BOY TE CONG HOA XA HOI CHU NGHIiA VIET NAM

CUC QUAN LY Y, DUQC Doc 1ap - Tw do - Hanh phuc
~ CO TRUYEN
S6: 13 /Qb-YDCT Ha Ngi, ngay22thang 0lnam 2026
QUYET PINH

Vé viéc ban'hanh Danh muc thudc ¢6 truyén dwoc gia han gidy ding ky
lwu hanh tai Viét Nam — Dot 18

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016, Ludt sira doi, bo sung mot sé
diéu ciia Ludt Dwoc ngay 21 thang 11 nam 2024,

Can cit Nghi dinh s6 42/2025/NP-CP ngay 27/02/2025 cia Chinh phii quy
dinh chirc nang, nhiém vy, quyén han va co cau té chire cia BY Y té;

Can cir Nghi dinh s6 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phii quy
dinh chi tiét mét sé diéu va bién phap dé 16 chie, hwong dan thi hanh Ludt Duoc;

Can cir Théong tw s6 29/2025/TT-BYT ngay 01/7/2025 ciia B trucng B Y té
quy dinh vé viéc dang ky lieu hanh thudc co truyén, vi thubce cé truyén, dwoc liéu;

Can cir Quyét dinh sé 2738/0D-BYT ngay 27/8/2025 ciia Bé trieong Bé Y té
vé viéc quy dinh chire ning, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan
Iy Y, Dwoc c6 truyén thuéc B Y té;

Can cir két ludn ciia Hoi dong tw van cap gidy dang ky luu hanh thuée, nguyén
liéu lam thuéc, Bo Y té - Pot 18, ngay 18 thang 12 nam 2025,

Theo dé nghi ciia Truéng Phong Qudn Iy Duoc ¢é truyén - Cuc Quan 1y Y,
Durge ¢6 truyén.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc céac thudc o truyén
duogc gia han gidy dang ky luu hanh tai Viét Nam — Dot 18. Cac thubc c6 truyén
tai Danh muyc nay duoc giit nguyén thong tin s dang ky da cép, cu thé:

1. Danh muyc 10 thudc c6 truyén dugc gia han gidy dang ky luu hanh tai Viét
Nam (tai Phu luc I kém theo) c6 hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 16 thudc ¢6 truyén duoc gia han gidy dang ky luu hanh tai Viét
Nam (tai Phu luc II kém theo) c6 hiéu luc 03 nam ké tir ngay ky ban hanh Quyét
dinh nay.

Piéu 2. Co so san xuat va co sé dang ky thube co trach nhiém:

1. San xuét thudc theo dung cac hd so, tai lidu da dang ky voi BO Y té va
phai in s6 dang ky dugc B Y té Viét Nam cip 1én nhin thudc.
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2. Chi duoc san xuét, dua ra luu hanh cac thude co truyén kiém soat dic biét
khi c6 Gidy chimg nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc
phai kiém soat dic biét phi hop véi pham vi hoat dong ctia co s& dap ing quy
dinh tai Piéu 31, 32; 33, 34, 35 va 36 Nghi dinh s 163/2025/ND-CP ngay
29/6/2025 ctia Chinh pht quy dinh chi tiét mot sé diéu va bién phap dé to chc,
hudng dan thi hanh Luat Duoc.

3. Thuc hién viéc cap nhat ti€u chuin chat lugng cua thude ¢b truyén theo
quy dinh tai Thong tu s6 32/2025/TT-BYT ngay 01/07/2025 ctia Bo truong Bo Y
té quy dinh quan 1y vé chét luong thude co truyén, vi thube ¢o truyén, dugc lidu.

4:Thubc c6 truyén duoc gia han gidy dang ky luu hanh tai Quyét dinh nay
nhung chua ndp ho so cap nhat ndi dung nhan thude c6 truyén, t& huéng dan su
dung theo quy dinh ctia Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo
truong BO Y té quy dinh ghi nhin thudc, nguyén liéu 1am thude va to hudng din
str dung thude duoc sira doi, bo sung tai Thong tu sb 23/2023/TT-BYT ngay
30/11/2023 thi phai thue hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay duoc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude co truyén
duogc gia han gidy dang ky luu hanh theo Quyét dinh nay ¢ thay d6i vé noi dung
hanh chinh (bao gdm ¢4 mau nhan va to hudng din stir dung) phai san xuat va luu
hanh v61 cac ndi1 dung da dugc phe duyet thay d6i trong hd so gia han.

6. Phdi hop véi cac co sé diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo dbi an toan, hiéu qua, tic dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Thong tu sb
29/2025/TT-BYT ngay 01/7/2025 cta Bo truong Bo Y té quy dinh vé viéc dang
ky luu hanh thudc cd truyén, vi thudc co truyén, dugc li¢u va Thong tu sb
54/2024/TT-BYT ngay 31/12/2024 cta B truong Bo Y té stra ddi, bd sung mot
s6 diéu vé gia han gidy dang ky luu hanh thude ¢ truyén, vi thude 6 truyén, duoc
liéu tai Thong tu s6 21/2018/TT-BYT ngay 12 thang 9 nim 2018 ctia BO trudng
B0 Y té quy dinh viéc dang ky luu hanh thube 6 truyén, duoc lidu.

