BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY Y, DUQC Doc 1ap - Tw do - Hanh phc
~ COTRUYEN
So: 81 /Qb-YDCT Ha Néi, ngay12thdng 04ndm 2023
QUYET PINH

V& viéc ban hanh Danh muc 42 thudc c truyen
dwoc gia han giay dang ky luu hanh tai Viét Nam - Dot 08

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

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

Can cir Nghi dinh s¢ 95/2017/NP-CP ngay 15/11/2022 cia Chinh phai quy
dinhichire nang, nhiém vy, quyén han va co cdu té chirc ciia B4 Y té;

Can cir Théng tw s6 21/2018/TT-BYT ngay 12/09/2018 cua Bé trueng B Y
té quy dinh Viéc dang ky luu hanh thuéc cé truyén, duwoc liéu;

Céin cir Théng tw s6 39/202L/TT - BYT ngay 31/12/2021 ciia B6 truwong Bo Y
té vé Viéc sira doi, bo sung mét sé diéu cia Théng tw so 21/2018/TT-BYT ngay
12/9/2018 ciia B truong B Y té quy dinh viée ding ky luu hanh thudc cé truyén,
duotc lieu;

Can cir Quyét dinh s6 7666/0P-BYT ngay 26/12/2018 cia Bé trueng Bé Y té
quy dinh chiec nang, nhiém vu, quyén han va co cdu té chirc cia Cuc Qudn ly Y,
Durgt €6 truyén thugc Bg Y té;

Can cirkét lugn cua Hoi dong twe van cap gidy dang ky lwu hanh thuéc, nguyén
liéu lam thuoc, B Y té - Dot 08;

Theo dé nghi cua Triwong Phong Qudn Iy Dot €6 truyén - Cuc Quan Iy Y,
DurgC €6 truyen.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay Danh muc 42 thuéc co truyén san
Xuat trong nudc duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 08. Cac
thudc ¢o truyén tai Danh muc nay duoc giit nguyén théng tin sé dang ky da cap, cu
thé:

1. Danh muc 23 thudc ¢ truyén san xuat trong nude dugc gia han gidy dang
ky Iwu hanh tai Viét Nam c6 hiéu luc 05 nim ké tir ngay ky ban hanh Quyét dinh
nay tai Phu luc | kem theo.

2. Danh myc 19 thudc ¢o truyén san xuat trong nudc duoc gia han gidy dang
ky Iwu hanh tai Viét Nam c6 hiéu luc 03 nim ké tir ngay ky ban hanh Quyét dinh
nay tai Phu luc 1l kém theo.

Piéu 2. Co s& san xuét va co so dang ky thudc ¢ trach nhiém:



1. San xuat thudc theo diing cac ho so, tai liéu da ding ky voi Bo Y té va phai
in s6 ding ky duoc B Y té Viét Nam cap Ién nhan thudc.

2. Chi duoc san xuat, dua ra luu hanh cac thudc kiém soat dac biét khi co Gidy
chting nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
dac biét phu hop véi‘pham vi hoat dong cua co s& dap ung quy dinh tai khoan 5
Piéu 143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 caa Chinh phu quy dinh
chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chét lwong cua thude theo quy dinh tai
Thong tu s638/2021/TT-BYT ngay 31/12/2021 cua B truéng Bo Y té quy dinh
chat luong duoc liéu, vi thudc cb truyén, thude co truyén.

4:Cap nhat nhan thudc, to huéng dan sir dung thude theo quy dinh tai Théng
tu $6.01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thude va to hudng dan sir dung thude trong thai han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay. Trong truong hop co thay doi, bo sung vé
nhan, to hudng dan si dung khi thuc hién gia han va theo hinh thuc thay doi, bo
sung gidy dang ky luu hanh thubc quy dinh tai Thong tu s6 21/2018/TT-BYT ngay
12/09/2018 cua Bo truong Bo Y té quy dinh viéc ding ky lwu hanh thube co truyén,
duoc liéu va Thong tu s6 39/2021/TT - BYT ngay 31/12/2021 cua Bo truong Bo Y
té vé viéc sta doi, bo sung mot s6 diéu caa Thong tu s6 21/2018/TT-BYT ngay
12/9/2018 cuia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thube ¢ truyeén,
duoc liéu.

5. Phdi hop voi cac co sé diéu tri dé thyuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khdng mong muén cua
thudc trén nguoi Viét Nam va tong hop, bdo céo theo quy dinh tai Thong tu sb
21/2018/TT-BYT ngay 12/09/2018 cua Bo truéng Bo Y té quy dinh viéc ding ky
Iwu hanh thubc co truyén, duoc liéu va Thong tu so 39/2021/TT - BYT ngay
31/12/2021 cua B truong B Y té vé viéc sira doi, bo sung mot sé diéu cua Thong
tu s6 21/2018/TT-BYT ngay 12/9/2018 cua Bo truong Bo Y té quy dinh viéc dang
ky luu hanh thudc ¢b truyén, duoc liéu.

6. Co s& ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cua gidy dang ky luvu hanh thudc, nguyén liéu lam thudc. Trong truong
hop khong con dap ung di diéu kién hoat dong, co s& ding ky phai cd trach nhiem
thuc hién thay d6i co so ding ky theo quy dinh tai Thong tu s6 21/2018/TT-BYT
ngay 12/09/2018 cua Bo truong Bo Y té quy dinh viéc dang ky luu hanh thube cb
truyén, duoc liéu va Thong tu s6 39/2021/TT - BY T ngay 31/12/2021 cua Bo trudng
Bo Y té vé viéc stra doi, bo sung mét sé diéu cua Thong tu sb 21/2018/TT-BYT
ngay 12/9/2018 cua B trusng Bo Y té quy dinh viéc ding ky luu hanh thudc ¢6



truyén, dugc liéu trong thoi han 30 ngay ké tir ngay co sé ding ky khong con du
diéu kién hoat dong.

