BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY Poc lap - Tu do - Hanh phic
Y, DUQC CO TRUYEN
Sé: 54 /YDCT - QLD Ha Nji, ngay A3 thang 03 nam 2026

V/v cong b danh muc ndi dung thay
ddi nho chi yéu cau thong bao theo quy
dinh tai khoan 3 Diéu 23 Théng tu sb
29/2025/TT-BYT (Dot 8)

Kinh gti: Céac co so dang ky, co s& san xuét thubc luu hanh tai Viét Nam

Thuc hién quy dinh tai khoan 3 Pidu 23 va khoan 3 Diéu 32 Thong tu
s& 29/2025/TT-BYT ngay 01/7/2025 quy dinh vé viéc dang ky luu hanh
thube cd truyén, vi thube cb truyén, duogc liéu.

Cuc Quan ly Y, Duoc cd truyén thong béo:

1. Cong bb danh muc ndi dung thay dbi nhé chi yéu cau théng bao (Dot 8)
theo quy dinh tai khoan 3 Diu 23 va khoan 3 Diéu 32 Théng tu 56
29/2025/TT-BYT tai Phu luc dinh kém cong vian nay trén Trang thong tin

diégn t¢r cua Cuc Quan ly Y, Duoc cb truyén tai dia chi:

https://ydct.moh.gov.vn/.

2. Pbi véi thube cb truyén, vi thudc cd truyén cé trong danh muc da
thuc hién thay ddi, bd sung trong qua trinh luu hanh hodc ¢ dinh chinh
thong tin lién quan dén gidy dang ky luu hanh thude, doanh nghiép xuét
trinh van ban di dugc phé duyét hodc xac nhin cua BO Y té (CucQuanly Y,
Dugc cb truyén) véi cac co quan, don vi lién quan dé thuc hién theo quy
dinh phép luét.

3. Co s& dugc thuc hién va chiu hoan toan trach nhiém dbi v6i ndi dung
thay dbi nhé chi yéu cau thong bio ké tir ngay tiép nhan ghi trén Phiéu tiép
nhén hd so. Co s¢ ding ky thudc, co sé sin xuét chju trach nhiém trudc
phap luat vé tinh chinh x4c, trung thyc cta thong tin thay dbi, bd sung chi
yéu cau théng bdo, thuc hién luu trit hd so, tai lieu dé co quan cé thdm
quyén hau kiém theo quy dinh tai khoan 3, khoan 4 Diéu 41 Théng tu sd
29/2025/TT-BYT ngay 01/7/2025 quy dinh v& viéc dang ky hru hanh thude

¢ truyén, vi thudc co truyen, dugce lidu.
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Trong qué trinh thuc hién néu c6 khé khin vuéng méc, d& nghi thong
béo vé Cuc Quan Iy Y, Dugc cb truyén dé kip thoi giai quyét.
Cuc Quan ly Y, Dugc cb truyén thong bao dé cic co s& biét va thuc

hién ding cac quy dinh hién hanh./.

Ak ps Ty .CUC TRUONG
- Nhu trén; : V&,
- Thit truéng thwomg trye Vii Manh Ha (8 blc); [/ TC u!’nﬂq @‘UC TRUONG
- Cyc trudng Trinh Thi Diéu Thudng (dé b/c); ( = gir

&)

- S&'Y té cac tinh, thanh phé; G2
- Cuc Quan Y — B6 Quéc Phong, Cuc Y té - B Cong \
an;

- Cuc Hai quan — B0 Tai chinh;

- Bao hlém X2 hoéi Viét Nam;

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

- Téng Cong ty Dugc VN-CTCP;

- Céc Bénh vién & Vién c6 giudng bénh truc 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 kém theo Cong van sé 2 /YDCT-QLD ngay A3/ 02/2026 ciia Cuc Quan 1y Y, Duoc co truyén)

STT| Tén thudc S6 | CosoDang| Cososan | Matiép | Ngaytiép | Ngidungdé | Théngtindi | Thong tin cip
Ding ky xuit nhan hd nhén nghi thay dbi dwoc phé nhit thay dbi
ky SO’ bd sung/ Mi duyét
phan loai thay
dbi/bd sung
1 Linh Chi - F VD- Cong  ty | Cong ty | BSTDTN- | 27/11/2025 | 1. Bd sung nha | NAm linh chi | NAm linh chi
23289- | TNHH duoc | TNHH dugc | TCT- san xudt/ cung | (Ganoderma | (Ganoderma
15 phim phém 001444 cip duogc liéu | lucidum) lucidum)
Fitopharma | Fitopharma Thudc trudong | Pwong  quy | Dwong quy
(Fitopharma | (Fitopharma hop Thay | (Radix (Radix Angelicae
Co.,Ltd) Co.,Ltd) dbi/bd  sung | Angelicae sinensis)
ngudn gbc/ co | sinensis) - Bozhou City
s& cung cAp/co | - YunNan | Gong  Medicine
sd san xult | LvSheng Yinpian Factor
dugc  liéu,ta | traditional - Anhui
duoc, bao bi, | Chinese Xiehecheng
vO nang, ban | medicine Chinese Herb
thanh  phim | technology Limited
nguyén liéu san | Co., Ltd. Corporation.

