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QUYfTDINH
bd Ed'nh mgc vin bin quy phlm ph6p luit hiit hiQu lgc toin bQ
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v e vrgc cong

hoSc mQt phiNJff
0 I

uQc linh vrlc q,uin lf nhi nufc cfra BQ Y t6 ttr ngiry 01 th6ng
nim 2023 tl6n ngiry 31 th6ng 12 ndm 2023

BQ TRTIONG BQ Y Tt
/.93....a:

,o ;E)
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,t{Atql

)ll|rit'
Chu- L

cu Luq ban hdnh vdn bdn quy phqm phdp luqt ngdy 22 thdng 6 ndm!
ol, b6 sung mqt s6 di€u cfia Ludt ban hdnh vdn bdn quy pham phdp

4h ngdy l8 thdng 6 ndm 2020;
Cdn c* Ngh! dinh s6 34/2016/NE-CP ngay 14 thdng 5 ndm 2016 cita Chinh

phi quy dinh chi fiet mAt sd di€u vd biQn phdp thi hdnh Luqt ban hdnh vdn bdn quy.\
.u"

$'
phqm phdp luqt;

Cdn c*Ngh! di
phil s*a diit, bii sung

nh sii 154/2020/ND-CP ngay 3l thdng l2 ndm 2020 cia Chinh
m|t sO dieu cia Nghi dinh s6 34/2016/ND-CP ngdy 14 thdng

5 ndm 20 t 6 cila Chinh phil quy dinh chi tiiit mil sd diiu vd bi€n phdp thi hdnh LuQt

KT. B

ban hdnh vdn bdn quy phqm phdp luqt;
Cdn c* Nghi dinh s6 95/2022/ND-CP ngay l5 thgng.l I ndm 2022 cila. Chinh

phit quy dinh c.h*c ndng, nhiQm v1t, quyAn hqn vd co cdu t6 ch*c cia 89 Y t€;
Theo d€ nghi cira V1t trudng Vt1 Phdp ch6.

QUYfTE!NH:
Di6u l..C6ng bli Danh mqc v6n bin quy ph4m ph6p luat hiit hiQu lUc todn bq

ho4c mQt phAn thuQc linh vqc quAn lf nhd nudc cria BQ Y tC tt ngdy 0l th6ng 01
ndm2023 d6n ngdy 31 th6ng 12 n6m 2023 (Danh mqtc kdm theo).

Dilu 2. Quytit dlnh niy c6 hiQu luc thi hdnh k6 tu ngiy lcj ban hdnh.

Didu 3. C6c Ong, Bd: Ch6nh VEn phdng B0; VU trudng Vu Ph6p chiS; Thir
tru&ng c6c don v! thuQc BQ vi tryc thuQc B9 Y ti5 vd c6c cs quan, t6 chric, c6 nh6n
c6 li€n quan chiu tr6ch nhiQm thi hnnh Quytit dinh nity.l . 1y
Noi nhfn:
- Nhu Di6u 3;
- VIp phdng Ch(nh phri (C6ng b6o, C6ng th6ng tin cli6n tri CP);
- Cric B0, co quan ngang BQ, co quan thuQc Chinh pht;
- Toi 6n nhin d6n t5i cao; ViQn Ki6m s6t nhAn din t6i cao;
- BO truong (d.i b/c);
- C6c Thri truong (de bi€Q;
- UBND.cAc tinh, thinh ph6. tryc thuQc Trung uong;
- Sd Y t6 cric tinh, thdnh ph6 tryc thuQc trung uong;
- C6ng th6ng tin diQn tu BQ Y t6;
- Ltru: VT, PC.

!Li6n Huong
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CQNG HdA XA HQI CHO NGHIA VIPT NAM

EQc l$p - Tg do - H4nh phr(c

ANBO Ho4c Mor PHAN rHUQc

01 NAM 20x DtN NGAY I rn,(xc 12 NAM 2023

/ 01 / 2024 cia BQ truong BQ Y tii)

LiNH

'.$)t
N.IiANH MUC vAN sAN HEr rrrEu LUc roAN B0

STT TGn vin bin Lf do h5t hiQu lgc Thiri di6m h6t hieu
IBc

LINH vl,rc AN ToAN TrnL c PHAM

I 091t112023

LINHvtIcnAonrtuvrf
2 Thdng tu sO lOlZOtgftt-BYT ngdy 3O/lO/2018

cta BQ truong BO Y ti5 ban hdnh Danh mgc vd tj,
Dugc bdi b6 bdi Th6ng tu sOZOlZOZZffr-BYT ngdy

3111212022 cta BQ trudng BO Y ti5 ban hanh Danh
0U312023

.\$
,^$-

DANHMUC

Thdng tu s6 rutzOnfrf-BYT ngdy ol/4/2oll
cia BO truong B0 Y ttl v€ huong d6n 6y m6u phgc

vu thanh tra, ki6m tra vd ch6t lugng, vQ sinh an

toan thgc phim

Du-o.c b6i b6 boi Th6ng fi s6 tllzozlfff-s)/T
ngity 251912023 cria BQ tru&ng BO Y tti sta tt6i, b6

sung vd bdi b6 mQt s5 vln ban quy ph4m ph6p lu{t
v,5 an toan thyc phim do BQ truong BO Y tii ban

hAnh
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TGn vI ,t\s- Lf do h6t hiQu tqc Tadri tli6m hdt hieu
I,fc

lQ, rti€u kiQn thanh t"tii t6i vdi thu6c h6a dugc,
sinh phAm, thu(sp)r6ng x4 vi ch6t drinh d6u thuQc

ph4m vi dq,sbtuong cta nguoi tham gia bio hi6m
v t6 ' t.to*t=

mgc vd tj, lQ, didu kiQn thanh torin d6i v6i thu5c h6a

dugc, sinh ph6m, thu5c ph6ng x4 vd ch5t <t6nh d6u

thuQc ph4m vi tlugc hudng cria ngudi tham gia b6o
hi6m y t6

3
1\

6*
b\)

