BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY Y, DUQC DPoc l1ap - Tw do - Hanh phtc
- COTRUYEN
So: 229 /Qb-YDCT Ha Noi, ngay2 ithango8ndm 2023
QUYET PINH

Veé viéc ban hanh Danh muc 37 thudc co truyén
dwec gia han giay dang ky lwu hanh tai Viét Nam - Dot 09

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can cir Ludt Durgc s6 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh sé 95/2017/ND-CP ngay 15/11/2022 ciia Chinh pha quy
dinh chite ndng, nhiém vu, quyén han va co cdu té chirc cua Bo Y té;

Cén cir Thong te sé 21/2018/TT-BYT ngay 12/09/2018 cia B truweng
BG Y té quy dinh viéc ding ky luu hanh thuéc cé truyén, diroc liéu;

Cén ctr Thong tw sé 39/2021/TT - BYT ngdy 31/12/2021 cia Bé truong
B Y té vé viéc sita doi, bé sung mét sé dieu cia Théng tw sé 21/2018/TT-BYT
ngay 12/9/2018 cuia Bé trueng Bo Y té quy dinh Viée dang ky heu hanh thuéc co
truyén, duwoc liéu:

Can cir Quyét dinh sé 2068/0P-BYT ngay 08/5/2023 cua Bé trueng
B Y té vé viéc quy dinh chite ndng, nhiém vu, quyén han va co cdu té chirc cia
Cuc Quan Iy Y, Duoc cé truyén thugc Bé Y té;

Can cir két ludn cua Héi dong tw van cap gidy dang ky luu hanh thudc,
nguyén ligu 1am thuac, BG Y té - Pot 09;

Theo dé nghi ciia Truéng Phong Qudn Iy Duwoc ¢é truyén - Cuc Qudn Iy
Y, DurocC C6 truyeén.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 37 thudc co truyén
duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 09. Cac thudc ¢ truyén
tai Danh muc nay duoc gitr nguyén thdng tin sé dang ky da cap, cu thé:

1. Danh muc 17 thudc cé truyén san xuat trong nudc duoc gia han gidy ding
ky luu hanh tai Viét Nam c6 hiéu luc 05 nam ké tir ngay ky ban hanh Quyét dinh
nay tai Phu luc | kém theo.

2. Danh muc 01 thudc c6 truyén nudc ngoai duoc gia han gidy dang ky luu
hanh tai Viét Nam c6 hiéu luc 05 nam ké tir ngay ky ban hanh Quyét dinh nay tai
Phu luc 1l kem theo.

3. Danh myc 19 thudc cd truyén san xuét trong nudce duoc gia han gidy ding
ky luu hanh tai Viét Nam c6 hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh
nay tai Phu luc I11 kém theo.



Piéu 2. Co s& san xuat va co sé dang ky thude co trach nhiém:

1. San xuat thube theo ding cac ho so, tai liéu dd dang ky véi Bo Y té va
phai in s6 dang ky duoc'Bo Y té Viét Nam cap lén nhén thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thudc kiém soat dac biét khi co
Gidy ching nhan dt diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soat dac biét phi hop véi pham vi hoat dong cua co sé dap ung quy dinh tai
khoan 5 Diéu 143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mot sb diéu va bién phép thi hanh Luat Dugc.

3. Thuyc hién viéc cap nhat tiéu chuan chat luong cua thudce theo quy dinh tai
Thong tu s 38/2021/TT-BYT ngay 31/12/2021 cua B truéng Bo Y té quy dinh
chat Tuong duoc liéu, vi thudc ¢ truyén, thude co truyén.

4. Cap nhat nhan thudc, to hudng dan sir dung thude theo quy dinh tai Théng
tu s601/2018/TT-BYT ngay 18/01/2018 cua Bo trusng Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan st dung thude trong thai han 06
thang ké tir ngay ky ban hanh Quyét dinh nay. Trong truong hop co thay ddi, bd
sung vé nhan, to huéng dan sir dung khi thuc hién gia han va theo hinh thire thay
d6i, bo sung gidy ding ky luu hanh thudc quy dinh tai Thong tu sb
21/2018/TT-BYT ngay 12/09/2018 caa Bo truéng Bd Y té quy dinh viée dang ky
lwu hanh thubc co truyén, dugc lieu va Thong tu sé 39/2021/TT-BYT ngay
31/12/2021 cua Bo truong B Y té vé viéc sira d6i, bo sung mot sé diéu caa Thong
tu s6 21/2018/TT-BYT ngay 12/9/2018 ciia Bo truong Bo Y té quy dinh viéc ding
ky luu hanh thudc ¢b truyén, duoc liéu.

5. Phdi hop véi cac co sa diéu tri dé thuc hién theo dang cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiéu qua, tac dung khdng mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Thong tu s6
21/2018/TT-BYT ngay 12/09/2018 cia Bo truéng Bd Y té quy dinh viéc ding ky
lwu hanh thubc c6 truyén, duoc lieu va Thong tu sé 39/2021/TT-BYT ngay
31/12/2021 cua Bo truong Bo Y té vé viéc sira d6i, bo sung mot sé diéu caa Thong
tu s6 21/2018/TT-BYT ngay 12/9/2018 ciia Bo truong Bo Y té quy dinh viéc ding
ky Iuu hanh thuéc co truyén, duoc liéu.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu lam thubc. Trong
truong hop khong con dap tmg du diéu kién hoat dong, co so ding ky phai co
trach nhiém thuc hién thay ddi co s¢ dang ky theo quy dinh tai Thong tu sd
21/2018/TT-BYT ngay 12/09/2018 ciia B§ trudng Bo Y té quy dinh viéc ding ky
lwu hanh thubc c6 truyén, dugc lidu va Thong tu sé6 39/2021/TT-BYT ngay
31/12/2021 cua Bo trudng Bo Y té vé viéc sira doi, bo sung mot sé diéu cua Thong
tu s6 21/2018/TT-BYT ngay 12/9/2018 ciia B truong Bo Y té quy dinh viéc dang



ky Iuu hanh thudc cb truyén, duoc liéu trong thoi han 30 ngay ké tir ngdy co sé

dang ky khong con du diéu kién hoat dong.

