BO Y TE ', : B CONG HOA XA HQI CHU NGHiA VIET NAM
’ Doc lap Tw do — Hanh phuc '

$6:3246/QP-BYT  Ha Ngi, ngdy 16thang8 ném 2023

~ QUYET })INH
Ve viée cong b6 Danh muc thu tuc hanh chinh sira dbi, bd sung mirc phi theo
 Théng tw s6 41/2023/TT-BTC ngay 12 thang 06 nam 2023 cua Bo tru’O'ng

' B6 Tai chinh thuoc pham vi chirc nang quan ly cia B§ Y té

BO TRUGN G BO Y TE

~ Can cu’Nghz dmh §O 95/2022/ND-CP ngay ] b) thang 11 nam 2022 ciia Chinh phii
quy dinh chikc nang, nhzem Vi, quyén han va co cdu t6 chire « cua Bo Y té;

Cdn cir Nghi dinh s6 63/201 OWD-CP ngay 08 thdng 6 nam 201 0 ciia Chinh phu
" vé kiém sodt thii tuc hanh chinh; Nghz dinh so 48/201 3/NB-CP ngay 14 thang 5 ndm
2013 cia Chinh phii vé sira doi, b6 sung mot s6 dzeu cua cdac Nghi dinh lién' quan
dén kiém sodit thii tuc hanh chinh va Nghi dinh sé’ 92/2017/NP-CP ngay 07 thing 8
ndam 2017 ciia Chinh phii sira d6i, bo sung mot sO dzeu ciia cdc nghi dinh lién quan
' den kzem soat thii tuc hanh chinh; '

Can cir Thong tw 56 02/201 7/TT—VPCP ngay 31 thang 10 nam 2017 cua
Van phong Chinh phii huéng dan vé nghiép vu kiém sodt thi tuc hanh chmh |

Can cir Thong tu so $41/2023/TT- BICngay 12 thang 06 nam 2023 cua Bo Tai chinh.
Vvé quy dinhi mikc thu ché do thu, ndp, quan ly va Sur dung phl trong linh vure duorc,

o my phdam;

| Theo dé nghz cua Cuc tru’ong Cuc Quan ly Dwac Cuc truong Cuc Quinly Y,
duegc.co truyén; Cuc tm’ong Cuc Khoa hoc c6ng nghé va Pao tao, Vin phong BoY té.

QUYET DINH:

Piéu 1. Cong bd kem theo Quyet dmh nay Danh muc thu tuc hanh chinh bd sung
mirc phi ddi v6i linh vy Dugc, M§ phim; linh vue Y, duge cd truyen Iinh vue Khoa hoc
- Cong nghé va Pao tao thudc pham vi chirc ndng quan ly cuia B Y té& quy dinh tai
~ Théng tu sb 41/2023/TT-BTC ngay 12/6/2023 cta Bo trudng: B6 Tai chinh vé& mic

~ thu, ché d6 thu, ndp, quan 1y vastr dung phi trong linh vuc duoc, my pham.

Pibu 2. Quyét dinh nay ¢ hidu lyc thi hanh k& tir ngaty ky’ ban hanh.
~ Piéu 3. Cuc Quan ly Dugc; Cﬁc Quan ly Y, dugc ¢ truyén; Cuc Khoa hoc
~cbng ngh¢ va bao tao phdi hop vé6i Van phong Bo cép nhét mirc phi cia thu tuc
‘hanh chinh quy dinh tai Thong tur s6 41/2023/TT-BTC ngy 12/6/2023 ctia Bd trudng



B Tai chinh vao Co s¢ dit liéu Qubc gia vé thi tuc hanh chinh; Hé théng thong tin
giai quyét thi tuc hanh chinh cia BO Y té.

Piéu 4. Cac Ong (Ba): Chanh Vin phong Bo; Vu trudng Vu Phap ché;
Cuc truong Cuc Quan ly Duogc; Cuc trudng Cuc Quan ly Y, duoc ¢ truyén;
Cuc truong Cuc Khoa hoc cong nghé va Dao tao; Thu truong cac Vu, Cuc,
Thanh tra Bo thuoc B Y té; Giam déc S¢ Y té tinh, thanh phd truc thude Trung wong
va Thu trudng céc don vi lién quan chiu trach nhiém thi hanh Quyét dinh né&/ Y/

\/ "
Noi nhin 7
- Nhu Diéu 4;
- B0 truong Dao Hong Lan (dé b/c);

= Céac d/c Thu truong;

- - Cuc KS TTHC-VPCP;

- UBND, SYT cac tinh/TP truc thudéc TW;
- Cong Thong tin dién tir - BO Y té;

- Luu: VT, VPB6.
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DANH MUC
Thi tuc hanh chinh dwgc b6 sung muirc phi ddi véi linh vue Duoc, My pham thudc

pham vi chirc ning quan ly cia B¢ Y té quy dinh tai Thong tw s6 41/2023/TT-BTC
(Ban hanh kém theo Quyét dinh s03246/QB BYT ngay 16thang 8 nam 2023 ciia B Y té)

