BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY Y, DUQC Dgc 1ap - Tw do - Hanh phic
~ CO TRUYEN
S6: 229 /Qb-YDCT Ha Ngi, ngay21thdngo8ndm 2023
QUYET PINH

Vaé viée ban hanh Danh muc 37 thudc ¢b truyén
dwoc gia han giay dang ky hru hanh tai Viét Nam - Dot 09

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can civ Ludt Diege s6 105/2016/QH13 ngay 06/4/2016;

Cdin it Nghi dinh s6 95/2017/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chikc ndng, nhiém vu, quyén han va co cdu 16 chire ctia BO Y té;

Can cit Thong tw s6 21/2018/TT-BYT ngay 12/09/2018 cua B¢ trwéng
BO Y té quy dinh viéc ding ky heu hanh thudc cé truyén, dioc liéu;

Can civ Thong tw s6 39/2021/TT - BYT ngay 31/12/2021 cua B¢ trirong
Bo Y té vé viéc sira doi, bo sung mot s6 diéu cua Thong tr s6 21/2018/TT-BYT
ngay 12/9/2018 cia Bo trieong Bo Y té quy dinh viéc dang ky heu hanh thudc ¢o
lmyén, dwoc liéu;

Can ctv Quyét dinh s6 2068/0P-BYT ngay 08/5/2023 cuia Bo truwcng
Bo Y 16 vé viéc quy dinh chirc ndng, nhiém vu, quyén han va co cdu 16 chire cua
Cuc Quan ly Y, Dugc c6 lruyén thuéc B Y 1é;

Cadn cit két ludn ctia Hoi dong tw van cdp gidy dang ky heu hanh thudc,
nguyén liéu lam thuéc, Bo Y té - Dot 09;

Theo dé nghi ctia Trwong Phong Quan 1y Dirge c6 truyén - Cuc Quan Iy
Y, Duwge cé lruyén.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 37 thudc co truyén
dwoc gia han gidy dang ky Iuu hanh tai Viét Nam - Dot 09. Cac thude o truyén
tai Danh muc nay dugc gitt nguyén thong tin sé ding ky da cap, cu thé:

1. Danh myc 17 thudc ¢6 truyén san xuét trong nude duge gia han gidy ding
ky lwu hanh tai Viét Nam c6 hiéu lyc 05 nam ké tir ngdy ky ban hanh Quyét dinh
nay tai Phuy luc I kém theo.

2. Danh muc 01 thudc cb truyén nudc ngoai dugc gia han gidy ding ky lru
hanh tai Viét Nam c6 hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay tai
Phu luc II kém theo.

3. Danh muc 19 thudc ¢6 truyén san xudt trong nude duge gia han gidy ding
ky lwu hanh tai Viét Nam c6 hiéu lyc 03 nam ké tir ngdy ky ban hanh Quyét dinh
nay tai Phu luc I1I kém theo.



Piéu 2. Co sd san xudt va co sé dang ky thude cé trach nhiém:

1. San xuét thubc theo ding cac hd so, tai liéu da dang ky v6i BO Y té va
phai in s ding ky duwge BO Y té Viét Nam cap 1én nhén thude.

2. Chi dugc san xuat, dua ra luu hanh cac thudc kiém soat dac biét khi co
Gidy ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soat dic biét phu hop voi pham vi hoat dong cua co sé dap tmg quy dinh tai
khoan 5 Diéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh pha
quy dinh chi tiét mét s6 diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cap nhat tiéu chuan chat lvong ciia thude theo quy dinh tai
Thong tu s6 38/2021/TT-BYT ngay 31/12/2021 cta Bo trudng Bo Y té quy dinh
chat leong dugc ligu, vi thudc cb truyén, thudc cd truyén.

4. Cap nhat nhan thudc, t& hudng dan st dung thudce theo quy dinh tai Thong
tr s6 01/2018/TT-BY T ngay 18/01/2018 ciia Bo trudng BO Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan st dung thudc trong thdi han 06
thang ké tir ngay ky ban hanh Quyét dinh nay. Trong truong hop co thay doi, bo
sung vé nhén, to huéng dan sir dung khi thyc hién gia han va theo hinh thuc thay
d6i, bo sung gidy dang ky lwu hanh thuéc quy dinh tai Théng tu sd
21/2018/TT-BYT ngay 12/09/2018 ciia B6 trudng B Y té quy dinh viéc ding ky
lwu hanh thube cb truyén, dwgc lidu va Thong tu sé 39/2021/TT-BYT ngay
31/12/2021 cia Bo treong BO Y té vé viéc stra déi, bd sung mot sb diéu cua Thong
tr s621/2018/TT-BYT ngay 12/9/2018 ctia Bo tredng BO Y té quy dinh viée ding
ky lru hanh thude ¢6 truyén, dugc lidu.

5. Phéi hop véi cac co sd diéu tri dé thyc hién theo dang cac quy dinh hién
hanh vé thudc ké don, theo dbi an toan, hiéu qua, tac dung khong mong muébn cua
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Théng tu sb
21/2018/TT-BYT ngay 12/09/2018 ciia B6 trudng B Y té quy dinh viéc ding ky
lwu hanh thude cb truyén, dwoc lidu va Thong tu sé 39/2021/TT-BYT ngay
31/12/2021 cia Bo treong BO Y té vé viéc stra déi, bd sung mot sb diéu cua Thong
tr s621/2018/TT-BYT ngay 12/9/2018 ctia Bo tredng BO Y té quy dinh viée ding
ky lru hanh thude ¢6 truyén, dugc lidu.

