BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY _ Poc lap - T do - Hanh phiic
Y, DUQC CO TRUYEN
S6: 4445 7YDCT - QLD Ha Noi, ngay 6 thang § ndm 2025

V/v cbéng bb danh muc ndi dung thay
d6i nho chi yéu cau thong bao theo quy
dinh tai khoan 3 Piéu 23 Théng tu sd
29/2025/TT-BYT (bot 1)

Kinh giri: Cac co s& ding ky, co s san xuét thudc luu hanh tai Viét Nam

Thyc hién quy dinh tai khoan 3 Diéu 23 Thong tu s6 29/2025/TT-BYT
ngdy 01/7/2025 quy dinh vé viéc ding ky luu hanh thudc cb truyén, vi thude
) truyén, duoc liéu.

Cuc Quan ly Y, Dugc cd truyén thong béo:

1. Cong bb danh myc noi dung thay d6i nhé chi yéu cau thong bao (Dot 1)
theo quy dinh tai khoan 3 Piéu 23 Thong tu s6 29/2025/TT-BYT tai Phy luc
dinh kém c6ng van nay trén Trang thong tin dién tr cia Cuc Quan ly Y,

Duoc ¢d truyén tai dia chi: https://ydct.moh.gov.vn/.

2. Péi vai thube cb truyén ¢6 trong danh muc da thuc hién thay dbi, bd
sung trong qué trinh luu hanh hodc c6 dinh chinh thong tin li€n quan dén
gidy dang ky luu hanh thudc, doanh nghiép xuét trinh vin ban da dugc phé
duyét hodc xac nhdn cia By Y té (Cuc Quan Iy Y, Dugc cd truyén) véi cac
co quan, don vi lién quan dé thuc hién theo quy dinh phép luét.

3. Co s6 duoc thuc hién va chiu hoan toan trach nhiém dbi v6i ndi dung
thay dbi nho chi yéu ciu thong bao ké tir ngay tiép nhan ghi trén Phiéu tiép
nhén hé so. Co so diang ky thudc, co s& san xuét chiu trach nhiém trude
phap luét vé tinh chinh x4c, trung thuc cia thong tin thay i, bd sung chi
yéu cau théng bdo, thuc hién luu trit hd so, tai liéu dé co quan co thdm
quyén hau kiém theo quy dinh tai khoan 3, khoén 4 Piéu 41 Thong tu sb
29/2025/TT-BYT ngay 01/7/2025 quy dinh vé viéc ding ky luu hanh thubce
cd truyén, vi thudc cb truyén, duoc licu.

Trong qué trinh thuc hién néu c¢é kho khin vudng mic, dé nghi thong

béo vé& Cuc Quan Iy Y, Duoc cb truyén dé kip thoi giai quyét.




Cuc Quan Iy Y, Duoc cb truyén thong bao dé cac co s& biét va thuc

hién ding cac quy dinh hién hanh./.

Noi nhin:

- Nhur trén;

- TT D Xuan Tuyén (dé b/c);

- PCT PT Trinh Thi Diéu Thuong (d b/c);

- S&'Y té cac tinh, thanh phé;

- Cuc Quén Y — B6 Quéc Phong, Cuc Y té - Bo Cong
an; Cuc Y t& GTVT — B0 Giao thong vén tai,

- Téng Cuc Hai quan — B9 Tai chinh;

- Bao hiém X4 hoi Viét Nam;

-B6 Y té: Vu PC, Cuc Quan ly Dugc, Cuc QLKCB;
- Vién KN thuéc TU, Vién KN thudc TP.HCM;

- Téng Cong ty Dugc VN-CTCP;

- Céc Bénh vién & Vién cd giuong bénh tryuc thude
BYT;

- Website Cuc QL YDCT;

- Luu: VT, QLD (02 ban).




Phu luc

DANH MUC NOI DUNG THAY POI NHO CHI YEU CAU THONG BAO BAN HANH KEM THEO
CONG VAN SO ./4(S [YDCT-QLD NGAY )¢ / § /2025 CUA CUC QUAN LY Y, DUGC CO TRUYEN

THEO QUY PINH TAI KHOAN 3 PIEU 23 THONG TU SO 29/2025/TT-BYT

STT | Ténthudéc | S6 | CosoPing| Cosésan | Matiép | Ngay tiép | Noi dung dé nghi | Thong tinda | Thong tin cip
Pang ky xuit nhin ho nhan thay ddi bd sung/ dwoc phé nhat thay doi
ky SO Ma phan loai thay duyét
dbi/bd sung

1 Dudng TCT- |Céng ty cb |Nha may | BSTPTN- | 16/7/2025 | 1. Diéu chinh thiét 1. Pidu chinh
huyét an | 00056- |phan duoc | san xuét | TCT- ké cum chir “Gia thiét k& cum chir

nio Gia |22 phdm Hoa | dugc phém | 001313 Linh”, bé “Thudc” “Gia Linh”, bo

Linh Linh Hoa Linh truGce tén san pham, “Thude” trudc

b6 sung cum
“Thyde = . OTE”
thudc trudong hop:
Thay dbi, bd sung
ndi dung mau nhan
ap dung ddi véi cac
truong hop sau:

a) Thay doi thiét ké
ma khong thay dbi
y nghia;

b) B6  sung/bod
bot/thay thé hinh
anh, so dd ma
khong thay ddi y
nghia.