xuat thubc cb
truyén (MiV-
TCT-N7- Phu




luc II Thong tu
s629/2025/TT-
BYT)

2. BS sung nha
sin Xxudt/ cung

cdp ta duogc
thudc  truong
hop Thay
d6i/bd  sung

ngudn gbc/ co
sO cung cap/co
s& san  xuét
dugc  liéu,ta
dugc, bao bi,
vd nang, ban
thainh  phém
nguyén liéu san
xuit thubc cb
truyén (MiV-
TCT-N7- Phu
luc II Thong tu
$629/2025/TT-
BYT)

Magnesi Magnesi stearat

stearat (Magnesii

(Magnesii stearas)

stearas) - Sudeep Pharma

- Peter Greven | Private Limited.

Asia SDN.

BHD.

Tinh bot | Tinh bot

(Amylum (Amylum

Manihoti) Manihoti)

- Doanh nghiép | - Cong ty C4 phan

tw nhan Bach | Sin xuit Thuong

Tuyét mai dich wvu
Trudng Phat

Phong
nang

thap

TCT-
00022-
20

Cong ty
TNHH duoc
phim
Fitopharma

Cong ty
TNHH duoc
phim
Fitopharma

BSTDTN-
TCT-
001445

27/11/2025

1. B6 sung nha
san xuit/ cung
cip duogc lidu
Thudc truong
hop Thay

Hy thiém
(Herba

Siegesbeckiae)
Thién nién
kién (Rhizoma

Hy thiém (Herba
Siegesbeckiae)
Thién nién Kién
(Rhizoma
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(Fitopharma | (Fitopharma ddi/bd  sung | Homalomenae | Homalomenae

Co.,Ltd) Co.,Ltd) ngudn gbc/ co | occultae) occultae)
s& cung cip/co | - Cong ty cb |- Cong ty TNHH
s& san xuét|phin  dugc | Pong Dugc Dén
dugc  liéu,ta | Trung  wong | Loi.
duoc, bao bi, | Mediplantex.
vd nang, ban
thanh  phim
nguyén liéu san
xudt thubc cd
truyén (MiV-
TCT-N7- Phu
luc II Thong tu
s629/2025/TT-
BYT)
2. B6 sung nha | Magnesi Magnesi stearat
san xuit/ cung | stearat (Magnesii
cdp ta duoc | (Magnesii stearas)
thugc  trudng | stearas) - Sudeep Pharma
hop Thay | - Peter Greven | Private Limited.
ddi/bd  sung | Asia  SDN.
ngudn gbc/ co | BHD.
s& cung cap/co | Tinh bot | Tinh bot
so san  xut | (Amylum (Amylum
dugc  liéu,td | Manihoti) Manihoti)
duge, bao bi, | - Doanh nghiép | - Céng ty C phan

vé nang, béan
thanh  phim

tr nhan Bach
Tuyét

San xuit Thuong




nguyén li¢u san
xult thubc cb
truyén MiV-
TCT-N7- Phu
luc II Thong tu
$629/2025/TT-
BYT)

mai dich wvu
Truong Phat

FITOGRA-F

25954-
16

Cong ty
TNHH dugc
phim
Fitopharma
(Fitopharma
Co.,Ltd)

Cong ty
TNHH dugc
phim
Fitopharma
(Fitopharma
Co.,Ltd)

BSTDTN-
TCT-
001446

27/11/2025

1. Bb sung nha
sin xudt/ cung
cp dugc lidu
Thudc truong
hop Thay
d6i/bd  sung
ngudn gbc/ co
s& cung cip/co
sO san  xudt
dugc  liéu,ta
dugc, bao bi,
v0 nang, ban
thinh  phém
nguyén li¢u san
xudt thubc cd
truyén (MiV-
TCT-N7- Phu
luc II Thong tu
$629/2025/TT-
BYT)

Nhén sam | Nhian sim (Radix
(Radix Ginseng)
Ginseng) - Bozhou City
- YunNan | Gong  Medicine
LvSheng Yinpian Factor
traditional - Anhui
Chinese Xiehecheng
medicine Chinese Herb
technology Limited

Co., Ltd. Corporation.