6. Co s& dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén lidu 1am thubc. Trong
truong hop khéng con dap ung du diéu kién hoat dong, co so dang ky phai c¢6
trach nhiém thyc hién thay ddi co s¢ dang ky theo quy dinh tai Théng tu sd
21/2018/TT-BYT ngay 12/09/2018 ciia B6 truong BO Y té quy dinh viéc diang ky
lwu hanh thube co truyén, duoc liu va Thong tu sé 39/2021/TT-BYT ngay
31/12/2021 cia Bg truong BO Y té vé viéc stra déi, bo sung mot s6 diéu cua Thong
tr s621/2018/TT-BYT ngay 12/9/2018 ctia Bo truong Bo Y té quy dinh viéc ding






BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY Y,DUQC Ddc 1ap - Tw do - Hanh phic
CO TRUYEN

PHU LUCI
DANH MUC 17 THUOC CO TRUYEN SAN XUAT TRONG NUOC PUQC GIA HAN
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOT 09
(Ban hanh kem theo Quyét dinh s6:229../0D-YDCT ngay 21./08/.2023

1. Céng ty diing ky: Céng ty c6 phan dwgc Danapha

(P/c: 56 253 Diing ST Thanh Khé, phwong Thanh Khé Tady, qudn Thanh Khé,
thanh phé Pa Nang)

1.1. Nha san xuét: Cong ty c6 phan dwoc Danapha

(P/c: Khu cong nghiép Hoa Khdnh, qudn Lién Chiéu, thamh phé Pa Ning)

Stt Tén Thanh phin Dang | Tudi Tiéu Quy S6 S6 1an
thuoc chinh - Ham bao tho | chuan| cach dang gia
lwgng che dong goi ky han

Cao khé Diép ha

chau dang 100mg H(_)p4})1(_)

(twong duong Diép X

ha chau dang Vle.ni §O

500mg); Cao kho Hgleél ’Vi

Nhan tran 130mg 4%? N

(twong dwong Nhan | Vién 36 X’ 10 VD-
1 VG-5 tran 1820mg); Cao | nén bao than TCCS vien: Lo 26683- 01

khé C6 nho ndi| phim & oo |17

S0mg (twong vién (chi

duwong Co6 nho ndi i h

350mg); Cao khd ung SHo

Rau biap 50mg kf;ig

(twong duong Rau '

bép 850mg).




2. Céong ty diing ky: Céng ty c6 phin dwgc quéc té Tung Lc

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

2.1. Nha san xuat: Cong ty ¢6 phin dwoc qudc té Tung Lic

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

Stt

Tén
thuoc

Thanh phan
chinh - Ham
lwgng

Dang
bao che

Tubi
tho

Tiéu
chuan

Quy
cach
dong goi

S6
dang
ky

S6 1an
gia
han

Cam
Tung
Loc

Mé&i  120ml chira
dich chiét tir cac
dugc liéu: Lién
nhuc 14,4g; DPang
sam 12g; Bach linh
8,4g; Bach truat
7,2g; Hoai son
6,6g; Cat lam sam
6g; Mach nha 6g;
Son tra 6g; Y di 6g;
Cam thao 5,4g; St
quan tou  4,8g;
Khiém thuc 3,6¢g;
Bach bién dau
3,72¢g; Than khic
2,4¢; Céc tinh thao
1.44g; O tic cbt
2,04¢.

Siro

36
thang

TCCS

Hop 01
chai x
120ml,
180ml.

VD-
28532-
17

01

3. Cong ty dang ky: Cong ty C6 phéan Dwoc - Vattry té Thanh Héa
(P/c: 86 232 Tran Phu, phwong Lam Son, thanh pho Thanh Héa, tinh Thanh Héa)
3.1. Nha san xuat: Nha may san xuat thuoc Pong dwge - Cong ty ¢6 phan Dwoc

- Vat tw Y té Thanh Héa (THEPHACO)

(D/c: L6 4-5-6, khu cong nghiép Tay Bic Ga, phwong Dong Tho, thanh phé Thanh
Hda, tinh Thanh Héa)

Stt Tén Thanh phin Dang | Tudi | Tiéu Quy S6 S6 lan
thube chinh - Ham bao ché | tho | chudn | cach dang gia
lwrgng dong goi ky han
Mbi  vién chira
Xuyén tam lién Hop 1 lo
Xuyén 1000mg; Cao Vién 24 X ‘100 VD-
3 tAm lién Xuyén tam lién | nén bao théng TCCS | wvién; 25360- 01
140mg; BOt min| phim 200 16
Xuyén tam lién vién.
100mg