tén san phim,
b0 sung cum
“Thudc OTC”




(MiV-N1, Phu luc
I, Théong tu
29/2025/TT-BYT)

2. Thay d6i dia chi
cua co so dang ky
(co so dang ki
khong thay ddi)
(MiV-N1, Phu luc
II Thoéng tu
12/2015/TT-BYT)

2. Pia chi co so
ding ky: S6 56
Truong Cong
Giai, phuong
Dich Vong,
quan Cau Gidy,
TP. Ha Noi.

2. Pia chi co so
ding ky: S6 56
Truong Cong
Giai, phuong
Ciu Gidy, TP.
Ha Noi.

3. Thay ddi dia chi
co s& san xuét thudc
thanh phim (dia
diém san  xuét
khong thay dbi) -

(MiV-N9, Phu luc
II Thoéng tu
12/2015/TT-BYT)

3. Pia chi co s |

san xut:

L6 B3, CCN
Thi Tréan
Phung, huyén
Dan Phugng,
TP. Ha Noi.

3. Dia chi co s&
san xuét: Lo B3,
CCN Thi Tran
Phing, x& Dan
Phuong, TP. Ha
Noi.

88

Vién nang
Kim tien
thio

VD-
21859-
14

Cong ty cb
phan  duoc
phém

Khang Minh

Cong ty cd
phan dugc
phdm

Khang Minh

BSTDTN-
TCT-
001335

22/8/2025

Thay dbi nho trong
quy trinh san xuét
ban thanh phim,
thanh pham thudc
cd truyén
(MiV-N4, Phu luc
II, Thong tu
29/2025/TT-BYT)

Thiét bi dong

nang: May
déong nang tu
dong NJP-
1200.

Thiét bi dong
nang: Mdy dong
nang tu dong
NJP-2300C.




Cim ho
ngan kieu

TCT-
00006-
20

Cong ty cb
phin dugc
phim Hoa
Viét

Céng ty cb
phin duoc
phim Hoa
Viét

BSTDTN-
TCT-
001336

28/8/2025

1. Thay d6i dia chi
cua co so dang ky
(co so dang ki
khéng thay dbi)
(MiV-N1, Phu luc
II Théng tu
12/2015/TT-BYT)

1. Pia chi co s¢
ding ky: S
124 dudng
Trudong Chinh,
phudng Minh
Khai, TP. Phu
Ly, Ha Nam.

1. Dia chi co s¢
dang ky: Lo
C9, khu codng
nghiép  Chau
Son, phudng
Chau Son, tinh
Ninh Binh.

2. Thay ddi dia chi
co s& san xut thudc
thanh phdm (dia
diém san  xuét
khong thay dbi)
(MiV-N9, Phu luc
11 Thong tu
12/2015/TT-BYT)

2. Dia chi co so
san xuat: Lo
C9, khu cong
nghi€p  Chau
Son, phuodng
Chéu Son,
thanh ph6 Phu
Ly, tinh Ha
Nam.

2. Dia chi co so
san xuét: Lo C9,
khu cdng
nghiép  Chau
Son, phudng
Chau Son, tinh
Ninh Binh.

Hoa Viét
trang linh
don

VD-
27360-
17

Cong ty cd
phan dugc
phdm Hoa
Viét

Cong ty cb
phin duoc
phdm Hoa
Viét

BSTDTN-
TCT-
001337

28/8/2025

1. Thay d6i dia chi
cia co s¢ dang ky
(co so dang ki
khong thay dbi)
(MiV-N1, Phu luc
I Thong tu
12/2015/TT-BYT)

1. Pia chi co s¢
dang ky: S6 124
duong Truong
Chinh, phudng
Minh Khai, TP.
Phi . Ly - Ha
Nam.

1. Dia chi co so
dang ky: L6 C9,
khu cong
nghiép  Chau
Son, phuong
Chéu Son, tinh
Ninh Binh.

2. Thay dbi dia chi
co s& san xut thubc
thanh phidm (dia
diém san  xuét
khong thay dbi)
(MiV-N9, Phu luc

2. Pia chi co so
san xudt: Lo
C9, khu cong
nghi€ép  Chau
Son, phudng
Chau Son,
thanh phd Phu

2. Dia chi co s&
san xuit: Lo C9,
khu cong
nghiép  Chau
Son, phuodng
Chau Son, tinh
Ninh Binh.




bSt/thay thé  hinh
anh, so dé ma
khong thay dbi y
nghia.