Hai ma | Hai ma
(Hippocampus | (Hippocampus)

) Loc nhung
Loc  nhung | (Cornu Cervi
(Cornu  Cervi | pantotrichum)
pantotrichum) | Qué (Cortex
Qué  (Cortex Cinnamomi)
Cinnamomi) - Cong ty TNHH
- Cong ty cb|Poéng Duge Dan
phan duoc | Loi.




ol =8 2 |5
Trung  uong
Mediplantex.
2. Thay ddi nha | Magnesi Magnesi stearat
san xuit/ cung | stearat (Magnesii
cip ta duoc | (Magnesii stearas)
thudc  trudng | stearas) - Peter Greven
hop Thay | - Peter Greven | Asia SDN. BHD.
dbi/bd  sung|Asia  SDN. |- Sudeep Pharma
ngudn gbc/ co | BHD. Private Limited.
s& cung cép/co Tinh bot | Tinh bot
so san  xult | (Amylum (Amylum
dugc  liéu,td | Manihoti) Manihoti)
duge, bao bi, | - Doanh nghiép | - Doanh nghiép tu
vd nang, ban|tu nhan Bach | nhan Bach Tuyét
thanh  phdm | Tuyét - Céng ty Cb phan
nguyén li¢u san San xudt Thuong
xuit thubc cb mai dich wvu
truyén (MiV- Truong Phat
TCT-N7- Phu | Lactose Lactose
luc II Thong tu | (Lactosum) (Lactosum)
$629/2025/TT- | DMV-Fonterra | Meggle USA,
BYT) Excipients Inc.,
GmbH & Co.
KG
Dai trang - F VD- Cong ty | Cong ty | BSTDTN- | 27/11/2025 | 1. Thay d6inha | Hoang  lién | Hoang lién
21487- | TNHH dugc | TNHH dugc | TCT- san xuit/ cung | (Rhizoma (Rhizoma
14 001447 cdp duoc liéu | Coptidis) Coptidis)




phim
Fitopharma
(Fitopharma
Co.,Ltd)

pham
Fitopharma
(Fitopharma
Co.,Ltd)

Thude trudong
hop Thay
d6i/bd  sung
ngudn gbc/ co
s& cung cap/co
sO san  xuét
dugc  liéu,ta
dugc, bao bi,
vd nang, ban
thanh  phém
nguyén li€u san
xuat thubc cb
truyén (MiV-
TCT-N7- Phu
luc II Thong tu
$629/2025/TT-
BYT)

Ngé thu du |Ngé tha du
(Fructus (Fructus Evodiae
Evodiae rutaecarpae)
rutaecarpae) - YunNan
- YunNan | LvSheng
LvSheng traditional
traditional Chinese medicine
Chinese technology Co.,
medicine Ltd.
technology - Bozhou City
Co., Ltd. Gong Medicine
Yinpian Factor
- Anhui
Xiehecheng
Chinese Herb
Limited
Corporation.
Moéc  huwong | Mjc huwong
(Radix (Radix
Saussureae Saussureae
lappae) lappae)
- Cong ty c6|- Bozhou City
phan dugc | Gong  Medicine
Trung  wong | Yinpian Factor
Mediplantex - Anhui

Xiehecheng
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Chinese Herb
Limited
Corporation.

2. Bb sung nha | Magnesi Magnesi stearat

san xuat/ cung | stearat (Magnesii

cip ta duoc | (Magnesii stearas)

thugc  trudng | stearas) - Sudeep Pharma

hop Thay | - Peter Greven | Private Limited.

dbi/bd  sung | Asia  SDN.

ngudn gbc/ co | BHD.

s& cung cip/co | Tinh bot | Tinh bot

so san  xuét | (Amylum (Amylum

dugc  li€u,tad | Manihoti) Manihoti)

dugc, bao bi, | - Doanh nghiép | - Cong ty Cé phéan

vé nang, ban |tu nhdn Bach | San xuit Thuong

thanh  phdm | Tuyét mai dich wvu

nguyén li€u san Trudng Phat

xut thubc cb

truyén (MiV-

TCT-N7- Phu

luc II Thong tu

s629/2025/TT-

BYT)

Rheumapain-F VD- Cong ty | Cong ty | BSTDTN- | 27/11/2025 | 1. B6 sung nha | Hy thiém | Hy thiém (Herba
18103- | TNHH duoc | TNHH dugc | TCT- san xult/ cung | (Herba Siegesbeckiae)
12 phdm phém 001448 cAp duogc lidu | Siegesbeckiae) | DAy dau xwong

Fitopharma | Fitopharma Thudc trudong | Day dau | (Caulis

hop Thay

xwong (Caulis




(Fitopharma
Co.,Ltd)