4. Cong ty dang ky: Cong ty ¢6 phan thwong mai dwgc vat tu'y té Khai Ha
(D/c: S6 24, pho Ly Bon, 16 2, phieong Tién Phong, thanh pho Thdi Binh,

tinh Thdi Binh)
4.1. Nha san xuit: Cong ty c6 phin thwong mai dwoe vat tw y té Khai Ha
(D/c: S6 24, phé Ly Bon, 16 2, phieong Tién Phong, thanh pho Thdi Binh,
tinh Thdi Binh)

Stt

Tén
thuoc

Thanh phén chinh -
Ham lwgng

Dang
bao
cheé

Tubi
tho

Tiéu
chuan

Quy
cach
dong goi

S6
dang

S6 1an
gia
han

Pai bd
VI.Ame
rican

Cao kho hdén hop
dugc ligu 523,2mg
(twong duong VoI
bPang sam 720mg;
Bach trudt 480mg;
Phuc Ilinh 384mg;
Cam thao 384mg;
DPuong quy 480mg;
Xuyén khung 384mg;
Bach thugc 480mg;
Hoang ky 720mg;
Qué (v6 than, vo
canh) 480mg; Thuc
dia 720mg).

Vién
nang
cing

36
thang

TCCS

Hép 01
tol x 5 vi
x 10
vién.

VD-
31343-
18

01

Pai
trang
H/B

Cao kho hdén hop
280,5mg (tuong
duong véi duoc ligu:
Bach truat 600mg;
Bach 1linh 400mg;
Moc huong 200mg;
Cam thao 120mg;
Hoang lién 100mg;
bPang sam 200mg;
Mach nha 200mg;
Nhuc dau  khau
400mg; Than khuc
200mg; Sa nhéan
200mg; Son tra
200mg; Tran  bi
400mg; Hoai son
400mg).

Vién
nén
bao

phim

36
thang

TCCS

Hop 5 vi;
10 vix
10 vién.
Hép 01
lo x 100
vién.

VD-
30985-
18

01




5. Cong ty dang ky: Cong ty TNHH Thwong Mai Nga Viét
(D/c: 644/2 duong f3/2, Phu“ong 14, Qudn 10, Thanh pho Ho Chi Minh)
5.1. Nha san xuit: Céng ty ¢6 phan Dwec Vit tw Y té Hai Dwong
(D/c: S6 102 phé Chi Liang, phwong Nguyén Trdi, thanh phé Hai Dwong, tinh Hai

Duong)
Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 S6 1an
thube - Ham lwgng bao tho | chuin | cach dang gia
ché dong ky han
g0i
Long dém 1,33g;
Hoang cam 0,89g;
Trach ta 0,89g; Mdoc
A thong 0,89¢g; Duong Vien Hop 3 VD-
6 | Ho thanh | quy 0,89¢; Cam 36 Tees | vix 10 | 25516- 01
can | thao0,22¢: Chitie | "2™& | thang Vi
1,33g; Xa tién tir cuns vien. 16
0,67g; Sai hd 0,89¢;
Sinh dia hoang
0,89¢.
6. Cong ty dang ky: Cong ty TNHH Dong dwgc Phic Hung
(D/c: 86 96 - 98 Nguyén Viét Xudn, phirong Quang Trung, qudn Ha Pong,
thanh phé Ha Noi)
6.1. Nha san xuit: Céng ty TNHH Péng dwoc Phic Hung
(D/c: Cum cong nghiép Thanh Oai, huyén Thanh Oai, thanh phé Ha Noi)
Stt | Tén thudc Thanh phin Dang | Tudi | Tiéu | Quy S6 | S6lan
chinh - Ham bao tho | chuan | cach dang gia
lwgng ché dong ky han
g0i
Mbdi  250ml cao
léng chta dich
chiet dugc liéu
tuong Umg Hoang
Thanh | lién 15g; Ké qa}u Cao | 24 Hop 01 | VD- 01
7 | huyéttitu |ngwa 20g; Lién 16n than TCCS | lox | 24514-
doc P/H | kiéu 20g; Bd cong & & 250ml. | 16

anhh 10g; B b
50g; Kim ngén hoa
20g; Chi tir 10g;
Hoang ba 10g.




7. Céong ty diing ky: Cong ty c6 phin dwoc liéu Bong Sen Vang
(D/c: Thon Bd Ban, xd Himg An, huyén Bdc Quang, tinh Ha Giang)
7.1. Nha san xuit: Cong ty c6 phan dwoc liéu Bong Sen Vang
(D/c: Thon Dd Ban, xd Hing An, huyén Bdc Quang, tinh Ha Giang)

Stt| Tén Thanh phan chinh - | Dang | Tudi | Tiéu Quy S6 | S6lan
thudc Ham hrong bao tho | chudn | cach | ding gia
ché dong ky han
goi
60ml cao léng tuong
duong vé6i hdén hop
duogc ligu chira: Buong
bai b(;), quy 12g; Xuyén khung Cao 24 Hop1 | V189-
8 | khi huyét | 12g; Thuc dia 12g; 16ne | tha TCCS | lox HO06- 01
BSV |Bach thuoc 12g; Dang | O | 1418 60ml. | 19
sam 12g; Bach linh
12g; Bach truat 12g;
Cam thao 6g.
Mbi chai 60ml chira
dich chiét tir cac duoc
ligu twong duong:
bang siam 8g; Bach
Boty |linh 16g; Bach truft cao | 24 Hop 1 | V182-
9 | Bong sen | 16g; Vién chi 0,16g; e théne | TCCS | chaix | HO2- 01
vang |Hoang ky 16g; Toan| _'& | M8 60ml. | 19
tao nhan 16g; Cam thao
4g; Long nhin 16g;
Puong quy 0,16g; Moc
huwong 8g; Pai tdo 4g.
Cao dic tong hop 1,0g
teong duong v cac
dugc liéu: Thuc dia| Vién 24 Hép2 | V183-
10 | Lucwvi |3,2g; Hoai son_ 1,6g; hqéln than TCCS | vix 10 | HO2- 01
Son thu 1,6g; Mau don | mém & vien. | 19