\\'
..dr6ng tu sd 01/2020frt-BYT ngiy 1610112020-cta 

BQ truong B0 Y ti5 sria a6i, b6 sung Th6ng tu
sO IO/ZOtg[t-BYT ngdy 30 thring l0 nnm 2018
cta BQ trudng B0 y ti5 ban hdnh Danh mgc vi fj.
lQ, tti6u kiQn thanh torlLn d6i vdi thu6c h6a dugc,

sinh phAm, thu6c ph6ng x4 vd ch6t dri*r a5u ttru6c
ph4m vi dugc hudng cta ngudi tham gia bAo hi6m
ytc

Dugc bai b6 bdi Th6ng tu sri 2012022f1T-BY't ngiry
3111212022 cua BQ truong BO Y t6 ban hdnh Danh
msc vi tj'lQ, diAu kiQn thanh toan d6i v6r.i thu6c h6a
duo. c, sinh ptAm, ttru6c ph6ng x4 vd chSt d6nh ddu

thuQc ph4m vi dugc hudng cta ngudi tham gia bio
hi6m y ti5

0t/3/2023

4 Th6ng hr sO 2}lZOZOfrt-BYT ngdy 26lll/2020
cta BQ truong BO Y t6 srla d6i, b6 sung mQt s6

didu qia Th6ng tu sO :O/ZOtgftt-BYT ngiy 30

thring 10 nlm 2018 cria BQ truong BO Y ti5 ban

hinh Danh mqc vn tj lQ, didu kiQn thanh toAn d6i
vdi thu6c h6a dugc, sinh phAm, thuiic ph6ng x4 vi
cn6t arintr d6u thuQc ph4m vi dugc hudng cria

ngudi tham gia b6o hitim y t6

Dugc bii b6 boi Th6ng tu s5 2012022ffT-BY-I ngdy
31/1212022 cia BQ tru&ng BO Y t(5 ban hanh Danh
mgc vi tj'lQ, di6u kiQn thanh to6n d6i vdi thudc h6a
dugc, sinh ptrAm, ttru5c ph6ng xp vd ch6t d6nh d6u

thuQc ph4m vi dugc huong cria nguoi tham gia b6o
..1 .t
nrem y te

0U3t2023



J
*)

\5',
^N,a$,

Thdi di6m tr6t niEu

lFc
Lf do h5t hiQu lgc

LINH YtI. c Dr.Iqc - MV PHAM.i

0111012023Eugc bdi b6 bdi Th6ng tu s6 rcoozzfrt-BYT ngdy

l5l8l2)23 cria BQ tru&ng BQ Y tii quy dinh vi€c d6ng

lcf luu hdnh a5i vOi ttruOc gia c6ng, thut5c chuy6n

giao c6ng nghQ tpi ViQt Nam

5

..'\

rfr- ngdyrI
1J 0l2 I BYT JI 0 J812tu JThdng

nB t6Y dencua doI glaho4thu6ng
oc

LiNrr Wc xf no4cn - rAr cufrn
1519/2023Duqc bai b6 bdi Th6ng tu sO tSlZOZlfft-BYT ngdy

2Ol7l2O23 cria BQ tru&ng BQ Y ti5 quy ilinh gi6 t6i tla

vi chi phi phuc vu cho vi€c x6c dinh gi6 mQt don v!

m6u todn ph6n vd chti phAm m6u d4t ti0u chuAn.

6 Th6ng tu sA fi/ZOZOTI-BYT ngdy l2llll2\2o
cria BQ truong BO Y t6 quy dfnh gi5 tiSi da vd chi
phi phlc vu cho viQc x6c dinh ei6 mQt tlor vi m6u

toan phAn vd ch6 phAm m6u dat ti6u chuAn

17n112023Euqc b6i b6 bdi Th6ng tu s6ztlz1zlfft-BYT ngdy

17llll2)23 cria BQ trudng BO Y ti5 quy dlnh khung

gi6 dich vg kh6m bOnh chta bQnh trong ciic co s&

kh6m b€nh, chta b$nh criaNhi nudc

7 Thdng hr se' yDOfifff-BYT ngdy 3}llll2}l8
cta BQ truong BQ Y tt5 quy tlinh mric tdi da khung
gi6 dich vu khAm bQnh, chta bQnh khdng thuQc

phpm vi thanh to6n cria Qu! b6o hi6m y tti trong

cdc co sd khrim bQnh, chtia bQnh cria Nhd nu6c vd

hudng d6n 6p dUng gi6, thanh to6n chi phi khrim

bQnh chta bQnh trong mQt sO truong hal'p

17/1U2023Duqc bai b6 bdi Th6ng tu sii 22120231TT-BYT rlgity

l7lll/2023 cria BQ tru&ng BO Y ti5 quy dinh thiing
duo. c thanhnirSt d! uachh bkh6ma c enh,vu