A.LINH VUC DUQC, MY PHAM

Mai so trén . , ,
A Tén van Pon vi thuc Mirc phi
B CS%L)QG Ten-TIRC ban sira dbi hién (ddng/hd so)
I. Thi tuc hanh chinh cfip Trung wong
1 Thu tuc thay ddi, bd sung| Thongtusd | Cuc Quan ly 1.500.000
gidy dang ky luu hanh thuéc, | 41/TT-BTC | Dugc
1.011215 e :
nguyén li¢u lam thudc -
Thuoc thay ddi 16n
S, Thu tuc gia han gidy dang ky | Thong tw s | Cuc Quan Iy 4.500.000
1.011209 | lvu hanh thude, nguyén li¢u | 41/TT-BTC | Dugc
lam thubc
31 | o11206 | Thituc cap gidy dang ky luu | Thong twso | Cuc Quan 1ly | 11.000.000
' hanh thuoc Generic 41/TT-BTC | Duoc
4 Thu tuc cap gidy dang ky luu | Thong twsé | Cuc Quan ly | 11.000.000
1.011205 | hanh thuc héa dwgc moéi, | 41/TT-BTC | Duoc
vic xin, sinh phim
5 Thi tuc thay dbi, bd sung | Thong tursdé | Cuc Quan Iy 1.500.000
gidy dang ky luu hanh thudc, | 41/TT-BTC | Dugc
nguyén li¢u lam thuodc -
LOTI220 | 1y ¢ thay dbi nho chi yéu
cau thong bao cho co quan
quan ly
6 Thi tuc thay dbi, bd sung | Thong twsd | Cuc Quan ly 1.500.000
1011217 gidy dang ky luu hanh thude, | 41/TT-BTC | Dugc
nguyén liéu lam thudc thudc
thay d6i nho can phé duyét
7 1011208 Thi tuc cap gidy dang ky luu | Thong tu s6 | Cuc Quan ly 5.500.000
' hanh nguyén liéu lam thuéc | 41/TT-BTC | Dugc
8 | | 011207 | Thituc cap gidy dang ky luu | Thong twsé | Cuc Quan Iy 11.000.000
' hanh thuoc duoc liéu 41/TT-BTC | Duoc
9 | 1.004491 | Ké khai gia thudc san xuat | Thong tu sd | Cuc Quan ly 800.000
trong nudc hodc thubc nuéce | 41/TT-BTC | Duogc
ngoai nhap khiu vao Viét
Nam
10| 1.004620 | Ké khai lai gia thudc nuéc | Thong tusd | Cuc Quan ly 800.000
ngoai nhap khau vao Viét| 41/TT-BTC | Dugc
Nam
11| 1.004618 |Bo sung, thay doi thong tin | Thong twsé | Cuc Quan ly Khong thu
ctia thudc da ké khai, ké khai | 41/TT-BTC | Dugc phi
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Ma so0 trén

n Tén van Don vi thue Mikc phi
STT CS%QG Tén TTHC bansiraddi | hién (adng/hé so)
lai trong truong hop cé thay
d6i so véi thong tin di duge
cong bd nhung gia thudc
khong dbi : _
12| 1.002257 |Cép Gidy chimg nhén co s¢ | Thong tu s6 | Cuc Quan ly 30.000.000
dap ung cac nguyén téc, tiéu | 41/TT-BTC | Dugc
chudn Thuc hanh t6t san xuét
my phdm cta Hiép hoi cac
nuéc Pong Nam A (CGMP-
ASEAN)
13| 1.003756 | Cép phép nhap khau thudc c6 | Théng tu s6 |- Cuc Quan Iy 1.200.000
chira dugc chat chua c6 gidy | 41/TT-BTC | Dugc; (trr cdc
dang k¥ luu hanh thubc tai - Cuc Quan Iy |  truong hop
| Viét Nam, thudc c6 chira Y, Duoc c¢b] nhdp khau
dugc liéu 1an dau sir dung truyén. theo quy dinh
1am thudc tai Viét Nam tai cdc Diéu
67, 72,73,
74, 75 Nghi
dinh sé
54/2017/NP-
CP ngay
08/5/2017 |
cuia Chinh
phu quy dinh
chi tiét mot s6
“diéu va bién
phap thi hanh
Ludt Duoc)
14| 1.004463 | Cap phép nhap khau thudc c6 | Thong tu sd | - Cuc Quan ly 1.200.000
chira duoc chit da co gidy | 41/TT-BTC | Dugc; ‘
ding ky lwu hanh thudctai - Cuc Quén ly
Viét Nam nhung chua dap Y, Duoc )
g da nhu cau diéu tri, thudc truyén.
c6 chira dugc li¢u da tung st
dung 1am thubc tai Viét Nam
nhung thudc chua déap tng du
_ nhu ciu diéu tri
15| 1.004483 | Cip phép nhdp khau thudc | Thong tuso | - Cuc Quan ly 1.200.000
dap ung nhu cau diéu tri dic | 41/TT-BTC | Duoc;
biét { = Cuc Quan ly
Y, Duoc )
truyén.
16 | 1.004501 | Cip phép nhap khau thudc | Thong tu sd |- Cuc Quan ly 1.200.000
hiém 41/TT-BTC | Duoc; /

