BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CucC QUZAN LY . Doc lap - Ty do - Hanh phic
Y, DUQC CO TRUYEN '
S8: A$44 /YDCT - QLD Ha Ngi, ngay 81 théng 4 Oncm 2025

V/v cong bé danh muc ndi dung thay
dbi nhé chi yéu cau thong bao theo quy
dinh tai khoan 3 Pidu 23 Théng tu sb
29/2025/TT-BYT (Dot 2)

Kinh giri: Céc co s& dang ky, co s& san xudt thude luu hanh tai Viét Nam

Thuc hién quy dinh tai khoan 3 Piéu 23 Thong tu $6 29/2025/TT-BYT
ngdy 01/7/2025 quy dinh vé& viéc ding ky Iuu hanh thudc ¢b truyén, vi thubc
cd truyén, duoc liéu.

Cuc Quan Iy Y, Dugc cb truyén théng béo:

1. Céng bd danh myc ndi dung thay di nhé chi yéu;céu thong béo (Dot 2)
theo quy dinh tai khoan 3 Diéu 23 Thong tu s6 29/2025/TT-BYT tai Phy luc

dinh kém cong vén nay trén Trang thong tin dién tr cia Cyc Quan ly Y,

Duogc ¢b truyén tai dia chi: https://ydct.moh.gov.vn/.

2. Bbi voi thube cb truyén c6 trong danh myc da thuc hién thay dbi, bd
sung trong qué trinh luu hanh hosc ¢é dinh-chinh thong tin lién quan dén
gidy ding ky luu hanh thudc, doanh nghiép xuét trinh vin ban da dugc phé
duyé€t hodc xac nhén cuia B§ Y té (Cuc Quan ly Y, Dugc cd truyén) v3di cac
co quan, don vi lién quan dé thuc hién theo quy dinh phap luat.

3. Co s& dugc thue hién va chiu hoan toan trach nhiém ddi véi ndi dung
thay @i nho chi yéu cdu thong bao ké tir ngay tiép nhan ghi trén Phiéu tiép
nhén hd so. Co s& dang ky thudc, co s& san xuét chiju trach nhiém trude

phép luat vé tinh chinh xéc, trung thuc cta thong tin thay ddi, bd sung chi

quyén hau kiém theo quy dinh tai khoan 3, khoan 4 biéu 41 Thong tu sb
29/2025/TT-BYT ngay 01/7/2025 quy dinh vé viéc dang ky lwu hanh thudc
cd truyén, vi thubc cb truyén, duogc liéu. ‘ ‘

Trong qua trinh thyc hién néu c6 khé khan vuéng méic, d& nghi thong

|
|
yéu cau thong bao, thuc hién luu trit ho so, tai li€u dé co quan c6 tham
bao vé& Cuc Quéan Iy Y, Duge cb truyén dé kip thoi giai quyét.




}
Cuc Quén Iy Y, Dugc cb truyén thong béo dé céc co s& biét va thuc

hién dung céc quy dinh hién hanh./.

Noi nhin:

- Nhu trén;

- Thtr trudng thudng tryc Vi Manh Ha (d8 b/c);

- PCT PT Trinh Thj Diéu Thudng (dé b/c);

- 8&'Y té céc tinh, thanh phé;

- Cyc Quan Y — B§ Quéc Phong, Cuc Y té - B$ Cong
an;

- Cuc Hai quan — B§ Tai chinh;

- Bao hiém X4 hoi Viét Nam;

-Bo Y t&: Vu PC, Cuc Quan Iy Dugc, Cuc QLKCB;
- Vién KN thudc TU, Vién KN thudc TP.HCM,;

- Téng Céng ty Dugc VN-CTCP;

- C4c Bénh vién & Vién c6 giuong bénh tryc thudc
BYT;

- Website Cuc QL YDCT;

- Lwu: VT, QLD (02 bén).