Th6ng tu sO l9lZOtg/tt-BYT ngiy 3011112018

cria BQ truong BO Y tti quy dinh th6ng nh6t gi6

d uahiem t6ch khdm ch bua baoCnh

STT
a{li

TOn v5n b(s.'/

^oc'o

8.
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Thoi tli6m h6t hi6u
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Lf do h6t hiQu tgcSTT T6n vln
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torin b6o hi6m y tii gita c6c bQnh viQn ctng h4ng tr6n

toan qu6c

prr$trcn toan qu6c vd hu6ng

to6n chi phi kh6m bQnh, chta
trong mQt sii truong hqp;

c6c bQnh viQn cing
a6n ap aung, thant'
bQnh beo{iAil y t6

t7tlU2023Duqc bai b6 bdi Th6ng tu s6zztzozzrrt-BYT ngiy
l7lll/2023 cria BQ trudng BO Y t6 quy dfnh th6ng

ntr6t gla.Oictr w khtun bQnh, chiia bQnh <tugc thanh

to6n bdo hi6m y ti! gita c6c bQnh viQn ctng hpng tr6n

toan qu6c

9.

a"',t"*

ThQrrg'irr sti I 3/201 9 TT-BYT ngiry 051712019 cia
rBb truong BO Y t6 sria d6i, b6 sung m6t sii di6u

cria Th6ng tu 16 :gfzotsfff-BYT ngiy 30 thring

ll nlm 2018 cta B0 truong BO Y ti5 quy dinh

ttr6ng nh6t gia dich w khrim b9nh, chta bpnh bio
hi,5m y t6 gita c6c bQnh vi€n cr)ng hqng to6n tod,n

qu6c vd hucrng din 6p dgng, thanh torin chi phi

kh6m bQnh, chfia bQnh bio hi6m y tti trong mQt s6

truong hqp.

t7^t/2023Euqc bAi b6 bdi Th6ng tu sr5 2112023ffT-BY-l ngiry

l7llll2}23 cria BQ truong BO Y ti5 quy dinh khung

gi6 dich W khtun b€nh chta bQnh trong c6c co sd

kh6m b€nh, chta bOnh cria Nhi nudc

10. Th6ng tu 14120$ffI-BYT r,giry 05/712019 c:d.a

B0 trucme BO Y t6 sria ddi, bi5 sung m$t s6 didu

cria Th6ng tt s6lllz}fifrc-BYT ngiy 30 th6ng

I I nnm 2018 cria BQ tru&ng BQ Y ti5 quy dinh mrlc

t6i da khung gi6 dich w kh6m bQnh, chta b€nh

kh6ng thuQc ph4m vi thanh torin cria Qu! b6o

hi6m y ti5 trong c6c co sd khrim b€nh, chfa b€nh

cria Nhd nudc vd hudng ddn 6p dWrg gir6, thanh

torin chi phi kh6m b€nh chfa bQnh trong mQt si5

truorrg hqp
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Igc

LINH Wc s(/c rcr6r BA ME - rnf nvr

11.

Nor* 'Sta hgc duong

-r]\ '-
Th6ng tu.ed 3 I/2019/TI-BYT ngiry 051 1212019

cta.oQ0'tiudn8 BO Y t6 quy dinh ydu cAu dtii v6i

,,t6c'3an ph6m sta tuoi sri dqng trong Chuong trinh

Dusc bai b6 boi Th6ng tu s6 ostzOzlffT-BYT ngdy

l4l4l2o23 cia BO trudng Bo Y t.i bAi b6 mQt s6 v[n
ban quy ph4m ph6p luflt do B0 tru&ng B$ Y t6 ban

hdnh

14t4t2023

LiNHWc PHONG, CH6NG HIV/AIDS

12. Quy6t dinh sti 265/2003/QD-TTg ngiy
16112/2003 cta Thri tuong Chinh pht vC chi5 dQ

ar5i vfi nguoi bi phoi nhi6m vdi HIV ho{c bi
nhiEm HIViAIDS do tai npn rui ro ngh6 nghiQp

Dusc b6i b6 boi Quy6t dinh si5 3212023/QD-TTI
ngiry 2lll2/2023 cta Thi tuong Chinh phti bAi b6

todn b0 holc mQt phdn mQt s6 vdn ban quy ph4m

ph6p lu$t cria Tht tu&ng Chinh pht

2Ut212023

13. Quy6t ei*r s5 oolzoozlqo-TTg ngdy 07l5l2o07
cria Thri tur5mg Chinh pht vd viQc tfranh lflp QuI
h5 trg ngudi nhi6m HIV/AIDS

Eusc bfli b6 boi Quy6t dinh s6 32120231QD-TTg

ngiry 2lll2/2023 cria Thri tuong Chinh phi bai b6

toan bQ hoic mQt ph6n mQt s6 van ban quy ph4m

ph6p luit cta Tht tudng Chinh pht

2ut2/2023

14. Quy6t Ai*r sA gAtZOOttQF,-TTg ngiy 281612007

cta Thri tuong Chinh phri vO viQc quan ly, chdm

s6c, tu v6n, didu tri cho nguli nhi6m HIV vd
phdng l6y nhi6m HIV t4i c6c co sd gi6o dgc,

Eusc bdi b6 bdi Quy6t dlnh si5 32120231QD-T'te

rgiry 2lll2/2023 cta Thri tuong Chinh phti bai b6

toan bQ ho[c mQt phin mQt s6 vdn bin quy pham

ph6p luflt cria Thri tudng Chinh pht

2t/1212023

-t'
. _6C,

";
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IEc

truong gi6o duong, cOtE chta bQnh, co s& bio trg
xEhQi, trei gialgdai t4m giam

15.

