BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6: 818/ QP-QLD Ha Néi, ngay 19 thdng 12 nam 2022
QUYET PINH

Vé viéc ban hanh Danh muc 17 thudc duge li¢u, thude cd truyén san xuat
trong nwéc dwoc gia han gidy ding ky luu hanh tai Viét Nam - Pot 180

CUC TRUONG CUC QUAN LY DUQC

Can cwr Luat Duoc SOI 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy
dinh chure nang, nhiém vu, quyen han va co cdu t6 chirc ciia B6 Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truong B Y té
quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thudc;

Can cir Quyét dinh s6 7868/0P-BYT ngay 28/12/2018 ciia Bé treong B Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan 1y Duoc
thuc BY Y té;

Can ci két ludn ciia Hoi dong tw van cap gidy dang ky lwu hanh thude, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Pang ky thuée, Cuc Qudn 1y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 17 thude duoce liéu,
thudc ¢ truyén san xuat trong nude duge gia han gidy dang ky luu hanh tai Viét
Nam - Dot 180. Céc thudc tai Danh muc nay dugc gitr nguyén thong tin s dang ky
d3 cap va co hiéu luc 05 nam ké tir ngdy ky ban hanh Quyét dinh nay (Phy luc kém
theo).

Piéu 2. Co s6 san xuit va co so dang ky thude c6 trach nhiém:

1. San xuét thudc theo dung cac hd so, tai liéu da dang ky véi Bo Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cdp 1én nhén thude.

2. Thuc hién viéc cap nhat ti€u chuan chat luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctiia B truong Bo Y té quy dinh vé
chat lugng thude, nguyén liéu 1am thude.

3. Cap nhat nhén thudc, t& huéng dan sir dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh ghi nhin
thudc, nguyén lidu 1am thudc va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thtrc thay d6i, b6 sung gidy ding
ky luu hanh thuée quy dinh tai Thong tu s6 08/2022/TT-BYT.

4. Co so dang ky thudc phai bao dam duy tri diéu kién hoat ~dong trong thoi
gian hi€u lyc cua gidy dang ky Iuu hanh thudc, nguyén liéu lam thudc. Trong trudng
hop khong con dap ung du diéu kién hoat dong, co s¢ dang ky phai co trach nhiém
thuc hién thay doi co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

5. Co s6 san xudt thude phai bao dam cac diéu kién hoat dong cua co so san
xuét trong thoi han hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu 1am thude.



Picu 3. Bdi véi cac thude co thay d6i vé hod so hanh chinh (bao gdm nhan, to
hudng dan st dung thudc) trong hd so gia han, sau 12 thang ké tir ngay ban hanh
Quyét dinh nay, co s khong duoc san xuit thude véi cac ndi dung cii da dé nghi
thay doi.

Péi véi thude Mediphylamin (STT 10 trong Phu luc): Co s¢ dang ky phai nop
ho so dé nghi thay 601 b6 sung gidy ding ky luu hanh thudc dé stra lai cach ham

luong dugc chat theo ndng do % trong cac phan hd so lién quan.

Piéu 4. Dbi v6i ban thanh pham duogc lidu duge nhap khau hodc duoc san xut
sau ngay 01/01/2021 khong phai do co so san xuat thude thanh pham san xut, co s¢
chi duoc str dung ban thanh pham duoc liéu di duoc cap Gidy dang ky luu hanh dé
san xudt thudc.

Pieu 5. Quy¢ét dinh nay co6 hi¢u luc ké tir ngay ky ban hanh.

Pieu 6. Giam doc SO Y t€ céc tinh, thanh pho tryc thudoc Trung wong va Gidm
doc co s& san xuat va co sé dang ky c6 thuoc tai Biéu 1 chiu trach nhiém thi hanh
Quye¢t dinh nay./.
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Phu luc
DANH MUC 17 THUOC DUQC LIEU, THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC GIA
HAN GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 180
(Kém theo Quyét dinh so:.818.../0D-OLD, ngay 19./12/2022ia Cuc Quan 1y Dwoc)

1. Co sé ding ky: Cong ty Co phan Dwoc pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, Phuong 15, Quan 10, Thanh ph
Hd Chi Minh, Viét Nam)

1.1. Co sé san xuit: Cong ty C6 phan Dwgc pham Me Di Sun (Pia chi: 521 An Loi, Hoa Loi, Bén Cat, Tinh Binh Duong,
Viét Nam)

A £ P Dang bao |Tuditho | Tiéu Quy cich £+ 1. | S6lan
STT |Tén thuoc Hoat chat, ham luwgng ché (thang) | chuén déng goi So dang ky gia han
Cao kho 14 bach qua n N \
I |Aulakan-F  |(chia 24% flavonoid | \iennén 24 | tees [ HOP2VIXIS | Ge o315 | o1
\ N bao phim vién
toan phan) 60mg