74




Ma so trén

R Tén van Don vi thue Mikc phi
STT CS%L)QG Tén TTHC bn sira di hién (ddng/hd s0)
- Cuc Quan ly
Y, Duogc ¢b
truyén.
17| 1.004533 | Cap phép nhap khau thudc c6 | Thong tu sé | - Cuc Quan ly 1.200.000
cung tén thuong mai, thanh | 41/TT-BTC | Duoc;
phan hoat chat, ham luong - Cuc Quan ly
hodc nong do, dang bao che Y, Duogc c¢b
v6i biét duoc gbc co gidy truyén.
dang ky luu hanh thubc tai
Viét Nam, dugc san xudt boi
chinh nha san xuét biét duoc
gbc hodc boi nha san xuét
dugc uy quyén, co gia thap
hon so véi thude biét duge
géc luu hanh tai Viét Nam
18 | 1.004547 | Cap phép nhap khiu thudc | Thong tusd |- Cuc Quan ly 1.200.000
phuc vu cho chuong trinh y té | 41/TT-BTC | Duoc;
cua Nha nudc - Cuc Quan ly
Y, Duoc cd
truyén.
19 | 1.004543 | Cép gidy xac nhan ndi dung | Thong twsé | - Cuc Quan ly 1.600.000
thong tin thudc theo hinh | 41/TT-BTC | Duoc;
thirc phat hanh tai liéu thong - Cuc Quan ly
tin thudc Y, Dugc c¢b
truyén.
20| 1.008443 | Danh gia dap tmg Thyc hanh | Thong tu sO |- Cuc Quan ly 21.000.000
tét bao quan thudc, nguyén | 41/TT-BTC | Dugc;
lidu lam thudc dbi véi co s - Cuc Quan ly
kinh doanh duogc Y, Duoc ¢b
truyén.
21| 1.008444 | Panh gia duy tri dap tng| Thong tuso |- Cuc Quan ly 21.000.000
Thuc hanh t6t bao quan| 41/TT-BTC | Duoc;
thudc, nguyén li¢u lam thube - Cuc Quan ly
ddi v6i co s& kinh doanh Y, Duoc )
dugc. truyén.
22| 1.008445 | Danh gia dap Ung thyc hanh | Thong tu s6 | - Cuc Quan ly 21.000.000
t6t bao quan thude, nguyén | 41/TT-BTC | Duogc;
liéu 1am thudc khi ¢6 thay déi - Cuc Quan ly
thudc truong hop quy dinh tai Y, Dugc c¢b
diém a Khoan 1 Piéu 11 truyén.
Thong tu 36/2018/TT-BYT
23| 1.008446 | Danh gia dap tng thuc hanh | Thong tu sO | - Cuc Quan ly 21.000.000
t6t bao quan thude, nguyén | 41/TT-BTC | Duogc;
ligu 1am thudc khi c6 thay doi - Cuc Quan ly Il
[ 7



Ma s0 trén

A Tén van Don vi thue Mikc phi
STT CS%QG Tén TTHC ban sita dbi hién (@dng/hd so)
thudc trudng hop quy dinh tai Y, Dugc cb
diém b khoan 1 Diéu 11 truyén.
, Thong tu 36/2018/TT-BYT |
- 24| 1.008447 Danh gia dap Gng thyc hanh | Thong tu sO |- Cuc Quan ly 21.000.000
t6t bao quan thudc, nguyén | 41/TT-BTC | Dugc;
liéu 1am thudc khi c6 thay d6i - Cuc Quén ly
thudc truong hop quy dinh tai Y, Duogc ¢b
diém ¢ khoan 1 Diéu 11 truyén.
Thong tu 36/2018/TT-BYT
25| 1.004513 | Cép lai Chimg chi hanh nghé | Thong tr sé |- Cuc Quan ly - 500.000
: dugc theo hinh thire thi 41/TT-BTC | Dugc;
' - Cuc Quan ly
Y Duoc cd
truyén;
- Cuc Khoa hoc
Cong nghé va
bao tao
26 | 1.004495 | Diéu chinh noi dung Chimg | Thong tu s6 | - Cuc Quan ly | '500.000
chi hanh nghe duoc theo hinh | 41/TT-BTC | Duoc;
thtre thi - Cyc Quan ly
Y Dugc c¢b
truyén;
- Cuc Khoa hoc
Cong nghé va
DPao tao
27| 1.011456 | banh gia dap ung thyc hanh | Thong tu s6 |- Cuc Quan ly 30.000.000
t6t san xuét thudc, nguyén | 41/TT-BTC | Dugc;
lidu 1am thudc khi ¢6 thay dbi - Cuc Quan ly
thudc truong hop quy dinh tai Y, Duogc c¢b
cac diém b, ¢ hoic d khoan 2 truyén
Pidu 11 hogc truong hop co
s& san xuit san xuét thudc,
nguyén liéu 1am thudc vo
tring c6 thay dbi thudc diém
d, e va g khoan 2 biéu 11
Thong tu 35/2018/TT-BYT ‘
28 | 2.000917 | Panh gia dap tmg Thuc hanh | Thong tu sd | Cuc Quan ly 21.000.000
t6t phong thi nghiém dbi véi | 41/TT-BTC | Duoc
co s& thir nghiém khong vi ‘
muc dich thuong mai
29| 2.000952 | Danh gia dap ung Thyc hanh | Thong tu s6 | Cuc Quan Iy 21.000.000 |
t6t phong thi nghiém d6i véi | 41/TT-BTC | Dugc
co s& kinh doanh duoc /