{\

'r1
5$

nrong-,trr't5 o gl2ol2nT-BYT ngiry 24/5/2012
cridb. tuong BO Y ti5 vC viQc ban hanh huong

d$n gi6m s6t dich tE h9c HIV/AIDS vi gi6m s6t
-c6c 

bQnh ldy truydn qua ttudng tinh d1rc

Duqc bai bd bdi Th6ng tu s5 07120231'rT-BW ngiry

04/412023 cria BO trudng BO Y t6 huong din quy

trinh, phuong ph6p gi6m s6t dich t6 hAc HIV/AIDS
vd girim s6t c6c bQnh l6y truydn qua dudng tinh dgc

0u6/2023

16. Th6ng tu sri Ollzotsrrr-BYT ngdy 161312015

cta BQ truong BO Y t6 quy tlinh chti d0 b6o ceo

c6ng t6c phdng, ch5ng HMAIDS

Dugc bai b6 bdi Th6ng tu s6 oslzozzfft-BYT ngdy

lol3/2023 cta BQ trudng BO Y ti5 quy dinh chti d0

b6o c6o dinh k, ho4t dQng phdng, ch5ng HIV/AIDS

0U5/2023

t7. Th0ng tu sO OZIZOZO|fI-BYT ngdy 2OlOll2O2O

cria BQ tru&ng BO Y t6 quy <tinh trinh tg, tr6ch

nhiQm th6ng b6o kiit qui x6t nghiQm HIV duong
tinh

Dugc bdi b6 b&i Thdng tu sO OqlzOZlfru-BYT ngiy
2810212023 cria BQ truong BO Y t6 quy dinh hinh
thrlc, quy trinh th6ng b6o ki5t qui x€t nghiQm HIV
duong tlnh vd ti6p c$n th6ng tin nguoi nhi6m HIV

0U512023

LiM{Wc euAN Lf MOITRL/CrNGYTt

Duqc bai b6 b&i Th6ng tu s6 l4/2022ff'f -BYT ngiry

06/1212022 cta BQ tru&ng BO Y t6 bEi bd mQt sii v5n
ban quy ph4m ph6p lu$t do B0 truong B0 Y ti5 ban

hdnh, li0n tich ban hdnh

18. Th6ng tu li6n tlch sO 481ZO1,4|[TLT-BYT-

BTNMT ngny 22/1212014 cria B0 Y ti5, BO Tdi
nguy6n vd M6i trulng huong d6n ph6i hq'p thgc
hiQn quan ly nhd nu6c v6 bao vg m6i truong d5i

.Avol co so y te

0U2t2023
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LINIIWc KIAM BENH, CHITABENH

19.

.i\
,6$

n ore nrci''i) oor, * -rtr ngiry 3 | t t2/2013
cria^B.bttiusne BO Y t6 ban hinh quy hinh girirn

-dirii'ph6p y

Duo. c bdi b6 bdi Th6ng tu s6 tllz}zzfff-BYT ngdy

3\llll2\22 cria BQ trudng BO Y t6 ban hinh quy

trinh, bi6u m6u gi6m dinh phdp y, thdi h4n, nh6n llrc
thsc hiQn girim dinh ph6p y

01/3/2023

N\I
20. Thdng tu s6 SztZOrctrJ-BYT ngdy 30/12/2016

cta 86 truong BO Y t6 quy ttinh vd fiiq- ,r1r,
). ',.,^^quy€n h4n, m6i quan hQ c6ng t6c vd ho4t tlQng cta

HQi ddng girem dlnh y khoa

Eugc b6i b6 bdi Th6ng tu sO OtlZOZlfft-BYT ngdy

0l/212023 ctaBQ tru&ng BO Y t6 ban hdnh quy trinh,
bitiu miu.girim ttinh ph6p y, thdi han, nhdn llrc thgc

hiQn gi6m dinh ph6p y

15/4/2023

LiNrr Wc IRANG THrtT BI vA cONG rnimr vrt
21. Quyiit einh si5 36/2006/QD-BYT ngiry t4/1U2006

cta BQ truong BQ Y tl5 vd viQc ban hinh "Quy dM
vC ttri nghiem hm sang trang thiist bi y ti5"

0U212023

Th6ng tu s6 ru/ZOZO|TI-BYT ngdy 1O/7|2O2O

cta BQ truong BQ Y t6 quy dinh mQt s6 nQi dung
toong ct6u thAu mng ttrii5t fi y tEtqi cfuc co sd y ttl
c6ng lflp.

Dugc bai b6 bcri Th6ng tu s6 ostzOZtfiT-BYT ngiy
14/412023 cta BQ tru&ng BO Y ti5 bdi b6 mQt s6 vdn

ban quy pham ph6p luft do BQ truong BQ Y tiS ban

hdnh

t4/4/2023

I

Dugc bii b6 bdi Th6ng tu sd tl/ZOzZfft-BYT ngdy

06112/2022 cta BQ tru&ng BO Y t6 bai b6 mQt sii v[n
ban quy pham ph:ip luflt do BQ tru&ng BO Y tis ban

hdnh, li6n tich ban hanh

22.
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Thdri tti6m h6t hieu
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Lf do h6t hiQu lgcSTT r6n vIn b{g
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?bN'

LhTHWCQUANLf CHT'NGd
-i

0U2/2023Dugc bai b6 bdi Th6ng tu sri 14/2022ffT-BYT ngiry

O6tl2/2022 cia BQ trudng BO Y ti5 bai b6 mQt s6 vnn

ban quy pham ph6p luQt do B0 truong BO Y t6 ban

hdnh, li€n tich ban hdnh

23.