Minh Ngoc



Phu luc
DANH MUC NOI DUNG THAY POI NHO CHi YEU CAU THONG BAO BAN HANH KEM THEO
CONG VAN SO/{ ! ‘W /YDCT-QLD NGAY # / [0 12025 CUA CUC QUAN LY Y, DUQC CO TRUYEN

STT | Tén thudc | SO Cosé | Cosé | Matiép | Ngay tiép | Noi dung dé nghi thay Théng tin da | Thong tin cip
DPing | Ping ky | san xuit | nhin ho nhan d6i bd sung/ Ma phan | dwgc phé duyét | nhit thay doi
ky SO loai thay d6i/bd sung
1 Vién ngdm | TCT- Cong ty Nhaméay | BSTDTN- | 01/08/2025 | 1. Thay dbi dia chi cia co s | 1. Co s¢ dangky: | 1. Co s dang ky:
ho bd phé 00114- | CPDP san xuit | TCT- dang ky (co so dang ki 56 Truong Cong 56 Truong Cong
bao thanh | 23 Hoa Linh | dugc 001320 khéng thay dbi) Giai, phuong Dich | Giai, phudng
phim (MiV-N1, Phu luc Il Théng | Vong, quin Ciu | Céu Gidy, TP.Ha
Hoa Linh tu 12/2025/TT-BYT) Giéy, TP. HANgi. | Noi.
2. Thay ddi dia chi co s san | 2. Co s& san xuat: | 2. Co'sd san

xuét thubc thanh phém (dia | L6 B3, Cum cong xuét: L6 B3,
diém san xuit khong thay nghiép thi trin Cum cbng nghiép
ddi) Phing, huyén Pan | thi trdn Phung, xa
(MiV-N9, Phu luc Il Théng | Phuong, TP. Ha Pan Phuong, TP.
tu 12/2025/TT-BYT) Noi. Ha Nbi.

3. Diéu chinh dia chi co s& | 1. Cosd dangky: | 1. Cosé dang ky:
dang ky, co s san xuét thudc | 56 Truong Cong 56 Truong Cong
truong hop: Giai, phuong Dich | Giai, phuong
Thay ddi, bd sung ndi dung | Vong, quan Chu Ciu Giéy, TP.Ha
mau nhan 4p dung d6i véi | Gidy, TP. HANGi. | Noi.

cac truong hop sau: 2.Co s san xuét: | 2. Co'sd san

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

b) B sung/bo bét/thay thé
hinh anh, so d6 ma khéng
thay d6i y nghia.

L6 B3, Cum cong
nghiép thi trin
Phung, huyén Pan
Phuong, TP. Ha
Noi.

xuét: L6 B3,
Cum cong nghiép
thi trn Phung, xa
Pan Phuong, TP.
Ha Nbi.




(MiV-N1, Phu luc II, Thong

tu 29/2025/TT-BYT)
Vién ngdm | TCT- Cong ty Nhamay | BSTDTN- | 01/08/2025 | 1. Thay dbi dia chi cia co 1.Cosd dang ky: | 1. Cosd dang ky:
hobdphé |00115- | CPDP san xuit | TCT- so dang ky (co so dangki | 56 Truong Céng | 56 Truong Cong
béao thanh 23 Hoa Linh | dugc 001321 khéng thay dbi) Giai, phuong Dich | Giai, phudng
NS phém (MiV-N1, Phu luc Il Théng | Vong, quan Cau | Céu Gidy, TP.Ha
Hoa Linh tu 12/2025/TT-BYT) Gidy, TP. HANbi. | Noi.
2. Thay dbi dia chi co s¢ san | 2. Co s& san xuét: | 2. Co'sd san
xuét thubc thanh phédm (dia | L6 B3, Cum CN xuét: Lo B3,
diém san xuét khéng thay thi trin Phing, Cum CN thi trdn
dbi) huyén Pan Phung, x3 Pan
(MiV-N9, Phu lyc Il Théng | Phuong, TP. Ha Phugng, TP. Ha
tu 12/2025/TT-BYT) Noi Noi
3. Piéu chinh dia chi co s¢ | 1. Cosé dang ky: | 1. Cosé ding ky:
ding ky, co s& san xut thude | 56 Truong Céng | 56 Truong Cong
truong hop: Giai, phuong Dich | Giai, phuong
Thay d8i, bd sung néi dung | Vong, quan Céu Céu Gidy, TP.Ha
mau nhan 4p dung d6i véi | Gidy, TP. HANGi. | Noi.
cac trudng hop sau: 2. Co s& san xuat: | 2. Co'sd san
a) Thay dbi thiét k& ma | L6 B3, Cum cong | xuit: Lo B3,
khéng thay d6i y nghia; nghiép thi trdn Cum cong nghiép
b) B6 sung/bd bét/thay thé | Phing, huyén Pan | thi trn Phing, x4
hinh anh, so &6 ma khéng | Phuong, TP. H2 | Pan Phugng, TP.
thay d6i y nghia. Noi. Ha Noi.
(MiV-N1, Phu luc II, Thong
tu 29/2025/TT-BYT)
Thudc ho TCT- Cong ty Nha may | BSTDTN- | 01/08/2025 | 1. Thay d6i dia chi cia co s | 1. Co s dang ky: | 1. Co'sé dang ky:
bb phé bao | 00132- | CPDP san xudt | TCT- ding ky (co s¢ ding ki 56 Truong Cong | 56 Truong Cong
thanh NS 23 Hoa Linh dugc 001322 khéng thay dbi) Giai, phuong Dich | Giai, phudng
phém (MiV-N1, Phy luc I Théng | Vong, quan Ciu | Céu Gidy, TP.Ha
Hoa Linh tu 12/2025/TT-BYT) Gidy, TP. HANGi. | N@i.
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2. Thay dbi dia chi co s& san
xuat thu6c thanh phim (dia
diém san xuit khong thay
abi)

