BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLYYY, Poc 1ap - Tu do - Hanh phiic
DUQC CO TRUYEN
S6: 86  /QD-YDCT Ha Néi, ngay03 thang 06ndm 2021
QUYET PINH

Vé viée ban hanh Danh muc 57 thudc co truyén
dwgc gia han giay ding ky luu hanh tai Viét Nam - Dot 2

CUC TRUONG CUC QUANLY Y, DUQC CO TRUYEN

Can cit Ludt Dwoc s6 105/2016/QH13 ngdy 06/4/2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia B Y té;

Can cir Thong tw s6 21/2018/TT-BYT ngay 12/09/2018 ciia BY trwong Bo Y
té quy dinh viéc dang ky luu hanh thubc cé truyén, dioc liéu;

Can cir Quyét dinh s6 7666/0D-BYT ngay 26/12/2018 cua B9 trwong Bo Y
té quy dinh chitc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quadn Iy Y,
Duge ¢cé truyen thuéc BY Y té;

Can cit két ludgn ciia Hoi dong tw van cdp gidy dang ky luu hanh thuoc,
nguyén liéu lam thuoc, B6 Y té - dot 2;

Xet dé nghi cua Truong Phong Quan ly Duoc cé truyén - Cuc Quan Iy V.
Duge ¢cé truyen

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 57 thudc ¢6 truyén san
xut trong nudc duoc gia han gidy diang ky luu hanh tai Viét Nam - Dot 2 (tai Phu
luc kém theo). Cac thude co truyén tai Danh muc nay duoc gitr nguyén théng tin
s6 ding ky da cap va ¢ hiéu lyc 05 nam ké tur ngay ky ban hanh Quyét dinh ndy.

Piéu 2. Co 56 san Xuat va co so dang ky thudc ¢6 trach nhiém:

1. San xuat thudc theo dung céc ho so, tai liéu da ding ky vi BO Y té va phai
in s6 dang ky duoc BO Y té Viét Nam cip 1én nhan thudc.

2. Chi dugc san xuat, dua ra luu hanh céc thudc kiém soat ddc biét khi c6
Gidy chimg nhan du diéu kién kinh doanh duoc pham vi kinh doanh thubc phai
kiém soat dic biét phi hop véi pham vi hoat dong cua co sé dap tng quy dinh tai
khoan 5 Piéu 143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu
quy dinh chi tiét mot s diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cap nhat ti€u chuan chit lugng cua thudc theo quy dinh tai
Théng tu s6 13/2018/TT-BYT ngay 15/5/2018 ctia Bo truong Bo Y té quy dinh vé
chét luong dugc licu, thudc ¢ truyén.

4. Cap nhat nhan thudc, to huéng dan st dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng B Y té quy dinh ghi nhan
thudc, nguyén lidu lam thudc va to huéng dan st dung thude trong thoi han 06
thang ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thue thay d6i, bd sung
gidy dang ky luu hanh thudc quy dinh tai Thong tu sd 21/2018/TT-BYT ngay
12/09/2018 cua Bo truong Bo Y té quy dinh viéc ding ky luu hanh thudc co
truyen duoc liéu.
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5. Ph01 hop véi céc co s& diéu tri dé thyc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong muén cua
thudc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Thong tu so
21/2018/TT-BYT ngay 12/09/2018 cua Bo trudng B Y té quy dinh viéc ding ky
Iwu hanh thudc ¢6 truyén, duoc licu.

6. Co s dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy ding ky luu hanh thubc, nguyén liéu lam thuéc. Trong
truong hop khong con dap tmg du diéu kién hoat dong, co s dang ky phai co
trach nhiém thuc hién thay doi co so ding ky theo quy dinh tai Thong tu sO
21/2018/TT-BYT ngay 12/09/2018 cua Bo truong Bo Y té quy dinh viée dang ky
lru hanh thude ¢6 truyén, duoc lidu trong thoi han 30 ngay ké tir ngdy co sé ding
ky khong con du diéu kién hoat dong.

7. Co s& san xuét phai bao dam cac diéu kién hoat dong cua co s¢ san Xuat
trong thoi han hiéu luc cta gidy dang ky luu hanh thube, nguyén liéu lam thudc.

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

Picu 4. Giam doc S Y té cac tinh, thanh phd truc thudc Trung wong va gidm
dbc co s¢ san xudt va co sd dang ky ¢ thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./. |
Noi nhin: CUC TRUONG
- Nhu bicu 4; i AN
- B trudng (dé b/c);

-TT. Truong Qudc Cudng (dé b/c); ﬁ ,/f f\//
- TT. Nguyén Truong Son (dé b/c); ‘ " m/ ‘/—‘/,'

- Cuc Qué}n y - Bo Quédc phong, Cuc' Y té - Bo Cong an; pla s
- Cuc Y t€ GTVT - Bo Giao thong van tai; ‘ 4 i
- Tong Cyc Hai quan - B Tai chinh; . Ng !yé n The Thinh

- Bao hiém x4 hoi Viét Nam;

-BoY té: Vu PC, Cuc QLD, Cuc QLKCB, Thanh tra B§; Van
phong HDTV cdp GPKLH thudc, nguyén lidu lam thude;

- Vién KN thude TU, Vién KN thudc TP. HCM;

- Tong Cong ty Duoc Viét Nam — Cong ty c6 phan;

- Cac Bénh vién, Vién co6 givong bénh tryc thudéc Bo Y té;

- Website cua Cuc Quan Iy YDCT;

- Luu: VP, QLD (4b).
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BO Y TE

CUC QUANLYYY,
DUQC CO TRUYEN

DANH MUC 57 THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC GIA
HAN GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOQT 2

1. Cong ty ding ky: Cong ty c6 phan Sao Thai Dwong (P/c: S6 92 pho Vinh Hung,
phwong Vinh Hung, quan Hoang Mai, thanh pho Ha Noi)
1.1. Nha san xuét: Chi nhanh cong ty c6 phan Sao Thai Dwong tai Hi Nam (D/c: KCN

Poc lap - Tu do - Hanh phic

PHU LUC

Ban hanh kém theo Quyét dinh sé: ....../QD-YDCT ngay ...../...../.......