7. Co s san xuat phai bao dam cac diéu kién hoat dong ctia co sd san xuat
trong thoi han hiéu luc cta gidy dang ky luu hanh thudc, nguyén liéu lam thude.

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

Piéu 4. Giam dbc So Y té cac tinh, thanh phd tryc thuoc Trung wong va
Giam dbc co 8O san xuit va co s diang ky o6 thudc tai Bidu 1 chiu trach nhiém

thi hanh Quyét dinh nay./.
Noi nhan:
- Nhu biéu 4;
- B/c Bo trudng (dé b/c);
- B/¢Dd Xuan Tuyén — TTr BYT (dé b/c);
- PGS.TS. Lé Vin Truyén — Nguyén Chi tich HPTV cap
GPKLH thubc, NLLT - B0 Y té (dé b/c);
- PGS.TS. Nguyén Ding Hoa — Chu tich HPTV cip GDKLH
thudc, NLLT — Bo Y té (dé b/c):
- Cuc Quan y - Bd Quéc phong, Cuc Y té - B Cong an;
- Cuc Y té GTVT - Bo Giao thong van tai;
- Tong Cuc Hai quan - Bo Tai chinh;
- B4o hiém x4 hoi Viét Nam:;
-B6 Y té: Vu PC, Cuc QLD, Cuc QLKCB, Thanh tra Bo; Vin
phong HDTV cip GDKLH thudc, nguyén liéu 1am thudc;
- Vién KN thude TU, Vién KN thudc TP. HCM;
- Téng Cong ty Dugc Viét Nam — Cong ty ¢d phan;
- C4c Bénh vién, Vién c6 givong bénh truc thuge Bo Y té;
- Website ciia Cuc Quan ly YDCT;
- Luu: VT, QLD (4b).
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BOY TE

CUC QUANLY Y, DUQC
CO TRUYEN

PHU LUC |

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

DANH MUC 17 THUOC CO TRUYEN SAN XUAT TRONG NUOGC PUQC GIA HAN

(Ban hanh kém theo Quyér dinh $6:229../0D-YDCT ngay 21../08.1.2023

1. Cong ty ding ky: Cong ty cé6 phan dwoc Danapha
(P/c: $6.253 Diing St Thanh Khé, phwong Thanh Khé Tay, qudn Thanh Khé,
thanh phé Pa Nang)
1.1. Nha san xuit: Cong ty c6 phan dwec Danapha
(P/e: Khu cbng nghiép Hoa Khanh, qudn Lién Chiéu, thanh phé Pa Nang)

GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POQT 09

Stt{  Tén Thanh phan Dang | Tuoi | Tiéu Quy S6 | Sélan
thuoc chinh - Ham bao tho |chuan| céach ding gia
lwgng che dong goi ky han
CaP khvo Diép ha Hop 1 lo
chau dang 100mg
. x 40
(twong duong Diép A
A < vién, 60
ha chau dang vien:
500mg); Cao kho Aoy
A A HQp?’Vls
Nhén tran 130mg Avi 6 vi
(twong duwong Nhan | Vién 36 X’10 VD-
1 VG-5 | tran 1820mg); Cao | nénbao | ., TCCS | ..~ 26683- | 01
A A : thang vién; Lo
khd Co6 nho noi| phim 1000 17
50mg (twong - ,
. ¥ vién (chi
duong Co nho noi diina cho
350mg); Cao khd 9
A z xuat
Rau bap 50mg khau)
(twong duong Rau '
bap 850mg).




2. Cong ty diang ky: Cong ty cd phan dwoc quéc té Tung Léc

(P/c: Thdn Ngoc Lich, xd Trung Trdc, huyén Vin Lam, tinh Hung Yén)

2.1. Nha san xuat: Cong ty c6 phan dwgc quéc té Tung Léc

(P/c: Thdn Ngoc Lich, xd Trung Trdc, huyén Vin Lam, tinh Hung Yén)

Stt| Tén Thanh phan Dang | Tudi | Tiéu | Quy S6 | Solan
thudc chinh-Ham |baoché| the |chuin| cach ding | gia
lwong dong goi Ky han
Mdi 120ml chtra
dich chiét tr cac
dugc liéu: Lién
nhuc 14,4g; Dbang
sam 12g; Bach linh
8,4g; Bach truat
7,2g; Hoai son
6,6g; Céat 1am sam Hop 01
Cam : VD-
2| Ting |89 Mach nha 6g;) o | 36 | qopg | ChAIX | oegey | g
Loc Son tra 6g; Y di 6g; thang 120ml, 17
' Cam thao 5,4g; Su 180ml.

quan tor  4,8g;
Khiém thuc 3,6g;
Bach bién dau
3,72g; Than khuc
2,49; Céc tinh thao
1,44g; O tic cot
2,04g.