(MiV-N9, Phu luc II Thong
tu 12/2025/TT-BYT)

2. Co s& san xuit:
L6 B3, Cum CN
thi trin Phing,
huyén Pan
Phuong, TP. Ha
Noi

2. Cosd san
xuét: Lo B3,
Cum CN thj trén
Phung, xa Pan
Phugng, TP. Ha
Noi

3. Diéu chinh dia chi co s&
dang ky, co s& san xuét thude
trudng hop:

Thay d6i, b sung ndi dung
mau nhin 4p dung d6i véi
cac truong hop sau:

a) Thay dbi thiét ké ma

1. Co s¢ dang ky:
56 Truong Cong
Giai, phuong Dich
Vong, quan Céu
Gidy, TP. Ha Noi.
2. Co s& san xuét:
L6 B3, Cum cong

1. Co s¢ déng ky:
56 Truong Cong
Giai, phudng
Chu Gidy, TP.Ha
Noi.

2.Cosd san
xut: Lo B3,

khdng thay d6i y nghia; | nghiép thi trén Cum cong nghiép
b) BO sung/bd bdt/thay thé | Phung, huyén Pan | thi tran Phing, x4
hinh anh, so d ma khong | Phuong, TP. Hi | Pan Phuong, TP.
thay déi y nghia. Nbi. Ha Nbi.
(MiV-N1, Phu luc II, Thong
] tu 29/2025/TT-BYT)

Thude ho TCT- Cong ty Nhaméay | BSTDTN- | 01/08/2025 | 1. Thay doi dia chi ctia co s& | Co sd dang ky: 56 | Co sé dang ky:

bd phé bao | 00165- | CPDP san xudt | TCT- ding ky (co s& dang ki Truong Cong Giai, | 56 Truong Cong

thanh 23 Hoa Linh dugc 001323 khéng thay dbi) phuodng Dich Giai, phuong

phém (MiV-N1, Phu luc Il Théng | Vong, quan Cau | Céu Gidy, TP.Ha
Hoa Linh tu 12/2025/TT-BYT) Gidy, TP. HA Noi. | Noi.

2. Thay dbi dia chi co s& san

Co so san xuat: Lo

Co sd san xuat:

xuét thudc thanh phim (dia | B3,Cum CNthi | L6 B3, Cum CN
diém san xuét khong thay trdn Phing, huyén | thi trn Phing, xa
d6i) Pan Phuong, TP. | Pan Phuong, TP.
(MiV-N9, Phu luc II Théng | Ha Noi Ha Noi

tu 12/2025/TT-BYT)

3. Piéu chinh dia chi co s¢ | 1. Cosd ding ky: | 1. Cosd ding ky:
dang ky, co s& san xuit thudc | 56 Truong Cong 56 Truong Cong
trudng hop: Giai, phuong Dich | Giai, phudong

Vong, quén Cau
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Thay d6i, bd sung ndi dung
mau nhan ap dung do6i voéi

Gidy, TP. Ha Noi.
2. Co s& san xuat:

Cau Gidy, TP.Ha
Nbi.