7. Co sé san xuat phai bao dam cac diéu kién hoat dong cua co sé san xuat
trong thoi han hiéu lyc cia gidy dang ky luu hanh thudc, nguyén lidu lam thude.

biéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam déc So'Y té cac tinh, thanh phd truc thudc Trung wong va giam
dbc co sd san xuat va co s¢ dang ky co thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan:

- Nhu biéu 4;

- B/c By truong (dé bic);

- B/c B&Xuan Tuyén — TTr BYT (dé b/c);

- PGS.TS. Lé Vin Truyén — Chi tich HDTV cip GPKLH
thudc, NLLT — B Y té (dé b/c);

- Cuc Quan y - Bo Quéc phong, Cuc Y té - B Cong an;
“Cuc Y té GTVT - Bo Giao thong van tai;

- Téng Cuc Hai quan - B Tai chinh;

- B&o hiém x4 hoi Viét Nam;

-Bo Y té: Vu PC, Cuc QLD, Cuc QLKCB, Thanh tra Bo; Vin
phong HDTV cip GPKLH thudc, nguyén lidu 1am thuéc;
- Vién KN thude TU,, Vién KN thudc TP. HCM;

- Téng Cong ty Duoc Viét Nam — Cong ty ¢6 phan;

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoe Bo Y té;
- Website ciia Cuc Quan ly YDCT;

- Luu: VT, QLD (4b).




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

PHU LUC |
DANH MUC 23 THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC GIA HAN
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 08

(Ban hanh kém theo Quyér dinh so: ....... /OD-YDCT ngay .../ .....1........ )

1. Cong ty dang ky: Cong ty c6 phan dwoc Ha Tinh ,
(DP/c: S0:167 dwong Ha Huy Tdp, phuong Nam Ha, thanh pho Ha Tinh, tinh Ha Tinh)

1.1. Nha sin xuat: Cong ty co phan dugce Ha Tinh 7
(D/c: Cum cbng nghiép - tieu thu cdng nghigp Bac Cam Xuyén, xa Cam Vinh,

huyén Cam Xuyén, tinh Ha Tinh)

Stt |~ Tén Thanh phan Dang | Tuoi | Tiéu | Quy S6 | Solan
thuoc chinh - Ham bao tho |chuan| céch ding gia
lwgng che dong goi ky han
Cao kho hén hop
duoc liégu 290mg
tuong duong (Pan
sam 0,125g; Huyén
sam 0,125; Vién chi H6D 3 Vi
0,125 Toan téo op = Vi
R , 5vi, 10
nhéan 0,125g; bang Vi x 10
1 sam 0,125g; Ba tor| Vién 36 vien: VD- 01
Bearbidan | nhan 0,15g; Bach| nang . TCCS | .. . 26694-
: oY ; thang Hop 1 1o
linh 0,125g; Cat| cung 17
. N x 100
canh 0,125g; Ngii vién. 200
vi tor 0,15g; Mach vién
mon 0,15g; Thién
mon 0,15g; Sinh
dia 1,00g; Puong
quy 0,15g); Chu sa
0,05g.




2. Cong ty ding ky: Cong ty cé6 phian dwoc pham Trung wong 3
(P/c: S6 16 dwong Lé Pai Hanh, phwong Minh Khai, qugn Hong Bang,
thanh phé Hdi Phong)
2.1. Nha san xuat: Cong ty c6 phan dwec pham Trung wong 3 (FORIPHARM)
(D/c: S6 28 dwong 351, X8 Nam Son, huyén An Dwong, thanh phé Hdi Phong)

Stt| Tén Thanh phan Dang | Tuéi | Tiéu Quy S6 | Sélan
thuéc chinh-Ham |baoché| the |chuian | céach ding | gia
lwong dong goi Ky han
Cao dac Diép ha
Diép ha chau dacltng SOgnswg Vién o Hop3vi| VD-
2 | chay |luone cuong Zog| nang | 2 |rees |10 | 28107- | 01
Twa |Dlep  ha ~chau) cung | thang vien. 17
dang); Diép ha
chau dang 200mg.
3. Cong ty ding ky: Cong ty TNHH dwoc pham Qué Lam
(D/c: Kml10, dwong 5, khu cong nghi¢p Pha Thi, x Phu Thg, huyén Gia Lam,
Thanh phé Ha Ngi)
3.1. Nha san xuat: Céng ty TNHH dwoc pham Qué Lam
(P/c: Kml10, dwong 5, khu cong nghiép Pha Thi, xa Phu Thi, huyén Gia Lam,
Thanh pho Ha Néi)
Stt| Tén Thanh phan Dang | Tuéi | Tiéu Quy S6 | S6lan
thudc chinh-Ham |baoché| the |chuan | cach ding | gia
lwong doéng goi ky han
Mbi  500mg cao
kh6 hon hop dugc
liku tuong duong
7,2g dugc liéu
gom: Bach linh
0,4g; Bach truat
0,4g; Ban ha 0,4q;
Dang sam 0,4g; D6
trong 0,8¢; Hoé}ng Vién Hop 18
3 | Cedemex | KV 049; Hoanglién | nang | 24 | popg |y g | QLDB- 1
0,4g; Mach mon| cung | thang vien 697-18

0,4g; Nguu tat
0,4g; O mai nhuc
0,4g; Qué (vo than,
vo6 canh) 0,4g; Sinh
dia 0,4g; Tao nhan
0,4g; Thién mon
dong 0,4g; Trach ta
0,4g; Tran bi 0,4g;
Tuc doan 0,4g.