Ma soO trén

R Tén van Pon vi thue Mirc phi
ST CS%L)QG Tén TTHC bén sira dbi hién (ddng/hd s0)
30 | 1.008227 | Panh gia dap img Thyc hanh | Thong tu sé | - Cuc Quan ly 30.000.000
t6t san xuit thudc, nguyén | 41/TT-BTC | Dugc;
litu fam thube cta co so - Cuc Quan ly
khong thudc dién cap gidy Y, Dugc c¢b
c¢himg nhan di diéu kién kinh truyén
doanh dugc.
31| 1.008226 | Danh gia dap ung Thuc hanh | Thong tu s6 | - Cuc Quan ly 30.000.000
t6t san xuét thudc, nguyén | 41/TT-BTC | Duoc;
liéu l1am thudc ddi voi co so - Cuc Quan ly
kinh doanh duogc. Y, Duoc co
truyén
32 |£1.008438 | Danh gia dap ung thuc hanh | Thong tu s6 | - Cuc Quan ly 30.000.000
t6t san xuit thudc, nguyén | 41/TT-BTC | Duoc;
liéu 1am thude khi co thay ddi - Cuc Quan ly
thudc truong hop quy dinh tai Y, Dugc c¢b
diém a Khoan 2 Piéu 11 truyén
Thong tu 35/2018/TT-BYT
33| 1.008437 | Péanh gia duy tri dap ung | Thong tu s6 | - Cuc Quan ly 30.000.000
Thuc hanh tt san xuat thubc, | 41/TT-BTC | Dugc;
nguyén liéu 1am thude cta co - Cuc Quan ly
s& khong thudc dién cip gidy Y, Duogc ¢b
ching nhan du diéu kién kinh truyén
doanh dugc.
34| 1.004570 | banh gia viéc dap tng thuc | Thong tu s6 | Cuc Quan ly | a) Tham dinh
hanh tot san xuét cua co so | 41/TT-BTC | Dugc hd so:
san xudt nguyén liéu lam 2.250.000
thudc 1a ta duge, vo nang tai b) Tham dinh
nude ngoai khi dang ky, luu va danh gia
hanh tai Viét Nam thuc té tai co
s¢ (khong
gdm chi phi
cong tac phi:
bi lai, phu
cap luu tra
tién an va tiéu
vat, bao hiém
phi céc loai
theo quy
dinh):
200.000
35| 1.004582 | Banh gia viéc dap tng thuc | Thong tu s6 | Cuc Quan ly | a) Tham dinh
hanh tot san xuét cua co s& | 41/TT-BTC | Dugc ho so:
san xuat thudc, nguyén liéu 2.250.000
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Ma so trén