Pong Van, phwong Pong Van, thi xid Duy Tién, tinh Ha Nam)

CONG HOA XA HOI CHU NGHIA VIET NAM

é
.é‘
=
E
=
Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 ding | S6 lan
thude Ham luwgng bao ché | tho | chuin | déng goi ky gia
han =
Chai 100ml chura: Hop 1
Bach linh 6g; Kha tir h.P V154-
1 | Sungin 6g; Nhuc dau khiu 6g; | Cao long | 36 chal X_ 01
A N . TCCS 100ml; | H12-13
Hoang lién 6g; Moc thang 250ml ;
huong 6g; Sa nhan 6g; '
Gung 3g. E
2. Cong ty dang ky: Cong ty ¢6 phan dwoc phiim Trung wong 3 (D/c: 16 Lé Dai Hanh,
phwong Minh Khai, qudn Hong Bang, thanh pho Hai Phong)
2.1. Nha san xuét: Coéng ty c6 phan dwoe pham Trung wong 3 (P/c: S6 28, dwong 351,
xd Nam Son, huyén An Dwong, thanh phé Hai Phong)
Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quycach | S6 ding | So lan
thude Ham luwgng bao ché | tho | chuin | déng goi ky gia
han
Cao dic Kim tién thao
142,8 mg (twong
) Kimraso duong Kim tién thao Vién nén 24 Hop 11o | VD- 01
1,5¢g), Cao dac Rau bao than TCCS | x 60 vién, | 14991-
meo 46,6 mg (tuong phim & 100 vién. | 11

duong 0,28g Rau
meo).




3. Cong ty ding ky: Cong ty c¢6 phan dwoc pham 3/2 (P/c: 601 Cich Mang Thing Tam,
phuong 15, qudn 10, thanh phé Ho Chi Minh)
3.1. Nha san xuét: Cong ty co6 phan dwoc pham Me Di Sun (P/c: 521 An Loi, xid Hoa Loi,
huyén Bén Cat, tinh Binh Dwrong)

Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 ding | So lan
thudc Ham luwgng biao ché | tho | chuin | d6ng goi ky gia
han
Cao kho Diép cd 75m A Hop 10 vi
3 . (tuong duonIg) Diép cég Vien 36 x.5p vién; GC-229- 0] =
Cenditan | |15 750mg); Bot Rau | "8 | thang | <5 | Chai 100 | 4 Z
ma 300mg. et vién. g
E
4. Cong ty dang ky: Cong ty ¢6 phan dwoc Danapha (P/c: 253 Diing Si Thanh Khé, qudn =
Thanh Khé, thanh pho Da Nang) o
4.1. Nha san xuit: Cong ty co phéan dwoc Danapha (B/c: KCN Hoa Khanh, qudn Lién E
Chiéu, thanh phé Pa Nang) a
Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 ding | S6 lan
thudc Ham luwgng biao ché | tho | chuin | d6ng goi ky gia
han :
Hoai son 183mg; Cao g
kho Lién tim 8mg -
(twong duong voi Lién =
tam 15mg) ; Cao kho
Lién nhuc 35mg
(tuong duong véi Lién
nh’ucq 175Amg); Cao kho Hop 1 1o
B4 tir nhan 10mg < 100
4 | Dudng (tuong duong véi Ba Vién nén 36 vien: VD- 01
tdm an tor nhan 91,25mg); Cao bao théng TCCS Hop ’5 22740-
than kho Toan tdo nhan duong A 15
10mg (tuong duong Vl’lo.Yl X
‘o . A 10 vién.
vo1 Toan tdo nhan);
Cao kho hon hop
Dudng tdm an than
80mg (twong duong

voi: La dau 91,25mg;
L4 vong 91,25mg;
Long nhan 91,25mg).




5. Cong ty diang ky: Cong ty c¢6 phan dwoc pham Xanh (GRP) (P/c: 695 Lé Hong
Phong, phuong 10, qudn 10, thanh phé Ho Chi Minh)
5.1. Nha san xuit: Chi nhanh cong ty TNHH dwoc phiam sai gon tai Binh Duong
(Sacopha) (D/c: S6 27, VSIP, dwong s6 6, KCN Viét Nam - Singapore, phwong An Phii,
thanh phé Thudn An, tinh Binh Dwrong)

