
, ,

BOYTE CONG HOA xX HOI CHU NGHiA VI~T NAM
DQCl~p - TV do - H~nh pluic

S6: IQD-BYT Ha N(ji, ngay thong nam 2022

QUYETDJNH

v~vi~c cong b8 thii tuc hanh chinh mrri ban hanh/duQ'c sua d8i, b8 sung
ho~c thay th~/bi bai bo thuQc linh v....c y dll'Q'cc8 truyen t~i Thong tu s8
38/20211TT-BYT ngay 31112/2021 cua BQ trurrng BQY t~ quy djnh

v~ chfit lUQ'ngdll'~),cli~u, vi thu8c c8 truy~n, thu8c c8 truyen

BO TRUONG BO Y TE. .
Can cu Ludt D1£(J'cs6 105120161QH13 ngay 061412016;

Can cu Nghi dinh s6 95120221ND-CP ngay 15 thang 11 nam 2022
cua Chinh phil quy dinh chuc nang, nhiem v¥, quyen han va co cdu t6 chtrc cua
Be) Y t~;

Can cu Nghi dinh s6 6312010INf)-CP ngay 08 thong 6ndm 2010 cua Chinh
phil vJ kidm soat thu tuc hanh chinh; Nghi dinh s6 48120131ND-CP ngay 14 thang
5 ndm 2013 cua Chinh phil vJ sua d6i, b6 sung mot s6 aiJu cua cdc Nghi dinh
lien quan a~n kidm soat thu tuc hanh chinh va Nght atnh s6 92120171ND-CP ngay
07 thang 8 nam 2017 cila Chinh phil sua a6i, b6 sung me)ts6 aiJu cila cac nght
atnh lien quan a~n kidm soat thil t¥c hanh chinh;

Can cu Thong t1£s6 277120161TT-BTC ngay 14/11/2016 cila Be)tr1£angBe)
Tai chinh quy atnh muc thu, ch~ ae) thu, ne)p, quan If; va su d¥ng phi trong llnh
vvc d1£(J'c,my phdm;

Can cu Thong tu s6 38120211TT-BYT ngay 3111212021 cila Be) tr1£6ng
Be) Y ti quy atnh vJ chdt 11£(J'ngd1£(J'cli¢u, vt thu6c c6 truyJn, thu6c c6 truyJn;

Thea aJ nght cila C¥c tr1£6ngC¥c Quan If; Y,D1£(J'cc6 truyJn.

QUYETDJNH:

Di~u 1. Cong b6 kern theo Quy~t dinh nay 01 thu t1.lchanh chinh rn6i ban
hanh t(;liThong tu s6 38/2021/TT-BYT ngay 31112/2021 cua BQ tru6ng BQ Y t~ quy
dinh vS ch~t lUQ'llgduQ'cli~u, vi thu6c c6 truySn, thu6c c6 truySn (t(;liph\ll\lc chi ti~t
kern theo).
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Di~u 2. Bai bo 01 thu tuc hanh chinh ban hanh tai Quyet dinh s6 185/QD­
BYT ngay 25/01/2022 cua B9 tnrong B9 Y tS (tai phu luc chi tiSt kern theo).

Di~u 3. Quyet dinh nay co hieu luc thi hanh k~ nr ngay ky, ban hanh.

Di~u 4. Cac Ong, Ba: Chanh Van phong B9; Cue tnrong Cue Y, Diroc c6
truyen; Thu tnrong cac Vu, Cue, Thanh tra B9, T6ng cue; Giam d6c Sa Y tS cac
tinh, thanh pho true thuoc Trung uong va Thu tnrong cac don vi co lien quan chiu
trach nhiem thi hanh Quyet dinh nay.'.

No"i nh{in:
- Nhir Dieu 4;
- D/c BQtnrong (dS b/c);
- Cac D/c Thir tnrong;
- CI,ICKiSm soat thu tuc hanh chinh - VPCP;
- Van phong BQ (Phong KSTTHC);
- Ccng Thong tin di~n tu - BQY t~;
- Luu: VT, YDCT.