7. Co so ding ky thude co truyén phai bao dam duy tri diéu kién hoat dong
trong thoi gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude.
Trong trudng hop khong con dap tmg du diéu kién hoat dong, co so dang ky phai
c6 trach nhiém thuc hién thay ddi co so diang ky theo quy dinh tai Thong tu sb
29/2025/TT-BYT ngay 01/7/2025 ctia Bo trudong B Y té quy dinh vé viéc ding
ky Iuu hanh thudc ¢ truyén, vi thude ¢ truyén, duoc lidu trong thoi han 30 ngay
ké tlr ngay co so dang ky khong con du diéu kién hoat dong.
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8. Co s& san xuét phai bdo dam cac diéu kién hoat dong cua co sé san Xuat
trong thoi han hiéu lyc cua gidy dang ky Iuu hanh thudc, nguyén liéu lam thude.

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 va Gidam ddc co sé san xuat
va co so dang ky ¢6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT.CUC TRUONG
- Nhu bicu 4; - 2
- B/c Bo trudng (dé blc);
- B/c Vii Manh Ha — TTr Thudng truc BYT (dé b/c); /2
- B/c Trinh Thi Diéu Thuong — Cuc truéng Cuc Quan ly YDCT [/ 2
(dé blc); o
- PGS.TS.Nguyén Piang Hoa — Chu tich HDTV cap GPKLH
thude, NLLT — Bo Y té (dé b/c);
-Cyc Quany - Bo Quéc phong, Cuc 'Y té - B6 Cong an; ' = -
+Cuc Y t& GTVT - Bo Xay dung; Nguyen Dang Lam
= Cuc Hai quan - B Tai chinh;
- Bao hiém xa hoi Viét Nam;
-B6 Y té: Vu PC, Vu Béo hiém Y té; Cuc QLD, Cuc QLKCB;
Vin phong HPTV cdp GPKLH thudc, nguyén liéu lam thudc;
- Vién KN thudc TU, Vién KN thudc TP. HCM;
- Tong Cong ty Duoc Viét Nam — Cong ty ¢b phén;
- Cac Bénh vién, Vién c6 giudong bénh truc thudc Bo Y té:
- Website cua Cuc Quan ly YDCT;

- Luu: VT, QLD (4b).




BOY TE CONG HOA XA HOI CHU NGHIiA VIET NAM
CUC QUANLY Y, DUQC Poc lap - Tw do - Hanh phuc
CO TRUYEN

PHU LUCI

DANH MUC 10 THUOC CO TRUYEN PUQC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 05 NAM - POQT 18
(Ban hanh kem theo Quyét dinh so: 13.../QP-YDCT ngay .22/01./2026.)

1. Cong ty dang ky: Co s6' san xuét thuéc YHCT Bao Phwong
(P/c: Thén Thang Pau, Hoa Thach, Quéc Oai, Ha Néi, Nay la: Thén Thing Pau,
xd PhiiCat, thanh phé Ha Néi)

1.1.Nha san X}lfit: Co 50 san xuat thu(f)c YHCT Bao Phuong , ‘
(B/c: Thon Thang Bau, Hoa Thach, Quoc Oai, Ha Noi, Nay la: Thon Thang Dau,
xa Phu Cat, thanh pho Ha Ngi)

Stt

Tén Thanh phan chinh - Him lwong | Dang | Han | Tiéu Quy S6 | Solan
thudc bao | dung | chuin cach dang gia
ché dong goi ky han
Moi 5 ml cao léng chita cac dich
chiét duoc tir cac duge liéu tuong Hop 12
ung: Sinh dia (Radix Rehmanniae 201, 20
glutinosae) 1,33 g; Mach moén goix 5
(Radix Ophiopogonis japonici) ml.
Tuam | 1,00 g Huyén sam (Radix Cao 36 Hop 12 | V83-
thanh | Scrophulariae) 1,00 g; Cam thao 16n than TCCS | goix 15 | H12- 01
phé (Radix et Rhizoma Glycyrrhizae) & & ml. 16
0,67 g Bb6i miu (Bulbus Hop 1 1o
Fritillariae) 0,50 g; Bach thuogc x 60 ml,
(Radix Paeoniae lactiflorae) 0,50 90 ml,
g; Mau don bi (Cortex Radicis 120 ml.
Paeoniae suffruticosae) 0,50 g.

2. Cong ty ding ky: Cong ty cd phz‘ln duwgc Trung wong Mediplantex

(D/e: S6 358 dwong Gidi Phong, phwong Phuong Liét, qudn Thanh Xudn, thanh
phé Ha Néi, Nay la: S6 358 dwong Gidi Phong, phwong Phwong Liét, thanh phé
Ha Noi)

2.1. Nha san xuat: Cong ty c6 phin dwoce Trung wong Mediplantex

(D/e: S6 356 dwong Gidi Phong, phuwong Phwong Liét, qudn Thanh Xudn, thanh
phé Ha Néi, Nay la: Sé 356 dwong Gidi Phéng, phwong Phirong Liét, thanh phé
Ha Noi)




