» Ky boi: CUC QUAN

Gy BO'Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
4 +(%ZT}C QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
S6: 134 /QD-QLD Ha Néi, ngay 10 thing3  nam 2026
QUYET PINH

Vé viéc ban hanh Danh muc 22 thudc, nguyén liéu 1am thudc san xuét trong nuée dwoge
gia han giay dang ky luu hanh tai Viét Nam - Dgt 220 thuoc duge liéu

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 0610412016, Ludt sira doi, b6 sung mét so diéu cia Ludt
Duoc ngay 21/11/2024;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27/02/2025 ciia Chinh phii quy dinh chirc
nang, nhiém vu, quyén han va co cdu t6 chirc ciia B Y té;

Can cir Nghi dinh s6 163/2025/NP-CP ngay 29/06/2025 ciia Chinh phii quy dinh chi
tiét mot s6 diéu va bién phap dé 16 chic, huong dan thi hanh Ludt Duwoc;

Can cir Théng tw so 12/2025/TT-BYT ngay 16/05/2025 ciia Bé truong Bo Y té quy
dinh viéc dang ky luu hanh thude, nguyén liéu lam thuoc;

Cdan civ Quyét dinh so 2386/0P-BYT ngay 22/07/2025 ciia B trucéng Bo Y té quy
dmh chitc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan ly Duoc thuoc Bo Y
té;

Can cir két lugn cua Hoi dong tw van cdp gidy dang ky luu hanh thudc, nguyén liu
lam thuéc - Bo Y té dot 220 hop ngay 19/11/2025 tai bién ban hop kem theo Cong van $6
77/HPTV-VPHP ngay 16/12/2025 ciia Vin phong Héi dong tw vin cdp GPKLH thuéc,
nguyén liéu lam thuoc;

Theo dé nghi ciia Truéng phong Ping ky thuée, Cuc Qudn 1y Duegc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 22 thudc, nguyén liéu lam
thudc san xuét trong nudc dugc gia han giéy dang ky luu hanh tai Viét Nam hi¢u luc 05
nam - Dot 220 thube duoc licu.

Piéu 2. Co so ding kY, co sé san xuat thudc, nguyén liéu 1am thudc phai tudn thu cac
quy dinh hién hanh vé ding ky luu hanh thudc, nguyén liéu lam thude va cac quy dinh phap
luat khac co lién quan.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd truc thudc Trung wong, giam ddc co sé
san xuit va co s& dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc
DANH MUC 22 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA
HAN GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 220 THUOC

DUQC LIEU
(Kém theo Quyét dinh s6 134 /OD-OLD ngay 10 thdng 3 nam 2026
cua Cyuc Quan ly Dwoc)
STT Tén thudc Hoat chét chinh - Him| Dang ’bilO Quy cach dong goi Tiéy Tubi S6 ding ky §6
lwgng ché chuan | tho gia han lan
(thang)| (Sé dingky | gia
da cap) han
@) ) ®) (4) Q) (6) () (8) 9)

1. Co sé ding ky: Cong ty co phan BV Pharma (Pia chi: S6 18 Puong Lé Thi Soc, Ap 16, Xa Phu Hoa Pong, Thanh phd

Hd Chi Minh, Viét Nam)

1.1. Co s& san xuét: Cong ty cd phian BV Pharma (Dia chi: S6 18 Puong Lé Thi Soc, Ap 16, Xa Phu Hoa Pong, Thanh ph

Hd Chi Minh, Viét Nam)

