n d~ an toan
nguoi benh (bat ky linh VlJC an toan UU tien nao phu
nop voi ca so KCB trong s6 cac sang kien an toan
nguoi benh toan du cua WHO).
Cdc huong ddn, quy trinli g6m:
a) Quan ly va sit dung an toan mdu va cdc chi phdm
tu mau
b) Dung nguoi benh/nhdn dang dung/can thiep dung
c) Thuc hanli an toan truce, trong va sau khi phdu
thudt, an toan gay me, str dung an toan thuoc an thdn
viea/sdu va an toan thu thudt
'id,) Quan ly thu6c an toan vi:

• Ke dan/y lenh,

• V(In chuyen, baa quan
~ Xit ly thuoc qua han

• Phong ngiea, gidm sat va ghi chep
Phan tmg kip thoi khi xay ra tac dung khong mong
mu6n, khi lOthu6c co vein ai .

4.10 rTieu chuan yeu cau ho so benh an duce ghi chep
ktung trinh tu thoi gian, thong tin d~y du, chfnh xac va
bao mat d~ h6 tro qua trinh cham s6c, di~u tri duce an
toan va lien tuc,
Yeu cdu b¢nh an dien tit/ b¢nh an ghi chep, (tu» thuoc
"ochuyenkhoa, loai dfch V¥) cdn:
a) Ro rang/di doc, cdp nhdt kip thoi, tidy tlit ngay
thdng, chic kY va dong ddu
'J) Ky hieu cdn chu y
c) Ghi chu SI! tidn bo, trieu chung quan sat duac, baa
cdo hoi chdn, kdt qua xet nghiem chdn dodn
d) Tdt ca cdc SI! kien quan trong nhu thay a6i tlnh
trang va dap ung cua nguoi b¢nh voi phuong phdp
diiu tri va chdm s6c
e) Bdt lg! nguy ca, SI! c6 suyt hoac tlii xay ra
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It') Quy trinli baa mdt va luu trii
lg) Chi SU dung chii viii tiit duac con? nhdn
"Ii) Quy trinli luu, baa quan va hity ho so b?nh an

5 ~AY DUNG TIEU CHUAN
Cac tieu

0chufin
trong b() tieu chuan duce l~p k~ hoach

txay d\ffig, danh gia nghiem ngat va dung quy trinh,
nao gem:

5.1 ll'ieu chuan/tieu chi duce bo sung, sira doi, dieu chinh
tlnr tu iru tien tren ca so tham khao y kien danh gia
cua cac chuyen gia hoach dinh chinh sach, cac nh6m
lngueribenh, nh6m Cung cap dich vu VaCaCben lien
quan v~ cac b9 tieu chuan phien ban tnroc.

5.2 Tieu chuan phai phu hop voi cac quy dinh cua phap
u~t hien hanh, cac quy che chuyen mon va tieu chuan
cua cac t6 chirc chirng nhan ch~t hrong khac
Tham khao cdc b(>tieu chudn khdc ad tronn trung
llijp,chong cheo, mdu thudn khi thuc hien

5.3 t6 ke hoach xay dung, phat trien hoac sira doi tieu
thuk xac dinh r6 rang muc tieu, nguon lire Vatien dQ
hoi gian.

5.4 ll'ieu chuan dira tren:
1e can cu phap ly
• Nghien ciru, bang clnrng, kinh nghiem s£n c6
• Cac hirong dfui, quy trinh duce th~ gioi c6ng nhan
• Cac khuyen cao cua WHO va cac hiep hoi nghe

nghiep trong mroc va quoc t~
• y ki~n dong g6p cua cac chuyen gia ky thuat
Cdc tieu chudn co thd duac aiJu chinh phu hop voi
Ivanhoa VG yeu cdu vJ dicb V{l y fi CUG cdc quoc
eia/co sa KCB khdc nhau.

5.5 Qua trinh xay dung hoac sira doi cac tieu chuan/tieu
chi CO S\I tham gia cua cac chuyen gia hoach dinh
chfnh sach, cung dp dich vu, SU dung dich vu va cac
ltinh virc lien quan khac voi tu each fa tu v~ chinh
hue hoac dai dien
Ca hoi cha cdc a6i tuang lien quan tham gia qua
'rtrinhxay dung, sua a6i co thd la viec cong b6, Zdyy
'kiin rong rdi cho di! thao tieu chudn!tieu chi, chdng
han nhu dang tai tren internet.