Stt Tén Thanh phan chinh - Ham lwong | Dang | Han Tiéu Quy S6 | S6lan
thuoc bao | dung | chuan cach dang gia
che déng goi | Kky han
Mbi 9 g hoan cting chtra: Pan sim
(Radix et~ Rhizoma  Salviae
miltiorrhizae) 192,0 mg; Huyén
sam (Radix Scrophulariae) 192,0
mg; Duong quy (Radix Angelicae
sinensis) 768,0 mg; Vien chi (che)
(Radix Polygalae) 192,0 mg; Toan A
> R g Hop 1 1o
tdo nhan (sao) (Semen Ziziphi
. . A x 60 g,
mauritianae) 768,0 mg; Dang sam 100 ¢ (lo
(Radix Codonopsis) 192,0 mg; Ba A gl
2 , A .| Vién HDPE). | VD-
Bondo- |t¢ nhan (Semen  Platycladi ) 36 A
2 . . . hoan ] TCCS | Hop20 | 32674 01
H orientalis) 192,0 mg; Bach linh ol thang 5ix 3 19
(Poria) 192,0 mg; Cét canh (Radix & g6 ( é%’
Platycodi grandiflori) 192,0 mg; g8
o ] PET/AV/
Ngili vi to (Fructus Schisandrae LLDPE)
chinensis) 384,0 mg; Mach moén '
(Radix Ophiopogonis japonici)
768,0 mg; Chu sa (Cinnabaris)
76,8 mg; Thién mon dong (Radix
Asparagi cochinchinensis) 768,0
mg; Sinh dia (Radix Rhemanniae
glutinosae) 1536,0 mg.
Mbi vién nén ngam chira: Cao dc
hon hop duge liéu 500 mg twong
duong: Hac phu t (Radix Aconiti | Vién 36 Hop2vi | VD-

3 Kozimi | lateralis) 3 g; Cam thao (chich | nén than TCCS x 12 32675 01
mat) (Radix et  Rhizoma | ngam & vién. -19
Glycyrrhizae) 2 g; Can khuong
(Rhizoma Zingiberis) 2 g.

3. Cong ty ding ky: Cong ty c6 phan dwoc Phiic Vinh

(D/c: Lo CN 4-6.2 Khu cong nghiép Thach T, hdt - Quéc Oai, xd Phiing Xa, huyén
Thach That, thanh pho Ha Noi, Nay la: Lo CN 4-6.2 khu cong nghiép Thach Thdt
- Quoc Oai, xa Tay Phuong, thanh pho Ha Ngi)

3.1. Nha san xuat: Cong ty c6 phan dwogc Phiic Vinh

(P/c: L6 CN 4-6.2 Khu cong nghiép Thach That - Quéc Oai, xd Phing Xd, huyén
Thach That, thanh phé Ha N¢i, Nay la: Lo CN 4-6.2 khu cong nghiép Thach T hat
- Quéc Oai, xd Tay Phuwong, thanh pho Ha Néi)



Stt Tén Thanh phan chinh - Ham lwong | Dang | Han | Tiéu Quy S6 | S6lan
thudc bao | dung | chuén cach dang gia
ché dong goi ky han
Méi vién nang mém chira: Cao kho
hén hop dugc lidu 0,4 g tuong
duong 2175 mg duogc li€u, bao
gdm: Puong quy (Radix Angelicae
sinensis)353,0 mg; Thuc dia
(Radix’ Rehmanniae glutinosae A .
\ N Hop 2 vi,
praeparata) 353,0 mg; Pang sam 3vi. 5 vi
(Radix Codonopsis) 235,0 mg; 1 O’Vi X ’
A Bach truat (Rhizoma Atractylodis A A
Thap Vién 10 vién. | VD-
4 \ .| macrocephalae) 235,0 mg; Phuc 36 A 01
toan dai’ | ;. . ) nang , TCCS | Hop 11lo | 31274
bd PV linh (Porza) 235,9 mg; Bach thuoc mém thang < 50 18
(Radix  Paeoniae lactiflorae) n
235,0mg; Hoang ky (Radix Vit 160
Astragali membranacei) 235,0 vien, 00
mg; Xuyén khung (Rhizoma vien.
Ligustici wallichii) 117,5 mg; Cam
thao (Radix et  Rhizoma
Glycyrrhizae) 117,5 mg; Qué (vo
than, vo canh) (Cortex
Cinnamomi) 59,0 mg.
4. Cong ty dang ky: Cong ty ¢6 phan dwgc pham VCP
(D/c: Thén Thach Léi, xa Ni Bai, thanh phé Ha Noi)
4.1. Nha san xuat: Cong ty c6 phian dwgc pham VCP
(D/c: Thon Thach Loéi, xa Noi Bai, thanh pho Ha Ngi)
Stt Tén Thanh phan chinh - Him lwong | Dang | Han | Tiéu Quy S6 | Solan
thude bao | dung | chuin cach dang gia
ché dong goi ky han
Mdi vién nang cung chira com
Sinh mach giao 345 mg bao gom:
Cao kho hdn hop dugc liéu 100 mg Hop 2 vi
(twong duong v6i: Hong sam x 10
Sinh (Rhizoma et Radix Rubra Ginseng) | Vién 24 CP vién; VD-
5 mach 0,13 g Mach mon (Radix | nang thang | 2020 Hop 110 | 33645 01
giao Ophiopogonis japonici) 0,66 g;| cung x 30 -19
Ngti vi to (Fructus Schisandrae vién, 60
chinensis) 0,33 g) va Bot Hong vién

sam (Rhizoma et Radix Rubra
Ginseng) 200 mg.