1 |Cao kho diép ha |1g cao kho Diép ha Nguyén li¢u|Tai 50g; tui 100g; thi| NSX 36 1893500001026 | 1
chau (1:10) chau (Extractum Herba |lam thudc |200g; tdi 500g; tdi (VD-30212-18)
phyllanthi urinariae 1kg; tai 5kg; tai
siccum ) twong duong 10kg; thi 15kg
vdi Diép ha chau
(Herba phyllanthi
urinariae) 10g
2 |Cao kho Pan Sam |Moi 1g cao khd Pan Nguyén liéu|Tui 50g, 100g, 200g, [ NSX 48 1893500001126 1
(5:1) sam (Extractum Radicis |lam thudc |500g, 1kg, 5kg, 10kg (VD-33255-19)
Salviae miltiorrhizae va 15kg
siccum) trong tng vai
Pan sam (Radix Salviae
miltiorrhizae ) 5¢
3 |Cao kho duong  |Modi 1 gam cao kho Nguyén liéu|TGi 50g, 100g, 200g, [ NSX 48 1893500001226 | 1
quy (5:1) Puong quy (Extractum |lam thudc |500g, 1kg, 5kg, (VD-34061-20)
Radicis Angelicae 10kg, 15kg
sinensis siccum) tuong
ung véi Puong quy
(Radix Angelicae
sinensis) 59
4 [Cao kho gtng Mbi 1g cao khé Gung  |Nguyén liéu|Tdi 509, 100g, 200g, | NSX 48 | 893500001326 1
(40:1) (Extractum Rhizomae |lan thudc  |500g, 1kg, 5kg, 10kg (VD-33256-19)
Zingiberis Recens va 15kg
siccum) tuong ung voi
Gung tuoi (Rhizoma
Zingiberis recens) 40g
5 |Cao khd nhin sam|Modi 1g Cao khdé Nhan |Nguyén liéu|Tdi 50g, 100g, 200g, | NSX 48 1893500001426 1
(4:1) sam (Extractum Radicis |lam thuéc  |500g, 1kg, 5kg, 10kg (VD-33257-19)

Ginseng siccum ) tuong
ung véi Nhan sam
(Radix Gingseng ) 4g

va 15kg




2

STT Tén thudc Hoat chit chinh - Ham| Dang bao | Quy cich déng goi [ Tiéu | Tudi S6 dang ky | So
lwgng ché chuin | tho gia han lin
(thang)| (S6 dangky | gia
da cap) han
@) 2 ®) (4) () (6) () (8) )
6 |Cao kho tamsen |Modi I gam Cao kho Nguyén li¢u|Tai 50g, 100g, 200g, [ NSX 48 893500001526 | 1
(6,5:1) Tam sen (Extractum lam thuéc  |500g, 1kg, 5kg, 10kg (VD-33258-19)

Embryonis Nelumbinis
nuciferae siccum)
twong g voi Tam sen
(Embryo Nelumbinis
nuciferae) 6,59

va 15kg

2. Co sé diing ky: Cong ty C6 phan Duoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai Hoc,
phudng Quang Trung, thanh phd Quy Nhon, tinh Binh Pinh, Viét Nam)

2.1. Co s& san xuit: Céng ty C6 phan Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai

Hoc, phuong Quang Trung, thanh phd Quy Nhon, tinh Binh Binh, Viét Nam)

7 |Altamin

Cao kho Actiso
(Extractum Folii
Cynarae scolymi
siccum) (tuong duong
2,59 la Actiso) 100mg;
Cao kho hat bim bim
biéc (Extractum
Semenis Pharbitidis
siccum) (tuong duong
75mg bot hat bim bim
biéc) 5,245mg; Cao kho
rau déing dat (Extractum
Glini oppositifolii
siccum ) (twong duong
0,525¢g rau déng dit)
75mg

Vién nang
mém

Hop 6 vi x 10 vién;
hop 10 vi x 10 vién

NSX

36

893200001626
(VD-23773-15)

3. Co s6 diing ky: Cong ty c6 phian Dwgc - Vit tw y té Thanh Hoéa (Dia chi: 232 - Tran Phu - Thanh phd Thanh Hoa, tinh

Thanh Hoa, Viét Nam)

3.1. Co s6 san xuit: Nha may san xuit thuoc Pong Dwgc — Cong ty co phan Dwge — Vit tu y té Thanh Héa (Dia chi: Lo
4-5-6, Khu cong nghiép Tay Bac Ga, Phuong Dong Tho, Thanh phd Thanh Hoéa, tinh Thanh Hoa, Viét Nam)

8 |Bosgaric

Bot bim bim biéc
(Pulveres Seminis
Pharbitidis) 7,5mg; Cao
dac actisd (Extractum
Cynarae spissum) (do
am 20%) (Twong dwong
1.000mg dugc ligu
actisé (Folium Cynarae
scolymi)) 100mg; Cao
dac Di¢p ha chau dfmg
(Extractum Phyllanthi
amari spissum) d6 am
20% (Tuong duong
500mg duoc li¢u diép
ha chau dang
(Phyllanthus amarus
Schum. et Thonn))