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 Théi Binh,
tinh Thai Binh)
4.1. Nha san xuat: Céng 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 | Thanhphanchinh- | Dang | Tudi | Tiéu Quy S6 | Solan
thuéc Ham lwong bao | the |chuin| cach ding | gia
ché doéng goi Ky han
Hop 1
chai x
60ml;
90ml;
M&i 5ml dung dich 100ml;
chtra: Bang sém 0,25g; 125ml;
Hoang ky 0,835g; 150ml.
7 DPuong quy 0,165g; Hop 25 VD-
Boty |Bach truat 0,25g;| Siro 36 ong x | 25410-
41 Tw Thing ma 0,25g; Sai ho thang TCCS T 5 16 01
0,25¢g; Cam thao 0,25¢; Hop 15
Pai tao 0,85g; Tran bi 6ng; 20
0,25g; Sinh khuong ong x
0,1g. 10ml.
Hop 10
éng; 25
bng x
15ml
Cao khd hon hop
300mg (tuong duong
véi: Bach truat 248mg;
Vién chi 248mg; Long
nhan 248mg; Bach linh
181,3mg; DPuong quy
174,7mg; Dang sam Hop 1 tdi
124mg; Toan tdo nhan Vien X 1vi;3
107,3mg; Hoang Ky nang | 36 vi x 10 VD-
5 |Quyty|87,3mg; Moc huong cing | thang TCCS | vién. 30743- 01
63mg; Pai tdo 63mg; Hop 1 lo 18
Cam thao 55,4mgq); Bot x 30
min  Puong  quy vién.

73.3mg; Bot min Bach
linh 66,7mg; Bot min
Hoang ky 36,7mg; Bot
min Toan tdo nhan
16,7mg; Bot min Cam
thao 6,6mg.




5. Cong ty ding ky: Cong ty c6 phan dwoc trung wong Mediplantex
(D/c: S6 358 dwong Gidi Phéng, phwong Phwong Liét, qudn Thanh Xuan,
Thanh pho Ha Néi)

5.1. Nha san xuat: Coéng ty cé6 phan Dugc Trung wong Mediplantex
(D/c: S6 356, dwong Gidi Phong, phwong Phwong Liét, quan Thanh Xuan,
Thanh pho Ha Néi)

Stt| Tén Thanh phan chinh | Dang | Tudi | Tiéu | Quy S6 | Sélan
thuéc =Ham lwong bao | the |chuin| cach | ding | gia
ché déng ky han
goi
M&i 9g hoan cung
chta: Thuc dia
1,2g; Hoai son 0,6g;
Trach ta 0,45g; Cdc Hop 1
hoa 0,45g; Puong Vién lo X
Hoan sang | quy 0,45g; Bach tat hoan 36 90g. VD-
6 mat 1€ 0,45¢g; Son thu cing | thang TCCS | Hop 20 | 30964- 01
DIABAN | 0,69; Cau ky tir goi; 10 18
0,45g; MAu don bi goi x
0,45g; Phuc linh 9g.
0,45g; Bach thuoc
0,45g; Thach quyét
minh 0,69.
6. Cong ty dang ky: Cong ty TNHH Nam Dwgc
(P/c L6 M13 (C4-9), KCN Hoa Xa, phwong My Xa, thanh phé Nam Dinh,
tinh Nam Dinh)
6.1. Nha san xuat: Cong ty TNHH Nam Dwoc
(Plc Lo M13 (C4-9), KCN Hoa Xa, phwong My Xa, thanh phé Nam Dinh,
tinh Nam Dinh)
Stt | Tén thuéc Thanh phan Dang | Tudi | Tiéu | Quy S6 | Sélan
chinh - Ham bao | the |chuan| cach | ding | gia
lwgng ché déng Ky han
goi
0,4g cao kho tuong
duong voi 1,999
duoc liéu bao gom: Hép 1
Bach truat 0,350g; | Vién ,_'p .
Bach linh 0,235g; | nang | 36 vi; Svi; | VD-
o ; Ll B > | TCCS | 5vi; 10 | 28579-
baitrang | Nhuc dau khau| cang | thang vix 10 17 01
7 khang 0,235g; Tran bi vien
0,235¢; Mac '
huong 0,115g;
bang sam 0,115¢;




Mach nha 0,115g;
Son tra 0,115g;
Hoai son 0,115g;
Sa nhan .0,115g;
Than khic 0,115g;
Cam thao 0,070g;
Hoang 1ién 0,060g.