KT. ~(> TRl[ONG ~
THUTRUONG

DB Xuan Tuyen
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PHULUC
THV Tl)C HANH CHiNH Mal BAN HANH/ sirA DOl, BO SUNG HO~C

THAY THE/BJ BAI BO LiNH Vl/C Y, DU'QC CO TRUYEN THU(>C PH~M VI
CHUC NANG QUAN LY CVA B(>Y TE

(Ban hanh kern thea Quyit dinh s6 IQD-BYT ngay thang ndm 2022
cua Be) truong Be) Y d)

PHAN I. DANH Ml)C THV Tl)C HANH CHiNH

1. Danh muc thu tuc hanh chinh mrri ban hanh thufic pham vi clnrc nang
quan Iy cua Bq Y t~

STT Tanthut1}ch~nhchfuh Linh vt}'c
CO'quan
thjrc hi~n

A. Thu tuc hanh chinh c§p Trung uong

1 Thu tuc cong b6 tieu chu~n ch~t hrong YDCT C\lCQuan Iy
diroc lieu Y, Diroc c6 truyen

2. Danh muc thii tuc hanh chinh b] bai bo thuqc pharn vi chirc nang quan Iy
ciia Bq Y t~

Tan VBQPPL

STT Ma TTHC Tan thii tuc hanh quy djnh vi~c bai Linh CO'quan
chinh bo thu tuc hanh vl}'c tht}'c hi~n

chinh

A. Thii t1}chanh chinh c§p trung urrng

b6 , C\lCThli tuc cong tieu Thong tu so Quan ly
1 1.010745 chuan ch~t hrong duoc 38/2021/TI-BYT YDCT Y, Duoc

lieu ngay 31112/2021 ' ,
co truyen

PHAN II. N(>I DUNG Cl) THE CVA THV Tl)C HANH CHiNH
I.Thu tuc hanh chinh mrri ban hanh thuQc ph~m vi chrrc nang quan Iy cua BQY t~

A. Thu t\lC himh chinh cAp trung ITo-ng

Thu t1}C Thu t\lC cong b6 tieu chuAn chAt IlfQ'llgdmlc li~u

Trinh tt}'th\fc hi~n

BuO'c 1: T6 chuc, ca nhfrn n9P ffi9t (01) b9 hi'>sa qua du(mg buu di~n,
C6ng thong tin di~n til cua B9 Y t~ (Cl,lCQuan ly Y, DuQ'cc6 truy€n) ho~c tn,rc
ti~p d~n B9 Y t~ (Cl,lCQuan ly Y, DuQ'c c6 truy€n).
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Butte 2: Sau khi ti~p nhan h6 so cong b5 cua t6 chirc, ca nhan, trong thai han
05 ngay, B<)Y t~ (Cue Quan Iy Y, Duoc c6 truyen) c6 trach nhiem xem xet
dang tai tren Trang thong tin dien nr cua Cue Quan ly Y, Duoc c6 truyen cac
n<)idung sau: Ten t6 clnrc, ca nhan; ten duoc lieu cong b5; nguon g5c duoc
lieu; tieu chuan chat IUQ'ngap dung va giri v~ cho co quan kiem nghiem d~ tien
hanh kiem soat chat IUQ'ngthea quy dinh.
Butrc 3: Ngay sau khi dirocCue Quan ly Y, Duoc c6 truyen dang Utitren Trang
thong tin dien ur, t6 chirc, ca nhan duoc quyen kinh doanh duoc lieu neu tren
va chiu trach nhiem hoan toan v~ tinh an toan cua duoc lieu d6.

Cach thrrc thvc hi~n

N<)ph6 sO'tn,rc ti~p t~i B<)ph~n m<)tcua B<)Y t~ gui h6 sO'qua duang buu
chinh hoilicqua dich vv cong tqrc tuy~n.

Thanh phftn, s6 1U'Q'nghB SO'

I. Thimh phan h6 sO' bao g6m:

1.Ban cong b5 ch~t luqng duQ'cli~u thea M~u s5 02 PhVlvc I ban hanh kern thea
Thong tu 38/20211TT-BYT;
2. Phi~u ki~m nghi~m duQ'cli~u d~t thea tieu chufrn ch~t luqng da:cong b5 do cO'
sa ki~m nghi~m thu5c, nguyen li~u lam thu5c d~t tieu chufrnThl,l'chanh t5t phong
thi nghi~m thu5c (GLP);
3. Tai li~u chung minh ngu6n g5c, xu~t xu cua duQ'c li~u thea quy dinh t~i
f)i~u l3 Thong tu 38/2021/TT-BYT ;
4. Cac tMli~u trong h6 sO'cong b5 phai duQ'cth~ hi~n b~ng ti~ng Vi~t; truang hqp
c6 tai li~u bkg ti~ng nuac ngoai thi phai duQ'cdich sang ti~ng Vi~t hoilicti~ng
Anh va duQ'Ccong chUng thea quy dinh. T~t ca cac tai li~u phai con hi~u h,rckhi
cong b5. Doanh nghi~p chiu trach nhi~m v~ tinh phap Iy va n<)idung cua h6 sO'
cong b5.
II. s6 iU'{J'ngh6 sO': 01(b<»)

Tho; h~.lDghii quy~t

Trong thai hi;lnt5i da 05 ngay, k~ tll' ngay nh~n duQ'ch6 sO'cong b5 dfrydu cua
cO'sa.