2. Co sé diing ky: Cong ty co phan Duwoc Danapha (Dia chi: 253 Diing Si Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé,
TP. Da Nang, Viét Nam)

2.1. Co s& san xuét: Cong ty c6 phin Dwoc Danapha (Pia chi: 253 Diing Si Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé,
TP. Pa Nang, Viét Nam)

STT |Tén thuéc  |Hoat chét, ham lwgng D”'ﬁlga" T('t‘l‘l’;;lg‘;’ cThlsgn %‘g}gcgl: S6 ding ky gsl‘; lli‘:n
M&i 100ml chira: Cao
kho 14 thuong xuan Hop 1 Chai x
2 |Danospan (twong Ung voi 4,55g 14 Si ro6 36 TCCS | 100ml; Hop 1 | VD-24083-16 01
thuong xuén (Folium chai x 60 ml
Hederae)) 0,7g

3. Co sé ding ky: Cong ty co phan Traphaco (Dia chi: 75 Yén Ninh, phuong Quan Thanh, quan Ba Dinh, thanh phé Ha
Noi, Viét Nam)

3.1. Co s6 san xuét: Cong ty cd phin cong nghé cao Traphaco (Dia chi: Xa Tan Quang, huyén Vin Lam , tinh Hung Yén,
Viét Nam)

S6 lan
gia han

Dang bao |Tudi the | Tiéu Quy cach

ché (thang) [ chuin dong goi S0 ding ky

STT |Tén thube Hoat chét, ham lrong

Cao dac 14 che day
(7:1) (Extr.actu.m Folii Vlenr nang 36 TCCS Hop 91/1 x 10
Ampelopsis spissum) cung vién

625mg

3 |Ampelop VD-23887-15 01
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Cao kho Actiso EP
(Extractum Cynarae
siccus) 170mg, Cao
kho Rau ding dat 8:1
(Extractum Herba Glini

Hop 1 Tuix 1
vix 10 vién;
Hop 1 Tuix 2
vix 10 vién;
Hop 1 Tuix 3
vix 10 vién,
Hop 1 Tuix 5

Boganic Forte ;’gggf;gg Ef;‘;)m V“jigzng 24 TCCS I;;; IIOTIVIT& VD-19791-13 | 01
bim (Extractum Semen vi x 10 vién,
Pharbitidis siccus) Hop 1 Tuix 8
(Ham lugng acid vi x 10 vién,
chlorogenic > 0,8%) Hop 1 Tuix 10
13,6mg vi x 10 vién,
Hop 1 Tuix 12
vi x 10 vién
Cao kho Actiso
EP(Extractum Cynarae
siccus) 85mg, Cao kho
Rau dang dat R , .
8:1(Extr§ctum Herba H? pl ml.f‘ 2
. Glini oppositifolii Vién bao vix 20 vién,
Boganic . R . 36 TCCS | Hop 1thix5 | VD-19790-13 01
siccus) 64mg , Cao khd phim ; i
s vi x 20 vién
Bim bim (Extractum
Semen Pharbitidis
siccus)(Ham lugng
acid chlorogenic >
0,8%) 6,4mg
Cao kho Actiso EP
(Extractum Cynarae
siccus) 8 mg;
Cao kho Rau déng dit Hop 1 Thix 2
8:1 (Extractum Herba vi x 20 vién;
. Glini oppositifolii Vién bao Hop 1 Tuix 5
Boganic siccus) 64mg; Cao kho duong 36 Tees vi x 20 vién VD-19789-13 01
Bim bim (Extractum
Semen Pharbitidis
siccus) (Ham luong
acid chlorogenic >
0,8%) 6,4mg
Cao dic ré Pinh ling
5:1 (Extractum Radix Hop 1 vix 20
Polysciacis spissum) Vién; Hop 2 vi
Hoat huyét 150mg, Cao kho 1a Vién nén x 20 Vién; Hop
dudng nao Bach qua (Extractum bao duong 36 Tees 5vix 20 Vién; VD-22624-15 01
Folii Ginkgo siccus) Hop 10 vix 20
(Ham luong Flavonoid Vién

toan phan > 24%) 5mg
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Cao ré Pinh ling 5:1

(Extractum Radix
Hoathuy AN | Viennen vien Hop 2
8 |dudng nio Ach 9ua : 36 | TCcs TPV yD27363-17| 01
Cebraton S (Extractum Folii bao duong x 20 vién; Hop
Ginkgo) (Ham lugng 5vix 20 vién
Flavonoid toan phan >
24%) 5mg
Cao dic ré Pinh ling
5:1 (Extractum Radix
Polysciacis spissum) Hop 1 vix 20
Hoat huyét 150mg, Cao kho 1a Vién nén vién; Hop 2 vi
y . T N VD-19621-1 1
? dudng nao Bach qua (Extractum bao phim 36 CCS x 20 vién; Hop 96 3 0