+

qrve, ai"leS)'s/2008/QD-BYT ngny 30/5/2008

cta Bfrdti'ring BO Y t6 ban hanh quy ch6 lim vi€c

jl(d$o vtC

Dugc bdi b6 bdi Th6ng tu sii 1412022rrl-BY-l ngity

0611212022 cria B$ trudng BO Y t.i bai b6 mot s6 van

ban quy ph4m ph6p luflt do BQ truong B0 Y ti5 ban

hnnh, li6n tich ban hnnh

$2+ Th6ng tu s5 OglZOt:/tt--BYT ngiy 29l3l2\l3
cria BQ truong BO Y t6 huong d6n viQc t6 chric,

quan ly hOi nehi, hOi thno qu6c ti5 vA y ti5 t?i viQt
Nam

LINHVT/C euAN LV Y, Dr.Iqc cO rnuvtx
l4t4/202325 Th6ng tu s6 ollzorcfrt-BYT ngdy 2l/0112016

cta B$ truong BO Y t.i quy dinh hoat ttQng kinh
doanh dugc liQu

LiI'[IrwCYTf D\IPHoNG

2011012023Dusc bai b6 bdi Quyt5t dinh s6 26/20231QE-'fTe

ngity 1911012023 cria Tht tur5mg Chinh pht Sria d6i
phq lqc quy dinh thdi gian ri bQnh trung binh vi thoi
gian kh6ng ph6t hiQn th6m trudng hqp mic bQnh

26. quy6t dlnh so ottzozotqo-TTg ngdy 26/0212020

stra d6i, b6 sung mQt s6 didu cta Quy6t dM so

02l20l6lQE-TTgngdy 28 thang 01 ndm 2016 cta

0t/2/2023

Duo. c bii b6 boi Thdng tu sti 08120231'fl-BYT tgiry
L41412023 cria BQ tru&ng BO Y t6 bai b6 mot s6 vdn

ban quy pham ph6p luflt do B0 truong B0 Y t6 ban

hdnh
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tr. DAriH MUC VAN rAX n6r nrEu LU. g MQT prrAN

STT
.r"

I etr van D4a!-\ .
- \',..\\.

-L.'

Lf do h6t hiQu lgc Thli tli6m n5t nl6u
Ilrc

Tht tuong Chinh viQc quy dinh di6u kign
dich bQnh truyAn nhi6m

truydn nhi6m ldm cin cri d6 cdng t5 trtit aictr Entr
truydn nhi6m ban hanh kdm theo Quy6t Ainn s5

02/20161QD-TTg ngity 2810112016 quy dinh tti6u
kiQn c6ng UO Oictr, cdng b6 trtit Olctr bQnh truy6n
nhi6m

Y

&:

STT TOn v5n bin NQi dung tr6t hi6u tgc Lf do h6t hiQu lgc Thli di6m tr6t tri6u lgc

LnYH Vu. C AN TOAN Trruc PHAM

quy6t ainn s6 +atzooltqo-
BYT ngiy l9ll2/2007 cta BQ

tuong BQ Y tii vd viQc ban hdnh.

"Quy ttinh eidi han t6i da 6
nhi6m sinh hqc vd h6a hgc trong
thgc phAm"

Mpc 4 giii thich tu ngt vi mgc 5 so6t
xdt b6 sung thuQc Phdn 1 Quy tllnh
chung cta Quy dlnh Gi6i h4n t6i da 6
nhi6m sinh hgc vd h6a hgc trong thuc
phim; Mpc 4.5 quy ttinh v0 sinh an

toan ch6t tAy rua ding dti rua dung cp
tiilp xric v6i thgc phAm; Mpc 4.6 quy
dinh gi6i han t6i da kim lo4i nlng th6i
nhi€m tu dUng cU chria dpg, bio qu6n

vd dun n6u th hAm cu

Dugc bdi b6 b&i Thdng tu s6

ll/2O23frc-BYT ngdy

251912023 cia BQ trudng BQ Y
t6 sria d6i, bt5 sung vd bdi b6

mQt s6 vdn bin quy ph4m ph6p

lufltvO an toan thgcphAm do 86
truong BQ Y t6 ban hnnh

091rU2023l.
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Thtri tli6m t6t niQu tgcLf do h5t hieu ltrc
-]lTs
,b'-