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




8. Cong ty dang ky: Cong ty ¢6 phan Traphaco )
(D/c: S6 75 pho Yén Ninh, phieong Qudn Thdnh, qudn Ba Dinh, Thanh pho Ha Ngi)
8.1. Nha san xuat: Cong ty c6 phan Cong nghé Cao Traphaco

(D/c: Xd Tdan Quang, huyén Van Ldm, tinh Hung Yén)

Stt| Tén thuéc | Thanh phin chinh - | Dang | Tudi | Tiéu Quy S6 So
Ham lwgng bao | tho |chuin| cach ding | lan
ché déng ky | gia
goi han
Cao kho Cau ky tir
256,3mg tuong duwong
541mg Cau ky tir);
Cao kho Thé ty tir
25,6mg (tuong duong
Thé ty tir 545mg); Cao Hop 2
khé Ngii vi to 16,1mg | Vién 24 vi,5vi | VD-
11 | Formenton |(twong duong 62mg| nang than TCCS| x10 |22304-| 01
Ngi vi tir); Cao kho | mém & vién. 15
Xa tién tir 6,4mg
(twong duong Xa tién
tr 129mg); Cao kho
Phuc bon tr 25,6mg
(twong duong Phuc
bon tir 268mg).
9. Cong ty dang ky: Cong ty TNHH Van Xuan
(P/c: S6 231 Chién Lirge, khu pho 18, phwong Binh Tri Dong, qudn Binh Tdn,
Thamh phé Ho Chi Minh)
9.1. Nha san xuit: Cong ty TNHH Van Xuén
(D/c: Duong s6 3, cum cong nghiép Lién Hung, dp Binh Tién 2, xa Pirc Hoa Ha,
huyén Dirc Hoa, tinh Long An)
Stt | Tén thuéc | Thanh phan chinh - | Dang | Tudi | Tiéu Quy S6 S6
Ham hrgng bao | tho |chuin| cach ding | lan
ché déng ky | gia
g0i han
Cao kho tir dich chiét
toan phan ciia Thwong Hop 10
nhi t&¢ 200mg; Phong vix 10
phong 200mg; Bach | Vién vién.
12 XO;‘(ngAVan trut 200mg: Hoéang | nang h2,4 TCCS | Hopo1 | V1308-1 01
uan ky 200mg; Tan di hoa | clrng thang chai x HI2-10
150mg;  Bach chi 60 vién.

200mg; Bac ha

100mg,




10. Cong ty ding ky: Cong ty TNHH MTV dwgc pham Phuéc Sanh Pharma

(D/c: 86 272 C, Khu 3, thi tran Pirc Hoa, huyén Pirc Hoa, tinh Long An)

10.1. Nha san xuét: Céng ty TNHH MTV dwgc pham Phwéc Sanh Pharma

(D/c: 86 272 C, Khu 3, thi tran Pirc Hoa, huyén Pirc Hoa, tinh Long An)

Stt| Tén Thanh phan chinh - Dang | Tubi | Tiéu Quy S6 Sé
thudc Ham hrong bao | tho |chudn| cach ding | lan
ché déng ky | gia
g0i han
Mbi 28g chura bot dugce
liu 19,32¢ (Sin day
2,94¢; Bach chi 7,42g; Cat
canh 1,82¢; Khuong hoat n Hop 1
Ty tién | 4,34 "Tliich caogl 4 | VI | oy 1é>px vD-
137 one &\ hoan |77 |TCCS | 2% | 27577-| 01
phuong | Bach thuoc 1,4g ); caohdn | thang 28g;
hop dugc liéu quy vé kho cuns 56g. 17
1,33g (twong duong vdi
Sai hd 4,62g; Cam thao
1,4¢; Hoang cam 4,62g).
B6t dugc ligu 300mg
(twong duong vé1 Duong
quy 210mg; Xuyén khung
90mg); cao hon hop duoc Hép 3
liéu quy vé kho 120mg vix 10
Dudng (twong duong v&i: Sinh | Vién 24 vién. VD-
14 ahan t& dia 120mg; Bach thugc | nang thang TCCS | Hop1l | 28576-| Ol
120mg; Huyén  sam | cing lo x 30 17
180mg; Cam thao 30mg; vién; 60
Ha thu 6 dé 75mg; Ha kho vién.
thao 180mg; Tho phuc
linh 180mg; Cuc hoa
75mg).
M&i 220ml chwra dich chiét
tu cac duge liéu: Thuc dia
26,4¢g; Xuyén khung 11g;
R Pang sam 26,4g; Bach n
Sim | - 15 4g: Vidn ohi Hop 1|y,
15 | QYDO 1 ysus Tran bi 19.8e: | % | 2% rocs | X | ouer6 | 01
tam ‘ l6ng | thang 220ml;
huyét le(mg Ty 26’4‘%’ Macl} 250ml. 16
mén  13,2g; Hoang ky

19,8g; Thién moén dong
13,2g; Sa nhan 11g; Téo
nhan 22g.