STT | CSDLQG Tén TTHC Ténvan | Ponvithge | Mirc phi
3) ban sira doi hién (dong/ho so)
lam thude 12 dwoc chit theo b) Tham dinh
hinh thirc thim dinh hd so va danh gia
lién quan dén diéu kién san thue té tai co
xuat va kiém tra tai co s6 san s& (khong
Xuat gbm chi phi
cdng tac phi:
bi lai, phu
cép luu tra
tién an va tiéu
vit, bao hiém
phi céc loai
-theo quy
dinh):
200.000
36 | 1.004589 | Panh gia viéc dap tmg thuc | Thong tu sé | Cuc Quan 1y | a) Thim dinh
hanh t6t san xudt cia co s& | 41/TT-BTC | Dugc hd so:
san xuit thudc, nguyén liéu 2.250.000
thubc 14 duge chét theo hinh b) Tham dinh
thitc cong nhan, thira nhén va danh gia
két qua thanh tra, kiém tra thuc té tai co
ctia co quan quan ly nha nudc s& (khong
vé dugce gom chi phi
cong tac phi:
Di lai, phu
cép luu tra
tién 4n va tiéu
vit, bdo hiém
phi cac loai
theo quy
dinh):
200.000
37| 1.003136 | Panh gia duy tri d4p ing thuc | Théng tu sé | - Cuc Quan Iy 21.000.000
hanh t6t phong thi nghiém | 41/TT-BTC | Duoc;
- Cuc Quan ly
Y, Duoc )
: truyén
38| 1.008228 |Panh giad duy tri dap tng| Thongtusd |- Cuc Quan ly 30.000.000
‘ Thuyc hanh tbt san xuét thude, | 41/TT-BTC | Duoc;
nguyén liéu 1am thudc dbi veéi - Cuc Quan ly
co sO kinh doanh dugec. Y, Dugc c¢o
_ truyén
39| 1.004469 | Cip Gidy chung nhén du diéu | Théng tu sé | Cuc Khoa hoc |  30.000.000
kién kinh doanh dugc cho co | 41/TT-BTC | cong nghé va

so thay dbi loai hinh co sé

bao tao; Cuc

o



STT

M3 s6 trén
CSDLQG
3

Tén TTHC

Tén van
ban sira doi

Don vi thuc
hién

Mli’c Hhi
(dong/ho so)

kinh doanh dugc hodc thay
d6i pham vi kinh doanh duoc
c6 lam thay déi Piéu kién
kinh doanh; thay d6i dia diém
kinh doanh dugc thude tham
quyen cia BO Y té (Co so san
xuét thude, nguyén li€u lam
thudc; Co sé xuat khau, nhap
khau thuéc, nguyén li¢u lam
thude; Co sd kinh doanh dich
vu bao quan thudc, nguyén
liéu lam thudc; Co s& kinh
doanh dich vu kiém nghiém
thudc, nguyén li¢u [am thudc;
Co so¢ kinh doanh dich vu thi
thudc trén 1am sang; Co s
kinh doanh dich vu thir tuong
duong sinh hoc cuia thudc)

Quan ly Y,
Duoc ¢o
truyen Cuc
Quan ly Duoc

40

2.002315

Cép Gidy ching nhan du diéu
kién kinh doanh dugc véi
pham vi tht tuong duong
sinh hoc cua thude

Thong tu s6
41/TT-BTC

Cuc Quan ly
Duoc

30.000.000

41

1.004454

Cap lai Gidy chimg nhan du
diéu kién kinh doanh dugc
thudc thim quyén ctua BO Y
té (Co so san xuat thudc,
nguyén li¢u lam thudc; Co s&
xuit khau, nhap khau thudc,
nguyén liéu 1am thudc; Co s&
kinh doanh dich vu bao quan
thude, nguyén li¢u lam thudc;
Co sé kinh doanh dich vu
kiém nghiém thudc, nguyén
liéu 1am thudc; Co s kinh
doanh dich vu tht thudc trén
lam sang; Co s¢ kinh doanh
dich vu thir trong duong sinh
hoc caa thudc)

Thong tu s6
41/TT-BTC

Cuc Khoa hoc
cong ngh¢ va
bao tao; Cuc
Quanly Y
Duoc )
truyén; Cuc
Quan ly Duoc

30.000.000

42

1.004482

Cép lan dau va cép Gidy
chtng nhan du diéu kién kinh
doanh duoc dbi voi trudong
hop bi thu hdi Gidy ching
nhan du diéu kién kinh doanh
duogc thude tham quyén cua