D6i tU'Q'ngthvc hi~n tho tl}c hanh chinh

T6 chuc

CO'quan thvc hi~n tho tl}Chanh chinh

Cvc Quan Iy Y, DuQ'c c6 truy~n - B<)Y t~

K~t qua thvc hi~n thu tl}Chanh chinh

Cvc Quan Iy Y, DuQ'c c6 truy~n dang Uti tren Trang thong tin di~n tu cua
Cvc Quan Iy Y, DuQ'c c6 truy~n cac n<)idung sau: Ten t6 chuc, ca nhan; ten
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duoc lieu cong b6; nguon g6c diroc lieu; tieu chuan chat IUQ'ngap dung va giri
v~ cho co quan ki€m nghiem d€ tien hanh ki€m soat ch~t IUQ'ngthea guy dinh.

L~ phi (n~u co)

500.000 d6ng/m~it hang

Ten rn§u don, rn§u to' khai (Dinh kern tho tuc nay)
1. Mau s6 02 Phu luc I ban hanh kern thea Thong nr 38/2021 ITT -BYT.
2. Mau s6 04A: Phi€u kiern nghiem chat IUQ'ngduoc lieu/vi thuoc c6 truyen.
3. Mau s6 07: Ban cam k€t v~ dia diem nuoi trong, thu hili duoc lieu tai dia
phuong.

Yeu ciu, di~u ki~n thuc hi~n tho tuc hanh chinh (n~u co)
Duoc lieu phai cong b6 tieu chuan ch~t IUQ'ngtruce khi hru hanh, bao g6m mot
trong cac tnrong hop sau:
a) Diroc lieu chua co tieu chuan chat luong guy dinh trong diroc di€n Viet Nam
hoac duQ'c di€n cac nu6'c tren th€ gi6'i guy dinh tl;li Di~u 5 Thong tu s6
38/2021/TT-BYT ngay 31112/2021;
b) DuQ'c li~u co tieu chu~n ch~t IUQ'ngguy dinh trong duQ'cdi€n Vi~t Nam ho~c
duQ'cdi€n cac mr6c tren th€ gi6'i guy dinh tl;li Di~u 5 Thong tu s6 38/20211TT-
BYT ngay 31112/2021 nhung ca sa mU6n cong b6 chi tieu ch~t IUQ'ngva muc
ch~t IUQ'llgcao han guy dinh tl;liduQ'cdi€n.

Can crr phap ly coa tho t\lc hanh chinh
1. Lu~t duQ'c s6 105/2016/QH13 ngay 06/4/2016.
2. Nghi dinh s6 54/2017 IND-CP ngay 08/5/2017 cua Chinh phu guy dinh
chi ti€t m<)ts6 di~u va bi~n phap thi hanh Lu~t duQ'C.
3. Thong tu s6 38/2021/TT-BYT ngay 31112/2021 cua B<)truang B<)Y t€ guy
dinh v~ ch~t IUQ'ngduQ'c li~u, vi thu6c c6 truy~n, thu6c c6 truy~n.- , , ? ,
Mau so 02: Ban t\l' cong bo tieu chuan chat hrQ1lgdtrQ'Cli~u

CQNG HOA xA HQI CHU NGHiA VI~T NAM
BQcl~p - T\f do - H~nh pht'ic

BAN TV ~6NG BO TIEU C~UAN, C~AT ~U?,N~ DU?C LI~U
So: .lTen ca sa cong bolNam cong bo

I. Thong tin v~ tAchrrc, ca nhan t\f cong bBtieu chu§n chAt ItrQ'ngdtrQ'cli~u
Ten ca sa cong b6: ..
Dia chi: .
Di~n thol;li: Fax: .
E-Inail. .
Mil s6 doanh nghi~p: .
S6 Gi~y chung ?h~n du ~i~u ki~n kinh doanh duQ'c ngay d.p nai c~p V
II. Thong tin ve san pharn
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· '