Stt Tén Thanh phan chinh - Dang Tudi Tiéu | Quy cach S6 ding | SO lan
thuoc Ham luwgng bao ché | tho | chuan | dong géi ky gia
han
Cao kho hdn hop dugce .
liéu (twong duong véi: =
Bach tat 1€ IOOng;
Dam duong h0~ac Hop 3 vi,
750mg; Hai ma A , ,
A A Vién 6 vi, 10 vi
330mg; Nhan sam o VD-
5 Genshu n nang 36 x 10 vién; 01
330mg; Loc nhung , . TCCS . 23731-
1T LA ) cing | thang Chai 30
330mg; Hai ha 330mg; A 15
. . K vién, 100
Tinh hoan ca sau vidn e
250mg; Que (Vo than, )
vo canh) 100mg; Bot
Qué nhuc 50mg; Bt
Nhan sam 33mg. :
6. Cong ty ding ky: Cong ty c6 phin dwoc ph’z“‘im‘ Khang Minh (P/c: D19/37K Huong [0 f
80, xa Vinh Loc B huyén Binh ghdn‘h, thanh pholHo” Chi Minh)
6.1. Nha san xuat: Cong ty co phin dwec pham Khang Minh (D/c: D19/37K Huong 1o
80, xa Vinh Loc B, huyén Binh Chdnh, thanh pho H6 Chi Minh)
Stt Tén Thanh phan chinh - Dang | Tudi | Ti€u | Quy cach | So dang S0 lan
thuoc Ham luwgng bao ché | tho | chuan | dong géi ky gia
han
Cao kho 145mg (tuong
duong duoc liéu gom:
Khan Kim ngén hoa 300 Hop 1 1o
6 minhg mg; B cong anh 300 Vién 36 x 60 vién; | VD- 01
mg; Nhan tran tia 300 nang . TCCS | Hop 1 thi | 22168-
thanh ’ A . , thang .
huvét mg; Nghé¢ 200 mg; cung x5Svix |15
y Thuong nhi tir 150 10 vién.
mg; Sinh dia 150 mg;
Cam thao 50 mg).
Cao kho hon hop
180mg (twong duong Hop 1 1o
7 | Atiliver duogc liéu gom: Diép Vién 36 x 60 vién; | VD- 01
Diép ha ha chéau dang 800 mg; nang thén TCCS | Hop 1 ti | 22167-
chau Xuyén tam lién 200 clmg 8 x5vix |15
mg; B6 cong anh 200 10 vién.

mg; C6 myc 200 mg).




7. Cong ty ding Ky: Cong ty c6 phan dwoe pham Hoa Viét (B/c: S6 124 dwong Truong
Chinh, phwong Minh Khai, thanh phé Phii Ly, tinh Ha Nam)
7.1. Nha san xuét: Cong ty c6 phan dwoc phdm Hoa Viét (B/c: Lé C9, khu cong nghiép
Chdu Son, phuong Chdu Son, thanh phé Phii LY, tinh?Hd Nam)

Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 ding | So lan
thudc Ham luwgng biao ché | tho | chuin | d6ng goi ky gia
han
Cao kho hon hop
350mg (twong duong -
Vién nang Vol d”‘-’,c ligu gom: Sa}l Vién Hop 2 thi | VD- 2
8 | Baohoa |D00SgSonchi0.5g 1 oo | 2% I poes | x5vix |23562- | O
can Bach thuge 1g; Qua cung thing 10 vién. | 15
lau 1g; Hong hoa 0,5g;
Son tra 1g; Cam thao
0,5¢g).
Cao kho hén hop =
285mg (twong duong
vo1 duoc liéu gém:
Xuyén khung 0,45g;
Vién nang | Puong quy 0,45g; Vién A VD- h
9 | nguyét | Thuc dia 0.45¢; Bach | nang thzaig TCCS fg’gvli ;ﬁ 23564- of %
quy thuoc 0,45g; Nhan cung 115 =
sam 0,45g; Phuc linh =
0,45g; fch mau 0,45g;
Bach truat 0,45g; Cam
thdo 0,45g).
Mbi 5 ml siro chua: Hop 4 vi
Bach linh 0,6g; Hoang x 5 ong x
ky 0,6g; Nhan sam Sml;
. 2 0,6g; Buong quy 0,6g; . Hop4vi | VD-
10 tS;rrr? t];" Bach truat 0.6g: Long tﬁfgc thi?lg TCCS | x5 éngx | 23560- | L
nhan 0,6g; Toan tao 10ml; 15
nhan 1g; Chich Cam Hop 1
thao 0,2g; Moc huong chai x
0,2g; Vién chi 0,3g. 125ml.
Mo6i Sml Siro chua: A
Bach truat 0,35g; Cam ICIOp54Z 6
thao 0,15g; Pang sdm i XS (flg
oo |35 Machnha 0.2g: . Hop 4,6 | VD- 01
Siro Bao | Mdc huong 0,2g; Phuc Siro 30 , Z
anh 1o linh 0,2g; Sa nhan thudc | thang TCCS | vix 5 O?g 23359-
0,1g; Son dugc 0,25¢; x IA()ml, 15
. Tz , Hop 1
Son tra O,gg, T}}ao qua chai x
0,05g; Than khac 125ml.

0,25g; Tran bi 0,1g.




Dang sam 17mg; Thuc

dia 17mg; Hoang ky Hop ,1.0’
) ~ 20 go1 x
17mg; Bach truat A
12 17mg; BPuong quy 5 vien; 01
Vién hoan ’ Vién Hop 10, | VD-
, 17mg; Bach thuogc ) 30 .
cung Hac P hoan . TCCS | 20goéix |23561-
A 17mg; Qué nhuc . thang A
Lap ’ N cung 30 vién; | 15
17mg; Xuyén khung A
. : Hop 1o
17mg; Phuc linh < 150
17mg; Cam thao A =
vién. -
17mg. g
=
8. Cong ty dang ky: Cong ty TNHH dwgc pham Hoa Linh (B/c: B19, D6 KDT méi Cau E
Gidy, phirong Dich Vong, quan Cau Gzay, thanh phé Ha Noi) =
8.1. Nha san xuat Nha may san xuét - Cong ty TNHH dwoc pham Hoa Linh (B/c: Lo =
B3, CCN thi tran Phiing, huyén Pan Phwong, thanh phé Ha Néi) E
Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 dang | So lan?.
thuoc Ham luwgng bao ché | tho | chuan | dong géi ky gia
han &
590mg cao 16ng hon ,
hop duogc li¢u (1:5)
(twong duong: Xuyén C
boi mau 0,4g; Ty ba la 2
0,5g; Sasam 0,1g;
Phuc linh 0,1g; Tran bi Hop 2 vi,
Vién 0,1g; Cét canh 0,4g; A 4vi, 10 | VD-
13 H] s s H s 01
ngam bao | Ban ha 0,1g; Ngii vi tir IYI;; thzaii TCCS | vi, 15 vi, | 23277-
thanh NS | 0,05g; Qua lau nhan & 8 20vix5 |15
0,0gg; Vién chi 0,1g; vién.
Kho hanh nhﬂﬁn 0,2g;
Gung 0,1g; O mai
0,5¢; Qam thao 0,1g.
Tinh dau Bac ha
0,1mg).
200 mg cao long hon
hop duogc li€u (5:1)
(tuong duong: Kim
ngan hoa 240mg; Xa
Vi | o0 160mg; Huyén } Hap 3vi | yp,
N sam 80mg; Sinh dia Vién 24 x 8 vién;
14 | ngam . . . TCCS . > | 23278- 01
A 80mg; Bac ha 80mg; ngam | thang Hop 4 vi
Ngoc hau A ] A 15
Thién mon 40mg; x 5 vién.
Mach mon 40mg; Cam
thao 80mg; Chanh
mudi 200mg). Mat ong
300mg.