MOi 110ml chira dich chiét
tu cac duogc liéu: Sinh dia

Tlllllz)oc 17,6g; Bbi m?ul 15,4¢; Cao 24 gloalzi VD-
16 .. |Camthao11g; Maudonbi| . TCCS | 24627- | 01
neuol 11g; Huyén sam 15,4g; [ong | thang 110ml; 16
lom Mach moén 15,4g; Bach 220m.
thuge 11g; Bac ha 13,2¢.
Bé6t duoc ligu 311mg (Sa
nhan 178mg; Mdc huong
133mg); cao hén hop duoc Hop 1
ligu quy vé kho 133 mg (ty o ;{1’3 0
Frong 1¢ caokhénAhqp du,.'(:yc ligu Vien vfén; 60| vD-
17 | salye |9UY Ve Kho so vai dwoe) oo 1 24 Fpecs | vien; | 30136- | o1
n ligu 1a 1/8) tuong duong: | thang A
quan bang sam 267mg; Bach cung Hopl?z) 8.
trudt 267mg; Bach linh V\lffén

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




PHU LUC II

DANH MUC 01 THUOC CO TRUYEN NUGC NGOAI DUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LYC 05 NAM - DOT 09
(Ban hanh kem theo Quyét dinh so: 229./0D-YDCT ngay 21./08/.2023)

1. Cong ty diang ky: Cong ty TNHH san xuit va thirong mai Nam Son )
(D/c: 86 9 ngo 107, pho Vinh Phic, phwong Vinh Phuc, qudn Ba Dinh, Thanh pho Ha

Noi)

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

(P/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; Stung linh
dueong 38mg; Xa
huong 114mg;
Long nio 38mg;
Bach liém 28mg;
Gung khé 28mg.

Stt Tén Thanh phin Dang | Tudi Tiéu Quy S6 S6 1an
thuoc chinh - Ham bao tho | chuan| cach dang gia
hrgng ché dong goi ky han
Cu  hoai  son
263mg; Cam théo
188mg; Nhan sdm
94mg; BO hoang
94mg; Than khuc
94mg; Gia déu
nanh 66mg; Vo qué
66mg; RéE Bach
thrge 56mg; Mach
mon 5§mg; Re? Hop
Hoang cam 56mg;
carton to
Puong quy 56mg; hé
Phong phong : x> hop
Vi hoang ' , Vién 36 carton VN-
1 NP Sémg; Cu Bach - , TCCS \ 01
tinh tam A 5% w.: | hoan | thang nhéx | 15299-
truat Somg; Ré Sai hép nhua 12
hd 47mg, R& Cat P 1AL
x 1 vién.




(Ban hianh kém theo Quyét dinh so:

_eayLycm ,
DANH MUCVI9 THUOC CcO "‘FRUYEN SAN XUAT TRONG NUOC ]?UQC GIA HAN
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM POT 09

229

1. Céng ty diing ky: Céong ty ¢6 phan Dwgc Ha Tinh
(D/c: 167 Ha Huy Tdp, pmrong Nam Ha, thanh pho Ha Tinh, tinh Ha Tinh)
1.1. Nha san xuit: Cong ty co phéan Dwgc Ha Tinh
(D/c: Cum cong nghiép - Tiéu thu cong nghiép Bdc Cam Xuyén, xa Cdam Vinh,

huyén Cam Xuyén, tinh Ha Tinh)

/OD-YDCT ngany2.1...08./.2023

Stt Tén Thanh phin Dang | Tudi Tiéu Quy S6 S6 1an
thuoc chinh - Ham bao tho | chuan| cach dang gia
hrgng ché dong goi ky han
Hop 10
ong, 20
ong x 10
ml. Hop
Cao 1léng 3ml 10 TS
(twong duwong Bang 20 ong,
sam nam ché 1,5¢; Dung 30 Ong, VD-
I | Phalintop |Cam thao 0,5g).| P | 36 | poeg| 40 0ngx ) 240941,
: X /> | thudc | théng 5 ml. 16
Dich chiét Men bia . A
nudc Hép 110
4ml (twong duong
Men bia 10g) x 60 ml,
en bia 10g). 90
100ml,
120ml,
200ml.
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2. Cong ty dang ky: Cong ty ¢6 phan dwgc phim Yén Bai

(D/c: 56 725, dwong Yén Ninh, pthO’nngh Tdn, thanh phé Yén Bdi, tinh Yén Bdi)