Vién nén
bao duong

50mg

Hop 2 vi x 20 vién;
Hop 5 vi x 20 vién;
Hop 1 1o x 100 vién

NSX

36

893200001726
(VD-23159-15)




3

STT Tén thudc Hoat chit chinh - Ham| Dang bao | Quy cich déng goi [ Tiéu | Tudi S6 dang ky | So
lwgng ché chuin | tho gia han lin

(thang)| (S6 dangky | gia

da cap) han

@) 2 ®) (4) () (6) () (8) )

4. Co sé diing ky: Cong ty cd phan dwge pham Hoa Viét (Dia chi: L6 C9, khu cong nghiép Chau Son, phudng Chau Son,
tinh Ninh Binh, Viét Nam)

4.1. Co sé san xuat: Cong ty Co phan dwgce pham Hoa Viét (Dia chi: L6 C9, khu c6ng nghiép Chau Son, phudng Chau
Son, tinh Ninh Binh, Viét Nam)

Vién nén NSX 24

bao dudng

893210001826 | 1
(VD-26840-17)

Cao dic Kim tién thao
(Extractum Desmodii
styracifolii spissum)
176mg

9 |Kim tién thao Hop 1 1o x 100 vién;
Lo 90 vién, Lo 100

vién, Lo 120 vién

5. Co sé ding ky: Cong ty Co phan Dugc pham OPC (Pia chi: 1017 Hong Bang, Phuong 12, Quan 6, Thanh phd Ho Chi
Minh, Viét Nam)

5.1. Co s¢ san xuat: Chi nhanh cong ty co6 phian dwoec pham OPC tai Binh Dwong — Nha may dwgc pham OPC (Dia chi:

S6 09/DX04-TH, T6 7, Khu phd Tan Hoa, Phuong Tan Vinh Hiép, Thanh phd Tan Uyén, Tinh Binh Duong, Viét Nam)

10

OP.ZEN Vién
Tiéu Sung Gidm
Dau

Cao To6 moc 160mg
(Extractum Lignum
Sappan siccum) tuong
duong v6i T6 moc
(Lignum Sappan)
3200mg

Vién nang
cung

Hop 5 vi x 10 vién

NSX

36

893200001926
(VD-18324-13)

6. Co sé ding ky: Cong ty ¢6 phan dwgc pham Tipharco (Dia chi: L6 08, 09 cum cong nghiép va tiéu thu cong nghiép Tan
M§ Chanh, Phuong 9, TP. My Tho, Tinh Tién Giang, Viét Nam)

6.1. Co s& sian xuit: Cong ty c6 phin dwgc pham Tipharco (Dia chi: L6 08, 09 cum cong nghiép va tiéu thi cong nghiép
Tan My Chanh, Phuong 9, TP. My Tho, Tinh Tién Giang, Vi¢t Nam)

11

Sird Hedera

Cao kho 14 thuong xuan
(11%) (Extractum
Hederae helicis folii
siccum) 0,035¢/5ml

Sird

Hop 30 goi x Sml,
Hop 1 chai x 100ml

NSX

36

893200002026
(VD-31921-19)

7. Co s& diing ky: Cong ty c6 phan dwge pham Vian (Dia chi: S6 4, B3 Téap thé Z179, Tir Hiép, Thanh Tri, Ha Noi, Viét

Nam)

7.1. Co sé san xuit: Nha may HDPHARMA EU - Céong ty c6 phin Dugc vit tw y té Hai Dwong (Dia chi: Thira dét s6
307, Cum Cong nghiép Cam Thuong, Phuong Cam Thugng, Tp. Hai Duong, Tinh Hai Duong, Viét Nam)

12

Siro ho Haspan

Cao kho 1a Thuong
xuén (Extractum
follium Hedera helicis
siccus ) (Tuong duong
0,181g 14 Thuong xuan
(Folium Hedera
helicis)) 35mg/5ml

Siro

Hop 2 vix 5 dng x
Sml; Hop 1 chai x

50ml; Hop 1 chai x
70ml; Hop 1 chai x
80ml; Hop 1 chai x
90ml; Hop 1 chai x
100ml

NSX

36

893200002126
(VD-24896-16)