9. Cong ty ding ky: Cong ty TNHH dong duwgc Phic Hung (P/c: S6 96-98 Nguyén Viét

Xudn, phwong Quang Trung, qudn Ha Péng, thanh pho Ha Noi)

9.1. Nha san xuit: Cong ty TNHH dong dwoc Phic Hung (D/c: Cum cong nghiép Thanh

Oai, xd Bich Hoa, huyén Thanh Oai, Thanh phé Ha N§i)

Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 ding | So lan
thudc Ham luwgng biao ché | tho | chuin | d6ng goi ky gia
han
Cao dac Bach truat
30mg (tuong duong 3
vGi 85mg Bach truit); =
Cao dac Pang sam
30mg (tuong duong
v6o1 100mg Pang sam);
Bot Moc h mg; A A
Dai trang Bgt H(?e‘fi sgnogga'r?;l(zg, © Vien 36 Hop o | VD-
15 hoan P/H | Bot Bach thuoc 22mg; | 103 | thang | 1CCS | X240 1 23913- ol
B6t Bach linh 20mg; cung vien. 15 =
Bot Y di 20mg; Bot Sa
nhan 20mg; Bot
Hoang lién 20mg; Bot
Tran bi 15mg; Bot Cat ;
canh 10mg; Bot Son
tra Smg. C
N B6t Moc huong Vién nén R . | VD-
16 Et/gnl\g‘-’c 120mg; Bot Hoang bao th3éflg TCCS XHl‘-g’ V31 eVIi 23918- 01
lién 240mg. phim 115
Mo6i 100 ml chtra: Ich n
17 | L nt mau 60g; Huong phu |, 4500 | 24 1 e f (i)golnﬁ) ;]3[;16- 01
P/H 20g; Ngai ctru 16g; Ha thang 250ml ’ 15
tha 6 do 3,2g. '
Moi vién 8g chira: Bot
hoang ky 1,8g; Bot
Dang sam 0,6g; Bf_)t Hop 1 lo
Cam thao 0,6g; Bot « 12 Hoan
Bach truat 0,6g; Bot A
Hoan b6 | Puong quy 0,4g; Bot Vién 24 8n.1eI;1(13X 1 VD-
18 | trungich | Thang ma 0,6g; Bot hoan | o | TCCS ff(’) N -1% 23914- 01
khi P/H Sai ho 0,6g; B4t Tran mém Hoén 15
bi 0,6g. A
Cao dic dugc lidu e
0,45g (tuong duong &

voi Gung tuoi 0,25g;
Dai tdo 2g).
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Luc vi
hoan P/H

Bo6t Thuc dia 1,44¢,
Hoai son 0,72g, Bot
Son thu 0,72¢g, Bot
Mau don bi 0,54g, Bot
Phuc linh 0,54¢g, Bot
Trach ta 0,54g.

Vién
hoan
mém

24
thang

TCCS

Hop 1 1o
12 hoan x
9g; Hop 1
lo 10 hoan
x 9g.

VD-
22317-
15

01

20

Luc vi
hoan P/H

B6t Thuc dia 93 mg,
Bot Hoai son 46 mg,
Bot Son thu 46 mg,
Bot Mau don bi 35
mg, Bot Phuc linh 35
mg, Bot Trach ta 35
mg.

Vién
hoan
cung

36
thang

TCCS

Hop 1 lo
x 240
vién, 480
vién.

VD-
22316-
15

01

Bl ||

) &
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Quy ty an
than hoan
P/H

M&i vién hoan mém 9g
chtra: B6t Tao nhan
0,72g; Bot Bach linh
0,65g; Bot Bach truat
0,65g; Bot Hoang ky
0,6g; Bot Puong quy
0,35g; Bot bang sam
0,32g; Bot Vién chi
0,32g; Bot Cam thao
0,26g; Bot bai tao
0,25g; Bot Mdc huong
0,16g; Bot Long nhan
0,6g.

Vién
hoan
mém

24
thang

TCCS

Hop 10
vién x 9g.

VD-
23919-
15

)
—_

* Tek

22

Hoat
huyét
thong
mach P/H

Mbi 200 ml cao 16ng
chtra: Buong quy
28,8g; Bach thugc 8g;
Nguu tat 19,2g; Thuc
dia 24g; Xuyén khung
9,6g; Cao dac fch mau
(10:1) 2,4g.

Cao long

24
thang

TCCS

Hop 1 1o
x 200ml,
250ml.