5. Cong ty ding ky: Cong ty ¢6 phan dugc phim Viét (Pong Duwoc Viét)

(P/c: Puong s6 5, khu cong nghi¢p Hoa Binh, xa Nhi Thanh, huyén Thu Thua,

tinh Long An, Nay la: Puong s6 5, khu cong nghiép Hoa Binh, xa Thu Thua, tinh
Tdy Ninh)




5.1. Nha sin xqz“'lt: Cong ty c6 phin dwoc pham Viét (Pong Dugc Viét)
(D/c: Buong so 5, khu cong nghiép Hoa Binh, xd Nhi Thanh, huyén Thu Thira,
Tinh Long An, Nay la: Puong so 5, khu cong nghiép Hoa Binh, xa Thu Thuea, tinh

Tdy Ninh)
Stt Tén Thanh phén chinh - Ham lwong | Dang | Han | Tiéu Quy S6 | Solan
thudc bao | dung | chuén cach dang gia
ché dong goi ky han
Moi vién nang cing chira: Cao dic
hén hop duoc liéu (twong duong
1,980 mg duogc li¢u) 520 mg: Thuc
dia (Radix Rehmanniae
praeparata) 360 mg; Son thu
(Fructus Corni) 180mg; Mau don Hop 2
bi (Cortex Paeoniae suffruticosae) . 3,p .
135 mg; Bach tat 1& (Fructus \11(’) Vi\gnx
Vién Tribuli terrestris) 135 mg; Trachtd | Vién N
i at | (Rhizoma Alismatis) 135 mg; | nang 24 H.Qp ! VD-
6 | e ( . ! ; 1 TCCS | chai x 30 | 32660 | 01
ong | Puong quy (Radix Angelicae| cing | thang A
duoc viét | sinensis) 135 mg; Cau ky ti| s60 vien, 50 1 -19
(Fructus Lycii) 135 mg; Cuc hoa YlAen’ 60
\ R vién, 100
vang (Flos Chrysanthemi indici) .A
135 mg; Bach thugc (Radix vien.
Paeoniae Alba) 135 mg; Thach
quyét minh (Concha Haliotidis)
180 mg; Hoai son (Tuber
Dioscoreae persimilis) 180 mg;
Phuc linh (Poria) 135 mg.
MJi vién nén bao phim chtra: Cao
dac dugc liéu 540 mg (tuong
duong 2484 mg dugc li€u, bao
gom: Hoang ky (Radix Astragali
membranacei) 600 mg; Dai tao
(Fructus Ziziphi jujubae) 612 mg; Hop 2 vi,
Thang ma (Rhizoma Cimicifugae) 3vix 10
2 180 mg; Sai hd (Radix Bupleuri) A vién.
%glflf;g 180 mg; Cam thio (Radix et Ylff o Hopl | VD-
7 dong Rhizoma Glycyrrhizae) 180 mg; bao | thing TCCS | chai x 30 | 32938 01
duoe viet Bach truat (Rhizoma Atractylodis phim vién, 50 -19
i " | macrocephalae) 180 mg; Puong vién, 60
quy (Radix Angelicae sinensis) vién, 100
120 mg; Dang sim (Radix vién.
Codonopsis pilosulae) 180 mg;
Tran bi  (Pericarpium  Citri
reticulatae perenne) 180 mg; Sinh
khuong  (Rhizoma  Zingiberis
recens) 72 mg).




6. Cong ty ding ky: Cong ty c6 phan dugc pham Thanh Phat

(D/c: L6 CNI1-6, khu cong nghiép Phi Nghia, xa Phi Nghia, huyén Chuwong My,
thanh pho Ha Noi, Nay la: Lo CNI1-6, khu cong nghiép Phu Nghia, xa Phu Nghia,

thanh pho Ha Néi)

6.1. Nha san xuit: Cong ty c6 phan dwoc phim Thanh Phat

(D/c: Lo CNI-6, khu cong nghiép Phu Nghia, xa Phu Nghia, huyén Chuong My,
thanh pho Ha Noi, Nay la: L6 CNI1-6, khu cong nghiép Phu Nghia, xa Phu Nghia,

thanh phé Ha Noi)
Stt | Tén thudc Thanh phin chinh - Ham Dang | Han | Tiéu Quy S6 | Solan
lwgng bao | dung | chuin cach dang gia
ché dong goi ky han
MJi vién hoan mém chuta: Thuc
dia (Radix Rehmanniae
glutinosae praeparata) 1,15 g;
Hoai son (Tuber Dioscoreae Hop 10 VD.-
g Lucvi | persimilis) 0,58 g; Son thu | Hoan 24 TCCS hoan 31891 01
Vinaplant | (Fructus Corni officinalis) 0,58 | mém | thang mém X 8 19
g; Mau don bi (Cortex Paeoniae g.
suffruticosae) 0,43 g; Phuc linh
(Poria) 0,43 g; Trach ta
(Rhizoma Alismatis) 0,43 g.
M3di 8 g hoan mém chira: Qué chi
(Ramulus Cinnamomi) 0,13 g;
Hic phu to (Radix Aconiti
lateralis) 0,13 g; Thuc dia (Radix
Rehmanniae glutinosae A
Bat vi praeparata) 1,07 g; Son thu Hodn 24 Hﬁ) (I)‘)érllo VD-
9 Vinapl%int (Fructus Corni officinalis) 0,53 mém | théng TCCS mem x 8 33537 01
g; Mau don bi (Cortex Paeoniae o -19

suffruticosae) 0,4 g; Hoai son
(Tuber Dioscoreae persimilis)
0,53 g; Phuc linh (Poria) 0,4 g;
Trach ta (Rhizoma Alismatis) 0,4
g.