(Fitopharma
Co.,Ltd)

doi/bd  sung
ngudn gbc/ co
s& cung cép/co
s& san  xuét
dugc  liéu,ta
dugc, bao bi,
vd nang, ban
thanh  phim
nguyén li€u san
xudt thubc cd
truyén (MiV-
TCT-N7- Phu
luc II Théng tu
s 29/2025/TT-
BYT)

Tinosporae Tinosporae
sinensis) sinensis)

Thé phuc linh | Thd phuc linh
(Rhizoma (Rhizoma
Smilacis Smilacis glabrae)
glabrae) Thién nién kién
Thién nién | (Rhizoma

kién (Rhizoma | Homalomenae
Homalomenae | occultae)
occultae) Huyét giac
Huyét  giac | (Lignum

(Lignum Dracaenae
Dracaenae cambodianae)
cambodianae) | - Céng ty TNHH
- Cong ty cb |Pong Duoc Dan
phan duoc | Loi.

Trung  uwong

Mediplantex.

Thwong nhi tir | Thwong nhi tir
(Fructus (Fructus Xanthii
Xanthii Strumarii)
strumarii) Ha thi 6 d6 ché

Ha tha o6 do
ché  (Radix
Fallopiae
multiflorae
Praeparatae)

(Radix Fallopiae
multiflorae
Praeparatae)




- YunNan
LvSheng

- Bozhou City
Gong Medicine

traditional Yinpian Factor
Chinese - Anhui
medicine Xiehecheng
technology Chinese Herb
Co., Ltd. Limited
Corporation.

2. B6 sung nha | Magnesi Magnesi stearat

san xuit/ cung | stearat (Magnesii

cip ta dugc | (Magnesii stearas)

thugc  trudng | stearas) - Sudeep Pharma

hop Thay | - Peter Greven | Private Limited.

ddi/bd  sung | Asia SDN.

ngudn gbc/ co | BHD.

s& cung cap/co
s& san xut
dugc  ligu,ta
duoc, bao bi,
vO nang, bén
thanh  phim
nguyén liéu san
xut thubc cd
truyén (MiV-
TCT-N7- Phu
luc II Thong tu
56 29/2025/TT-
BYT)




Pan sim tam | VD- Cong ty co|Cong ty c6[BSTDTIN- | 05/12/2025 | Cap nhat/thay | 1. Borneol | 1. Borneol
thit VCP 32930- | phan dugc | phan dugc | TCT- ddi tidu chuin (Borneolum (Borneolum
19 phdm VCP | phdm VCP | 001453 chét lwong ctia | Syntheticum): | Syntheticum): CP
dugc liu, ta | CP2015 2020
duogc, bao bi, | 2. PEG 6000: | 2. PEG 6000: USP
béan thanh | USP 38 2025
phim vi thuéc [3. Nuéc tinh|3. Nude tinh
¢d truyén thudc | khiét: DDVN | khiét: DDVN V
truong hop | IV
Cap nhit tiéu
chuin chét
lugng theo
phién ban
Dugc dién hién
hanh.
(MiV-TCT-
N6- Phu luc II
Thong tu s
29/2025/TT-
BYT)
B6 huyét ich| VD- Cong ty | Cong ty | BSTDTN- | 13/1/2026 Cap nhét/thay | 1. Cao khd 14 | 1. Cao khd 14 bach
nio 29530- | TNHH Nam | TNHH Nam | TCT- ddi tiéu chuén | bach qua: | qua: Duoc dién
18 Dugc Duoc 001501 chét lugng ctia | Dugc dién Viét | Viét Nam V (ban
dugc ligu, ta|Nam IV (ban | b sung)
duge, bao bi, | bd sung)
ban thanh | 2. Calci | 2. Calci carbonat:

phdm vi thudc
cb truyén thudc

carbonat: Duoc

Dugc dién Viét
Nam V

10




trudng hop
Cap nhat ti€u
chudn chét
lugng theo
phién ban

Dugc dién hién
hanh.
(MiV-TCT-
N6- Phu luc II
Thong tu sb
29/2025/TT-
BYT)

dién Viét Nam

IV

3. PEG 6000: | 3. PEG 6000:
Dugc dién Viét | Dugc  dién Viét
Nam IV Nam V

4. Magnesi
stearat: Dugc
dién Viét Nam
IV

4. Magnesi
stearat: Dugc dién
Viét Nam V

5. Talc: Duoc

5. Talc: Dugc dién

dién Viét Nam | Viét Nam V
v
6. Tween 80:|6. Tween 80:

Duoc dién Viét
Nam IV

Duoc dién Viét
Nam V
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