VD-
23915-
15

01




10. Cong ty diing ky: Cong ty c6 phan dwoc - vat twy té Thanh Héa (B/c: 232 Trdn Phi,
phuong Lam Son, thanh phé Thanh Hoéa, tinh Thanh Héa)
10.1. Nha sén xuit: Nha may san xuit thudc dong dwoc - Cong ty c6 phan dwoc - vat tw
y té Thanh Héa (P/c: Lé 4-5-6, KCN Tay Bdc Ga, phwong Péng Tho, thanh phé Thanh
Hoa, tinh Thanh Hoa)

Stt

Tén
thuoc

Thanh phan chinh -
Ham lugng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 diing
ky

S6 lan
gia
han

23

Cam cim
bon mua

Khuong hoat 60mg;
Phong phong 60mg;
Thuong truat 60mg;
Xuyén khung 40mg;
Cam thao 40mg; Té
tan 20mg; Hoang cdm
40mg; Sinh dia 40mg;
Bach chi 40mg.

Vién
nang
cung

24
thang

TCCS

Hop 3 vi,
5vi, 10 vi
x 10 vién.

VD-
21949-
14

24

Ich mau
hoan

Cao dic ich mau
0,186¢g (twong duong
voi: ich mau 1,86g);
Cao dac Ngai cuu 0,3g
(twong duong voi:
Ngai cuu 1,5g); Huong
phu ché 3g; Puong
quy 0,48g.

Vién
hoan
cung

24
thang

TCCS

Hop 10
tui x 6g.

VD-
21709-
14

)
—_

=
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Hoan
sang mat

Thuc dia 540mg; Bach
thugc ché 200mg;
Trach ta 200mg; Bach
linh ché 200mg;
Puong quy ché
200mg; Thach quyét
minh ché 260mg; Hoai
son ché 260mg; Son
thu ché 260mg; Bach
tat 16 ché 200mg; Ky
tor 200mg; Cic hoa
200mg; Mau don bi
200mg.

Vién
hoan
cung

36
thang

TCCS

Hop 10
thi x 4g.

VD-
21427-
14

01

26

Hoat
huyét
thephaco

Cao dic hon hop
165,33mg (twong
duong véi cac dugce
li¢u: Puong quy
300mg; Sinh dia
300mg; Xuyén khung
60mg; Nguu tat
140mg; ich mau
140mg).

Vién nén
bao
duong

36
thang

TCCS

Hop 2 vi,
5vix 20
vién.

VD-
21708-
14

01




Vién 5g hoan ctiing
chtra: Hoai son
480mg; Thuc dia

Vién

VD-

01

p7 | BOthan | 960mg; Méu don bi hoan | 24 | Tccs | HOPIO 1 g4
am 360mg; Trach ta . thi x 5g.
360mg; Phyc linh cung 14
360mg; Son thu
480mg.
Mdi 100ml chira: Thuc =
dia 16g; Son thu du~ Hop 1
o in 8g; Hoai son 8g; Mau Sird chai x VD-
B | Bittien | TG Machmon | thude | 24 | TCCS | qoml1 | 23793 | !
6g; Bach phuc linh 6g; chai x 15
Trach ta 6g; Ngti vi tir 120ml.
4g.
2
11. Cong ty ding ky: Cong ty c6 phin cong nghé cao Traphaco (B/c: xd Tdn Quang, “
huyén Van Lam, tinh Hung Yen) g
11.1. Nha san xuat: Cong ty co6 phan cong nghé cao Traphaco (P/c: xa Tan Quang, o
huyén Van Lam, tinh Hung Yén) §
Stt Tén Thanh phan chinh - Dang Tudi Tiéu | Quy cach S6 ding | SO l?lné
thuoc Ham luwgng bao ché | tho | chuan | dong géi ky gia
han
Moi thi 5g hoan cting
chtra: Cao xuong hon
Dudng hop 0,7g; Cao Quy ban VD-
29 | cbthoan | 0,05g; Hoang ba 2.4g; Vién 36 Hop 20 | 24065- 01
. Tx A 1 5 Op
Plus Tri mau 0,3g; Tran bi h?an théng TCCS {6 X Sg. 16
0,6g; Bach thuoc 0,6g; cung
Can khuong 0,15g;
Thuc dia 0,6g.
MBoi tii 5g hoan cling
chtra: Thuc dia 1,2g;
Duong quy 1,2g; Bach
thuoc 0,3g; Xuyén
Hoén Qiéu l;hung~0,3g; Cao dac Vién Hop 10 | VD-
30 | kinhbs | Ich mau 0,3g (twong hoan | >0 | TCCS | tai, 20 thi | 25577- 01
huyét duong 2,4g Ich mau); clng thang X 5g. 16

Cao dac Ngai cuu
0,15g (tuong duong
1,2g Ngai ctru); Huong
phu ché 1,2g.




31

Tottri

Moi thi 5g hoan cting
chtra: Bang sam 0,7g;
Tran bi 0,4g; Hoang
ky 0,7g; Thang ma
0,4g; Sai ho 0,4g;
DPuong quy 0,4g; Cam
thdo 0,2g; Bach truat
0,4g; Lién nhuc 0,4g;
Y di 0,4g.

Vién
hoan
cung

36
thang

TCCS

Hop 15
tai, 20 tai
X 5g.

VD-
25080-
16

01

32

fch mau

Cao ich mau 0,4g
(tuong duong 4,2g ich
mau); Cao dic Huong
phu 0,125¢g (tuong
duong 1,312g Huong
phu); Cao dac Ngai
ctru 0,1g (tuong duong
1,050g Ngai ctru).

Vién
nang
cung

36
thang

TCCS

Hop 2 vi,
5vi, 10 vi
x 10 vién.