(MiV-N1, Phu luc
I, Thong tu
29/2025/TT-BYT)

Cam thao 40,5
mg; Xich thuoc
81,0 mg; Sai hd
40,5 mg; Chi
xac 81,0 mg;
Nguu tit 121,5
mg; Cat céanh
60,0 mg; Dao
nhan 162,0 mg)
Téa duogc viura du
1 vién nang
cung

11 Théong  tu|Ly, tinh Ha
12/2015/TT-BYT) | Nam.
| Cerecaps | TCT- | Céng ty cb | Cong ty cd | BSTDTN- | 22/8/2025 | 1. Pé nghithay ddi|1. M&i vién|1. MS&i vién
new 00290- | phan duoc | phan dugc | TCT- |1tén Cao khd trén | chira: Cao kho | chita: Cao kho
25 TU TU 001339 Nhén thudc truong | CERECAPS hén hop dwoc
Mediplantex | Mediplantex hgp: 570mg (Tuong | li€u 570mg
Thay dbi, bd sung | dwong  véi: | (Tuong duong
ndi dung mau nhén | Hong hoa | v6i: Hong hoa
ap dung ddi vai cac | 121,5mg; 121,5mg;
truong hop sau: | DPuong quy | Puong quy
a) Thay d6i thiét ké | 121,5 mg; | 121,5 mg;
ma khong thay di | Xuyén khung | Xuyén khung
y nghia; | 60,0 mg; Sinh | 60,0 mg; Sinh
b) Bb sung/bo | dia 121.5 mg; | dia 121,5 mg;

Cam thao 40,5
mg; Xich thuoc
81,0 mg; Sai hd
40,5 mg; Chi
xac 81,0 mg;
Nguu tit 121,5
mg; Cat canh
60,0 mg; Pao
nhan 162,0 mg)
Ta duoc vira du
1 vién nang
cung

2. Thay dbi tén béan
thanh phim cao
dugc li€u trong tiéu
chudn chit luong
ban thanh pham.

2. Cao kho
CERECAPS
NEW

2. Cao kh6 hén
hop dwoc liéu




Thuéc ho | TCT- |Coéng  ty|Céng  ty | BSTDTN- | 06/09/2025 | Thay dbi thiét ké Thay dbi thiét
tré em 00138- | TNHH TNHH TCT- bao bi ngoai va bao ké bao bi ngoai
23 MTV dugc | MTV dugc | 001342 bi trung gian cua va bao bi trung
phdm Phudc | phdm Phudc san phdm (Quy gian cua san
Sanh Sanh cach dong gdéi : Hop pham (Quy cach
Pharma Pharma 11o055ml; Hop 1 lo dong gbi : Hop
90 ml) thudc truong 1 lo 55 ml; Hop
hop: Thay dbi, bd 1 1o 90 ml).
sung ndi dung mau .
nhin ap dung dbi
véi céc truong hop
sau:
a) Thay dbi thiét ké
ma khéng thay ddi
y nghia;
b) B6  sung/bd
b6t/thay thé hinh
anh, so d6 ma
khong thay ddi y
nghia.
(MiV-N1, Phu luc
11, Thong  tu
29/2025/TT-BYT)
Sitar VD- Céng ty cb | Cong ty co | BSTDTN- | 08/09/2025 | 1. Thay ddi dia chi | 1. Dia chi co s& | 1. Dia chi co so
23888- | phan phin cong | TCT- clia co s& ding ky | dang ky: 75 | dang ky: 75 phd
15 Traphaco nghé¢ cao | 001343 (co so dang ki|Yén Ninh, Ba | Yén Ninh,
Traphaco khong thay dbi) | Pinh, Ha Noi. | phudng Ba
(MiV-N1, Phu luc binh, TP. Ha
I Thong  tu Noi.

12/2015/TT-BYT).




2. Thay déi dia chi
c0 s& san xuét thube
thanh phdm (dia
diém san  xuét
khong thay ddi)
(MiV-N9, Phu luc
II Thong tu
12/2015/TT-BYT)

2. Dia chi co s&
san xuat: Xa
Tén Quang,
huyén Van
Lam, tinh Hung
Yén.

2. Dia chi co s&
san xuit: S
140-142-144
Khu A Dia chit,
x4 Nhu Quynh,
tinh Hung Yén.

XUAN

TCT-
00198-
24

Cong ty
TNHH Van
‘| Xuén

Cong ty:
TNHH Van
Xuan

BSTDTN-
TCT-
001345

11/9/2025

Thay d6i thiét- ké

hudng dan sir dung |

va thay dbi mau séc
thiét ké nhan goi va
nhan hop thudc
truong hop: Thay
dbi, bd sung noi
dung miu nhan 4p
dung dbi véi cac
truong hop sau:
a) Thay dbi thiét ké
ma khong thay ddi
i nghia;
b) B& sung/bd
b6t/thay thé hinh
anh, so d6 ma
khong thay déi y
nghia.

(MiV-N1, Phu luc
II, Thong tu
29/2025/TT-BYT)

Thay dbi thiét
ké hudng dan sir
dung va thay
ddi mau sic
thiét k& nhan
g6i va nhan hop.