NQi dung n6t niQu tqcSTT T6n vin bin (\o
bang g6m, thu! tinh) thuQc Phdn 4 quy

ttinh vO sinh an toan d6i vdi bao bi,
dpng cu chta dpg thyc phim cria

Quy <tinh Gi6i h4n t6i da O nhiEm sinh

hgc vd h6a hgc trong thlrc'phAm; Muc
6.5 quy dinh gi6i han cho phdp vi sinh

v$t trong ng! cl5c vd san phAm ngt
clic; Muc 6.8 quy itinh gioi h?n cho

ph6p vi sinh vflt trong gia vi vd nudc

ch6m; Muc 6.1I quy dinh gi6i hpn cho

phdp vi sinh v{t trong dti hQp vd Mpc
6.12 quy dlnh gioi h4n cho ph6p vi
sinh vft trong dArl md thuQc Ph6n 6

gidi han vi sinh vQt trong thlrc phAm

vi Danh mgc ctr6t h6 trq chiS Ui6n dugc

ph6p sri dgng trong san xu6t va ch6

bi6n thuc phAm tai Phdn Z Danh mgc

c6c ch6t h6 trq ch6 bi6n dugc ph6p srl

dgng trong san xu6t vi chii biiln ttryc
pham

aa.l*

i\

^ottt'"^(v($"

u*t*

q,'r;l
^Oot"

-{

09/tv2023Dugc b6i b6 bdi Th6ng tu s5

l7l2023tt"l-BYT ngey

251912023 cta BQ tru&ng BQ Y
tl5 sta ddi, bi5 sung vd bai b6

Khoin 2, 3,4 vd 5 Di6u 2; khoan l,
khoan 2 DiCu 3; di6m a khoan I Didu

4; Ei0u 5; Di6u 6; Di6u 7; Di6u 9;

dii5m a khoan l, <ti6m c khoan 2 Didu

2 Th6ng tu sO $/ZOrufff-Pl{T
ngiry 24llu20l4 cta BQ truong
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STT TOn vIn bin 
-$o

.,b\-
NQi dung tt6t triQu tuc Lf do hdt hiQu lgc Thiri ili6m t6t uQu lgc

B0 Y ti5 quy tlinh 
"e 

quan fytt rrc
phAm chrlc ning * .a''

. t.oo
()tt'

'ts'"'"

10; khoAn l, khoan 2 DiAu l1; diiSm a

kho6n 1 Di6u 12; DiAu 13; kho6n 2

Eidu 14; khoan 2 Ei6u 15; Chuong
VII

3

.1\
5c\'

\t$

lmoi! u s6 +s/zotstrr-BYT
\igity 0Vl2l20l5 cria BQ trudngr -'
B0 Y tC quy dinh ho4t dQng

ki6m ha an toin thgc phAm

trong sin xu6t, kinh doanh thyc
phAm thuQc pham vi quan ly cfa
BO Yt6

Ditim tl khoan I Didu 6 Dugc b6i b6 boi Th6ng hr s6

17/2023TT-BYT ngiy
2519/2023 cria B0 truone B0 Y
ti5 sta tl6i, b6 sung vd bii b6

mQt s6 vin ban quy pham ph6p

luit vd an toan thyc phAm do BQ

tru&ng B0 Y t6 ban hanh

09/1y2023

4 Th6ng tu sii tS/zotgrrt-sYT
ngiry 17/712019 c0a BQ trudng
BO Y ti5 huong d6n Thyc hdnh

san xu6t t6t (cMP) trong sdn

xu6t, kinh doanh thgc phdm bio
vC sr?c kho6

S6 tflf t.u :Z ptr6n giii thich nr ngt; bai
b6 mpc 3.11.2; 3.17;3.29 vit3. 9 phan

III Co sd sin xu6t vi trang thii5t bi t?i
Phlr lqc

Dugc b6i b6 bdi Th6ng tu sd

l7/20%ff1-BY'l ngey

25/9/2023 cria B0 trudng B0 Y
tii sfra d6i, b6 sung vd bai b6

mQt sii vdn bin quy pham ph6p

luflt vd an toan thgc phAm do BQ

truong B0 Y t6 ban hanh

09/tr/2023

5 Th6ng tu sti 29l2o2ofrT-
BYT ngdy 31112/2020 cta BQ

trudng BQ Y tii srla d6i, t6 sung
vi b6i b6 mQt s6 v6n bin quy

C6c di6m b, c, d vd d khoan l0 DiAu I Dugc bdi b6 boi Thdng tu s6

17/202311T-BW ngay

251912023 cria B0 tru&ng B0 Y
tti sria d6i, b6 sung vd bdi b6

0911U2023

mQt s6 v6n b6n quy phpm ph6p

luflt v0 an toan thlrc ph6m do BQ

truong BQ Y tti ban hanh
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STT TGn vin bin NQi dung tr6t hiQu IEc Lf do h5t hiQu Isc Thdri tli6m n6t niQu lsc
phqmphrip lu{t doBQ
Yt6 ban

-t
\r""

enhanh, anhdnh
B0 mQt s6 vin ban quy pham ph6p

tuft vd an todn thgc phim ao n6
truong Bg Y t6 ban hanh

*.$
(($" LfNrr Wc rAo rufivr yrt

a"rt-
ngiry 17/10/2018 cria Chinh pht
quy dinh chi ti6t vd huong din
biQn ph6p thi hnnh mQt sti di6u
cta Luflt 86o hi6m y ti5

dinh Io 04612 Is 8A{D P-C LKhoan 16 Didu 3

2.CfucLhoin4,5 vn 6 Di6u 24

Duoc b6i b6 bdi Nghi dinh sii
75120231ND-CP ngdy
19110/2023 cria Chinh pht sr?a

d6i, U6 sung mQt s5 didiu oia
Nehi dM sii r+6/zor8/No-cp
ngdy 17 thring 10 n6m 2018 cta
Chinh pht quy dinh chi ti6t vd
hudng din biQn ph6p thi hdnh
mQt sO aieu cria Luft Bio hi6m
yte

6.