Moi- 100 ml siro
chira cac chét chiét
duogc tir duoc liéu
tuong duong cac

. A Hop 1
duoc liéu: Hoang _ lo X VD-
8 Thangap |Kky 1.4,5g; S_inh dia-l Siro 3:6 TCCS lOme; 28580-
NamDuoc | 9,59; A giao 9g; thang 195ml 17 01
Mach mon 7g; '
Cam thao 7g, Tran
bi 7g; Ngii vi tu
5,75g; Nhan sam
5¢g; Chi xac 5g.
Mbi 60 ml siro
chtra cac chat chiét Hop 1
Thude h duogc tur duoc liéu Si 36 lo X 31/4?_2
9 Na;"]gugc tuong dwong: Ty| ~'° thang | TCCS | Boml: | %0 "ot
"~ | ba diép 18g; Cat 100ml;
canh 2,7g; Xuyén 125ml.
bdi miu 2,7g.
7. Cong ty ding ky: Cong ty TNHH dwoc pham Nhat Nhat
(P/c: Cum cong nghiép Lién Hung, ap Binh Tién 2, xd Birc Hoa Ha, huyén Pic Hoa,
tinh Long An)
7.1. Nha san xuat: Cong ty TNHH Dwoc pham Nhat Nhat
(P/c: Cum cong nghiép Lién Hung, ap Binh Tién 2, huyén Buc Hoa, tinh Long An)
Stt| Tén Thanh phan chinh - | Dang | Tuéi | Tiéu | Quy S6 | Sélan
thudc Ham lwong bao | tho |chuan| cach | diang | gia
ché déng ky han
goi
Hop 2
Cao kho hén hop duogc vi; 3 vi;
licu 672 mg (tuong 10 vi X
Hoat duong V(.S’i,: Du’o;ng quy 3 10 yién. VD-
10 UV 1500 mg; Ich mau 1500 | Vién 36 Hop 1 01
uyéet . < _ . . TCCS 25956
nhat nhat | M8 Ng@ tat 1500 mg; | nen | thang |9AX 30 16
Thuc dia 1500 mg; vién; 60
Xich thugc 750 mg; Vién;
Xuyén khung 750 mg). 100
vién,




8. Cong ty ding ky: Cong ty c6 phan dwgc pham OPC

(P/c: S6 1017 Hong Bang, Phwong 12, Qudn 6, Thanh phé Hé Chi Minh)
8.1. Nha san xuat: Chi nhanh céng ty cé phan dwoc pham OPC tai Binh
Dwong - Nha may dwgc pham OPC

(D/c: S6 09/PX04-TH, 167, khu phé Tdan Héa, phwong Téan Vinh Hiép,

th; xa Tan Uyén, tinh Binh Duong)

Stt| Ténthudéc | Thanh phanchinh- |Dang | Tuéi | Tiéu | Quy S6 Sé
Ham lwong bao | the |chuan| cach | diang | lan
ché déng ky | gia
goi han
Cao dic quy vé khan
263mg tuong duong
voi: Kim ngan hoa
267mg; Lién kiéu R
Ngan kidu | 28/mg:  Bac - haj .., \Fxllo%é VD
11 gidi doc 160mg; Kinh gioi nang 36 TCCS vi;<10 25221- | 01
Favomin 107mg; Pam dau si cimg thang vien 16
133mg; Nguu bang tir '
160mg; Céat canh
160mg; Bam tric diép
107mg; Cam thao
133mg.
9. Cong ty dang ky: Cong ty TNHH Van Xuan
(P/c: S6 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
(P/c: Puong sé 3, cum cong nghiép Lién Hung, ap Binh Tién 2, xa Puc 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 dong ky gia
goi han
Cao khd hon hop duoc
licu 2,4g, tuong
. duong voi Diép ha A
12 Diép ha chdu 10g; Tam that| Thudc| 36 Hop 20 vD- | 01
chau Van e . _ z g TCCS | gobix
XUAN 5¢; Kim ngan hoa 2g; | com | thang 10g. 20579-
Cam thao 2g; Thao 18
quyét minh 5g; Clc
hoa vang 1g.




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

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

10.1. Nha san xuit: Cong ty TNHH MTV dwoc pham Phwéc Sanh Pharma

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

Stt| Ténthuéc | Thanhphan chinh - | Dang | Tudi | Tiéu | Quy Sé S6
Ham lwong bao | the |chuin| cach | diang | lan
ché déng ky | gia
goi han
MObi 220ml chia dich
chiét tir cac duoc liéu:
Sinh dia 20g; Xuyén
Dudéng nhan khun3go '2OI§’ th}]i(mg C 24 Hop 1 VD
13 | Puongnnan | uy g, Sach tuoc ) 180 | 2% | roes | chaix | 24624- | 01
to 20g; Huyen sam 30g; | long | thang 220ml 16
Ha thu 6 do 15g; Cdc '
hoa 15g; Tho phuc
linh 30g; Ha khé thao
30g; Cam thao 10g.
Mbi 120ml chia dich
chiét tir cac duoc liéu:
Sinh dia 18g; Lién Hop 1 VD-
Phudc San’h nhuc 11g; Sa nhan| Cao 24 TCCS chai X 24625-
14 kiennhito | 10g; Bang sam 18g; | long |thang 120ml; 16 01
Tran bi 17g; Son tra 160ml.
10g; Hoang ky 18g;
Bach truat 18g.
Bot duoc liéu 280mg
tuong duong: Kim
ngan hoa 200mg; Cat
canh 80mg va 80mg
cao kho hdn hop duoc
liu quy vé kho (ty lé Hop 3
cao hdn hop quy Vvé| .. vi x 10
15 | Ngan kidu | kho sovéi duoclicula| V" | 24 vien. | YD | o
e an | nang . TCCS 29529-
giaidoc | 1/10) tuwong duong: cing thang Lo 30 18
Lién kieu 200mg; vién; 60
Cam thao 100mg; vién.

Nguu bang tir 120mg;
bam tric diép 80mg;
Pam dau xi 100mg;
Bac ha 120mg; Kinh
gigi 80mg.