VD-
25079-
16

01

NI

H

12. Cong ty ding ky: Cong ty TNHH dwoc pham Fitopharma (P/c: 26Bis/l khu pho

trung, phwong Vinh Phu, thi xa Thudn An, tinh Binh Duong)

12.1 Nha san xuit: Cong ty TNHH dwoc phim Fitopharma (D/c: 26Bis/I khu phé trung,

phwong Vinh Phu, thi xd Thudn An, tinh Binh Duong)

Stt

Tén thudc

Thanh phan chinh -
Ham luwgng

Dang

bao ché

tho

Tuoi

Tiéu
chuan

Quy cach
dong goi

So diing
ky

S6
lin
gia
han

* Tek +84-28-3930 327

33

Song hao dai

bd tinh - F

Cao kho hdn hgp
300mg (twong duong

nhung 210mg; Nhan
sim 190mg; D) trong
105mg; Thuc dia
105mg; Nguu tat
105mg; Ha thu 6 do

Nhuc thung dung
105mg; Son thu
105mg; Bach truat
105mg; Kim anh
105mg; Cam thao
105mg; Duong quy
85mg; Phuc linh 85mg;
Xuyén khung 85mg;
Qué nhuc 85mg);

Bot min duoc liéu bao
goém (Nhan sam 20mg;

linh 20mg; Xuyén
khung 20mg; Qué nhuc
20mg).

voi duoc liéu, gom: Loc

105mg; Ba kich 105mg;

DPuong quy 20mg; Phuc

Vién
nang
cung

36

thang

TCCS

Hop 1
chai 40
vién;
Hop 10 vi
x 10 vién.

VD-
21496-
14

01




Hop 1

Mobi 80ml cao 16ng hon chai nhya
| hop (twong duong voi Cao 36 80ml, VD-
34 | Cao ich mau | dugc li¢u gobm: Ich mau 16n thén TCCS | 200ml; | 22326- 01
51,2g; Huong phu 16g; & & Hop 1 15
Ngai ctru 12,8g). chai thuy
tinh 80ml.
Cao kho hdn hgp
243,3mg (twong duong
voi duoc liéu gom:
Thuc dia 400mg; Son
thu 200mg; Trach ta Hop 1
130me; Mau don bi Vién chai 40 | VD-
, 2 150mg; Cau ky tir 36 " b
35 | Sang mat - F T 1 oas nang , TCCS vién; 20535- 01
100mg; Hoai son ot thang Hop 10 vi | 14
80mg; Phuc linh 70mg; & X lg vién
Cuc hoa 43,3mg); '
Bot min dugc li¢u (bao ;
gom: Hoai son 120mg;
Phyc linh 80mg; Cuc =
hoa 56,7mg). %
Cao long hon hop 80ml Hop 1
(twong duong véi dugce .
a2 o chai nhua
li¢u gom: St quan tr R0ml VD-
36 | FITOBABY | & Binhlang 9g: Nhue [ Cao | 36 | roeg | 900mp; | 22328- | 01
dau khau 5g; Luc than long | thang o
, Hop 1 15
khuc 5g; Mach nha 4g; Do
Ho hoang lién 1g; Moc chai thuy
> tinh 80ml.

huong 1g).




Cao kho hon hop
150mg (tuong duong
vo1 duoc liéu g(‘Sm: Kim
ngan hoa 284mg; Lién
kiéu 284mg; Cat canh
240mg; Bam dau xi

_ N Hop 1
| ?V0mg; Nguubangtir | (. chai 40 | VD-
Ngan kiéu 180mg; Kinh gidi 36 A
37 | 5., . o en nang ; TCCS vién; 20534- 01 =
giai doc - F | 160mg; Dam trac diép . thang n , =
\ cung Hop 10 vi | 14
160mg; Cam thao < 10 vién
140mg; Bac ha 24mg). '
BQt min duoc liéu bao
gom: Kim ngén hoa
116mg; Lién kicu
116mg; Nguu bang tir
60mg; Cam thao 60mg. E:
Cao kho hon hop .
190mg (twong duong
v6i dugce liu gom: c
Hoang ky 733mg; Cam -
thao 327mg; Bach truat
Fone o b i
: , Lang ma LTS, Sal - yriay chai40 | VD-
B6 trung ich | ho 250mg; Puong quy 36 A
38 . A nang , TCCS vién; 20533- 01
khi - F 195mg; Nhan sam , thang A .
TN ) cung Hop 10vi | 14
195mg; Pai tdo 167mg; < 10 vien
Gung tuoi 83mg); '
Bﬁ)t min duoc liéu bao
gom: Hoang ky 100mg;
Cam thao 90mg;
Duong quy 55mg;
Nhan sdm 55mg.
Cao kho hon hop
190mg (tuong (juong
v6i dugce licu gom: Ich R
Au 795mg; Ngai ctru Hop 1
357 S Horos oh vien | 5 chai 40 | VD-
39 | ich mau e £phd nang .| TCCS | vién; | 22330- 01
354,17mg); . thang n .
A A cung Hop 10 vi | 15
Bot min duoc li€u bao A
x 10 vién.

gom: fch mau 83,33mg;
Ngai ctru 80mg; Huong
phu 80mg.
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An Than Bb
Tam - F

Cao kho hdn hgp
260mg (twong duong
vo1 duoc liu gém:
Sinh dia 400mg; Mach
moén 133,3mg; Thién
mon dong 133,3mg;
Tao nhan 133,3mg; Ba
tor nhan 133,3mg;
Huyén sam 66,7mg;
Vién chi 66,7mg; Ngii
vi tir 66,7mg; DPang sam
53,3mg; Puong quy
53,3mg; Dan sam
46,7mg; Phuc than
46,7mg; Cat canh
26,7mg); Bot min dugc
liéu gdm: Puong quy
80mg; Bang sam 80mg;
Cét canh 40mg; DPan
sam 20mg; Phuc than
20mg.