LINHWcDT/qc-M?PHAM
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STT T6n vin bin {t'' I NQi dung t5t niQu lsc Lf do h6t hiQu lgc Thiri di6m n6t hiPu hlc

7 Nghi tlinh
rgity 12/11

sua ool, Do

s6 tsstz -CP Khoan 71, t},oi:l:,72, khoan 73, khoan
12018 Chinh pht 74 khoan 75 Di6u 5

Qt s5 quy dinh
li6n q tti6u kiQn diu tu

thuQc ph4m vi quin
nudc cria BQ Y tti

r$l
.{

Lo-

Dugc bdi b6 boi Nghi dinh s6

88/2023|NE-CP ngdy

llll2l2023 cria Chffi phri sta
,:. ,: ^. ,( -.iool, Do sung mQt so oleu cua

Nshi dinh s6 salzotznvo-cp
ngdy 08 thri,ng 5 ndm20l7 cl0,a

Chinh pht quy tlinh chi tiCt mQt

sO diCu vd bi€n phip thi hdnh

Luflt Dugc vd Nghi <Iinh so

155/201S/ND-CP ngdy 12

th6ng ll ntrm 2018 cta Chinh
phri sria d6i, b6 sung mQt sli

quy dinh li0n quan di5n itidu
kiQn dAu tu kinh doanh thuQc

ph4m vi quan lj nhd nu6c cta
BOYt6

tt/12/2023
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STT TGn vin bin
{eto

rb\" NQi dung n6t ni6u tgc Lf do n5t niQu tsc Thli tli6m ndt nigu trSc

,.i\

*Tl

8.

q.P

Thdng tu sti 3

ngiry 22/lll20l
B0 Y t.5

;, -.ve lnuc nann

nguy6n liQuttit sin

l.Di6mbkhoan5Didull

2. Khoan 6 Di6u 1 1.

3. Cum tu "ho[c PIC/S - GMP hoflc

EU - GMP" t4i mdu sO Ot PhU lUc X.

4. Cpm tu "ho[c HQ th6ng hqrp t6c

thanh tra duo. c ph6m @ICIS) hopc

Li6n minh Chdu Au (ELI)" tai mdu si5

05 Phu luc X.

Eugc bAi b6 bei Th6ng tu
1212022trc-BYT ngay
2lllll2022 c:0ia B0 truong B0
Y tis srla d6i Th0ng ru
35/2018|Y[-BYT quy itinh v6
ThUc henh ttit san xuSt ttru6c,

nguydn ligu ldm thui5c do B0
truong BO Y tri ban henh

0510U2023

9 Thdng tn s6 26l20lglTt-BYT
ngny 30/812019 ctia B0 trudng
BO Y tti quy ttinh vd danh mgc
thuiic hi6m

DiAu 9 vd cpm til'Ve cflp nh$t Quyi5t
dinh sria O6i, U6 sung Danh mpc thutic
hii5m trOn C6ng th6ng tin di€n ttl cria

BO Y tti vi Trang th6ng tin ttiQn tu cria

Cpc Quan ly Duqc trong thdi han 03

ngey t6 tir ngey BQ truong BO Ytis ky
quyiit dinh't4i Khoan 1 Di6u 10

Dugc bei b6 boi Th0ng tu sO

1412022ffT-BYT ngey
0611212022 ct:a BQ tru&ng BQ

Y t6 bei b6 mQt s6 vin ban quy
pham ph6p luflt do BQ truong
89 Y ti5 ban henh, li6n tlch ban

henh

0112t2023

truong
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Thdi tli6m tr6t triQu tgcLf do trSt nipu tqcSTT TGn vIn bin $o NQi dung n6t ni6u frpc
rb\"

0U0212023Duo. c bai b6 b&i Th6ng tu s6

1512022fff-BYT ngey

0911212022 cl&ra BQ tru&ng BQ

Y ti5 sta e6i, U6 iung mQt sd

cti6u vi PhU lUc t4i Th6ng tu sd

O3l2ODfr"l-BYT nsay 28

th6ng 3 ndm 2019 cfia B0
truong BO Y tti ban hAnh Danh

mpc thu5c san xu6t trong nudc

i16p tmg y6u cAu vC Aieu tri, gi6

thuiSc vi khi neng cung c6p

vi Th6ng tu sri l5l2}20fru-
BYT ngAy 10 th6ng I n[m
2O2O cria BQ.tru&ng B9 Y t6
ban hanh Danh mgc thu6c d5u\ ';

thAu, Danh mgc thu6c d6u thAu

tap trung, Danh mpc thui5c

dugc 6p dung hinh thric etdm

phrln gi6

^i\

[.+"