8. Co s¢ ding ky: Cong ty Co phan Duogc Trung wong Mediplantex (Dia chi: S6 358 dudng Giai Phong, phudng Phuong
Liét, quan Thanh Xuéan, thanh phé Ha Ngi, Viét Nam)

8.1. Co s& san xuit: Cong ty C6 phan Dugc Trung wong Mediplantex (Dia chi: S6 356 duong Giai Phong, phuong
Phuong Liét, quan Thanh Xuan, thanh phé Ha Néi, Viét Nam)
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Carduus mariani
siccum ) 250mg (tuong
duong 140mg
silymarin)

STT Tén thudc Hoat chit chinh - Ham| Dang bao | Quy cich déng goi [ Tiéu | Tudi S6 dang ky | So
lwgng ché chuin | tho gia han lin
(thang)| (S6 dangky | gia
da cap) han
1) (2 ®3) (4) (5) (6) () (8) 9)
13 [Silymax Cao khé Carduus Viénnén |Hop 3 vi x 10 vién; NSX 36 |893200002226 | 1
marianus (Extractum  |bao duong |hop 6 vi x 10 vién; (VD-24354-16)
Carduus mariani hép 4 vi x 10 vién;
siccum) 140mg (tuong hép 2 vi x 15 vién;
duong silymarin toan hop 4 vi x 15 vién
phan 70mg)
14 |[Silymax-F Cao khé Carduus Viénnang |Hop 3 vix 10 vién; NSX 36 |893200002326 | 1
marianus (Extractum  |clng Hop 6 vi x 10 vién (VD-27202-17)

9. Co sé diing ky: Cong ty c6 phan Dwoc Vit tu y té Hai Dwong (DPia chi: 102 Chi ling, phuong Nguyén Trii, thanh phd
Hai Duong, tinh Hai Duong, Viét Nam)

9.1. Co sé san xuat: Cong ty co phan Dwogc Vit tu y té Hai Dwong (Dia chi: 102 Chi ling, phudng Nguyén Trai, thanh phd
Hai Duong, tinh Hai Duong, Viét Nam)

15 [Cynara Cao dic Actiso (18:1) |Viénnang [Hop3vix 10vién; | NSX [ 36 [893200002426( 1
(Extractum Cynarae cing Hop 5 vi x 10 vién (VD-23760-15)
spissum) 200 mg

16 |Trabogan Cao kho Actisd Thudc cém |[Hop 20 goi x 2g NSX 36 | 893200002526 | 1

(Extractum Cynarae
siccus ) (twong duong
véi 15g 1a tuoi Actisd
(Folium Cynarae)
600mg

(VD-27247-17)

10. Co s& ding Ky: Cong ty cb phan GSV Viét Nam (Dja chi: - Dia chi tru s¢: T6 dan phd Phuong, phuong Tay M, quén
Nam Ttr Liém, thanh phé Ha Noi. - Pia chi kinh doanh: O 29-LK17-NO17 Khu dat dich vu La Khé, phuong La Khé, quan Ha
Pong, thanh phd Ha Noi, Viét Nam)

10.1. Co s& san xuat: Céng ty Co phan Dugc phadm Hoa Viét (Dia chi: L6 C9, khu cong nghiép Chau Son, phuong Chau
Son, thanh phé Phu Ly, tinh Ha Nam, Viét Nam)

17

Liongsv

Cao kho 14 Actiso
(Extractum Folii
Cynarae siccum)
300mg tuong duong Sg
14 Actiso (Folium
Cynarae scolymi)

Vién nang
mém

Hop Il tuix6vix 5
vién, hop 2 tui x 6 vi
x 5 vién, hop 3 tai x
6 vix 5 vién

NSX

36

893210002626
(VD-32122-19)

11. Co sé ding ky: Cong ty C6 phin Héa dwge Viét Nam (Dia chi: S6 273 phd Tay Son, phuong Ngi Tu Sd, quan DPong
Pa,Thanh phé Ha Noi, Viét Nam)