7. Cong ty ding ky: Cong ty co phan dwgc pham Me Di Sun
(P/c: 8o 521, khu pho An Loi, phuwong Hoa Loi, thi xa Bén Cat, tinh Binh Duong,

Nay la: S6 521, khu phé An Loi, phwong Hoa Loi, thanh phé Ho Chi Minh)

7.1. Nha san Xuat: Cong ty ¢6 phan dwgc pham Me Di Sun
(P/c: 86 521, khu pho An Loi, phwong Hoa Loi, thi xa Bén Cat, tinh Binh Duong,

Nay la: S6 521, khu phé An Loi, phwong Hoa Loi, thanh phé Ho Chi Minh)




Stt Tén Thanh phan chinh - Ham lwong | Dang | Han | Tiéu Quy S6 | S6lan
thudc bao | dung | chuén cach dang gia
ché dong goi ky han
Moi vién nang cting chira: Cao kho
hon hop dugc liéu 534 mg (twong
duong véi:'Kim ngan hoa (Flos
Lonicerae) 450 mg; Cat canh
(Radix Platycodi) 270 mg; Lién
Medi- kidu (Fructus Forsythiae) 450 mg; | Vién 36 Hop 10 | VD-
10 Flu Cam thdo (Radix Glycyrrhizae) | nang théng TCCS | vix10 | 30946 01
230 mg; Kinh gioi (Herba | cling vién. -18

Schizonepetae) 200 mg; Pam trac
diép (Herba Lophatheri) 300 mg;
Nguu bang tir (Fructus Arctii) 300
mg); Tinh dau bac ha (Oleum
Menthae) 2 mg.




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUCQUANLYY, Doc 1ap - Tu do - Hanh phic
DUQC CO TRUYEN

PHU LUC II '
DANH MUC 16 THUOC CO TRUYEN PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - BOT 18
(Ban hanh kém theo Quyét dinh so: 13.../0D-YDCT ngay 22.01../2026)

1. Cong ty ding ky: Cong ty TNHH MTV dwoc pham Phuéc Sanh Pharma
(P/c: 272¢, khu 3, xa Puc Hoa, tinh Tay Ninh)

1.1. Nha san xuit: Cong ty TNHH MTYV dwgc pham Phudc Sanh Pharma
(P/c; 272¢, khu 3, xa Puc Hoa, tinh Tay Ninh)

Stt | Tén thudc Thanh phan chinh - Him Dang | Han | Tiéu Quy S6 | SO lan
lwgng bao | dung | chuin cach dang gia
ché dong g6i | ky han
Mbi vién nang cing chia bot
duogc liéu 390 mg tuong duong:
Bach chi (Radix Angelicae
dahuricae) 190 mg; Cat céan
(Radix Puerariae thomsonii) 80
mg; Hoang cam  (Radix A .
Scutellariae) 120 mg; Cao kho Hop 3 vi
X TN x 10
hon hop dugc ligu 40 mg (twong n i n
I | Tytién |duong Sai hd (Radix Buplewri| ' " | 24 vien. 1 VD- 1)
. . e nang . TCCS | Hop 1 1o | 28732
phuong | chinensis) 120 mg; Cat canh . thang
(Radix Platycodi grandiflori) 50 cung x 30 18
4 vién, 60
mg; Khuong hoat (Rhizoma et A
Radix Notopterygii) 110 mg; vien.
Cam thdo (Radix et Rhizoma
Glycyrrhizae) 40 mg; Thach cao
(Gypsum fibrosum) 40 mg; Bach
thuoc (Radix Paeoniae
lactiflorae) 40 mg).
Modi vién nang cimg chtra: Bot
dugc lidu 430 mg (bao gom
Thuong truat (Than ré) (Rhizoma
Atractylodis) 330 mg; Hau phac Hop 3 vi
(Vo) (Cortex Magnoliae x 10
officinalis) 100 mg); Cao hén | Vién 16 vién. VD-
2 Stomaps | hop duoc li¢u quy vé kho (ty 1¢ | nang than TCCS | Hop 1 1o | 32732 01
cao hon hop dugc li¢u quy vé khd | cung & x 30 -19
so voi dugc ligu 1/10) 81,8 mg vién, 60
(twong duong véi: Thuong truat vién.
(Than 1) (Rhizoma Atractylodis)
200 mg; Hau phac (Vo) (Cortex
Magnoliae officinalis) 300 mg;




Tran bi (Pericarpium  Citri
reticulatae perenne) 220 mg;
Cam thao (RE va than ré) (Radix
et Rhizoma Glycyrrhizae) 130
mg).

2. Cong ty ding ky: Céng ty co phin dwgc pham Trung Uong 3 ,
(P/c: S6 16 Lé Pai Hanh, phwong Minh Khai, quan Hong Bang, thanh pho Hai

Phong, Nay la:'Sé 16 Lé Pai Hanh, phirong Hong Bang, thanh pho Hai Phong)

2.1. Nha san xuét: Cong ty co6 phan dwoc pham Trung Uong 3 ,
(D/c: §6-28, dwong 351, xd Nam Son, huyén An Dwong, thanh phé Hai Phong, Nay
la: S0 28, duong 351, phuong An Duong, thanh pho Hai Phong)

Stt | Tén thudc Thanh phan chinh - Him Dang | Han | Tiéu Quy S6 | SO lan
lwgng bao | dung | chuin cach dang gia
ché dong g6i | ky han
Moi vién nang ctng chira: Dia
long (Pheretima) 100 mg; A .
Hoang ky (Radix Astragali Hng3 v
. 6vi, 10
membranacei) 140 mg; Duong vix 10
quy (Radix Angelicae sinensis) | Vién 36 vien VD-
3 | Lumbrotine | 80 mg; Xich thugc (Radix | nang . TCCS N 32648 | 01
; . R . thang Hop 1
Paeoniae) 60 mg; Xuyén khung | cling ; -19
. . . oo chai x 30
(Rhizoma Ligustici wallichii) A
40 mg; Pao nhan (Semen Pruni) vien, 60
40 mg; Hong hoa (Flos vien.
Carthami tinctorii) 40 mg.
Mdi 5 g hoan cimg chira: Thuc
dia (Radix Rehmanniae
glutinosae praeparata) 0,770 g;
Hoai son (Tuber Dioscoreae
persimilis) 0,385 g; Cu sung
(Radix Nymphaeae stellatae)
v 0,385 g; Tao nhuc (Fructus Hop 10 VD-
4 B6 than Ziziphi mauritianae) 0,385 g; | Hoan 36 TCCS taix 5 g. 33170 01
duong TW3 | Thach hoc (Herba Dendrobii) | cimg | thang Hop 1 thi 19
0,285 g; Phan ty giai (Rhizoma x50 g.