5.6 Tieu chuan can r6 rang ve:
le Mvc dich
le Pham vi va d6i nrong ap dung: ca so KCB da

khoa ~ay chuyen khoa; ap dung cho, toan b9 hay
mot so khoa/phong/ loai dich vu nhat dinh trong
CCYso KCB

le Ly do va SlJ ck thi~t ap dung tieu chuan
~) Xdc dinn muc chdt luong t6i thdu
~) Tao aiJu kien cai tien/ndng cao chdt luong
t) Cong nhdn hoac chung nhdn chdt luong
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N{Hdung yeu du Ph~n tra lOicua tAclnrc
chirng nh~n c6 vi~n din
cac tai li~u lien quan

ki) Cdp phep hoat a<)ng
~) Didu kien phdn bJ ngdn sdch baa hiim.

5.7 lrieu chuan duce xay dung r6 rang de cac ca so KCB
kl~dang trien khai ap dung va danh gia
kQ) Cdc tieu chudn!tieu chi duac tong hop thann nh6m
ohu hop thea tung chu ad, vi du nh6m theo chuc ruing
IJio¢ich? thong
b) Cdc tieu chudn!tieu chi cdn c6 tieu ad/ten biiu dat
'119idung chinh;
'c) Cdc tieu chudn!tieu chi duoc ddnh. s6 thtr ti! mot
'each h? thong ai di dang tra cuu;
ki) Mo ta, giai thich. rii rang each thuc/phuong phdp
'dp dung va ddnli gid tieu chudn!tieu chi trong tai lieu
huong ddn kem thea

5.8 [ieu chuan can duce di~n dat bang tu ngjr r6 rang, d~
hieu; kh6ng dung cac ng6n tu ma h6, t6i nghia
kQ) Cdu c6 chu thi va a6i tuong huong ain ro rang
'yeu cdu c1:1thi la gi; ai la nguoi chiu trach nhiem
'Uh11chien};
b) Nhiing tu c6 thi diarc hiiu theo nhidu nghia, mang
'U{nhchdt dinh tinli cdn duce giai thich, dit nghia ro
irang (vi d1:1nhu t6t, ady au)
t) C6 quy trinh. ra sodt kjJcang ai lua chon tu ngii rii
v-ang, di hieu, thay thi ngon tu ma h6, t6i nghia
kl) C6 tai lieu huong ddn kem thea ad h6 tra nguoi sir
kil;lngtra cuu, giai nghia cdc tieu chudn/tieu chi

5.9 [ieu chuan da diroc cac danh gia vien c6 chuyen m6n
iclpdung va danh gia thir nghiem tai cac ca so KCB
noi cung ccip dich vu) tnroc khi phe duyet dS dam
bao ca so KCB c6 the hiSu dung n9i dung cac tieu
~hufuvtieu chi. Cac tieu chu~n dn phu hop, kha thi va
k1inhhrong duoc (danh gia dung cac vfui d~ lien quan
kt€nchat hrong; cac ca so KCB c6 kha nang ap dung
rvadat duoc tieu chuan)

5.10 ll'ieu chuan moi duce b6 sung hoac sira d6i can duce
ktan,vift6 chirc xay dung tieuchuan hoac ccip c6 tham
!ClUyenphe duyet tnroc khi trien khai ap dung rong rai

5.11 IXacdinh dieu kien quy dinh don vi/t6 chirc thirc hien
k1<lnhgia cac tieu chuAn la don vi/t6 chirc doc l~p voi
don vi xay dung, phe duyet, ban hanh cac tieu chuan,
Yeu cdu c6 thi baa gom:
a) Quy trinn xdc dinh aidu kien 6 dang van ban
b) Cdc yeu cdu duac 2 hen xdc dinli ro rang va a6ng
thudn, vi du: cdc tieu chudn duac sir dung dung muc
dich va cdc don vj!tJ chuc ddnli gid dr)c ldp cdn cung
cap thong tin phan h6i va kit qua dann gid cdc tieu
'Chudncha don vi xay dung, phe duyet, ban hanli cdc
1+ieuchudn



M\IC N(>idung yeu du Phin tra liri cua tB chirc
clnmg nh~n co vi~n dftn
cac tal li~u lien quan