Thong tu s6
41/TT-BTC

Cuc Khoa hoc
cong ngh¢ va
bao tao; Cuc
Quanly Y,
Duogc ¢

30.000.000
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Ma so trén

R Tén vin Pon vi thue Mikc phi
STT CSI?;;QG Ten TTHC ban sira dbi hién (@dng/hd so)
Bo Y t& (Co s& san xuit truyén; Cuc
thubc, nguyén lidu 1am thudc; Quén ly Dugc
Co s6 xuit khéu, nhép khau
thuée, nguyén liéu lam thudc;
Co sd kinh doanh dich vu bao
quan thudc, nguyén liéu 1am
thude; Co sé kinh doanh dich
vu kiém nghiém thube,
nguyén liéu 1am thudc; Co sé
kinh doanh dich vu thir thuée
trén lam sang; Co s& kinh
doanh dich vu thi tuong
duong sinh hoc cia thudc)
43| 1.004406 | Dicu chinh Gidy chimng nhan | Thong tu sd | Cuc Khoa hoc 30.000.000
' da diéu kién kinh doanh dugc | 41/TT-BTC | cong nghé va
thudc thAm quyén ctiia Bo Y Dao tao; Cuc
t& (Co so san xuit thudc, Quanly Y
nguyén liéu lam thudc; Co sé Duogc cb
xuit khu, nhap khau thudc, truyén; Cuc
nguyén liéu 1am thudc; Co s& Quan ly Duoc
kinh doanh dich vu bdo quan '
thubc, nguyén li¢u lam thudc;
Co s& kinh doanh dich vu
kiém nghiém thudc, nguyén
liéu lam thudc; Co sé kinh
doanh dich vu thir thudc trén
lam sang; Co s& kinh doanh
dich vu thir trong duong sinh
hoc cta thude)
IL Thi tuc hanh chinh cip dia phwong
1| 1.003613 K& khai lai gid thuéc san | Thong tus6 | Uy ban nhén 800.000
xuét trong nude 41/TT-BTC | dan tinh/ thanh
' phé truc thude
trung uong
2 | 1.002483 | Cép gidy x4c nhan ndi dung | Thong twsd | S Y té 1.600.000
quang cdo m§ phim 41/TT-BTC
3 | 1.009566 | Cép Gidy chimgnhan lvu | Thong trsd | So Y té 500.000
hanh tu do (CFS) dbi voi my | 41/TT-BTC
pham san xuat trong nudc dé
xuét khiu
4 | 1.004599 | Cap lai Ching chi hanh nghé | Thong tusd [ S& Y € céc 500.000 |,
dugc theo hinh thirc xét hd | 41/TT-BTC | tinh, thanh phd

v
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Ma so trén

R Tén vin Don vi thue Mikrc phi
S CS]Z;QG Tén TTHC ban sira d3i hi¢n (@dng/hd so0)
so (truong hop bi hu hong truc thudc
hodc bi mét) Trung vong
5 | 1.004596 | Diéuchinh noi dung Chung | Thongtusd [S6 Y té cac 500.000
chi hanh nghé dugc theo | 41/TT-BTC | tinh, thanh phd
hinh thirc xét hd so truc thudc
Trung uvong
B. LINH VUC Y, DUQC CO TRUYEN
TT | Mi s trén Tén TTHC Tén van ban sira | Pon vi thuc Mirc phi
CSDLQG débi hién ddng/ho so)
01 Cép gidy dang ky luuhanh |  Théngtusé | Cuc Quan ly
thudc ¢ truyén phai thir | 41/2023/TT-BTC | Y, Dugc ¢d
1.010742 thgxoc tfen :lafn' sang va truyén 11.000.000
mién mot so giai doan thir
thude tren lam sang
02 1010741 Cap glav dang ky luu hanh | Thong tu sO Cuc Quan ly
’ thude ¢b truyén mién tha | 41/2023/TT-BTC | Y, Duge ¢6
A 11.000.000
thudc trén lam sang truyén
03 Gia han gla) dang ky luu | Thong tu 5O Cuc Quan ly
1.002085 | hanh thudc ¢b truyen 41/2023/TT-BTC | Y, Quqc co 4.500.000
truyen
04 Thay dbi, bd sung gidy | Thong tu sb Cuc Quan ly
dang ky luu hanh thude ¢é | 41/2023/TT-BTC | Y, Duoc ¢d
truyén (c6 ndi dung thay truyén
1.001984 | ddi, bd sung quy dinh tai 1.500.000
Phu lyc I1.2 ban hanh kém
theo Thong tu sb
21/2018/TT-BYT)
05 Thu tuc thay doi. bo sung | Thong tu sb Cuc Quan ly
gidy dang ky luu hanh | 41/2023/TT-BTC | Y, Dugc ¢b
thudc ¢b truyén (c6 noi truyén
1.001890 | dung thay doi, bd sung quy 1.500.000
dinh tai Phu luc II.1 ban
hanh kém theo Thong tu
s621/2018/TT-BYT) ]
06 - , . . ;| Thong tu so Cuc Quan ly
0024s2 | Dang Ly lwuhanh vi thude | 41003y e Y, Dugc &
cd truyén A 5.500.000
i truyen
07 . A , Thong tu s6 Cuc Quan ly
Gia han gidy dang ky luu 2
2.001045 hanh vi thuéc c truyén 41/2023/TT-BTC gl,l}%ﬁ()c cod 4.500.000