M6i 15ml chira: Kim HoD 1
ngan hoa 2,6g; BOoi P
. LY chai x
mau 1,8g; Thién hoa 15m:
... ... | phan 1,8g; Cam thao ; VD-
16 t%'j'br;?l'fé 1,05g: Phong phong E)?]?; th%f]g TCCS il%%”i'z' 20528- | 01
" 11,29; Bac ha 2,8¢; T 18
1A chai x
Tran bi 1,8g; Cuong 2oml
tam.1,05g; Thién trac '
hoang 0,9g.
Bot duoc ligu 360mg
(twong duong voi
Phuc linh  180mg; Hop 3
Mau don bi 180mg) vi X 10
va 114mg cao honhop | Vién vién. VD-
: duogc liéu quy vé khd | nang | 24 Hop 1
17 Lucvi (ty 1€ 1/10) (twong| cuang |thang TCeES lo x 30 301137' 01
duong véi Thuc dia vién; 60
480mg; Son thu Vvién.
240mg; Hoai son
240mg; Trach ta
180mg).
11. Cong ty ding ky: Cong ty c6 phan dwec pham An Thién
(D/c: S6 314 Béng Sao, Phwong 5, Qudn 8, Thanh phé Hé Chi Minh)
11.1. Nha san xuit: Cong ty c6 phan dwec pham An Thién
(P/c: Lo C16, dwong sé 9, khu cong nghiép Hiép Phuréc, x& Hiép Phuor,
huyén Nha Bé, Thanh phs Hé Chi Minh)
Stt| Ténthuoc | Thanh phan chinh - | Dang | Tuéi | Tiéu | Quy S6 S6
Ham luong bao | the |chuan| cach | diang | lan
ché dong ky gia
goi han
Thuc dia 1,6g; Hoai
son 0,8g; Son thu Hoan | 24 Hop 10 | VD-
18 | AT Lucvi |0,8g; Mau don bi mém | thang TCCS | viénx | 24126- | 01
0,69; Bach linh 0,6g; 9g. 16

Trach ta 0,69.




12.Cong ty diang ky: Cong ty c6 phan dwec pham Trung Uong 3

(D/c: So 16, dwong Lé Pai Hanh, phwong Minh Khai, quan Hong Bang,
thanh phé Hdi Phong)

12.1. Nha san xuit: Cong ty c6 phan dwoc pham Trung Uong 3

(D/c: S6 28, dwong 351, thdn Quynh Hodng, xid Nam Son, huyén An Dwong,
thanh phé Hdi Phong)

Stt| Ténthuéc | Thanh phan chinh- | Dang | Tudi | Tiéu | Quy S6 S6
Ham hrong bao | tho |chuan| cach | ding | lan
ché dong ky | gia
goi han
Cao dac Diép ha chau Hop 3
dang 300mg (twong | Vién 36 vi- B Vi VD-
19 | Hakobonaton | duong Diép ha chau | nang . TCCS ’ 25813- | 01
P A . thang x 10
dang 1,59); Di¢p ha | cing vian 16
chau dang 200mg.
13.Cong ty dang ky: Cong ty c6 phan dwec pham Bong Sen Vang
(P/c: S6 16, LK6B-C17 Bg Cong An, khu do thi Mé Lao, phwong Mg Lao,
qudn Ha Péng, thanh pho Ha Noi)
13.1. Nha san xuit: Co sé san xuit thuéc YHCT Bao Phwong
(P/c: Thdn Théang Pau, xa Hoa Thach, huyén Quac Oai, Thanh phé Ha Ngi)
Stt| Ténthudc | Thanh phan chinh- | Dang | Tuéi | Tiéu | Quy S6 S6
Ham luong bao | the |chuin| cach | ding | lan
ché déng ky | gia
goi han
Chai 120 ml cao long
chtra: Pao nhan 30g;
Hong hoa  30g;
;. |DPuong quy 36g; n V28-
20 I—loat huyet Xuyén khung 30g;| Cao | 36 Hop 1 H12- | 01
théng mach - | <, e . , TCCS lo X
BSV chh thuoc 309, Sinh | long | thang 120ml. 16
dia 36g; Chi xac 30g;
Sai ho bic 30g; Cét
canh 18g; Cam thao
9g.




14.Cong ty ding ky: Cong ty co phan Traphaco ,
(D/c: So 75, pho Yeén Ninh, phuong Quan Thanh, qudn Ba Dinh, Thanh pho Ha Noi)
14.1. Nha san xuat: C6ng ty co phan cbng nghé cao Traphaco

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

Stt| Ténthudc | Thanhphan chinh- | Dang | Tudi | Tiéu | Quy S6 S6
Ham lwong bao | the |chuin| cach | diang | lan
ché déng ky | gia
goi han
Ph4 cb chi 1,2g; Nhuc
‘ dau khau 0,6g; Ngii | Vién ” Hop 10 | VD-
21 | Ta than hoan | vi tr 0,69; Ngo6 thu du | hoan théng TCCS| goix | 18826-| 01
0,3g; Can khuong | cung 5Q. 13
0,22¢; Pai tao 1,8g.
15.Cong ty diang ky: Cong ty c6 phan cong nghé cao Traphaco
(D/c: Xa Tan Quang, huyén Van Lam, tinh Hung Yén)
15.1 Nha san xuat: Cong ty cé6 phan céng nghé cao Traphaco
(P/c: Xa Tan Quang, huyén Van Lam, tinh Hung Yén)
Stt| Ténthudc | Thanh phan chinh- | Dang | Tuéi | Tiéu | Quy S6 S6
Ham luong bao | the |chuin| cach | ding | lan
ché déng ky | gia
goi han
Tai 5 g hoan cang:
boc hoat 0,6g; Tang
ky sinh 0,4g; Phong
phong 0,4g; Tén giao
0,49; Té tan 0,49; Hap 10
QUe chi 0,45; Nguu tai- 20 VD-
boc hoat | tat 0,4g; Bo trong| Hoan | 36 TCCS '[l:I,i | 26060- 01
22 | tang kysinh | 0,4g; Duong quy | cung |thang 250 17
0,4g; Bach thuoc ég ’

0,4g; Cam thao 0,4g;
Xuyén khung 0,4g;
Sinh dia 0,4g; Pang
sam 0,4g; Phuc linh
0,4q9.