Folii Ginkgo siccus)
(Ham luong Flavonoid
toan phan > 24%) 5mg

5vi x 20 vién

4. Co sé diing ky: Cong ty C6 phan Dugc Trung Uong Mediplantex (Pja chi: S6 358 duong Giai Phong, phudng Phuong
Liét, quan Thanh Xuéan, thanh phé Ha Noi, Viét Nam)
4.1. Co sé san xuit: Cong ty C6 phan Dugc Trung Uong Mediplantex (Dia chi: S6 356 duong Giai Phong, quan Thanh
Xuan, thanh phé Ha Noi, Viét Nam)

o P £, 1 Dang bao Tubi tho | Tiéu Quy cach . . | S61an
STT |Tén thuoc Hoat chat, ham lugng ché (thing) | chuin déng goi So dang ky gia han
Mbi 100ml chira Bot
10 |Mediphylamin |cTi€t beo hoa ddu Siro 36 | Tecs | HopOlchai b isssi6] o

(twong duong véi béo
hoa dau 43,2g) 3g

60ml, 100ml

5. Co s¢ diang ky: Cong ty C6 phan Héa dwoe Viét Nam (Pia chi: S6 273, phd Tay Son, phuong Nga Tu SO, quan Dong
Pa, thanh phd Ha Noi, Viét Nam)
5.1. Co sé san xuit: Cong ty Co phan Héa duwoc Viét Nam (Dia chi: S6 192, phd Puc Giang, phuong Thugng Thanh, quan
Long Bién, thanh phé Ha Noi, Viét Nam)

R X YR Dang bao Tubi tho | Tiéu Quy cach £ oo i S6 1an
STT |Tén thuoc Hoat chat, ham luwgng ché (thdng) | chuin déng goi So dang ky gia han
- ox Cao dic Bd cong anh Nguyén
1 |CacddeBO g (wong duong BS | licu lam 36 | TCCS Taiskg |VD27277-17| o1
cong anh n i
cong anh 30kg) thuoc
. R Cao dic Nhan tran 5kg | Nguyén
jp |Caoddenhan e dwong Nhan lidu 1am 36 | TCCS TaiSkg | VD-24407-16| 01
tran P «
tran 50kg) thuoc
., Cao dic ich mau Skg Nguyén
13 |Caodacich 1 ong dwong fch mau | lieu lam 36 | Tccs | Tuiskg | vD-25363-16| 01
mau £
50kg) thuoc
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Cao diic Kim Cao dic Kim tién thao Nguyén
14 |15 Skg (tuong duong Kim | liéu lam 36 TCCS Tai 5 kg VD-25364-16 01
tién thao A s £
tién thao 50kg) thuoc
Cao dic Giao cb lam Neuyén
15 |Cao dacGido 0,5kg (tuong dwong lidu 1am 36 | TCCS |Tuio,5 ke; Ske | VD-22595-15| 01
c6 lam Duoc liéu Giao co lam thud
3.5ke) udc
< oA Cao dac Rau ngd Skg Nguyén
16 |CaoddcRAu 1 ng duong Raungd | liéu lam 36 | TCccs Tai5kg |VD-25365-16| 01
ngo p
50kg) thuoc

6. Co s¢ diang ky: Cong ty CP TM Dwoc VIYT Khai Ha (Pija chi: S5 2A - Phd Ly Bon - Phuong Tién Phong - TP Thai
Binh, Viét Nam, Viét Nam)
6.1. Co sé san xuit: Cong ty CP TM Dugc VTYT Khai Ha (Pia chi: S 2A - Phd Ly Bon - Phuong Tién Phong - TP Théi
Binh, Viét Nam, Viét Nam)

R z PR Dang bao Tubi the | Tiéu Quy cach 2 e , S6 1an
TT |Tén th Hoat chat, ham lw e N 2 k
S en thuoe oat chat, ham fuong che (thang) | chuan dong goéi S0 ding ky gia han
Cao dic ré Pinh ling
(Ex‘Fractum Pplysmams Hop 01 vi x 20
fruticosae spissum) N R .
, X s - vién; Hop 03 vi
(twong tng re dinh lang A R
. . x 20 vién; Hop
Hoat huyét | (Radix Polysciacis) Vién bao 05 vi x 20 vién;
| . 1 1 ; la T > | VD-24472-1 1
7 dung ndo 910mg) 105mg; Cao l& duomg 36 CCS Hop 10 vi x 20 72-16 0

bach qua (Extractum
Folii Ginkgo siccus)
(twong ng 14 bach qua
(Folium Ginkgo biloba)
100mg) 10mg

vién; Hop 01 lo
x 50 vién; Hop
01 1o x 100 vién
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