¢
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Ma3 so trén

chi hanh nghé dugc bj ghi
sai do 10i co quan cép
Ching chi hanh nghé dugc

TT Tén TTHC Tén van ban sita | Pon vi thue Mikc phi
CSDLQG » dbi hién ddng/hé so)
08 Thay d6i, bd sung gif?:ly Théng tu sb Cuc Quan ly
ding kyluu hanh vi thube | 41/2023/TT-BTC | Y, Dugc ¢
c¢b truyén (Dbi voi hd so truyén
ding ky luu hanh vi thude
1.002465 | cb truyén c6 ndi dung thay 1.500.000
d6i, bd sung quy dinh tai
Phu Iyc I1.2 ban hanh kém
theo Thong tu s
21/2018/TT-BYT)
09 t .z o .| Thong tu sd Cuc Quan Iy
1.005039 dCap gidy dang ky lwuhanh | 4 o 52 Bre | Y Dioe céy
uoc liéu A 5.500.000
] truyén ,
10 . A as , Thong tu s6 Cuc Quan ly
Gia han gidy dan luu 2
1002457 | i foh 81 dane Ky wu | 4y po23/TT-BTC | Y, Duge ¢ 4,500,000
v truyn
11 Thay d6i, b6 sung gidy | Thong tu sb Thong tu sd
ding ky lwu hanh dugc | 41/2023/TT-BTC | 41/2023/TT-
lidu (d6i v6i hd so dang ky BTC
| lru hanh duge liéu c6 ndi |
1.002437 20 2 1.500.000
dung thay doi, bo sung quy
dinh tai Phu luc II.2 ban
hanh kém théng tu sb
21/2018/TT-BYT
12 Thay d6i, bd sung gidy | Thong tu sd Thong tu s6
dang ky luu hanh dugc | 41/2023/TT-BTC | 41/2023/TT-
lidu (d6i voi ho so dang ky BTC
1002447 | wu hanh duoc licu 6 noi 1.500.000
dung thay doi, bo sung quy
dinh tai Phu luc II.1 ban
hanh kém théng tu sd
21/2018/TT-BYT
13 Cép lai Chung chi hanh | Thong tu s6 Thong tu sd
1.004513 | nghé duoc theo hinh thuc | 41/2023/TT-BTC | 41/2023/TT- 500.000
thi | BTC
14 DPiéu chinh ndi dung | Thong tu sd Théng tu sb
1.004495 | Ching chi hanh nghé dugc | 41/2023/TT-BTC | 41/2023/TT- 500.000
. theo hinh thirc thi BTC
15 Cép Chimg chi hanh nghé | Thong tu sb Thong tu s6
k dugc theo hinh thtc thi | 41/2023/TT-BTC | 41/2023/TT-
1004523 | trong truong hop Ching BIC 500.000

y
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TT | Mi s trén Tén TTHC Tén van ban sita | Pon vi thue Mikre phi
CSDLQG dbi hién ddng/hé so)
16 Ca‘ip phép nhép khau thudc | Thong tu s6 Théng tu sb
c6 chira duoc chét chua c6 | 41/2023/TT-BTC | 41/2023/TT-
glay déng ky luu hanh BTC
1003756 thudc tai Viét Nam, thudc 1.200.000
cé chtra dugc liéu 14n dau
st dung tai Viét Nam
17 Panh gia dinh ki viéc duy | Thong tu sd Cuc Quan ly
tri dap tmg Thuc hanh t6t | 41/2023/TT-BTC | Y, Dugc ¢b
1.008396 | nudi trong, thu hai duoc truyén
lidu va cac nguyén tic, tiu 9.000.000
chuén khai thac dugc liéu
tu nhién (GACP)
18 Paénh gia thay d6i, b6 sung | Thong tu sd Cuc Quaén ly
vi€éc dap tng Thuc hanh | 41/2023/TT-BTC | Y, Duogc cd
1.008397 ’:f)t nqu)Ai trE:mgi thu hfii truyén
= | dugc li€u va cac nguyén 9.000.000
tdc, tiéu chuan khai thac RS
dugc liu tu nhién
(GACP)
19 Panh gia viéc dap tng | Thong tu sd Cuc Quén ly
Thyc hanh t6t nudi trdng, | 41/2023/TT-BTC | Y, Duoc ¢b
1.008395 | thu hai duoc liéu va cac truyén :
nguyén tic, tiéu chuén 9.000.000
khai thac dugc liéu tu
nhién (GACP)
20 Panh gia dap ung Thuc | Thong tu sd Cuc Quan ly
hanh tot san xudt thudc, | 41/2023/TT-BTC | Y, Dugc cb
1.008226 | nguyén liéu lam thubc dbi truyén 30.000.000
v6éi co s& kinh doanh '
dugc.
21 Danh gia dap ung Thyc | Thong tu sO Cuc Quan ly
hanh t6t san xuét thudc, | 41/2023/TT-BTC | Y, Duoc cd
nguyén lidu 1am thube cta truyén
1.008227 | co s& khong thudc dién 30.000.000
cip gidy chimg nhan du
diéu kién kinh doanh
duoc.
22 Dénh gi4 duy tri dap tng | Thong tu s6 | Cyc Quan ly
Thuc hanh t6t sin xudt [ 41/2023/TT-BTC | Y, Dugc cb
1.008228 | thudc, nguyén li€u lam truyén 30.000.000
thudc d6i véi co sé kinh
doanh dugc
23 , croas o Thong tu s6 Cuc Quan ly
| 1.008443 1?;11111 gid dip tng Thue| 4102311 BTC | Y, Duoc & | 21,000,000
tot bdo quan thudc, truyén P