cac trudong hop sau: L6 B3, Cum cong | 2. Co s san
a) Thay dbi thiét k& ma | nghiép thi trin xuét: L6 B3,
khong thay dbi y nghia; Phung, huyén Pan | Cum cong nghiép
b) Bo sung/bd bét/thay thé | Phuong, TP.Ha | thi trén Phing, x&
hinh 4nh, so d6 ma khong | Noi. Pan Phugng, TP.
thay ddi y nghia. Ha Noi.
(MiV-N1, Phu lyc II, Thong
tu 29/2025/TT-BYT)
Kenvut VD- Congty | Céngty | BSTDTN- | 23/09/2025 | Cap nhit tiéu chuan chat - Aerosil (Silicon | - Aerosil (Silicon
24533- | TNHH TNHH TCT- lugng ta dugc theo phién dioxide): USP 41 | dioxide): USP
16 DP Nhit | DP Nhit | 001346 ban Dugc dién hién hanh - Iron Oxide 2024
Nhit Nhit thudc truong hop: Brown: USP 41 - Iron Oxide
Cép nhat/ Thay ddi tiéu - Hydroxypropyl Brown: USP
chuin chét luong cia dugc | mehyl cellulose 15 | 2024
liéu, ta dugc, bao bi, ban cps:USP 41 - Hydroxypropyl
thanh phém vi thudc cd - Polyethylen mehyl cellulose
truyén thudc mét trong cac | glycol 6000: USP | 15 cps:USP 2024
truong hop sau: 41 - Polyethylen
a) Cap nhat tiéu chuén chit glycol 6000: USP
lugng theo phién ban Dugc 2024
dién hién hanh
b) Mirc chét lugng chit ché
hon
(MiV-TCT-N6, Phu luc II
Thoéng tu 12/2025/TT-BYT)
Pai traing | VD- Congty |Congty |BSTDTN- | 18/09/2025 | 1. Thay doi, bo sung ni L L
hoan 32663- |cophin |cophin | TCT- dung mAu nhan 4p dung d6i | - Thay di thiét ké | - Thay dbi thiét
19 dugc dugc 001347 véi céc truong hgp sau: ma khéng thay d6i | ké ma khéng
phdm Yén | phim a) Thay di thiét ké ma y nghia thay dbi y nghia
Bai Yén Bii khong thay dbi y nghia; - B sung/bo - B sung/bo
b) B sung/bo bét/thay thé | bot/thay thé hinh | bét/thay thé hinh
hinh 4nh, so @ ma khéng | anh, so d6 ma anh, so d6 ma
thay ddi y nghia. khong thay ddi y khong thay ddi y
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(MiV-N1, Phu luc II, Théng
tu 29/2025/TT-BYT).

nghia: Icon dong
duoc thién nhién
Yén bai, GMP-
WHO.

nghia: GMP.

2. Thay dbi dia chi ciia co s&
déng ky (co s¢ déang ki
khong thay dbi)

(MiV-N1, Phy luc II Thong
tu 12/2025/TT-BYT).

2. Pia chi co s¢
dang ky: s6 725,
dudng Yén Ninh,
phuong Minh Tan,
TP Yén Bai, tinh
Yén Bai.

2. Dia chi co so
dang ky: s6 725,
duong Yén Ninh,
phuong Yén Bai,
tinh Lao Cai.

3. Thay d6i dia chi co s& san
xuat thudc thanh pham (dia

3. Pia chi co s&
san xuat: so 725,

3. Pia chi co so
san xuat: s6 725,

TRITA-
YBA

VD-
17600-
12

Cong ty
cb phén
dugc
phim Yén
Béi

Cong ty
¢b phan
dugc
phém
Yén Bai

BSTDTN-
TCT-
001348

23/09/2025

diém san xut khong thay dudng Yén Ninh, | dudng Yén Ninh,
d6i) phudng Minh Tan, | phudng Yén Bai,
(MiV-N9, Phu luc Il Thong | TP Yén Baéi, tinh tinh Lao Cai.
tu 12/2025/TT-BYT). Yén Bai.
4. Thay ddi dia chi co s 4. Pia chi co s& 4. Pia chi co s&
phén phéi. phén phéi phén phdi
Dlc: sb 6A3, Quéc Dlc: s6 6A3,
16 60, phudng Phii | Quéc 16 60,
Tén, TP. Béntre, | phudng Phu Tan,
tinh Bén Tre tinh Vinh Long
VPPH: S6 11, VPDH: $6 11,
dudng Nguyén dudng Nguyén
Trong Quyén, Trong Quyén,
Phuong Tan Théi | Phuong Tan Phu,
Hoa, quan Tan TP.HCM.
Phu, TP.HCM.
1. Thay doi dia chi cta co s¢ | 1. Pia chi co s& 1. Pia chi co s¢
dang ky (co s dang ki ding ky: s6 725, | dang ky: sb 725,
khong thay d6i) dudng Yén Ninh, | dwdng Yén Ninh,
(MiV-N1, Phu luc Il Théng | phuong Minh Tén, | phudng Yén Bai,
tu 12/2025/TT-BYT) TP Yén B4i, tinh | tinh Lao Cai.