3. Cong ty dang ky: COng ty Co phéan Dwoc - Vit tuy té Thanh Hoba
(D/c: So 232 Tran Phu, phuong Lam Son, thanh pho Thanh Hoa, tinh Thanh Héa)
3.1. Nha san xuat: Nha may san xuat thuoc Pong dwec - Céng ty co phan Dwoc

- Vat te Y té Thanh Héa (THEPHACO)

(D/c: L6 4-5-6, khu cong nghiép Tay Bdc Ga, phwong Pong Tho, thanh phé Thanh
Hoa, tinh Thanh Ho6a)

Stt| Tén Thanh phan Dang | Tuéi | Tiéu Quy S6 | Sélan
thuoc chinn-Ham | baoché| the |chuan| céch ding | gia
lwgng dong goi ky han
Mbi  vién chta
Xuyén tam lién Hop 1 lo
Xuyen 100ng; A C_go Yién 24 x_lAOO VD-
3 am lign Xuyén tdm lién | nén bao thang TCCS | vién; 25360- 01
140mg; BoOt min| phim 200 16
Xuyén tam lién vién.
100mg




4. Cong ty dang ky: Cong ty c6 phan thuong mai dwoc Vit tu'y té Khai Ha
(D/c: S6 2A, phé Ly Bon, t6 2, phirong Tién Phong, thanh phé Thai Binh,

tinh Thai Binh)
4.1. Nha san xuat: Cong.ty cé6 phian thwong mai dwoc vat tu y té Khai Ha
(D/c: S6 2A, phé Ly Bon, t6 2, phirong Tién Phong, thanh phé Théi Binh,
tinh Thai Binh)

Stt

Tén
thuoc

Thanh phan chinh -
Ham lugng

Dang
bag
che

Tudi
tho

Tiéu
chuan

Quy
cach
dong goi

S6
dang

S6 lan
gia
han

Pai b
VI.Ame
rican

Cao khé hon hop
duoc ligu 523,2mg
(twong duong voi:
bang sam 720mg;
Bach truat 480mg;
Phuc linh  384mg;
Cam thao 384mg;
Duong quy 480mg;
Xuyén khung 384mg;
Bach thuoc 480mg;
Hoang ky 720mg;
Qué (vo than, vo
canh) 480mg; Thuc
dia 720mg).

Vién
nang
cung

36
thang

TCCS

Hop 01
tdi X 5 vi
x 10
Vién.

VD-
31343-
18

01

Dai
trang
H/B

Cao khé hon hop
280,5mg (twong
duong véi duogc liéu:
Bach truat 600mg;
Bach linh 400mg;
Mdoc huong 200mg;
Cam thao 120mg;
Hoang lién 100mg;
bang sam 200mg;
Mach nha 200mg;
Nhuc dau  khiu
400mg; Than khic
200mg; Sa nhan
200mg; Son  tra
200mg; Tran  bi
400mg; Hoai son
400mg).

Vién
nén
bao

phim

36
thang

TCCS

Hop 5 vi;
10 vi X
10 vién.
Hop 01
lo x 100

Vién.

VD-
30985-
18

01




5. Cong ty ding ky: Cong ty TNHH Thuong Mai Nga Viét

(D/c: 644/2 dwong f3/2, Phuong 14, Quan 10, Thanh pho Hé Chi Minh)

5.1. Nha san xuat: Céng ty ¢6 phan Dwoc Vit tw Y té Hai Duong

(P/c: S6 102 pho Chi Lang, phwong Nguyén Tréi, thanh phé Hdi Duwong, tinh Hai
Duong)

Stt| Tén Thanh phan chinh | Dang | Tudi | Tiéu | Quy S6 | Solan

thuéc - Ham lwong bao | the |chuan | cach | ding | gia
che déng ky han
goi

Long dém 1,33g;
Hoang cam 0,89g;
Trach ta 0,89g; Mdoc
thong 0,89g; Puong vVién HoD 3 VD-
6. Hothanh |quy08eg; Cam | | 36 | ree | yitn | ggse. | O
can thao 0,22g; Chi tu cimg thang vien 16

1,33g; Xa tien tu '

0,679; Sai h6 0,89g;

Sinh dia hoang
0,89g.

6. Cong ty dang ky: Cong ty TNHH Dong dwgc Phic Hung

(P/c: S6 96 - 98 Nguyén Viét Xudn, phwong Quang Trung, qudn Ha Péng,
thanh phé Ha Ngi)

6.1. Nha san xuat: Céng ty TNHH Péng dwoc Phic Hung

(P/c: Cum cdng nghiép Thanh Oai, huyén Thanh Oai, thanh pho Ha Néi)

Stt | Tén thuéc Thanh phan Dang | Tudi | Tiéu | Quy S6 | Sélan

chinh - Ham bao | the |chuan | cach | ding | gia
lwgng che doéng Ky han
goi

Mo6i  250ml  cao
long chta dich
chiét duoc liéu
tuong tng Hoang

Thanh |lién 15g; Ké dau| ~ | ,, Hop0l | VD- |
7 | huyettiéu 'ngua 20g; Lién lon than TCCS | lox | 24514-
doc PIH | kiéu 20g: Bd cong g g 250ml. | 16

anhh 10g; Bo bd
50g; Kim ngan hoa
20g; Chi tr 10g;
Hoang ba 10g.