10




23

Dudng cbt
hoan

Tai 5g hoan cang
chira: Bot hon hop
dugc lieu 4,22¢
(twong duong 4,65g
dugc liéu bao gom:
Hoang ba 2,4g; Tri
mau 0,3g; Tran bi
0,6g; Bach thuoc
0,6g; Can khuong
0,15g; Thuc dia
0,6g); Cao xuong hon
hop 0,759 (bao gom:
Xuong dau; Cang chi
trudc, sau cua dong
vat: Trau, bo, ngua).

Hoan
cung

36
thang

TCCS

Hop 10
tui; 20
tUi X

2,50;

VD-
17817-
12

01

11




PHU LUC 11

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 - PQT 08
(Ban hanh kém theo Quyet dinh so. ....... /OD-YDCT ngay .....[....[........ )

1. Cong ty diing ky: Cong ty c6 phan dwgc pham Xanh (GRP)
(D/c: S6 695, L& Hong Phong, Phurong 10, Qudn 10, Thanh phé Hé Chi Minh)
1.1. Nha san xuat; Chi nhanh Cong ty TNHH dwoc pham Sai Gon tai tinh
Binh Duwong (SAGOPHA)
(P/c: S6 27 VSIP, dwong 6, khu cdng nghiép Viét Nam - Singapore,
phuong An Pha, thanh phé Thudn An, tinh Binh Diwrong)

Stt| Tén . | Thanhphanchinh | Dang | Tuéi | Tiéu | Quy S6 | Sélan
thuoc - Ham lwong bao tho |chuan| céach dang gia
che doéng goi ky han
Cao hon hop duogc
licu quy vé kho
300mg (Hy thiém
800mg; Tho phuc A ..
linh 400mg; Ha tha 6 Hop 3 Vi
Vvien |do ché  400mg; L0 vi x
© © - g", Vién 10 vién. VD- 01
phong | Thuwong nhi tu 36 A
1 P ; \ , | nang . TCCS| Hopl | 28156-
thap - |400mg; Phong Ky . thang ;
_ R cung chai x 30 17
GRP | 400mg; Thién nién o
o ) i vién; 100
kién 300mg; Huyeét vien

giac 300mg; Duong

quy 300mg; Tam
that 100mg); Bt
tam that 50mg.

12




2. Cong ty diang ky: Cong ty cé phan dwoc Phuc Vinh
(D/c: L6 CN4-6.2, khu cdng nghiép Thach Thdt - Quac Oai, xa Phiing X4,
huyén Thach That, Thanh phé Ha Ngi)
2.1. Nha san xuat: Coéng 'ty cé phan dwec Phic Vinh
(D/c: L6 CN4-6.2, khu cdng nghiép Thach Thdt - Quac Oai, xa Phiing X4,
huyén Thach That, Thanh phé Ha Ngi)

Stt| Tén | Thanh phanchinh | Dang | Tudi | Tiéu | Quy S6 | Sélan
thudc - Ham lwong bao | the |chuan| céch ding | gia
ché dong goi ky han
Cao ré DPinh ling
150mg  ((d6 am
roat | 20%0) twong 191 vign Hop5vi | VD- | o1
o | fuyet 1500mg re. Db, | 30 f1ces| x20 | 26329-
dudng |lang); Cao kho la duong thang vien 17
ndo PV | Bach qua 20mg ((d0 '
am 5%) tuong (ng
300mg la Bach qua).
0,42g cao duogc liéu
tuong UNg VoI
1680mg duogc liéu:
Kim ngén hoa
300mg; Lién kiéu Hop 3 vi:
Ngan |300mg; Bac ha| Vién 36 5 vis 10’ VD-
3 | kidu giai | 180mg; Cat canh| nang thang | TCCS | o' 10 | 26330- 01
doc PV | 180mg; Nguu bang | ciing g Vien 17

tr 180mg; Pam dau
xi 150mg; Cam thao
150mg; Kinh gidi
120mg; Pam trlc
di¢p 120mg.

13




3. Cong ty ding ky: Cong ty o phan Dugc pham Yén Bai
(D/c: So 725, Puong Yén Ninh, phwong Minh Tan, thanh pho Yén Béi, tinh Yén Bai)

3.1. Nha san xuat: Cong ty c6 phan Dwoc pham Yén Bai

(D/c: S6 725, Puong Yén Ninh, phirong Minh Tan, thanh phé Yén Bai, tinh Yén Bai)

Stt

Tén
thuoc

Thanh phan chinh
- Ham lwgng

Dang
bag
che

Tudi
tho

Tiéu
chuan

Quy
cach
dong goi

S6
dang
ky

S6 lan
gia
han

MOi chai 125ml siro
chira cac chét chiét
dugc tu dugc liéu
tuong duong: DPang
sam 7g; Bach truat
11g; Bach linh 6g;
Cam thao 10g; Thuc
dia 4g; Lién nhuc 4g;
bai tdo 4g; Gung
tuoi 1g.

Siro

36
thang

TCCS

Hop 1
chai x
125ml.

VD-
28157-
17

01

Phu
huyét
khang

Cao khdé hén hop
dugc ligu 0,189
(tuong duong: Pang
sam 0,17g; Tran bi
0,09g; Bach thuoc
0,17g; Xuyén khung
0,12g9; Phuc linh
0,12g; Bach truat
0,17g; Cam thao bic
0,09g; Huong phu
0,17g); Bot dugc
licu: DPuong quy
0,12g; Sinh dia
0,12g.