5.12 Can thong bao va t~p hu~n cho cac ca so y te (ng~ai
ap dung) va cac don vvto ch'!c d,anh gia tie1;1chuan
nguoi thirc hien danh gia) de hieu r5 va trien khai
duce cac tieu chuan moi b6 sung hoac chinh sira

5.13 Can xac dinh ro, tuan thu dung cac thong so yeu cau,
hoi di~m c6 hieu Ive va beltky quy dinh moi nao v~
viec thay th~, chuyen d6i ap dung cac tieu chuan moi
Yeu cdu c6 thd bao gbm: cdc phien ban moi cua b(>
tieu chudn GU(/C cong b6 cong khai va cung cdp cho
nguai dp dung, nguai thuc hien ddnn gid trong
khoang thoi gian du ad ho hidu rii ruii dung yeu cdu
truce thoi aidm CO hieu lice thuc hien.

5.14 Cac y kien, thai do (hai long hay khong) cua ve ngiroi
~p dung, nguoi thirc hien danh gia tieu chuan va cac
ben lien quan duce thu thap, ghi chep, tong hop thanh
ngubn du lieu; phan tfch cluing d~ h6 tro viec phat
'Ti~n, Cai ti~n cac tieu chuan.
Quy trinh co thd bao gbm:
~) Y kdn phan hbi cua cdc don vi!t6 chuc, ed nhdn dd
thuc hien dann gid tieu chudn
b) Khao sat dinn kj; ad ldy y kdn g6p y cua cdc hen
~ien quan vJ cdc tieu chudn
'C) Phan tich nguon du lieu cdc y kdn phan hbi dinn
~' thuong xuyen, vi du hang ndm
'd) Su dung du lieu dii phdn ticli lam can cu ad chinh
lS'ua,b6 sung cdc tieu chudn

6 lE>O LUONG TIEU CHUAN
ll'ieu chuan c6 kha nang dem lai k~t qua danh gia nhat
quan, minh bach va phan hang rmrc de)dat duce

6.1 Can c6 mot h~ thong minh bach de danh gia xep hang
rmrc dQthirc hien Cua cac ca ScJ y t~ df>ivoi m6i tieu
~hu~n, m6i tieu chf hoac tieu muc trong nrng tieu
chuan.

6.2 Can c6 tai lieu hirong dftn SU dung hoac cac thong tin
tham chieu khac h6 tro sao cho nguoi thuc hien danh
~ia doc l~p hay cac ca say t~ 1lJ danh gia viec ap
dung tieu chuan d~u c6 duce k~t qua tirong nr/thong
Wik
Tai lieu huang ddn sic dung cdn lam rii duoc cdc tieu
rhudn, tieu chi nao la quan trong hoac lam thi nao
'ridxep hang khi dp dung ddnn gid cdc nguy C(J dii
"?lu(Jc xdc dinh, cdc »an aJ vJ an toan.



N(}i dung yeu du Ph§n tra IOi cua tAclnrc
cluing nh~n co vi~n dfin
cac tai li~u lien quan

Ml.JC

6.3 an xac dinh phuong phap nhat quan de danh gia ket
ua tong th~ cua tirng nh6m tieu chuan
) Vf d1:1cdcphuong phdp ddnh. gid kit qua c6 thd
ua tren: dat tcft ca cdc tieu chutJn biit buoc, hoac tcft
a cdc tieu chudn dat GU<JC a mire if9 quy afnh, hodc
hong c6 tieu chudn nao ht ddnh. gid duoi mire quy
inh (khong dat).

b) Cdc phuong phdp ad cdc C(Jsay ti c6 thd tu ddnli

~

ia kit qua t6ng thd cua ho
) ,Kit qua ddnh. gi~ t6ng thd c1c nh6m tieu chudn c6
he GU<JC SU dung de xem xet dip phep hoat a<)ng
'fioijc cdp Chung nhdn chdt luong ~ho CGCC(Jsay ti,
rn9c du cdc qua trinli cap phep/cdp chung nhdn nay
f,on cdn se« cdu mot s6 tie,u chi b6 sung khdc khong
1ien quan den b9 tieu chudn.