7. Cong ty ding ky: Cong ty cé phan dwoc liéu Bong Sen Vang
(P/c: Thén Pa Ban, xa Himg An, huyén Bdac Quang, tinh Ha Giang)
7.1. Nha san xuat: Cong.ty co phan dwoc liéu Bong Sen Vang
(P/c: Thén Pd Ban, xa Hing An, huyén Bdac Quang, tinh Ha Giang)

Stt| Tén Thanh phan chinh - | Dang | Tudi | Tiéu | Quy S6 | Sélan
thuéc Ham lwong bao | the |chuin| cach | ding | gia
ché dong ky han
goi
60ml cao long tuong
duong vo6i hdon hop
duoc liéu chira: Puong
Pai b | quy 12g; Xuyén khung cao | 24 Hop1l | V189-
8 | Khihuyét|12g; Thue dia 12g;| S0 |42 | TCCS | lox | HO6- | 01
BSV | Bach thugc 12g; bang 60ml. 19
sam 12g; Bach linh
12g; Bach truat 12g;
Cam thao 6g.
Mbi chai 60ml chua
dich chiét tir cac dugc
liku tuong duong:
bang sam 8g; Bach
Boty |linh 16g; Bach truat cao | 24 Hop1l | V182-
9 | Boéngsen | 16g; Vién chi 0,16g; lona | than TCCS | chaix | HO2- 01
vang | Hoang ky 16g; Toan ong g 60ml. 19
tao nhan 16g; Cam thao
4g9; Long nhdn 16g;
Duong quy 0,16g; Moc
huong 8¢g; DPai tao 4g.
Cao dic tong hop 1,09
tuong duong véi Cac
dugc liu: Thuc dia| Vién 24 Hop 2 | V183-
10 | Lucvi |3,2g; Hoai son_1,6g; hqén thang TCCS | vix10 | HO2- 01
Son thu 1,6g; Mau don | mém Vién. 19

bi 1,2g; Phuc linh 1,2g;
Trach ta 1,2g.




8. Cong ty ding ky: Cong ty cé phan Traphaco

(P/c: S6 75 phé Yén Ninh, phwong Quan Thanh, qudn Ba Pinh, Thanh phé Ha Néi)
8.1. Nha san xuat: Cong ty c6 phan Cong nghé Cao Traphaco

(D/c: Xa Tan Quang, huyén Van Lam, tinh Hung Yén)

Stt | Ténthuéc | Thanhphan chinh- |Dang| Tuéi | Tiéu | Quy S6 S6
Ham lhrong bao | the [chuan| cach | diang | lan
ché dong ky | gia
goi han
Cao khé Cau ky tu
256,3mg tuong duong
541mg Cau ky to);
Cao kh6é Tho ty tu
25,6mg (tuwong duong
Tho ty tir 545mg); Cao Hop 2
kho Ngii vi tr 16,1mg | Vien | vi,5vi | VD-
11 4 Formenton | (twong duong 62mg | nang théng TCCS| x10 | 22304-| 01
Ngi vi tt); Cao kh6é | mem Vvién. 15
Xa tién ta 6,4mg
(twong duong Xa tién
tr 129mg); Cao kho
Phic bon tar 25,6mg
(twong duong Phuc
bon tir 268mg).
9. Cong ty dang ky: Cong ty TNHH Van Xuén
(P/c: So6 231 Chién Lurgc, khu phé 18, phuong Binh Tri Péng, qudn Binh Tan,
Thanh phé Hé Chi Minh)
9.1. Nha san xuat: Céng ty TNHH Van Xuan
(D/c: Puong sé 3, cum cong nghiép Lién Hung, ap Binh Tién 2, xa Buc Hoa Ha,
huyén Puic Hoa, tinh Long An)
Stt| Ténthudc | Thanh phan chinh - | Dang | Tudi | Tiéu | Quy S6 S6
Ham lwong bao | the |chuin| cach | diang | lan
ché déng ky | gia
goi han
Cao kho tir dich chiét
toan phan cua Thuong Hop 10
nhi tir 200mg; Phong vi x 10
phong 200mg; Bach | Vién vién.
12 Xo;nugé;/an truat 200mg; Hoang | nang thzz;]g TCCS | Hop 01 \I—/Iigofo 01
ky 200mg; Tan di hoa | cting chai x i
150mg;  Bach chi 60 vién.
200mg; Bac ha
100mg.




10. Céng ty diing ky: Cong ty TNHH MTYV dwgc pham Phuéc Sanh Pharma

(D/c: S6 272 C, Khu 3, thi trdn Purc Hoa, huyén Bic Hoa, tinh Long An)

10.1. Nha san xut: Cong'ty TNHH MTV dwoc pham Phuwéc Sanh Pharma

(D/c: S6 272 C, Khu 3, th trdn Pic Hoa, huyén Dic Hoa, tinh Long An)