Vién
nang
cung

36
thang

TCCS

Hop 1
chai 40
vién;
Hop 10 vi
x 10 vién.

VD-
20532-
14

Bl ||

01

H

41

Thanh Nhiét
Tiéu Boc - F

Cao kho hdn hop
340mg (tuong duong
v6i duoc lidu gom: Sai
dat 500mg; Kinh gidi
500mg; Thuong nhi tir
480mg; Phong phong
375mg; Pai hoang
375mg; Thé phuc linh
290mg; Lién kiéu
125mg; Hoang lién
125mg; Kim ngéan hoa
120mg; Bach chi 75mg;
Cam thdo 25mg); Bt
min duoc liéu gém:
Thé phuc linh 85mg;
Kim ngéan hoa 30mg;
Bach chi 25mg;
Thuong nhi tir 20mg.

Vién
nang
cung

36
thang

TCCS

Hop 1
chai 40
vién;
Hop 10 vi
x 10 vién.

VD-
20536-
14

* Tek +84-2

01




Cao kho hdn hgp
260mg (tuong duong
v6i dugce liu gom: Cau

ky tor 823mg; Tho ty tir Hop 1
723mg; Phuc ‘b(‘A)n tur chai 40
A 345mg; Xa tién tu Vién vién; VD-
42 FITOGRA - 156mg; Ngti vi tu nang 3,6 TCCS | Hop 10 vi | 18843- 01
H . thang A
80mg). cung x 10 vién; | 13
Bot min duoc liéu bao Hop 2 vi =
gom: Tho ty tir 100mg; x 10 vién. <
Phuc bdn tir 67mg; Xa
tién tir 50mg; Ngil vi tir
23mg.
Cao kho hon hop
266,7mg (tuong duong E
duoc liéu gdm: Sai hd
257mg; Bach truat
257mg; Gung tuoi
257mg; Bach linh Hop 1 :
217mg; Puong quy Vién 36 chai40 | VD- as
43 | Tiéu dao 217mg; Bach thuogc nén bao théng TCCS vién; 24527- 01 5
217mg; Cam théao phim Hop 10 vi | 16
166mg; Bac ha 52mg); x 10 vién.
Bot min duoc liéu bao
gom: Bach linh 40mg;
Duong quy 40mg; Bach
thugc 40mg; Cam théao
40mg.
Hop 1
N chai nhua
Moi 80ml chira: Hy 80ml, VD-
44 %‘P phong | piam 80g; Thién nién ﬁa" h3,6 TCCS | 200ml; |22327- | Ol
thap kién 4g. ong | thang Hop1 |15
chai thuy

tinh 80ml.




45

Cam cim - F

Cao kho hon hop
174mg (tuong duong
duoc liéu gém: Thanh
cao 485mg; Tia to
273mg; Kinh gidi
273mg; Pia lién
213mg; Thich gia déng
213mg; Kim ngan hoa
173mg; Bac Ha 90mg),
Bot min duoc liéu gém:
Kim ngan hoa 100mg;
Thich gia ding 60mg;
Thanh cao 60mg; Dia
lién 60mg.

Vién
nang
cung

36
thang

TCCS

Hop 1
chai 40
vién;
Hop 10 vi
x 10 vién.

VD-
25008-
16

01

46

Bat tran

Cao kho hon hop
267mg (tuong duong
vo1 duoc liéu g(‘Sm:
Thuc dia 364mg;
Duong quy 297,3mg;
Dang sam 242mg; Bach
truat 242mg; Bach
thuoc 202mg; Bach
linh 175,7mg; Xuyén
khung 142mg; Cam
thao 102mg); Bot min
duoc liéu gdm: Puong
quy 66,7mg; Bach linh
66,3mg; Bach thugc
40mg; Xuyén khung
40mg; Cam thao 20mg.

Vién
nang
cung

36
thang

TCCS

Hop 1
chai 40
vién;
Hop 10 vi
x 10 vién.

VD-
25007-
16

01

* Tek +84-28-3930 3279 * www.[huVienPhapluat.yn

47

Fitobetin - F

Cao kho hon hop
290mg (twong duong
duoc liéu: Thuc dia
700mg; Phuc linh
530mg; Hoai son
350mg; Son thu
350mg; Trach ta
265mg; Xa tién tir
180mg; Nguu tat
130mg; Mau don bi
115mg; Nhuc qué
90mg; Phu tir ché
90mg); Bot min duoc
liéu gdm: Mau don bi
150mg; Nguu tit 50mg

Vién
nang
cung

36
thang

TCCS

Hop 1
chai 40
vién;
Hop 10 vi
x 10 vién

VD-
25456-
16

01




Cao kho hon hop
250mg (twong duong
vo1 duoc liu gém:
Nhan tran bac 184mg;
Dang sam 165mg;
Hoang ky 137,3mg; B6
cong anh 137mg; Bach
hoa xa thiét thao
137mg; Phyc linh