6.4 !Khao Sat S\I hai long CUa cac CO' ScJy te Va d(>ingfi
hue hien danh gia voi phuong thirc danh gia va x~p
hang dua tren tieu chuan. K~t qua khao sat duce SU
klµng ct~phat trien va cai ti~n cac tieu chuan
Quy trinlt c6 thd baa g6m:
) Thong tin phan h6i cua cdc t6 chuc/don vi danb
id a<)cldp va a<)ingii ddnh. gid vien a6i vai h? thong
ip hang chcft luong sau khi thuc hif n ifot ddnli gia,
id1:1nhu cdc tieu chudn hiiu {ch va di dp dung
) Phan ticn thuong xuyen nguon du lieu tit thu thdp
de thong tin phan h6i, vi d1:1nhu hang ndm c) Su
1:1ngkit qua phdn tich dft lieu lam can cu ad cai
hien h? thong xip hang

Ngay:
D~i di~n co thim quyen



PHT) Ll)C SO 02
M~u don d~ngh] thira nh~n

(Ban hanh kem theo Thong tu s60412015/IT-BYTngay1710312015 cua B(Jtruong B(JY ti)

C<)NG HOA XA H<)I CHU NGHiA VI:E:TNAM
D(}cl~p-Tlf do - Hanh plnic

DON DE NGHl THU A NH~N TIEU CHUAN QUAN LY CHA.TLlfQNG

1. Ten TAchirc chung nh~n:

2. Dja chi:

Di~n thoai: Fax:

Email: Website:

3. D~i di~n co thim quyen:
Di~n thoai: Fax:

Email: Di

4. NgtrOilien h~:
Dien thoai:

Email:

Fax:

Di

s. H~ th6ng clnmg nh~n:

H~ thong clnrng nhan heat dong tu khi nao?

Tb chirc chirng nhan dii.duce c6ng nhan Mi t6 chirc c6ng nhan nae khac chira? Dii. D
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••·•·••••••••••••••••••••••••••••••·••mm••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••

Chua D
Ten ca quan thira nhan Thai gian hieu lire

6. Cac tai li~u cua TAclnrc clnrng nh~n glli kem theo don:

6.1 Tieu chuan QLCL toan van D
6.2 Ban sao c6 chirng thirc Giay chirng nhan dang ky hoat dong hop chuan D

6.3 Ban sao c6 chirng thuc Quyet dinh thanh lap, Giay chimg nhan dang ky doanh nghiep/ D
Gifty clnrng nhan d~u tu

6.4 Tai lieu chirng minh tieu chuan da duce ap dung thir nghiem D

6.5 Ban tra loi dap irng cac tieu chi cu th€ thira nhan tieu chuan D

1. ThOigian d~ ngh] ti~n hanh danh gia:

Danh gia so b<) (neu yeu du): Danh gia chfnh thirc:



Cam k€t
T6 chirc chung t6i xin cam ket:

1. Cac thong tin neu trong don nay ciing nhir trong phu luc kern theo la chinh xac

2. Cung cap va cho phep ca quan c6ng nhan ticp can voi cac tai lieu, h6 so va tru so d~ ca quan
thira nhan co th~ ti€n hanh danh gia theo cac chuan mire c6ng nhan

3. Tra d~ydu phf theo qui dinh, kh6ng phu thuoc vao ket qua cuoi cling cua viec c6ng nhan

Ngay thdng nam 20
t>.;_IDI~N TO CH(fC CHUNG NH~N



PHl} Ll}C SO 03
M§u Quy~t djnh thira nh~n

(Ban hanli kem theo Thong tu s60412015/IT-BYT ngay 1710312015 cua B(>truong B(>Yd)

BOYTE C(>NG HOA XA H(>I CHU NGHiA Vl¢T NAM
D{)cl~p - Ttr do - Hanh phuc

s6: /QD-BYT Ha N(>i, nga» thdng ndm 20...

QUYETDJNH
Thira nh~n Tieu chuan quan ly chit Im.mg co s&kham b~nh, chfra b~nh

B(> TRUONG B(> Y TE

Can cu Luat kham benh, chira benh ngay 23 thang 11 nam 2009;

Can cu Nghi dinh s6 87/2011/ND-CP ngay 27 thang 9 nam 2011 cua Chinh
phu quy dinh chi tiSt va hirong d~n thi hanh mot s6 di~u cua Luat kham benh, chira
benh:. ,

Can cu Thong tu s6 04/2015/TT-BYT ngay 17 thang 3 nam 2015 cua B9
tnrong B9 Y tS quy dinh v~ thira nhan tieu chuan quan ly chftt hrong ca so kham
benh, chira benh;

Xet d~ nghi cua Cuc tnrong Cuc Quan ly kham, chfra benh,

QUYETDJNH:
Di~u 1. Thira nhan Tieu chuan quan ly chat luong ca sc kham benh, chira benh

Di~u 2. Tieu chuan quan ly chat hrong duoc ap dung d/Ji voi cac ca so kham
benh, chfra benh tren pham vi .