Stt| Tén Thanh phan chinh- | Dang | Tudi | Tiéu | Quy S6 S6
thuéc Ham lwong bao | the |chuin| cach | diang | lan
ché déng ky | gia
goi han
Moi 28g chua bot dugc
lieu 19,329 (San day
2,94q; Bach chi 7,42g; Cat
canh 1,82g; Khuong hoat . Hop 1
TV tien | 434g; Thach cao 14g: | VIEM | 24 x| V-
13| . 9%, ARl 90 L8 hoan | 5T | Tees | 2% | 27577- | O1
phuong | Bach thuoc 1,49 ); cao hon cimg thang 284; 17
hop duoc liéu quy vé kho 5649.
1,33g (twong duong voi
Sai ho 4,62g; Cam thao
1,49; Hoang cam 4,629).
Bot duoc liéu 300mg
(tuong duong véi Puong
quy 210mg; Xuyén khung
90mg); cao hon hop dugc Hop 3
licu quy vé khé 120mg vi x 10
Dudng (twong duong voi: Sinh | Vién 24 vién. VD-
14 nhan t dia 120mg; Bach thugc | nang théng TCCS | Hopl | 28576- | 01
120mg;  Huyén  sédm | cang lo x 30 17
180mg; Cam thao 30mg; vién; 60
Ha tha 6 d6 75mg; Ha khé vién.
thao 180mg; Thé phuc
linh 180mg; Cuc hoa
75mg).
M&i 220ml chira dich chiét
tur cac duoc liéu: Thuc dia
26,4g; Xuyén khung 11g;
A bang sdm 26,4g; Bach A
ﬁargx tuat 154g; Vién chi| . | ,, CHh‘-’aFi’)l( VD-
15 | 990 11549: Tran bi 19.8g; | - | TCes | 24626- | 01
tam Puone auv 26.4e: Mach long | thang 220ml; 16
huyét & quy <678, M 250ml.

mon 13,2g; Hoang ky
19,8g; Thién mon dong
13,29; Sa nhan 11g; Tao
nhén 22g.




Mdi 110ml chira dich chiét
tr cac duoc liéu: Sinh dia

TT}‘(’)"C 17,69, BOI mau 1540; | o, | o4 CHh‘?aFi’ )1( VD-
16 .. | Camthao1lg; Maudonbi| . . TCCS .| 24627- | 01
nguol _ AV oa .| long |thang 110ml;
I 11g; Huyén sam 15,4q; 220ml 16
Mach mén 15,4g; Bach '
thuoc 11g; Bac ha 13,2g.
Bot duoc liéu 311mg (Sa
hhan 178mg; Moc huong
133mg); cao hon hop dugc HoD 1
liéu quy ve kho 133 mg (ty lo .Xp30
17 | saluc quy- v "~ | nang , TCCS | vién; | 30136- | 01
o liu la 1/8) twong duong: | . thang A
guan , A _ cung Hop 3 18.
bang sam 267mg; Bach vix 10
truat 267mg; Bach linh vien

178mg; Cam thao 89mg;
Ban ha 133mg; Tran bi
133mg.




PHU LUC II

DANH MUC 01 THUOC CO TRUYEN NUGC NGOAI PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 09
(Ban hanh kem theo Quyeér dinh so: 229./0D-YDCT ngay 21../08.12023)

1. Cong ty dang ky: CQng ty TNHH san xuat va thwong mai Nam Son ,
(D/c: So 9 ngd 107, pho Vinh Phiic, phuwong Vinh Phic, qudn Ba Pinh, Thanh pho Ha

NGi)

1.1. Nha san xuat: Kwang Dong Pharmaceutical Co., Ltd

(D/c: 114 Sandan ro, Pyeongtaek si, Gyeonggi do, Republic of Korea)

canh 47mg; Hat mo
47mg; Phuc linh
47mg; Xuyén
khung 47mg; Nguu
hoang 45mg; Agiao
66mg; Sung linh
duong 38mg; Xa
huong 114mg;
Long ndo 38mg;
Bach liém 28mg;
Gurng khd 28mg.

Stt|  Tén Thanh phan Dang | Tuoi | Tiéu | Quy S6 | Sélan
thuoc chinh - Ham bao tho |chuan| céach ding gia
lwgng che dong goi ky han
Ca  hoai  son
263mg; Cam thao
188mg; Nhan sam
94mg; BO hoang
94mg; Than khac
94mg; Gia déq
nanh 66mg; Vo que
66mg; Re Bach
thugc 56mg; Mach
mon S56mg; Re Ho
Hoang cam 56mg; P
carton to
DPuong quy 56mg; o
Vii hoang | ~1o"Y phong | \ian | 36 )E:grthoonp VN-
1 | YHOME 5600 Ci Bach \ ° | TCCS ) 01
tinh tam . 5% os: | hoan | thang nho x | 15299-
truat 56mg; Ré Sai hob nhua 12
hd 47mg, RE Cét op Nt
x 1vien.




(Ban hanh kém theg Quyét dinh sé.

PHU LUC I
DANH MUC 19 THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC GIA HAN
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - QT 09

229

1. Cong ty diing ky: Cong ty c6 phan Dwoc Ha Tinh
(P/c: 167 Ha Huy Tédp, phuong Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh)
1.1. Nha san xuat: Cong ty cé6 phan Dwoc Ha Tinh
(D/c: Cum cbng-nghiép - Tiéu thi cdng nghiép Bac Cam Xuyén, x& Cam Vinh,

huyén Cam Xuyén, tinh Ha Tinh)

2023

Stt|  Tén Thanh phan Dang | Tuoi | Tiéu | Quy S6 | Sélan
thuoc chinh - Ham bao tho |chuan| céach ding gia
lwgng che dong goi ky han
Hop 10
ong, 20
ong x 10
ml. Hop
Cao long 3ml %8 ?ng’
(tuong duong Bang ong.
sam nam ché 1,5¢; Dung 30 0ng, | VD-
1 | Phalintop | Cam thao 0,50); dlc;h 336 TCCS 40 ong x | 24094- 01
: Y 2| thuoc | thang 5ml. 16
Dich chiét Men bia ) N
nudC Hop 1 lo
4ml (tuong duong
Men bia 10g) X 60 ml,
' 90 ml,
100ml,
120ml,
200ml.
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2. Cong ty ding ky: Cong ty cé phian dwoc pham Yén Bai