2.1. Nha san xuit: Cong ty c6 phan dwoc pham Yén Bai

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

Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 S6 1an
thude - Ham luwgng bao tho |chudn| cach dang gia
ché dong goi ky han
Go1 4g hoan cung
chira: Bét hon hop
duoc liéu 3,28¢g
teong duong: Hoang
ky 0,49¢; Bach truat
|09 Dang sam) .. Hop10 | VP | ¢
o | Tnta- 1 0.48g Duong quy | b | 2% ) pees | g x g, | /000
Yba 0,32¢g; Tran bi 0,24g; , thang 12
Cam thao 0,27g; Sai | <'™&
hé 0,54g; Thang ma
0,58g; Nhuc thung
dung 0,32g; Ba ti
nhan 0,31g; Vung
den 0,31g.
Cao khé hén hop
duoc liéu 220mg
(twong duong voi: Hép 01
Xuyén khung 0,1g; tai x 2 vi
Xich thuge 0,12g; x 10 VD-
Sinh dia 0,2g; Pao| Vién vién.
3 E‘;t{%‘a' nhan 024g; Héng| nang th3i6 TCCS | Hop 01 28};8' 01
hoa 0,2g; Sai hd| cimg | "8 thi x 10
0,06g; Cam thao vix 10
0,06g; Nguu tat vién.
0,1g; Céat canh 0,1g;
Chi xac 0,12g);

Puong quy 0,2¢.
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Bot min dwgc liéu
455mg tuong duong:
Xuyén khung A .
Cam 132mg; Bach chi| Vién Hop 6 viz| VD 01
. 36 10vix | 29241-
4 xuyén | 165mg; Huong phu| nang thang TCCS 10 vien 13
hwong | 132mg; Qué chi| cung '
6mg; Sinh khuong
15mg; Cam thao bic
Smg.
3. Cong ty ding ky: Co sé san xuit Pong dwge Ciru Long - Kho Xwéng dwge
Cuc Hau can Quén khu 9
D/c: s6 28, Huynh Phan H¢, phiwong Tra An, qudn Binh Thuy, thanh phé Can Tho)
3.1. Nha san xuit: Co s6 san xuat Pong dwge Ciru Long - Kho Xwéng dugc
Cuc Hau cin Quén khu 9
(D/c: 56 28, Hupnh Phan Ho, phwwong Tra An, qudn Binh Thity, thanh phé Can Tho)
Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 S6 1an
thude - Ham luwgng bao tho |chudn| cach dang gia
ché dong goi ky han
Bot vo Mu u 250mg; n Hop 1 VD-
5 Gals'{t;aQ Bot Mai muc 50mg: | *" th2,4 TCCS | chaix |25572-| o1
Bot Nghé 10mg, e ans 100 vién. | 16
Cao dic Vang déng
120mg (twong Vien 24 Hop 1 VD-
¢ | Paitrang | dwong 1200mg bot nén | than TCCS | chai x 50 | 24667- | 4
K9 |Vang ding); Cao & vién. 16

mat heo 10mg,.

12




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

(D/c: S6 160, phé Ton Puire Thing, phirong Hang Bot, qudn Pong Pa, Thanh pho

Ha Noi)

4.1. Nha san xuit: Cong ty c6 phan Dwgc phim Trung wong I - PHARBACO

(D/c: Thon Thach Loi, xd Thanh Xudn, huyén Séc Son, Thanh phé Ha Noi)

Stt Tén Thanh phan chinh - | Dang | Tudi Tiéu Quy S6 S6 1an
thuoc Ham lwgng bao thg | chuan| cach dang gia
cheé dong goi ky han
Moi 10ml chira 0,6g Hop 30
. 1(1::1(1) dﬁgﬁg hqéoﬂg : 24 1g (g)rlni( QLDB-
7 Virelsea Diép ha chau 4.5g: Siro thang TCCS Hop 1 1o 797-19 01
Chua ngut 0,75g; Co6 x 100ml.

nho nodi 0,75g.

5. Céong ty ding ky: Cong ty ¢6 phan dwgc Danapha
(P/c: 56 253 Diing ST Thanh Khé, phwong Thanh Khé Tdy, qudn Thanh Khé, thanh
phé Pa Ning)
5.1. Nha san xuit: Cong ty c6 phian dwgc Danapha
(P/c: Khu cong nghiép Hoa Khdnh, qudn Lién Chiéu, thamh phé Pa Ning)

Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy Sb S6 lan
thudc - Ham luwgng bao tho |chudn| cach dang gia
ché dong goi ky han
Hoai son 183mg;
Cao kho Lién tam
8mg (twong duong
Lién tam 15mg);
Cao kho Lién nhuc
35mg (twong duong
Lién nhuc 175mg);
Cao kho B4 tu nhén Hop 1 vi;
10mg (tuwong duong | Vién 2vix10 | _YD-
. : A . A 29626- | 01
g Lotosortic Ba to nhan | nén 24 TCCS vién. 8
91,25mg); Cao kho| bao | thang Lo 1000
todn t4o nhan 10mg | phim vién.