Di~u 3. Giao Cuc tnrong Cuc Quan ly Kham, chira benh chiu trach nhiem
hirong d~n, chi dao, theo doi, giam sat, tcng hop kSt qua hoat dong clnrng nhan chfit
hrong tai cac ca so kham benh, chtra benh d~ bao cao B9 tnrong B9 Y tS.

Di~u 4. Quyet dinh nay c6 hieu lire tu ngay dSn ngay .

Di~u 5. Cac Ong, Ba: Cuc tnrong Cuc Quan ly Kham, chira benh, Chanh
Thanh tra B9; Giam d6c cac benh vien, vien c6 giuong benh tnrc thuoc B9 Y tS;
Giam d6c Sa Y tS cac tinh, thanh pho tnrc thuoc Trung irong, Ngiroi dirng dfiu Tb
chirc chirng nhan chfit Iuong , Thu tnrong cac ca quan, don vi lien quan c6
trach nhiem thi hanh Quyet dinh nay.',

Nm nhijn:
- Nhu Di~u 5;
- Cong TTDT B9 Y t~;
-Trang TTDT C1,1cQLKCB;
- Luu: VT, KCB.

B(>TRlfONq
(Ky ten, dong ddu)
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PHl) Ll)C SO 04
Miu phieu ti~p nh~n hB SO' d~ ngh] thira nh~n

(Ban hanli kem theo Thong tu s60412015/JT-BYT nga» 1710312015 cua B() truong Bo Y td)

BOYTE
Cl)C QUAN LY

KHAM, CHUA B~NH
S6: /PTN-KCB

C<)NG HOA XA H<)I CHU NGHiA VI~T NAl\1
D(]cl~p - Tv do - Hanh plnic

HaN()i, ngay thdng ndm 20....

PHIEU TIEP NH~N
HB SO' d~ ngh] thira nh~n tieu chu~n quan ly chit hrong CO' sO-kham b~nh, chfra b~nh

HQ va ten: .
Chuc vv: .
Da tiep nhan hli so de nghi thira nhan tieu chuan quan ly chit hrong cua bao glim:

1. Dan d~ nghi thira nhan tieu chuan quan ly chit hrong D

2. Tieu chuan quan ly chit Iuong d~ nghi thira nhan (toan van) D
Ban sao Giay clnrng nhan dang ky hoat dong hop chuan cua Tb chirc chirng nhan
chit hrong theo quy dinh tai Khoan 4 Di~u 13 Nghi dinh 87/2011/ND-CP

3. Ban sao c6 clnrng thirc Giiy clnrng nhan dang ky hoat dong hop chuan cua Tb D
chirc chirng nhan chit hrong theo quy dinh tai Khoan 4 Di~u 13 Nghi dinh
87/2011/ND-CP

4. Ban sao c6 chirng thuc Quyet dinh thanh lap, Giay chirng nha dang ky doanh D
nghiep hoac Giay clnrng nhan d~u tu

5. Cac tai lieu chirng minh be) tieu chuan da duoc ap dung thir nghiem tai cac CO"s6 D
kham benh, chtra benh tai Vi~t Nam bao glim: bao cao thir nghiem be) tieu chuan;
tong hop y kien CUa can bQ quan ly cac CO"SO kham benh, chfra benh va cac
chuyen gia trong Iinh virc quan ly chit hrong,

6. Ban tra loi dap ling cac tieu chi cu th~ theo Phu luc s6 01 D

Ngay hen tra loi k€t qua:

.................. .nga» thdng ndm 20...
NGUOI TIEP N~N HO so
(Ky, ghi ro chirc danh, ho va ten)

Ti~p nhan hli so b6 sung l~n: ngay thang nam Ky nhan:
Ti~p nhan hli so b6 sung l~n: ngay thang nam Ky nhan:
Ti~p nhan hli so b6 sung Ian: ngay thang nam Ky nhan:
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