(D/c: $6 725, dwong Yén Ninh, phwong Minh Tan, thanh phé Yén Bai, tinh Yén Bai)
2.1. Nha san xuat: Cong ty ¢6 phan dwgc pham Yén Bai

(D/c: s6 725, dwong Yén Ninh, phwong Minh Tan, thanh phé Yén Bai, tinh Yén Bai)

Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tieu | Quy S6 | Sélan
thuoc - Ham lwong bao tho |chuan| céach ding gia
che dong goi ky han

GOi 4g hoan cung
chia: Bot hon hop
dugc liu 3,28¢
tuong duong: Hoang
ky 0,49g; Bach truat

0,49g; bDang sam A . VD-
, | Trita- |048g; Buong quy ?}’;Zﬂ 24 | ees tZ'IO)'f jg 17600- | %1
Yba |0,32g; Tran bi 0,24g; cimg thang ' 12
Cam thao 0,27g; Sai
hd 0,54g; Thiang ma
0,58g; Nhuc thung
dung 0,32g; Ba tu
nhéan 0,31g; Vung
den 0,31g.
Cao khd hdn hop
duoc liu 220mg
(twong duong voi: Hop 01
Xuyén khung 0,1g; thi x 2 vi
Xich thuoc 0,12g; X 10 VD-
Sinh dia 0,2g; Pao| Vién Vién.
3 E”\t(e;a' nhan 0,24g; Héng| nang th926 TCCS | Hop 01 28%;58' 01
hoa 0,2g; Sai ho| cing ang tdi x 10
0,06g; Cam thao vi x 10
0,06g; Nguu tat vién,

0,1g; Cat canh 0,1g;
Chi xac 0,129);
Puong quy 0,2g.

11




Bot min duoc Héu

455mg tuong duong:
Xuyén Khung o ..
Cam |132mg; Bach chi| Vién Hop 6 vi; | VD- 01
o 36 10vix | 29241-
4 xuyen | 165mg; Huong phu| nang thang TCCS 10 vién 18
huong | 132mg;” Qué chi| cung '
6mg;  Sinh khuong
15mg; Cam thao bac
smg.
3. Cong ty ding ky: Co sé san xuat Pong dwoc Ciru Long - Kho Xwéng dwoc
Cuc Hau can Quan khu 9
(D/c: s6 28, Huynh Phan Hg, phwong Tra An, qudn Binh Thuy, thanh phé Can Tho)
3.1. Nha san xuat: Co sé san xuat Pong dwoc Ciru Long - Kho Xwéng dwoc
Cuc Hau can Quan khu 9
(D/c: s6 28, Hupnh Phan Hg, phwong Tra An, qudn Binh Thay, thanh phé Cdn Tho)
Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tiéu Quy S6 | Sélan
thudc - Ham lwong bao | the |chuan| cach ding | gia
ché doéng goi ky han
Bot vo Mu u 250mg; A Hop 1 VD-
5 GaﬂgaQ Bot Mai muc 50mg: \;'éen” thf;r‘]g TCCS | chaix | 25572- | o1
Bot Nghé 10mg. 100 vién. 16
Cao dic Vang ding
120mg (twong | e | oy Hopl | VD-
g | Pa trang | duong 1200mg bot nén | thang TCCS | chai x 50 | 24667- | (9
K9 Vang dang); Cao vién. 16

mat heo 10mg.

12




4. Cong ty ding ky: Cong ty c6 phan Dwoc pham Trung wong I - PHARBACO

(P/c: S6 160, phé Ton Pirc Théng, phwong Hang Bét, qudan Péng Pa, Thanh pho

Ha Ngi)

4.1. Nha san xuat: Céng.ty cé6 phan Dwec pham Trung wong I - PHARBACO

(P/c: Thdn Thach Lai, x& Thanh Xuan, huyén Séc Son, Thanh phé Ha Ngi)

Stt| Tén | Thanhphanchinh- | Dang | Tuéi | Tieu | Quy S6 | Sélan
thuéc Ham lwong bao | the |[chuin| céch ding | gia
ché dong goi ky han
Moi 10ml chwa 0,69 Hop 30
Cao dac hon hgp duoc 0i X
Virel ligu tuong quon;g: i e meI. (7);478139
7 | VIR hien ha chau 45g;| °'° | théng Hop 1 lo ) 01
Chua ngut 0,75g; Co x 100ml.
nho ndi 0,75g.
5. Cong ty ding ky: Cong ty cé6 phan dwoc Danapha
(P/c: $6 253 Diing ST Thanh Khé, phwong Thanh Khé Tay, qugn Thanh Khé, thanh
phé Pa Nang)
5.1. Nha san xuat: Cong ty c6 phan dwgc Danapha
(P/c: Khu cbng nghiép Hoa Khanh, qudn Lién Chiéu, thanh phé Pa Nang)
Stt| Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thudc - Ham lwong bao | the |chuan| céch ding | gia
ché déng goi ky han
Hoai son 183mg;
Cao kho Lién tam
8mg (twong duong
Lién tam 15mg);
Cao kh6 Lién nhuc
35mg (twong duong
Lién nhuc 175mg);
Cao kh6 Ba t nhan Hop 1 vi;
10mg (twong duong | Vién 2vix10 | VD- 01
8 | Lotosonic |B& _ tr  nhan| nén | 24 | .| vien 29%6'
91,25mg); Cao kho | bao | thang Lo 1000
toan tdo nhan 10mg | phim vién,