10. Th6ng tu si5 0f,l20

cAu ve eli6u tri, gi6

vi khi ndng cung cdp
V

thu6c

-BYT
ngdy 281312019 0 truong
BOYt6 Danh mpc

trong nudc d6p

Khoin 3, Kho6.n 4 Ei6u 5 Th6ng tu s6

03l20t9lrr-BYT
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STT T6n vln bfrn
't$o

t6ts NQi dung n6t nigu tgc Lf do n5t nigu tsc Thli tli6m n5t nipu tsc

Ei6u 4 Dugc bei bd boi Th6ng tu s6

1512022fru-BYT ngey
0911212022 c:iua BQ truong BQ

Y ti5 sria aOi, t6 sung mQt s5

e[6u vd Php lpc tai Th6ng tu siS

03l20l9tlT-BYT ngey 28

th,{ng 3 ndm 2019 cria B0
truong BO Y t6 ban henh Danh
mgc ttrui5c san xu6t trong nudc
a,
cl6p img y6u cdu vC di6u tri, gi6
thutic vd khi ning cung c6p

vi Th6ng tu sO lslz}z}frc-
BYT ngdy 10 th6ng 8 n6m.
2020 cta BQ truong BO Y t6
ban hanh Danh mpc thui5c d6u

thAu, Danh muc thu0c <t6u thAu

tip trung; Danh mpc thuiSc

dugc 6p dung hinh thric <ldm

ph6n gi6

0t/0212023ll

{t

t$p trung, Danh mgc
dugc 6p dUng hinh thrlc

1 0 truong
Danh mpc

YTTh6ng tu s5 I

Danh mpc thu6c

phrin gi6

nBiY

BOY
thutic

DiAu 5 Eugc b6i b6 boi Th6ng tu s0

06l20nfrT-BYT ngey
121312023 cta B0 truOng B0 Y
tiS sria A6i, U6 sung mQt s5 ei6u

2714t2023
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Thli tli6m n6t ni$u tpcLf do tr6t niQu tgcT6nvln bin atr NQi dung n6t niQu tgcSTT

cria Th6ng tu si5 Lslz}lglTT-
BYT ngdy 11 thdng 7 nilm

2}lg cria B0 tru&ng Bq Y t6
quy ttlnh viQc tt6u thAu thu6c

tqi cdc co s& y t€ c6ng lflP

. .,roC
()ot'

^+9-
{1$"

,\lr.\

c,)'
gooo

*l

LINH WC KHAM BIF.,NII, CHUA BENHid*
"d\,

t510212023Dugc bai b6 bcri Th6ng tu si5

l7l2022ffT-BYT ngey

30112/2022 cta BQ trucrng BQ

Y tti quy clinh nhiQm vg kh6m

benh, chtra bQnh tdm thdn cria

circ cs s& kh6m bQnh, chfia

benh

\). Quytit dinh s6 1895/1997/QE-

BYT ngdy l9l9ll997 cta BQ

tru&ng BO Y t6 vd viOc ban hanh

Quy chiS bQnh viQn

Quy chiS c6ng t6c k*roa T6m thdn quy

dinh t?i khoin 7 Phan V

t)\
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Lf do h6t hi$u lyc Thoi tli6m n6t uiQu tgc
,\\\

\b\
NQi dung n6t niQu tgcSTT TOn vin bin ($o

15/02/2023Duo. c b6i b6 bdi Thdng tu s6

l8/2022fiT-BY-l ngdy

3l/12/2022 cria BQ trudng BQ

Y t6 sta d6i, b6 sung mQt s6

di6u cta Th6ng tu sl5

56l20l7nT-BY-l ngey 29

thing 12 ndm 2017 cria BQ

truong B0 Y t6 quy dinh chi ti6t
thi henh Lu0t bio hitim xa hOi

vd Luflt an todn vQ sinh lao

dQng thuQc linh qrc y t6

Php lpc 4 vi PhU luc 513.

d!'
+

ud

'$'Th6ng tu li€n ^tich s6

2ol2u6fiTLT-BK[]'

Qng - Thuong binh vi
huong d6n khrflm girim

'dinh benh, tat, d! dang, di tflt c6

li6n quan dtln phoi nhi6m v6i
ch6t dqc h6a hgc ddi vdi nguoi
ho4t tl$ng khang chitin vd con d€

cta hg

Y t6 vd B0 truong

I{x6

BLETB)C{ 016/2016 c:&;a

B0
B0

2714/2023Dugc bai b6 bdi Th6ng tu s6

06l20nffT-BYT ngey

121312023 cta BQ truOng BQ Y
tti srla d6i, b6 sung mQt sri dieu

cria Th6ng tu s5 l5l2019/TT-
BYT ngiy 1l thang 7 n[m
2019 cta BO truong BO Y t6
quy dlnh viQc d6u thiu thu6c

t4i c6c co sd y tti c6ng lfp

Khoan 2 DiAu 3, khoan 4 Did,t 27,

di6m c khoan 3 Eiitu 32, di6m h khoan

4 Ei6u 45 vi khorin 9 Di6u 50

14. Th6ng tu s6 tszzotgrrr-sYl
ngiry lll7l2019 cta BQ trudng
BO Y t6 quy ttinh vi6c d6u thdu

thu6c tai c6c co sd y t6 cdng lfp

LA\H Wc xE no4cu-rAr cHiNH
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STT TOn v5n bin $'.,.{\
NQi dung n6t nigu tgc Lf do h6t hiQu lgc Thli tli6m h6t triQu tgc

15.

Itj*
$

Di6m a, diem b, di6m c, <tii3m <t khodn

8 Didu I
Dugc b6i b6 b&i Th6ng tu s6

06/2023fft-BY-l ngiy
121312023 cta BQ truong BQ Y
t6 srla d6i, b6 sung mQt s6 di6u
cria Th6ng tu s5 tsfzotsfrt-
BYT ngdy 1l th6ng 7 nim
2019 cia B0 truong BO Y ti5

quy dinh viQc d6u thAu thuiic
' ,,( ^t?r cac co so y te cong lap

2714/2023so 2qsob;nr-

s6 vin bin quy

li6n tich ban hanh

YA

cia BQ
,l
DO SUng