1. Ten duoc lieu (ten khoa hoc): .
2. Nguon g6c: .
3. Quy each dong g6i: .
4. Ten va dia chi co So' nuoi trong, thu hai, khai thac (d6i voi duoc lieu trong mroc): .
5. Ten va dia chi co So' nhap khAu (d6i voi dtroc lieu nhap khau): ..
III. M§u nhan san ph§m (dinh kern mdu nhiin scm phdm hoac mdu nhdn scm phdm du
kien)
IV. Tieu chuan chftt hrong cong b8
(Ten co So' cong b6) cong b6 diroc lieu dat tieu chuan chat hrong do co So' xay dung
(Truong hop tieu chuan chat hrong cong b6 co chi tieu chat hrong va mire chat hrong
cao han so voi Diroc dien thi dinh kern bang so sanh)
Dinh kern (S6: ).
Chung toi xin cam k~t thirc hien dc1ydu cac quy dinh cua phap luat v€ dUQ'Cva hoan
toan chiu trach nhi~rn v€ tinh phap ly cua h6 sa cong b6 tieu chuAn chfrt luQ'llgduQ'cli~u
rna... (ten ca So' cong b6) dll cong b6./.
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M~u sA 04A: Phi~u ki~m nghiem ch§t hrgng dlfgc li~u/vi thuAc cB truyen

Ten dan vi chu quan
Ten CO' sO'ki~m nghi~m

CONG HOA xA HOI CHU NGHiA VIET. . .
NAM

D()c l~p - Tl}'do - Hanh phuc

PHIEU KIEM NGHl¢M

S6:

Ten m~u diroc lieu/v] thu6c c6 truyen:

Co sa san xuat:

Co sa nhap kh~u (d6i voi duoc lieu, vi thuoc c6 truyen nhap kh~u tir mroc
ngoai):

S610: Ngay san xuat: Han dung:

S6 gi~y dang ky dang ky hru hanh hoac s6 giay phep nhap kh~u:

Ten khoa hoc:

Noi l~y m~u (giri mau):

Nguoi l~y m~u (giri m~u):

Yeu cc1ukiSm nghiem (ghi ro noi dung, s6, ngay, thong, ndm cua bien ban ldy
rnJu hoac gidy ta kern thea)

Ngay/ thang/ nam nhan mau:

S6 dang ky kiSm nghiem:

Nguoi giao m~u:

Tieu chu~n ap d\lng:

Nguoi nhan m~u:

Tinh tr~ng m~u khi nh~n va khi rna niem phong dS kiSm nghi~m:

Chi tieu ch§t lugng Yeu cAu ch§t Ilfgng K~t qua va k~t lu~n

1.
2.

3 ...

K~t lu~n: (Ghi r5 m~u duQ'c li~u/vi thu6c c6 truySnilo duQ'cli~u/lo vi thu6c c6
truySn d~t hay khong d~t chi tieu (ghi r5 ten chi tieu) theo tieu chu~n ch~t luqng
ap d\lng.

. , ngay thang nam .
NglfO'i dung dAu CO' sO'ki~m nghi~m . /

(ky ten, dong d~u) fI;/
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Miu sa 07: Ban cam k~t v~ dia di~m nufii trBng, tbu hai dmrc li~u tai
dja phirong

CONG HOA xA HOI CHi; NGHiA VIET NAM. . .
D(}c l~p - Tl}' do - Hanh plnic

, h ' V........ , ngay tang nam .

BAN CAM KET
vi: DIA DIEM NUOI TRONG, THU HAl, KHAI THAc DU<}CLI.¢U

Kinh gfri:
- B9 Y tS (Cue Quan ly Y, Diroc c6 truyen
- Sa Y tS tinh/thanh ph6 .....

CO'sa .... xin cam kSt da thu mua duoc lieu tai cac co sa/ca nhan nuoi trong, thu
hai, khai thac duoc lieu, cu the nhir sau:

STT CO'sa/ca Dia Ten duoc Di~n Dia San Thai

nhan nuoi diSm lieu tich diSm hrong diSm, ,, (ten khoa trong trong d\f thutrong, kinh
thu hai, khai doanhl hoc) (m2) kiSn mua

thac duoc H9 kh~u (kg)

lieu thuong
tru

1
2

Truong hop phat hien co su gia mao, khong dung su th~t vS cac n9i dung da cam
ket, co sa xin chiu hoan toan trach nhiern vS nguon g6c cua dUQ'cli~u va se bi xu
ph~t theo quy dinh cua phap lu~t vS kinh doanh duQ'c li~u khong co ngu6n g6c, /'
xuat xu ra rang. V

GIAM DOC CO SO
(KyvQ ghi ro h9 ten, dong ddu)
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