(twong duong Toan
tdo nhan 91,25mg);
Cao khé hdén hop
Lotosonic 80mg
(twong duong L4 dau
91,25mg; La vong
91,25mg; Long nhan
91,25mg).
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6. Cong ty dang ky: Cong ty TNHH Nam Dugc

(B/c: Lo MI3 (C4-9), Khu cong nghiép Hoa Xd, phwong My Xd, thanh phé Nam
Dinh, tinh Nam Dinh)

6.1. Nha san xuit: Cong ty TNHH Nam Dworc

(B/c: Lo MI3 (C4-9), Khu cong nghiép Hoa Xd, phwong My Xd, thanh phé Nam
Dinh, tinh Nam Dinh)

Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 S6 1an
thude - Ham luwgng bao tho |chudn| cach dang gia
ché dong goi ky han
Cao khé 0,4g tuong
duong vé  1,99¢g
duoc liéu tuong
duong (Hoang ky Hép 3 vi;
350mg; Cam thao Svix 10
9 Thang tri 170mg% Dang sam Vien vien. VD-
Nam |100me; Duong quy | 1 36 | peeg | HOPLIO | Heqey | 01
Duoc 100mg; Thang ma cimg thang X 30 17
i 100mg; Tran bi vién; 50
100mg; Sai  hd vién.
100mg; Bach truat
100mg; DPai tao
70mg; Sinh khuwong
30mg).
Mbi 50ml chira cac
chat chiét duogc tir
duoc liéu tuong
duong cac dugc lidu:
Thién nién kién| Cdn Hopllo| VD-
10 Cét linh 625mg; Huyét giac thude 36 TCCS x50 ml; | 31410- 01
diéu 625mg; Long ndo| dung | thang 100 ml. 18
625mg; Pia lién| ngoai
312,5mg; Dai hoi
312,5mg;  Thuong
trudt 312,5mg; Qué
ch1 312,5mg.
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Mobi 100ml cao long
chtra cac chat chiét
te dugc ligu tuong

duong cac dugce liu: Hopllo | VD-
Nam A
Duoc B(.) cong:g, anh  30g; Cao 36 x 100 30139- 01
11| oy doc Kim ngéan hoa 30g; long | thang TCCS | ml; 125 18
thﬁ}; Ha kh6 thao 30g; ml.
Thé phuc linh 30g;
Sai dat 30g; Thuong
nhi tir 25g; Huyén
sam 10g.
7. Céong ty diing ky: Cong ty c6 phin Dwoc phiam Ha Tay
(P/c: S6 104 phé Quang Trung, phwong Quang Trung, qudn Ha Dong,
Thamh phé Ha Noi)
7.1. Nha san xuit: Cong ty c6 phan Dwge pham Ha Tay
(D/c: To dan phé sé 4, phwong La Khé, quan Ha Pong, Thanh phé Ha Noi)
Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 S6 1an
thude - Ham luwgng bao tho |chudn| cach dang gia
ché dong goi ky han
7 Cao dic hén hop
Bo gan | duoc litu 200mg | -y Hop 2 vi;| VD-
tiéu doc | twong duong: Diép| 24 ]
. - nén bao . TCCS | 5vix20 | 21649-
12 | Livsin- |[ha chau 1500mg; hi thang . 14 01
94 Chua ngut 250mg; phim vien.
C6 nho ndi 250mg.
Cao dac Actiso
200mg teong duong
2¢g ch:iso; ,Cao dac
. Rau dang dat 150mg | Vién HopSvi| VD-
13 Ibalf{v “ | wong duong 1,5¢ | nén bao thzéli Tces | x20 | 21652-| O
Rau dang dat, Cao| phim & vién. 14

diac Bim bim biéc
15mg tuong duong
0,15g Bim bim biéc.
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8. Cong ty diing ky: Cong ty TNHH dwgc pham Thién Minh

(D/c: Nha BI-9 khu do thi 54 phé Ha Pinh, phwong Thanh Xudn Trung,
Thanh Xudn, thanh phé Ha Noi)

8.1. Nha san xuit: Cong ty ¢6 phian dwoc pham Ha Tay

qudan

(D/c: Té dan phé s6 4, phwong La Khé, qudn Ha Pong, thanh pho Ha Noi)

Stt | Tén thuéc | Thanh phin | Dang | Tudi | Tiéu | Quy S6 | S61in
chinh - Ham bao tho |chudn| cach dang gia
lwgng ché dong g6i | ky | han
Mbi  100ml cao
long chira 7 ? g hdn Hop 20
hop duocli¢u theo R
ty 16 1/1 twong P
s DDang oml. | VD- |
14| Caolong | © & YOS a0 | 24 Hop1 | 23935-
A quy 10g; Bach i . TCCS :
Bat tran A ‘ 16ng | thang chai x 15
truat 10g; Bach ‘
thugc 10g; Bach 80ml,
. x 100ml;
linh 10g; Xuyén 140ml
khung 10g; Cam '
thao 5g; Thuc dia
10g.
9. Céong ty diing ky: Cong ty c6 phan héa dwgec pham MEKOPHAR
(D/c: 86 297/5 Ly Thuong Kiét, Qudn 11, Thanh pho Ho Chi Minh)
9.1. Nha san xuit: Cong ty ¢6 phan héa dwgc phim MEKOPHAR
(D/c: 86 297/5 Ly Thuong Kiét, Qudn 11, Thanh phé Ho Chi Minh)
Stt Tén Thanh phan chinh | Dang | Tudi | Tiéu Quy S6 S6 1an
thude - Ham luwgng bao tho |chudn| cach dang gia
ché dong goi ky han
Cao kho Di¢p ha
chau ding 100mg
(twong duwong Diép
ha  chau dang Hép 4 vi,
1000mg); Cao kho 6 vix 10
Nhan tran 130mg Vien vién. VD- o1
(twong duong Nhan | 24 Hop1 | 29332-
151 TGT 1A 1170me): Cao nellln.bao thang | 1O | chaix 40 | 18
kho Co6 nho ndi| PMT vién, 60
50mg (twong duong vién.