Bl ||

137mg; Quang Kim Hop 1
) tién thao 137mg; Mau | Vién 36 chai40 | VD-
48 | Atcan ninh | don bi 137mg; Bach nang théng TCCS vién; 24523- 01
truat 137mg; Xuyén cung Hop 10 vi | 16
luyén tor 137mg; Pan x 10 vién.
sam 132,7mg; Ha thu 6
do 116mg; Bach thuoc
57mg); Bot min dugc E
liéu gém: Bach thuoc
80mg; Hoang ky
66,7mg; Ha thu 6 do
50mg; Pan sam :
33,3mg; Nhan tran bic
20mg. £
13. Cong ty dang ky: Cong ty Co phin Thuwong mai Dwoe Vat tw Y té Khai Ha (P/c: So
24, phé Ly Bén, to 2, phwong Tién Phong, thanh phé Thdi Binh, tinh Thdi Binh)
13.1. Nha san xuat Cong ty C6 phian Thwong mai Dwoc Vat tw Y té Khai Ha (B/c: So
24, phé Ly Bén, t6 2, phu"o’ng Tién Phong, thanh phé Thdi Binh, tinh Théi Binh)
Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quy cach | S6 ding | So lan
thudc Ham luwgng biao ché | tho | chuin | d6ng goi ky gia
han
Moi goi 4g hoan ciing Héop 10
chtra: Thuc dia 0,6g; g01 x 4g,
2 1A Ty giai 0,2g; Hoai son Vién 5g,8g, | VD-
49 frfl than 1 6 360: Téo nhuc hoan théig TCCS | 50g; | 23884- 01
0,36g; Thach hoc cung Hop1lo |15
0,24g; Khiém thuc x 40g,
nam 0,28g. 60g.
Cao khé Kim tién thao
120mg (twong duong
50 | Kim tign | V01 2400mg Kimtién fye oo | 36 Hop 110 | 2 01
thao thao), duong | thang | TCCS | 100 vien. | 22086
Cao kho Rau ngd 115
35mg (twong duong
vo1 972,2mg Rau ngo).




51

Bao ma_}ch
ha huyét
ap

Moi vién nang chira
cac chat duoc chiét
xuét tir cac duoc liéu:
Thién ma 0,5g; Da
giao dang 0,5g; Son
chi 0,3g; Bach phuc
linh 0,3g; Hoang Cam
0,3g; Nguu tat 0,3g;
Céu dang 0 ,08; Do
trong 0,3g; Ich mau
0,3g; Tang ky sinh
0,3g; Hoe hoa 0,6g;
Thach quyét minh
0,3g.

Vién
nang
cung

24
thang

TCCS

Hop 5 vi
x 10 vién.

VD-
24470-
16

01

Bl ||

52

Hoan
sdng mat
K/H

Mbi géi 4g chira: Son
thu 0,32g; Mau don bi
0,24g; Bach linh
0,24g; Cau ky tr
0,24g; Bach thuogc
0,24g; Thuc dia 0,64g;
Trach ta 0,24g; Cuc
hoa 0,24g; Bach tat 1€
0,24g; BPuong quy
0,24¢g; Hoai Son 0,32g;
Thach quyét minh
0,32g.

Vién
hoan
cung

24
thang

TCCS

Hop 10
go1 x 4g.

VD-
24471-
16

01

* Tek

14. Cong ty ding ky: Cong ty c6 phan dwoc Trung wong Mediplantex (D/c: S6 358
duwong Giai Phong, phuong Phuwong Liét, quan Thanh Xudn, thanh pho Ha Néi)
14.1. Nha san xuit: Cong ty c6 phan dwoc Trung wong Mediplantex (D/c: S6 356 duong
Gidi Phong, phuong Phwong Liét, qudn Thanh Xudn, thanh phé Ha Néi)

Stt

Tén thudc

Thanh phan chinh -
Ham luwgng

Dang
bao
che

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding
ky

S6 lan
gia
han

53

Tuzamin

Cao kho hdn hgp
240mg (twong duong
vo1 duoc liéu: Tuc
doan 250mg; Phong
phong 250mg; Hy
thiém 250mg; Poc
hoat 200mg; Tan giao
200mg; Buong quy
150mg; Nguu tat
150mg; Thién nién

150mg; Do trong
150mg); B6t Bach
thugc 150mg; Bot
Xuyén khung 150mg.

kién 150mg; Hoang ky

Vién
nang

36
thang

TCCS

Hop 3 vi,
10vix 10
vién.

VD-
24355-
16

01




54

Comazil

Xuyén khung 126mg;
Bach chi 174mg;
Huong phu 126mg;
Qué nhuc 6mg; Sinh
khuong 16mg; Cam
thao bac 5mg.

Vién
nang

24
thang

TCCS

VD-
24349- 01
16

Hop 10 vi
x 10 vién.

55

Esha

Bach chi (bot) 320mg;
Cao kho6 hén hop duge
liéu 267mg (tuong
duong véi dugc licu
gdém: Thuong nhi tix
500mg; Hoang ky
620mg; Phong phong
250mg; Téan di hoa
350mg; Bac ha
120mg; Bach truat
350mg; Kim ngéan hoa
250mg).

Vién
nang
cung

36
thang

TCCS

Bl ||

Hop 3 vi,
10 vix 10
vién.
Hop 1 1o
x 50 vién,
60 vién.

VD-
24350- 01
16

H

56

Cerecaps

Cao khé hén hop duoc
ligu 595mg (tuong
duong véi dugc ligu
gém: Hong hoa
280mg; Puong quy
685mg; Xuyén khung
685mg; Sinh dia
375mg; Cam thao
375mg; Xich thuoc
375mg; Sai hd 280mg;
Chi xac 280mg; Nguu
tat 375mg); Cao kho
la Bach qua: 15mg.

Vién
nang
cung

36
thang

TCCS

* Tek

Hop 3 vi,
5vi, 10 vi | VD-
x 10 vién. | 24348- 01
Lo 30 16
vién, 60
vién.

57

Thudc cdm
tiéu tri
Safinarpluz

Mbi 6g chitra: Cao kho
hon hop duoc ligu
3,5g (twong duong
voi: Hoe giac 8g;
Phong phong 4g;
Puong quy 4g; Chi
xac 4g; Hoang cam
4g; Pia du 4g).

Thuodc
cOm

36
thang

TCCS

VD-
25840-
16

Hop 10

go1x 6g. 01

CUC TRUONG

Nguyén Thé Thinh