Dioscoreae) 0,195 g; Phu tu ché
(Radix Aconiti lateralis
praeparata) 0,095 g; Qué (vo
than, vo canh) (Cortex
Cinnamomi) 0,095 g.




Mbi vién nang chira: Bot Lién
ki€u 280 mg (twong duong Lién

kiéu (Fructus Forsythiae) 280 13{(\)}: 25\;11’
mg); Cao dde hon hop dugc licu Vien « ’1 0 VD-
5 Tiéudoc | 400 mg (twong duong: Kim nan 24 | rees | vien 34005 01
Forikan ngan (cudng) (Caulis cum cﬁng thang Ho 1 20
folium- Lonicerae) 1,5 g; B0 & chaii 30
cong ~anh (Herba Lactucae vién
indicae) 1,0 g; Lién kiéu ’
(Fructus Forsythiae) 0,44 g).
3. Cong ty ding ky: Cong ty c6 phan Korea United Pharm INT'L
(D/c: 8o 24, Pai lo Ty Do, Khu cong nghiép Viét Nam - Singapore, phuwong Thudn
Giao, thanh pho Thudn An, tinh Binh Duwong, Nay la: So 24 Pai [6 Tw Do, khu
cong nghiép Viét Nam - Singapore, phwong Thudgn Giao, thanh pho Hé Chi Minh)
3.1. Nha san xuat: Cong ty c6 phan Korea United Pharm INT'L
(D/c: S6 24, Dai o Tu Do, Khu cong nghiép Viét Nam - Singapore, phwong Thudn
Giao, thanh pho Thudn An, tinh Binh Duwong, Nay la: So 24 Pai l6 Tw Do, khu
cong nghiép Viét Nam - Singapore, phwong Thudn Giao, thanh pho Ho Chi Minh)
Stt | Tén thudc Thanh phan chinh - Him Dang | Han | Tiéu Quy S6 | Solan
lwgng bao | dung | chuan cach dang gia
che déng goi | ky han
M5di vién nang mém chira: Cao
Nhan sam 60 % (kl/kl) (Panax Hop 1 vi
Ginseng extract) 40 mg (tuong x 5 vién.
Powertona ung Ginsenosid 0,9 mg); Cao | Vién 24 Hop 1 tai | V342-
6 3 Bach qua 95 % (kl/kl) (Ginkgo | nang than TCCS | nhdm, 2 | H12- 01
& biloba leaf extract) 40 mg | mém & tui nhom 13
(twong ung Ginkgo flavon 9,6 X6vix5
mg); Tinh dau Té1 (Alliium vién.

savitum oil) 10 mg.

4. Cong ty dang ky: Cong ty TNHH dong duwgc Xuan Quang
(D/c: 53/2 quoc 16 91, khom Pong Thanh, phwong My Thanh, thanh phé Long
Xuyén, tinh An Giang, Nay la: S6 53/2, quéc 16 91, khém Péng Thanh, phwong
My Thot, tinh An Giang)

4.1. Nha san X}ls?'lt: Cong ty TNHH dong dwgc Xuian Quang ,
(D/c: 53/2 quoc 19 91, khom Dong Thanh, phwong My Thanh, thanh pho Long
Xuyén, tinh An Giang, Nay la: So 53/2, quoc 1o 91, khom Déng Thanh, phuong

My Thoi, tinh An Giang)




Stt

Tén thube

Thanh phan chinh - Ham
luwgng

Dang
bao
che

Han
dung

Tiéu
chuan

Quy
cach
dong goi

S6
dang
ky

S6 1an
gia
han

Forvim -
ngan kiéu
gidi doc
Xuan
Quang

Moi vién nang ctng chira: Cao
dic hdn hop 377,5 mg twong
duong: - Kim ngan hoa (Flos
Lonicerae) 1500 mg; Lién kiéu
(Fructus Forsythiae suspensae)
1500 mg; Diép ha chau (Herba
Phyllanthi urinariae) 1500 mg;
BO cong anh (Herba Lactucae
indicae) 1150 mg; Mau don bi
(Cortex  Radicis  Paeoniae
suffruticosae) 1150 mg; Dai
hoang (Rhizoma Rhei) 750 mg.

Vién
nang
cung

36
thang

TCCS

Hop 2 vi,
5vi, 10
vix 10

vién.

Hop 1 lo

x 40
vién.

VD-
30063
-18

01

Thudc cam
Xuan
Quang

Moi vién nang ctng chira: Cao
dic hén hop dugc liéu 320 mg
tuong duong: Xuyén khung
(Rhizoma Ligustici wallichii)
1500 mg; Khuong hoat
(Rhizoma et Radix
Notopterygii) 1500 mg; Bach
chi (Radix Angelicae
dahuricae) 800 mg; Hoang cim
(Radix Scutellariae) 500 mg;
Phong phong (Radix
Saposhnikoviae  divaricatae)
500 mg; Sinh dia (Radix
Rehmanniae glutinosae) 500
mg; Thuong truat (Rhizoma
Atractylodis) 500 mg; Cam thao
(Radix et Rhizoma
Glycyrrhizae) 300 mg; Té tan
(Radix et Rhizoma Asari) 300
mg.