(twong duong Toan
tdo nhéan 91,25mgq);
Cao khd hdn hop
Lotosonic 80mg
(tuong duong La dau
91,25mg; L& vong
91,25mg; Long nhan
91,25mg).
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6. Cong ty dang ky: Cong ty TNHH Nam Dwgc

(P/c: L6 M13 (C4-9), Khu cbng nghiép Hoa Xd, phwong My X4, thanh phé Nam
Dinh, tinh Nam Dinh)

6.1. Nha san xuat: Cong ty TNHH Nam Dwoc

(P/c: L6 M13 (C4-9), Khu cbng nghiép Hoa Xd, phwong My X4, thanh phé Nam
Dinh, tinh Nam Dinh)

Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tieu | Quy S6 | Sélan
thudc ~Ham lwong bao | the |chuin| céch ding | gia
ché dong goi ky han
Cao kho 0,4g tuong
duong vdéi 1,999
duoc liéu tuong
duong (Hoang ky Hop 3 vi;
350mg; Cam thao 5vix 10
9 9 .| 170mg; Dang sam A vién.

Thang tri 100mg; Puong quy Vien 36 Hop 1 lo VD- 01
Nam ’ 9 nang . TCCS 28581-
Duoc 100mg; Thang ma cimg thang X 30 17

' 100mg; Tran bi vién; 50
100mg; Sai  ho vién.
100mg; Bach truat
100mg; bPai tao
70mg; Sinh khuong
30mg).

M&i 50ml chira cac
chat chiét dugc tur
dugc liéu tuong
duong cac duoc liéu:
Thién nién kién| Cén Hopllo | VD-
Cotlinh | 625mg; Huyét giac| thudc | 36 TCCS x50ml: | 31410- | 91
10 diéu 625mg; Long ndo| dung | thang 100 ml. 18
625mg; Dia lién| ngoai
312,5mg; Dai hoi
312,5mg;  Thuong
truat 312,5mg; Qué
chi 312,5mg.
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Mdi 100ml cao long
chtra cac chat chiet
tor duoc liéu ‘tuong

Nam duong céc duoc liéu: Hopllo | VD-
Duoc Bo cong anh 30g; Cao 36 x 100 | 30139- 01
11| ..~ s~ | Kim ngan hoa 30g; i . TCCS | ml; 125 18
tiéu doc N e | léng | thang
thity Ha; kho th_ao 30g; ml.
Tho phuc linh 30g;
Sai dat 30g; Thuong
nhi tor 25g; Huyén
sam 10g.
7. Cong ty diang ky: Cong ty cé phan Dwoc pham Ha Tay
(P/c: S6 10A pho Quang Trung, phwong Quang Trung, qudn Ha Déng,
Thanh pho Ha Ngi)
7.1. Nha san xuat: Cong ty c6 phan Dwec pham Ha Tay
(D/c: Té dan phé sé 4, phwong La Khé, qudn Ha Péng, Thanh phé Ha Ngi)
Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tiéu Quy S6 | Sélan
thudc - Ham lwong bao | the |chuan| cach ding | gia
ché dong goi ky han
7 Cao diac hon hop
Boom e lou 200 ven |, | 2w Vo
T ~ i "" | nén bao . TCCS | 5vix 20 | 21649-
12 | Livsin- | ha chau 1500mg; ohim thang vian 14 01
94 Chua ngut 250mg; '
Co6 nho ndi 250mg.
Cao dac Actiso
200mg tuong duong
2g Aqtiso; ,Cao dac
. Rau dang dat 150mg | Vién Hop5vi | VD-
13 Iballl_lver_ twong duong 1,5g | nén bao thzélr]r\g TCCS| x20 21652- | 01
Rau dang dat; Cao| phim vién. 14

dic Bim bim biéc
15mg twong dwong
0,15g Bim bim biéc.
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8. Cong ty ding ky: Cong ty TNHH dwoc pham Thién Minh

(P/c: Nha B1-9 khu dé thi 54 phé Ha Binh, phuong Thanh Xuén Trung,

Thanh Xudn, thanh pho Ha Ngi) ]
8.1. Nha san xuat: Cbng.ty co phan dwgc pham Ha Tay

qudn

(P/c: Té dan phé sé 4, phwong La Khé, qudn Ha Péng, thanh phé Ha Ngi)

Stt | Ténthuéc | Thanh phan Dang | Tuoi | Tiéu | Quy S6 | Sélan
chinh - Ham bao tho |chuan| céach ding gia
lwong ché dong goi ky han
Moi  100ml cao
long chtra 75g hon .
hop duoc ligu theo Hop 20
A ong X
ty ¢ 1/1 tuong Eml-
;r;r?l 1\(/)21-: Dﬁiﬁg 10ml. 1 VD- |5,
14 | C2010g | oo q0g Bach| %0 | 24 |qccs| Hopl | 23935
Bat tran A _ long | thang chai x 15
truat 10g; Bach .
: 80ml;
thugc 10g; Bach _
: : - 100ml;
linh 10g; Xuyén 140ml
khung 10g; Cam '
thao 5g; Thuc dia
10g.
9. Cong ty ding ky: Cong ty co phan héa dwgc pham MEKOPHAR
(D/c: So 297/5 Ly Thwong Kiet, Quan 11, Thanh pho Ho Chi Minh)
9.1. Nha san xuat: Cong ty ¢ phan héa dugc pham MEKOPHAR
(D/c: So 297/5 Ly Thuong Kiét, Qugn 11, Thanh pho Ho Chi Minh)
Stt| Tén | Thanhphanchinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thuoc - Ham lwong bao tho |chuan| céach ding gia
che déng goi ky han
Cao kh@ Diép ha
chau dang 100mg
(twong duong Digp
ha chau  dang Hop 4 vi,
1000mg); Cao kho 6 vix10
Nhan tran 130mg Vién vién, VD- 01
(twong duong Nhéan | 24 Hopl | 29332-
15 T6T tran 1170mg); Cao nerr\]i?glo thang TCES chai x 40 18
kho Co nho néi| P vién, 60