C6 nho ndi 600mg );
Cao kho Rau ngd
50mg(teong duong
Réu ngd 400mg).
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10. Céong ty ding ky: Cong ty c6 phan Sao Thai Duwong
(D/e: Lo CCI-11.13.4 thuge dw dn khu do thi méi Phdp Van - Tir Hiép, phwong
Hoang Liét, qudn Hoang Mai, Thanh pho Ha N¢i)

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

(P/c: KCN Pong Vin, phwong Dong Van, thi xd Duy Tién, tinh Ha Nam)

Stt

Tén
thuoc

Thanh phin chinh
- Ham lugng

Dang
bao
che

Tubi
tho

Tiéu
chuan

Quy
cach
dong goi

S6
dang
ky

S6 lan
gia
han

16

Bo ty
dudng
c6t Thai
Duong

Moi chai 100ml cao
16ng chira dich chiét
hon hgp duoc liéu
teong ung véi: Bach
truat 8g; Cam thao
4g; Lién nhuc 8g;
bang sam 8g; Phuc
linh 12g; Hoai son
8g; Y di 12g; Mach
nha 12g; Son tra 4g;
Than khac 12g; Phan
hoa 4g; Cao xuong
hon hop 3g.

Cao
l6ng

36
thang

TCCS

Chai 100

VD-
27323-
17

01

11. Cong ty dang ky: Cong ty TNHH BRYV Healthcare
(D/c: Khu A, 56 18, diwong s6 09, Ap 24, xd Tan Thanh Tay, huyén Ci Chi, thanh pho
H6 Chi Minh)
11.1. Nha san xuit: Cong ty TNHH BRV Healthcare

(P/c: Khu A, 6 18, duong 56 09, Ap 24, xa Tan Thanh Tdy, huyén Cu Chi, thanh

phé Ho Chi Minh)
Stt Tén Thanh phin chinh | Dang | Tudi Tiéu Quy S6 S6 1an
thuoc - Ham hrong bao thg | chuan| cach dang gia
ché dong goi ky han
Mbdi  vién  chira HoD 6 vi
120mg Cao kho toan Xpl 0
phan chiét duge tur vién
1500mg cac dugce N
A n \ ‘ A Hop2vi | VD-
Vién | liéw: Bac ha 85mg;| Vién 36 <25 28771~
17 | cam cim Thanh cao 415mg; | nén bao than TCCS on 18 01
-BVP | bialién 200mg; Kim | phim & M
. A Hop 1
ngan hoa 200mg; To chai x
diép 200mg; Kinh n
100 vién.

giot 200mg; Thich
gia dang 200mg.
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12. Cong ty dang ky: Cong ty ¢6 phan Dwoc ph;lm An Thién
(D/c: s0 314 Bong Sao, phirong 5, qudn 8, thanh pho Ho Chi Minh)
12.1. Nha san xuét: Cong ty c6 phin Dwgc pham An Thién
(B/c: Lo Cl6, dwong so 9, khu cong nghiép Hiép Phuwdc, xd Hiép Phudc, huyén

Nha Beé, thanh phé Ho Chi Minh)

Stt Tén Thanh phin chinh | Dang | Tudi Tiéu Quy S6 S6 1an
thuoc - Ham lwong bao tho | chuan| cach dang gia
ché dong goi ky han
Hop 5 vi;
MBbi vién bao dwong 10 vix
chtra 150mg cao déc 10 vien.
AT Diép | Diép ha chau ding| V" | 24 Hopl ' VD-
18 | ‘1 P P &1 bao " | TCCS | chai x 30 | 29683- | 01
ha chau | (tuong duong e thang A
A rong vién; 60 18
1050mg Diép ha A
A 3L vién; 100
chau dang). O
vién.
13. Cong ty dang ky: Cong ty TNHH MTV Dugc Phim Phuéc Sanh Pharma
(D/c: 272¢, khu 3, thi tran Dirc Hoa, huyén Dirc Hoa, tinh Long An)
13.1. Nha san xuét: Cong ty TNHH MTV Dwgc Phim Phwéc Sanh Pharma
(Prc: 272¢, khu 3, thi tran Pirc Hoa, huyén Pirc Hoa, tinh Long An)
Stt Tén Thanh phin chinh | Dang | Tudi Tiéu Quy Sb S6 lan
thuoc - Ham hrong bao thg | chuan| cach dang gia
che dong goi ky han
Hop 01
Crinaphu | Cao duoc liéu quy vé . 1.(') x 30
i N e Vién vién, 60 VD-
19 | sa- Trinh | khé 250mg tuwong 36 L 01
<1 = ~ | nang . TCCS vién; 31002-
nir hoang | dwong vé1 Trinh nik , thang A
cung | hoang cung 2000mg. | ' Hop03 1 18
ung & cunis & vix 10
vién
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