Vién
nang
cung

36
thang

TCCS

Hop 2 vi,
5vi, 10
vix 10

vién.

Hop 1 1o

x 40
vién.

V583-
HI12-
10

01

Thubc ho
La hén qua
Xuan
Quang

Mdi 50 g vién hoan cimg chua:
Thién moén dong (Radix
Asparagi cochinchinensis)
10,00 g; Thuc dia (Radix
Rehmanniae glutinosae
praeparata) 7,50 g; Sa sam
(Radix Glehniae) 5,00 g; Mach
moén  (Radix  Ophiopogonis
japonici) 5,00 g; Bach bd
(Radix Stemonae tuberosae)
5,00 g; Mau don bi (Cortex
Radicis Paeoniae suffruticosae)
5,00 g; Phuc linh (Poria) 2,75 g;
Ngiti vi t& (Fructus Schisandrae
chinensis) 2,75 g; Cao la hén

Vién
hoan
cung

24
thang

TCCS

Hop 1o
x50¢g

V115
8-
HI12-
10

01




qua (Momordica Grosveneris
extract) 0,10 g.

Mbi 50 g vién hoan cimg chira:
bang sam (Radix Codonopsis)
5,50 g; Bach thugc (Radix
Paeoniae lactiflorae) 5,50 g;
Phuc linh (Poria) 5,50 g; Vién
chi (Radix polygalae) 5,50 g;

10 | Thudcbd | Hoang ky (Radix Astragali| Vién o4 Hop 1 1o V160- | 01
tam Xuan | membranacei) 5,50 g; Puong | hoan thng TCCS 50 g' H12-
Quang quy (Radix Angelicae sinensis) | cung 13
4,25 g; Ba tu nhan (Semen
Platycladi orientalis) 4,25 g;
Bach truat (Rhizoma
Atractylodis  macrocephalae)
4,25 g; Toan tao nhan (Semen
Ziziphi mauritianae) 1,50 g.
5. Cong ty dang ky: Cong ty ¢6 phin duoec - vat tuy té Thanh Héa
(D/c: So 04 Quang Trung, phuong Ngoc Trao, thanh pho Thanh Hoa, tinh Thanh
Hoa, Nay la: S6 04 Quang Trung, phuwong Quang Trung, tinh Thanh Hoa)
5.1. Nha san xuit: Nha may san xuit thuoéc dong dwgc - Cong ty co phan
dwoc - vt tw y té Thanh Hoa
(D/c: L6 4-5-6, khu cong nghiép Tay Bac Ga, phwong Dong Tho, thanh pho Thanh
Hoa, tinh Thanh Hod, Nay la: Lo 4-5-6, khu cong nghiép Tay Bac Ga, phuong
Ham Rong, tinh Thanh Hoa)
Stt | Tén thudc Thanh phan chinh - Him Dang | Han | Tiéu Quy S6 | Solan
lwgng bao | dung | chuin cach dang gia
ché dong goi ky han
Mdi vién nang ctng chira: Cao
khoé Hy thiém (PO am 5 %)
168,4 mg (twong duong Hy Hop 6 vi,
thiéem (Herba Siegesbeckiae) 10 vi x
2000 mg); Cao kho Ngil gia bi | Vién 36 10 vién. | VD-
11 | Hydan Caps | chan chim (B¢ am 5 %) 57,2 mg | nang than TCCS | Hop 1 1o | 32489 01
(twvong duong Ngii gia bi chan | cung & x 60 -19
chim  (Cortex  Schefflerae vién, 90
heptaphyllae) 680 mg); Bot Ma vién.

tién ché (Pulveres Strychni
praeparata) 88,0 mg.

6. Cong ty dang ky: Cong ty TNHH dwgc thiao Hoang Thanh
(P/c: S6 2B, khu tdp thé doi ngoai, phuwong Pinh Céng, qudin Hoang Mai, thanh
phé Ha Néi, Nay la: S6é nha 2B, t6 37, khu tdp thé doi ngoai, phwong Phwong Liét,
thanh pho Ha Néi)




6.1. Nha san xuat: Cong ty TNHH dwoc thio Hoang Thanh

(D/c: Lo ddt CN4, cum cong nghiép Qudt Péng mé rong, huyen Thuong Tin, thanh
phé Ha Noi, Nay la: Lo dat CN4, cum cong nghiép Quat Dong mo rong, xa Thuong
Phuc, thanh pho Ha N¢i)

Stt | Tén thuoc Thanh phan chinh - Ham Dang | Han | Tiéu Quy S6 | Solan
lwgng bao | dung | chuén cach dang gia
ché dong goi ky han
Mbi vién nén bao phim chua:
Cao dic hon hop duoc lidu 700
mg tuong duong dugc licu:
Kim tién thao (Herba Desmodii
Bai thach styraci{‘olil) 3200 mg; Bach Vi’én H(f)]:q) 2 Vi: VD.-
12 Trifong mao can (Rhizoma Imperatae) | nén 36 TCCS 3 vi, 6 vi 32590 01
, 800 mg; Puong quy (Radix | bao | thang x 10
Phtc . . . . A -19
Angelicae sinensis) 800 mg; | phim vién.
Sinh dia (Radix Rehmanniae
glutinosae) 800 mg; Xa tién tir
(Semen Plantaginis) 800 mg; Y
di (Semen Coicis) 400 mg.
Mbi vién nén bao phim chua:
Cao dic hon hop duoc lidu 700
mg tuong duong dugc licu: Che
day (Herba Ampelopsis
cantoniensis) 1575 mg; Huong
phu (Rhizoma Cyperi) 1200
mg; Khuong hoang (Rhizoma o o .
Da day Curcumae longae) 1200 mg; \rllléiln 36 13{(‘)/1:1) 26\\,/11, VD-
13 Truong Cam thdo (Radix et Rhizoma bao | than TCCS X’I 0 32591 01
Phuc Glycyrrhizae) 1050 mg; Sinh . & A -19
phim vién.

khuong (Rhizoma Zingiberis)
600 mg; Ban ha ché (Rhizoma
Pinelliae preparata) 450 mg;
Tran bi (Pericarpium Citri
reticulatae perenne) 150 mg;
Moc huong (Radix Sausureae
lappae) 75 mg.