/4
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TT | Mi sb trén Tén TTHC Tén vin ban sita | Pon vi thue Mirc phi
CSDLQG dbi hién ddng/hé so)
nguyén liéu 1am thude doi
v6i co s kinh doanh dugc
24 D4nh ‘gia duy tridap tng | Thong tu s6 Cuc Quan ly
Thue hanh tt bao | 41/2023/TT-BTC | Y, Duoc ¢b
1.008444 | quanthube, nguyén liéu truyén 21.000.000
fam thudc ddi véi co so
kinh doanh duoc.
25 Dénh gid dap tng thuc | Thong tu s6 Cuc Quan ly
hanh tdt bio quan thudc, | 41/2023/TT-BTC | Y, Duoc cb
nguyén liéu 1am thudckhi truyén
1008445 | 0 P doi thude truong 21.000.000
- |hop quy dinh tai
diém a Khoan 1 DPiéu 11
Thong  tu 36/2018/TT-
BYT
26 Péanh gia dap tng thuc | Thong tu sd Cuc Quan ly
hanh t6tbao quanthude, | 41/2023/TT-BTC | Y, Dugc ¢
nguyén liéu lam thudckhi truyén
1.008446 | c6 thay ddi thudc truong 21.000.000
hop quy dinh tai diém
bkhoan 1 Piéu 11 Théng
tw 36/2018/TT-BYT
27 Panh gia dap tng thuc | Thong tu sb Cuc Quén ly
hanh t6t bao quan thube, | 41/2023/TT-BTC | Y, Duge cb
nguyén liéu lam thudckhi truyén
1.008447 | c6 thay ddi thude trudong 21.000.000
hop quy dinh tai diém c
khoan 1 Diéu 11 Théng
tu 36/2018/TT-BYT
28 Panh gia dap tng thuc | Thong tu sd Cuc Quan ly
hanh t&t bao quan thude, | 41/2023/TT-BTC | Y, Dugc cb
nguyén liéu 1am thudc khi truyén
c6 thay d6i thudc trudng
1.008448 | hop quy dinh tai cac diém 21.000.000
d, dhoace khodn 1
Piéu 11 Thong
tu 36/2018/TT-BYT.
29 K& khai gia thudc san xuét | Thong tu sd Cuc Quén ly
1.004491 trong nudc hodc ,thuc‘)c 41/2023/TT-BTC | Y, Dugc cd
' nudc ngoai nhap khau vao truyén 800.000
Viét Nam
30 K& khai lai gi4 thudc nudce | Thong tur sb Cuc Quén ly
1.004620 | ngoai nhap khéu vao Viét | 41/2023/TT-BTC | Y, Dugc ¢o 800.000
Nam truyén )

4
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TT | Mi so trén Tén TTHC Tén vian ban sira | Pon vi thuc Mikc phi
CSDLQG doi hién dong/ho so)
31 Bd sung, thay doi thong tin | Thong tu s Cuc Quan ly
clia thube da ké khai, ké | 41/2023/TT-BTC | Y, Dugc cd
khai lai" gia trong truong truyén
1.004618 | hop '¢o thay déi so voi BU0O00
thong tin di dugc cong bd
nhung gia thubc khong doi
32 Cép gidy xac nhan noi | Thong tu so Cuc Quan ly
1.004543 dung thong tin thudc theo | 41/2023/TT-BTC | Y, Duogc cd
' hinh thirc phat hanh tai truyén 1.600.000
liéu thong tin thude
33 Cép gidy xac nhan ndi| Thong tu sb Cuc Quan ly
dung quang cao thuég 41/2023/TT-BTC | Y, Dugc cd
1.004517 | thong qua phuong tién to truyén
chire hoi thao, hoi nghi, sw L0000
| kién gioi thiéu thudc
34 Cip gidy xac nhan noi | Thong tu so Cuc Quan ly
dung quang céo thube (trir | 41/2023/TT-BTC | Y, Dugc ¢o
truong hop quang cao truyén
1004538 1 4 1éc theo phuong tién t 1.600.000
chire héi thao, hdi nghi, su
kién gigi thiéu thudc)
C. LINH VUC KHOA HQC CONG NGHE VA PAO TAO
TT Mai s6 Tén TTHC Tén van ban sira | Pon vi thuwe | Mirc phi
trén doi hi¢n (Pong/hd
CSDLQG i S0)
| Dinh gid lin Giu viee dip | 41 20t T BrC | hoe  cong|
1.002316 |tng Thuc hanh tot thir > cong
X A 1A s nghé va Dao
thudc trén lam sang ta0
’ i gid inh K ¥ite duy |4 St b e cong|
1.002342 | tri d4p tmg Thuc hanh tdt S
. £ en 1A s nghé va Dao
thir thuoc trén 1am sang t20 P
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