Yén Béi.




2. Thay dbi dia chi co s& san
xudt thudc thanh phim (dia
diém san xut khong thay
dbi)

(MiV-N9, Phu luc II Théng
tu 12/2025/TT-BYT)

2. Pia chi co so
san xuét: sb 725,
duong Yén Ninh,
phuong Minh Tén,
TP Yén Bii, tinh
Yén Bai.

2. Pia chi co s&
san xuét: sb 725,
duong Yén Ninh,
phudng Yén Bii,
tinh Lao Cai.

3. Thay d6i dia chi co s&

3. Dia chi co s&

3. Pia chi co so

phén phéi phén phéi phan phdi
Dlc: s6 6A3, Quéc Dlc: sb 6A3,
16 60, phudng Phii | Québc 16 60,
Tan, TP. Bén tre, | phudng Phii Tan,
tinh Bén Tre tinh Vinh Long
VPPH: S6 11, VPPH: S6 11,
dudng Nguyén dudng Nguyén
Trong Quyén, Trong Quyén,
Phuong Tan Théi | Phuong Tan Phy,
Hoa, quén Tan TP.HCM
Phu, TP.HCM
Betasiphon | VD- Cong 1ty | Cong ty | BSTDTN- | 24/9/2025 | Thay déi dia chi co s& san | Cong ty cd phan | Cong ty co phan
25104- |cd phin|cd phin | TCT- xuét thudc thanh phdm (dia | dugc phdm 2/9: | dugc phdm 2/9:
16 duge dugc 001350 diém san xuit khong thay | 930 C4, dudng C, | 930 C4, dudng C,
phém 2/9 | phim 2/9 d6i) khu coéng nghiép | khu cong nghiép
(MiV-N9, Phy lyc I Théng | Cat Lai, cum 2, | Cat Lai, cum 2,
tu 12/2025/TT-BYT) phuong Thanh My | phuong  Thanh
Lgi, Quian 2,| My Lgi, thanh
TP.HCM phé Thu dic,
TP.HCM (Nay la:
930C4 duong C,
KCN Cat Lai,
phuong Cat Lai,
Tp. H6 Chi Minh)
Phong  té | TCT- Cong ty | Cong ty | BSTDTN- | 26/9/2025 | Thay di co sé san xuat Cao | Céng ty TNHH | Céng ty CP BV
thap- BVP | 00066- | TNHH TNHH TCT- kho hén hop dugc ligu thugc | DP BV Pharma: | Pharma: s6 18,
22 001351 trudng hop: s6 18, duwong L& | dudng L& Thi




DP BV |(DP BV Thay d6i/bd sung nguén Thi Soc, ép 2A, xa | Soc, ép 2A, xi
Pharma Pharma gbc/co s& cung cp/co s& san | Tan Thanh Tay, Cu | Tan Thanh Tay,
xuit dugc liéu, ta duogc, bao | Chi, TP.HCM Cu Chi, TP.HCM
bi, vo nang, ban thanh phim
nguyén lidu san xuét thudc cb
truyén
(MiV-TCT-N7, Phu lyc II
Thong tu 12/2025/TT-BYT)

10 Kenvut VD- Céng ty | Cong ty | BSTDTN- | 29/9/2025 | 1. Thay déi dia chi cua co s& Cong ty TNHH DP | Cong ty TNHH
24533- | TNHH TNHH TCT- dang ky (co s& diang ki khong | Nhit Nhit: Cum | DP Nhit Nhat:
16 DP Nhit | DP Nhit | 001353 thay d6i) | cong nghiép Lién | Puong sé 3, cum

Nhét Nhét (MiV-N1, Phy luc I Théng | Hung, 4p Binh | céng nghiép Lién
tu 12/2025/TT-BYT) | Tién 2, xd Dtrc Hoa | Hung, 4p Binh|

2. Thay dbi dia chi co s san
xuét thubc thanh phim (dia
diém san xuit khéng thay
d6i)

(MiV-N9, Phu luc II Théng
tu 12/2025/TT-BYT)

Ha, huyén Dic
Hoa, tinh Long An

Tién 2, xd Do
Hoa, tinh Tay
Ninh.