7. Cong ty dang ky: Cong ty ¢6 phan dwogc phim Trung wong I - Pharbaco

(P/c: 160 Tén Pirc Thing, phwong Hang Bot, qudn Pong Pa, thanh pho Ha Noi,

Nay la: S6 160, phé Tén Pk Thing, phwong O Cho Dira, thanh pho Ha Néi)
7.1. Nha san xuat: Cong ty c6 phan dwoc pham Trung wong I - Pharbaco

(P/c: Thén Thach Léi, xa Thanh Xudn, huyén Séc Son, thanh phé Ha Néi, Nay

la: Thén Thach Léi, xd Néi Bai, thanh phé Ha Néi)




Stt | Tén thuoc Thanh phan chinh - Ham Dang | Han | Tiéu Quy S6 | S6lan
lwgng bao | dung | chuan cach dang gia
che déng goi | Kky han
Mbi vién nang mém chira: Cao
dac hon hop duogc li¢u 200 mg
tuong duong véi: Diép ha chau | Vién 24 Hop 10 VD-
14 Virelsea | (Herba Phyllanthi urinariae) | nang than TCCS | vix10 | 32915 01
1500 mg; Chua ngut (Fructus | mém & vién -19
Embeliae) 250 mg; Co nho noi
(Herba Ecliptae) 250 mg.
8. Cong ty ding ky: Cong ty c6 phan dwoc vit tu y té Hai Duwong
(D/c: So 102 Pho Chi Lang, Phuong Nguyén Trai, Thanh pho Hai Duong, Tinh Hai
Duwong, Nay la: So 102, pho Chi Lang, phuwong Thanh Bong, thanh pho Hai Phong)
8.1. Nha san xuét: Cong ty c6 phan duwoc vat tw y té Hai Duwong
(D/c: So 102 Pho Chi Lang, Phuong Nguyén Trai, Thanh pho Hai Duong, Tinh
Hai Duong, Nay la: S§6 102, pho Chi Lang, phwong Thanh Dong, thanh pho Hai
Phong)
Stt | Tén thudc Thanh phan chinh - Him Dang | Han | Tiéu Quy S6 | Solan
lwgng bao | dung | chuan cach dang gia
che dong goi | Kky han
Mdi vién nang ctng chira: Cao
dac Son tra (Extractum Mali
spissum)100 mg (twong duong
vo1 Son tra (Fructus Mali) 1000
mg); Cao dic Chi thuc
(ptovm) 50 g (neomg. daong | VN | 36 oo, | VP
15 Odigas Chi thuc (Fructus Aurantii gz?lg thang TCES 9vix 10 3%17 g 0 01
immaturus) 500 mg); Cao dac & vién

Tran bi  (Extractum  Citri
reticulatae perenne spissum)
100 mg (twong dwong Tran bi
(Pericarpium Citri reticulatae
perenne) 1000 mg).

9. Cong ty ding ky: Cong ty TNHH dwoc pham Ha Thanh

(D/ec: S6 158, dwong Tuu Liét, xa Tam Hiép, huyén Thanh Tri, thanh phé Ha Noi,

Nay la: S6 158, dwong Tuu Liét, phuwong Hoang Liét, thanh phé Ha Néi)

9.1. Nha san xuat: Cong ty TNHH dwoc pham Ha Thanh

(D/ec: So6 1 ,58, dwong Tuu Liét, xa Tam Hiép, huyén Thanh Tri, ti’zc‘mh phé Ha Noi,
Nay la: So 158, dwong Tuu Liét, phwong Hoang Liét, thanh pho Ha Noi)




Stt | Tén thuoc Thanh phan chinh - Ham Dang | Han | Tiéu Quy S6 | S6lan
lwgng bao | dung | chuén cach dang gia
ché dong goi ky han
Mbi vién nén bao phim chira:
Cao dic hon hop duge liéu 220
mg tuong ung voi cac dugc
lidu: “Kim tién thao (Herba
Desmodii styracifolii) 1000 mg;
Nhan tran (Herba Adenosmatis
caerulei) 250 mg; Hoang cAm
(Radix Scutellariae) 150 mg; Hop 5 vi
Kim tidn Nghé  (Rhizoma Qurcumae Vi’én X gO VD-
16 R\ longae) 250 mg; Binh lang | nén 36 vién. 01
thao bai . , TCCS . 33856
thach (Semen. Arecae catechi) 100 bgo thang Hop 1 1o 19
: mg; Chi thuc (Fructus Aurantii | phim x 100
immaturus) 100 mg; Hau phac vién.

(Cortex Magnoliae officinalis)
100 mg; Bach mao can
(Rhizoma Imperatae
cylindricae) 500 mg; Mdc
huong  (Radix  Saussureae
lappae) 100 mg; Dai hoang
(Rhizoma Rhei) 50 mg.
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