Vién
nang
cing

36
thang

TCCS

Hop 5 vi
x 10
Vién.

VD-
29244-
18

01

Siro
Cam
Xuyén
huong

Mbi 60 ml siro chira
cac chat chiét duoc
tr duoc liéu tuong
duong: Cat canh 6g;
Kinh gioi 6g; Tu
uyén 6g; Béach bo 6g;
Xuyén khung 6g;
Huong phu 6g; Cam
thao 3g; Tran bi 3g.

Siro

36
thang

TCCS

Hop 1
chai x
60ml.

VD-
29245-
18

01

14




La khoi 160mg; O
tic cot 120mg; cao
khd Khd sdm 24mg
(twong duong duogc
liéu Khd'sam 0,12g);

. A 2 Vien Hop 10 | VD-
7 | Folitat fcao ko Da cam| n00 | 36 Freog| vix10 | 20242- | 01
daday |24mg (twong duong . thang o
. 2 cung vien. 18
duoc liéu Da cam
0,12g); cao khd Co
han the 24mg (tuong
duong duoc liéu Co
han the 0,129).
4. Cong ty ding ky: COng ty co phan dwgc quoc té Tung Lc
(D/c: Thon Ngoc Lich, xa Trung Trac, huyén Van Lam, tinh Hung Yén)
4.1. Nha san xuat: Cong ty cd phan dwec quoc té Tung Loc
(D/c: Thon Ngoc Lich, xa Trung Trac, huyén Van Lam, tinh Hung Yén)
Stt| Tén | Thanhphanchinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thuoc - Ham lwong bao tho |chuan| céch ding gia
che déng goi Ky han
8 mNgggﬁ Bot nghé wvang| Vién 36 Hopllo | VD- 01
1ONG | 150mg;  Mat ong| hoan |,°° | TCCS| x50g; | 28533-
Tung ) thang
Loc 65mg. cung 100g. 17

15




5. Cong ty ding ky: Cong ty TNHH dwgc pham Hoa Linh o
(D/c: B19 D6 Khu do thi mdi Cau Giay, phwong Dich Vong, quan Cau Giay,
Thanh phd Ha Ngi)

5.1. Nha san xuat: Céng ty TNHH dwgc pham Hoa Linh

(D/c: L6 B3, Cum cdng:nghiép thi tran Phung, huyén Dan Phuong, Thanh phé Ha Néi)

Stt| Tén | Thanhphanchinh | Dang | Tudi | Tiéu | Quy S6 | Sélan
thuéc - Ham lwong bao | the |chuan| céch ding | gia
ché dong goi ky han
60ml dich chiét hdn
hop duoc liéu
(1,35:1) tuong
An than | duong véi: Toan tao Cao 24 Hopl | VD-
9 Hoa nhén 23g; Lién tém long | thang TCCS | chaix | 28434- 01
Linh | 23g; Thao quyet 125ml. 17
minh 10g; Dang tam
thao 10g; Lac tién
15¢.
6. Cong ty diing ky: Cong ty cé6 phan dwgc pham OPC
(P/c: §6 1017 Hong Bang, Phwong 12, Qudn 6, Thanh phé Hoé Chi Minh)
6.1. Nha san xuat: Chi nhanh cong ty cé6 phan dwgc pham OPC tai Binh
Dwong - Nha may dwgc pham OPC
(P/c: S6 09/PX04-TH, 16 7, khu phé Tan Hoa, phiong Tan Vinh Hiép, thi xa
Tan Uyén, tinh Binh Duong)
Stt| Tén | Thanh phanchinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thudc - Ham lwong bao | the |chuan| céch ding | gia
ché doéng goi Ky han
Cao dac Actisd
(twong wng VoI
Actiso 400mgQ)
40mg; Cao dac Bim
bim bigc (twong Ung |\ ;s Hop5vi| VD- | o1
: .. | vai Bim bim biéc 36
10 | Liverbil _ nang . TCCS| x10 23617-
400mg) 40mg; Cao , thang "
cung vien. 15

dic Rau dang dat -
Diép ha chau (tuong
g voi Rau dang dat
400mg, Diép ha chéu
400mg) 80mg.
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Cao khd hdn hop
320mg tuong - ung

vai: Actiso «400mg; | Vién 36 Hop2vi | VD- 01
11 | Liverbil |Bim  bim  biéc| nang théng TCCS| x10 23618-
400mg; ~Rau dang| mém vién. 15
dat 400mg; Diép ha
chau400mg.
Cao dac 150mg
(twrong tng voi: Dai
hoang 255mg; Phan
Vién |ta digp 127,5mg; Vién Hop5vi | VD-
nhuan |Bim  bim  biéc| 36 P o VI
12 trang |127,5mg; Chi xac nerrll_bao thang TCCS | x10 | 24818- o
OP.Liz |30,75mg); Bot min| PO VIen. 16
cao Mat heo
127,5mg; Bot min
Chi xac 33mg.
7. Cong ty dang ky: Cong ty TNHH Pong Dwoc An Triéu
(P/c: $6 78 Dinh Phong Phii, Khu phé 2, phuong Tiang Nhon Phii B, thanh phé
Thu Pirc, thanh phé Ho Chi Minh)
7.1. Nha san xuat: Céng ty TNHH Pong Dwoc An Triéu
(D/c: s6 2, L6 C1-1/X9, dwong D4, KCN Tan Phi Trung, x& Tan Phi Trung,
huyén Cui Chi, thanh phd Hé Chi Minh)
Stt| Tén | Thanh phanchinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thudc - Ham lwong bao | the |chuan| céch ding | gia
ché doéng goi ky han
Hop 1
Mbi chai 60 ml chira gtaal IX
dich chiét tr: Dinh m.
, huong 4,50g; Qué 100ml,
Con xoa A s 150ml
13 | bopda | VO than, Vo canh) | a4 (logivan | .27 | o1
d 3,60g; Dai hoi 2,70g; X . TCCS : 30061-
ung An N | thuoc | thang xit).
Triey Nhii huong 2,34g; Hop 1 18
: Mot dugc  2,160; chai
Huyet giac 1,80g; 50ml
Bac ha 0,90g. g
(loai nap
thuong).
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8. Cong ty ding ky: Cong ty TNHH MTYV Dwoc pham Phwéc Sanh Pharma