50mg (tuong duong vién,
Cé nho n6i 600mg );
Cao khé Rau ngb
50mg(tuong duong
Rau ng6 400mg).
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10. Cong ty diing ky: Cong ty cé phan Sao Thai Duwong
(D/c: L6 CC1-111.13.4 thugc du an khu do thi méi Phap Van - Tir Hiép, phuong
Hoang Liét, qudn Hoang Mai, Thanh pho Ha Noi)

10.1. Nha san xuét: Chi nhanh Cong ty c6 phan Sao Thai Dwong tai HA Nam

(P/c: KCN Péng Van, phwong Pong Vin, thi x& Duy Tién, tinh Ha Nam)

Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tieu | Quy S6 | Sélan
thudc ~Ham lwong bao | the |chuin| céch ding | gia
ché dong goi ky han
Mdi chai 100ml cao
long chua dich chiét
hon hop dugc liéu
tuwong ng voi: Bach
Bo ty Zruat LSQ; C?]m tr;géo o
N g; Lién nhuc 8g; _ i
16.{ 9999 | ping sam 8g: Phuc| C° | 36 |1ces | ChA100 | o00n | ;1
cot Thai | .. _ . long | thang ml
Duong linh ,12%, Hoai son 17
8g; Y di 12g; Mach
nha 12g; Son tra 4g;
Than khic 12g; Phan
hoa 4g; Cao xuong
hdn hop 3g.
11. Cong ty dang ky: Cong ty TNHH BRYV Healthcare
(P/c: Khu A, s6 18, diwong sé 09, Ap 2A, xa Tan Thanh Tay, huyén Cu Chi, thanh phé
Hé Chi Minh)
11.1. Nha san xuat: Céng ty TNHH BRYV Healthcare
(D/c: Khu A, s6 18, dwong sé 09, Ap 2A, x& Tan Thanh Tay, huyén Cu Chi, thanh
pho Hé Chi Minh)
Stt| Tén | Thanhphanchinh | Dang | Tudi | Tiéu | Quy S6 | Solan
thudc - Ham lwong bao | the |chuan| cach ding | gia
ché dong goi ky han
Moi  vién  chua Hop 6 vi
120mg Cao khd toan '
phan chiét duogc tur x_iI.O
1500mg cac dugc Hyleg. VD
Viéen | lieu: Bac ha 85mg;| Vien | o | 28771
17 | cam cim | Thanh cao 415mg; | nén bao nang | TCCS - 18 01
-BVP | Dijalién 200mg; Kim | phim thang vien.
A A Hop 1
ngan hoa 200mg; T6 :
A e chai x
diép 200mg; Kinh 100 vian
giéi 200mg; Thich '
gia dang 200mg.
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12. Cong ty dang ky: Cong ty c6 phan Duoc pham An Thién
(D/c: so 314 Bong Sao, phuong 5, qudn 8, thanh pho Hé Chi Minh)
12.1. Nha san xuit: Cong'ty c6 phian Dwgc pham An Thién
(D/c: Lo C16, dwong s6°9, khu cong nghiép Hiép Phuroc, x& Hiép Phuéc, huyén

Nha Bg, thanh phé Ha Chi Minh)

Stt| Tén | Thanhphanchinh | Dang | Tudi | Tieu | Quy S6 | Sélan
thuoc ~Ham lwong bao tho |chuan| céach ding gia
che dong goi ky han
Hop 5 vi;
X: o a . 10 vi X
Moi vién bao duong 10 vién
chaa 150mg cao dac Vién Hop l. VD-
1g | AT Diep | Dicp ha chau dang| .0 | 24 | 1oeg | opajx 30 | 29683- | 01
ha chau | (twong duong N thang .
: duong vién; 60 18
1050mg  Diép ha vién"loo
chau dang). vi én

13. Cong ty diing ky: Cong ty TNHH MTYV Dwoc Pham Phwéc Sanh Pharma

(P/c: 272c¢, khu 3, th tran Pirc Hoa, huyén Pic Hoa, tinh Long An)

13.1. Nha san xuat: Céng ty TNHH MTYV Dwoc Pham Phwéc Sanh Pharma

(P/c: 272¢, khu 3, thi tran Pirc Hoa, huyén Puc Hoa, tinh Long An)

Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tiéu Quy S6 | Sélan
thudc - Ham hrong bao | the |chuan| céch ding | gia
ché déng goi ky han
Hop 01
Crinaphu | Cao dugc lieuquy vé& | - lo x 30
sa- Trinh | kho 250mg twong | & 36 vien, 60 | VD-
19 | > 1 g WONS | hang >~ | TCCS| wvien; |31002-| O1
nit hoang | duong vai Trinh ni . thang A
cung | hoang cung 2000mg cung Hop 03 18
' vi x 10
Vién
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