11.1. Co s6 san xuét: Cong ty C6 phian Hoa dwge Viét Nam (Dia chi: S6 192 Pt Giang, phudng Thugng Thanh, quan
Long Bién, Thanh phd Ha Noi, Viét Nam)
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STT Tén thudc Hoat chit chinh - Ham| Dang bao | Quy cich déng goi [ Tiéu | Tudi S6 dang ky | So
lwgng ché chuin | tho gia han lin
(thang)| (S6 dangky | gia
da cap) han
1) 2 ®) (4) (®) (6) () (8) 9)
18 |Cao dac Pinh Cao dac Dinh lang Nguyén li¢u|TGi 0,5kg; Tui 5kg NSX 36 1893500002726 | 1
ling (Etractum Polysciacis |lam thudc (VD-20965-14)
spissum) 0,5kg tuong
duong 5 kg ré Pinh
Lang (Radix
Polysciacis)) (Ham
lugng acid oleanolic
(C30H4803) khong
duoc it hon 0,04% tinh
theo ché pham kho kiét)
19 |Cao déc ngai ciru |Tui Skg Cao dac ngdi  [Nguyén liéu|TUi 5kg NSX 36 |893500002826 ( 1
ctru (Extractum 1am thudc (VD-26378-17)
Artemisiae spissum)
twong duong véi 50kg
Ngai ciru (Herba
Artemidisiae vulgaris)
20 [Cao ddc Nhan Cao dac Nhéan Sam Nguyén liéu|Tui 0,5kg; Tui 5kg, k| NSX 36 |893500002926 ( 1
sam (Extractum ginseng 1am thudc (VD-21957-14)

spissum) 0,5kg tuong
duong 2kg ré Nhan sam
(Radix Ginseng)) (Ham
lugng ginsenosid khong
dudi 1,3% tinh theo cao
kho tuyét doi)

12. Co s6 diing ky: Cong ty c6 phin thwong mai Dugc vit tw y té Khai Ha (Dia chi: S6 2A - Pho Ly Bon - T6 2 - Phuong
Tién Phong - TP Thai Binh, Viét Nam)

12.1. Co s6 san xuit: Cong ty co phan thwong mai Dwoc vat tw y té Khai Ha (Dia chi: S6 2A - Ph Ly Bon - T6 2 -
Phuong Tién Phong - TP Thai Binh, Viét Nam)

21 |B6 gan-TT

Cao dac Actisd
(Extractum Cynarae
spissum ) 240mg tuong
duong véi dugc liéu
actiso (Folium Cynarae
scolymi ) 3000mg

Vién nén
bao phim

Hop 5 vi x 20 vién

NSX

36

893210003026
(VD-32244-19)

13. Co s& ding ky: Cong ty c6 phan Traphaco (Pia chi: S6 75, Phd Yén Ninh, phudng Quan Thanh, quan Ba Dinh, thanh

phé Ha Noi, Viét Nam)

13.1. Co s6 san xuét: Cong ty c6 phan cong nghé cao Traphaco (Dia chi: Xa Tan Quang - Huyén Vin Lam - Tinh Hung

Yén, Viét Nam)

22 |Cebraton

Cao dic r& Dinh ling
5:1 (Extractum Radicis
Polysciacis spissum)
150mg; Cao khé la
Bach qua (Extractum
Folii Ginkgo siccus)
(Ham lugng Flavonoid
toan phan > 24%) 50mg

Vién nén
bao duong

Hop 1 vi x 20 vién,
hop 2 vi x 20 vién,
hdp 5 vi x 20 vién

NSX

36

893200003126
(VD-21454-14)
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STT Tén thudc Hoat chit chinh - Ham| Dang bao | Quy cich déng goi [ Tiéu | Tudi S6 dang ky | So

lwgng ché chuin | tho gia han lin

(thang)| (S6 dangky | gia

da cap) han

@) 2 ®) (4) () (6) () (8) )
Ghi chu:

1. Cach ghi tiéu chudn chat luong thudc tai cot (6):

- Nha sdan xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house ¢6 ¥ nghia tiong dwong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dung va déu c6 thé dwoc ghi trén nhan thudc.
2. §6 ddang ky tai cot (8):
- S6 dang ky gia han 1a s6 dang Ky dwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Théng #u sé 12/2025/TT-BYT
ngay 16/05/2025 ciia Bé truong Bé Y té quy dinh viéc dang ky lieu hanh thuoc, nguyén liéu lam thudc.

- 86 dang ky dd cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thuée dwoc gia han theo quyét dinh nay.
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