(D/c: S0 272 C, khu 3, th tran Dirc Hoa, huyén Dirc Hoa, tinh Long An)
8.1. Nha san xuat: Cong ty TNHH MTV Dwgc pham Phuéc Sanh Pharma
(D/c: So 272 C, khu 3, thi tran Purc Hoa, huyén Durc Hoa, tinh Long An)

Stt| Ténthuéc | Thanh phan Dang | Tudi | Tiéu | Quy S6 | Sélan
chinh - Ham bao | the |chuan| céch ding | gia
lwong ché dong goi ky han
Mbi  120ml cao
long chua dich Hop 1 VD-
14 | phusacim | St 1 cde duoc L2035 | reeg | CRAUX 1400, | 01
iéu: Huong phu| long | thang 120ml; 18
30g; Ngai cuau 180ml.
24g; Ich mau 96g.
Cao hon hop dugc
lisu quy vé khd Hop 3 vi
125mg (ty 1€ cao x 10
hén hop quy vé| Vién 36 vién. VD-
15 | Desmodips | khé so vd&i dugc | nang than TCCS | Hop1lo | 31003- | 01
liéu 12 1/16) twong | ctng g x 30 18
duong véi Kim vién; 60
tién thao 1000mg; vién.

Rau ngd 1000mg.
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9. Cong ty dang ky: Cong ty TNHH Nam Dwgc

(P/c: L6 M13 (C4-9), KCN Hoa X4, phirong My X&, thanh phé Nam Pinh,
tinh Nam Djinh)
9.1. Nha san xuat: Céngty TNHH Nam Dwoc
(D/c: L6 M13 (C4-9), KCN Hoa Xé, phweong My X4, thanh phé Nam Dinh,

tinh Nam Djinh)
Stt| Tén | Thanhphanchinh | Dang | Tuéi | Tieu | Quy S6 | Sélan
thuoc - Ham lwong bao tho |chuan| céach ding gia
che dong goi ky han
Cao kho PBuong quy
0,3g (tuong duong A o ..
2 X . A Vién Hop 3vi;| VD-
16 | Bohuyet | voi 1,3g duoc licu| 0| 36 | rons | 5yix10 | 20530-
ichndo |Puong quy); Cao| _, thang ] 01
N . | cung vién. 18
khé 14 Bach qua
0,04g.
10. Cong ty diang ky: Co s6 san xuat thuéc YHCT Béo Phuong
(D/c: Thon Thang Bau, xa Hoa Thach, huyén Quoc Oai, Thanh pho Ha Ngi)
10.1. Nha san xuat: Co sé san xuat thuoc YHCT Béo Phuong
(D/c: Thon Thang Pau, xa Hoa Thach, huyén Quoc Oai, Thanh pho Ha Néi)
Stt| Tén | Thanhphanchinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thuoc - Ham lwong bao tho |chuan| céch ding gia
che doéng goi Ky han
Thuc dia 2g; Son thu
. lg; Hoai son lg; o
VIEN | pon bi 0.75g; Phuc | Vién Hop 1lo
17 | shng mat | .. _ \ N 36 x 30 V172-
) linh 0,75g; Trach ta| hoan . TCCS | ..
Bao . . . thang vién; 60 | HO6-19 | 01
0,75g; Cau ky tu| cung o
Phuong vien.

0,75g; Cdc hoa

0,75g.
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Hop 1 lo

18 ;1%?% Hy thiém 5g: Thién ngﬂ 36 |reog| X30 | Va2 | o1
J nién kién 0,25¢. ) thang vién; 50 | H12-16
thap cang .
vién.
11. Cong ty diang ky: Cong ty cé phan dwoc vt tw y té Hai Dwong
(P/c: S6 102 Chi Léng, phwong Nguyén Trai, thanh pho Hdai Duwong, tinh Héi Dirong)
11.1. Nha san xuit: Nha may HDPHARMA EU - Cong ty cé phan dwgc Vit tw
y té Hai Dwong
(Brc: Thira ddt sé 307, cum cdng nghiép Cam Thuwong, phwong Cam Thirong,
thanh phé Hdi Duong, tinh Hdi Durong)
Stt| Tén | Thanh phanchinh | Dang | Tudi | Tiéu Quy S6 | Sélan
thudc - Ham lwong bao | the |chuian| céch ding | gia
ché dong goi ky han
Mbi 10ml chira: 5,2
ml Dich chiét dugc
licu 2:1 (tuong Hop 1
duong 10,4g duoc chai x
litu bao gém: Pang 60ml;
B4 & sam 1,;g; Bach truat Siro 36 100ml. VD-
19 HDY 12g; ¥ di 1,2g; Lién | e |y | TCCS | HOp10 | 30643- | 01
nhuc 1,2g; Hoai son ong; 20 18
1,29: Cat cénh 1,2g; éng: 30
Cam thao 0,6g; Sa éng x
nhan 0,8g; Tran bi 10ml.
0,6g; Bach linh 0,8¢;
Mach nha 0,49)
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