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QUYET PINH

Vé viéc ban hanh Danh muc 23 thudc dwoc liéu san xuit trong nwéc
dwgc gia han giay dang ky luu hanh tai Viét Nam - Dot 190

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Bé Y té;

Cdan cir Quyét dinh sé 1969/0P-BYT ngdy 26/4/2023 ciia Bé trudng Bé Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duge
thuéc Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng Bé Y té
quy dinh vi¢c dang ky heu hanh thudc, nguyéen li¢u lam thuoc

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky luu hanh thude,
nguyén liéu lam thuoc - B Y té dot 190 tai Cong van s6 104/HPTV-VPHD ngdy
12/12/2023 cua Van phong Hoi dong tw van cdp GPKLH thudc, nguyén liéu lam
thuoc,

Theo dé nghi ciia Trudng phong Ping ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muyc 23 thudc san xuét trong
nuoc dugce gia han giéy dang ky luu hanh tai Viét Nam hiéu luc 5 nam - Dot 190 (Phu
luc kém theo).

Piéu 2. Co so san xuét va co so ding ky thude c6 trach nhiém:

1. San xuat thudc theo ding cac ho so, tai liéu da ding ky v6i Bo Y té va phai
in s6 dang ky dugc Bo Y té Viét Nam cép 1én nhan thudc.

2. Thuc hién viéc cap nhat tiéu chuan chat luong cua thudc theo quy dinh tai
Théng tu s 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bé Y té quy dinh vé
chat luong thude, nguyén liéu lam thudc.

3. Thudc duogc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop ho so cap nhat ndi dung nhan thudc, to huéng dan st dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té thi phai thuc
hién cip nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duoc gia han gidy dang ky luu hanh.

4. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay do6i vé noi dung hanh chinh (bao
gdm ca mau nhin va to huéng dan su dung thudc) phai san xuit va luu hanh voi cac
ndi dung da dugc phé duyét thay d6i trong ho so gia han.

5. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cta gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay doi co s¢ dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi



han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

6. Co s& san xuét thudc phai bao dam cac diéu kién hoat dong cia co sé san
xudt trong thoi han hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude.

7. Céc thuoc duogc gia han gidy dang ky Iuu hanh tai Quyet dinh nay duogc tlep
tuc su dung so dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tur
ngay dugc cap sd ding ky gia han theo quy dinh tai Phu lyc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s san xuét va co s& dang ky co thude tai Diéu 1 chiju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Piéu 4;

- BT. Pao Hong Lan (dé b/c);

- TT. B Xuan Tuyén (dé b/c);

- Cuc Quany-Bo Quéc phong, Cuc Y té - BO Cong an;
- Cuc Y t& GTVT - Bo Giao thong vén tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém xa h¢i Viét Nam; T & \
“B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cuwong
Bo, Vin phong HDTV cap GPKLH thube, NLLT;

- Vién KN thuée TU, Vién KN thuc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién co givong bénh truc thugec BO Y té;

- Trung tAm mua sam tap trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, DKT (C.H) (02b).




Phu lucI

DANH MUC 23 THUOC DUQC LIEU SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 190

/OD-QLD ngay 31 thang 01 nam 2024
cua Cuc Quan ly Duoc)

(Kém theo Quyét dinh s6 93

STT| Ténthuoc |Hoat chit chinh | Dang bao | Quy cich déng géi| Tiéu Tudi S6 ding ky S6 1an
- Ham luwgng ché chuén tho gia han gia han
(thang) | (S6 ding ky
da cip)
) ) 3) (4) () (6) (") (8) (9)

1. Co sé diang ky: Cong ty Co ph?ln BV Pharma (Pia chi: S6 18 Puong Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, huyén
Cu Chi, Thanh phé H6 Chi Minh, Viét Nam)
1.1. Co s& san xuét: Cong ty TNHH Duwoc phlem BV Pharm (Dia chi: S6 18 Puong Lé Thi Soc, Ap 2A, Xa Tan Thanh
Tay, huyén Cu Chi, Thanh phd Ho Chi Minh, Viét Nam)

1 |Cao kho Chudi |Chudi hot Nguyén Tui 50g; Tui 100g; NSX 48 893500041024 1
hot (1:20) (Semen Musae  |liéu lam Tui 200g; Tai (VD-26652-17)
brachycarpae) |[thudc 500g; Tui 1kg; Tui
1000g/50g cao 5kg; Tui 10kg; Tui
kho 15kg
2 |Cao khé Huong phu Nguyén Tui 50g; Tui 100g; NSX 48 893500041124 1
Huong phu (Rhizoma liéulam  |Tui 200g; TUi (VD-26653-17)
(1:20) Cyperi) thude 500g; Tui 1kg; Tui
1000g/50g cao 5kg; Tui 10kg; Tui
kho 15kg
3 |Caokhd kim  |Kim tién thao Nguyén Tui 5kg; Tui 10kg; NSX 36 893500041224 1
tién thao (Herba liéulam  |TUi 15kg (VD-22718-15)
(1:12,5) Desmodii thude
styracifolii)
62,5kg/5kg Cao
khé kim tién thao
4 |Caokhd La La sen (Folium [Nguyén Tui 50g; Tui 100g; NSX 48 893500041324 1
Sen (1:12,5) Nelumbinis liéu lam Tui 200g; Tai (VD-26655-17)
nuciferae) thude 500g; Tui 1kg; Tui
6259/50g cao khé 5kg; Tui 10kg; Tui
15kg
5 |Cao khé Niuc  |Nuc nac (Cortex [Nguyén Tui 50g; Tuai 100g; NSX 48 893500041424 1
nac (1: 14,3) Oroxyli) liéulam  |Tai 200g; Tui (VD-26658-17)
7159/50g cao khd|thudc 500g; Tai 1kg; Tui
5kg; Tai 10kg; Tai
15kg
6 |Cao khoé Ngai |Ngai clru Nguyén Tui 50g; Tuai 100g; NSX 48 893500041524 1
ctru (1:12,5) (Herba liéulam  |Tai 200g; Tui (VD-26656-17)
Artemisiae thude 500g; Tui 1kg; Tui
vulgaris) 5kg; Tai 10kg; Tai
6259/50¢g cao kho 15kg
7 |Cao kho Nhan |Nhan tran Nguyén Tai 50g; Tui 100g; NSX 48 893500041624 1
tran (1: 14,3)  |(Herba liéulam  |Tai 200g; Tui (VD-26657-17)
Adenosmatis thude 500g; Tai 1kg; Tui

caerulei) 715g/
50g cao khé

5kg; Tui 10kg; Tui
15kg
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STT| Ténthuoc |Hoat chitchinh | Dang bao |Quy cich déng géi| Tiéu | Tudi S6 dang ky | SO lan
- Ham lwgng ché chuin tho gia han gia han
(thang) | (Sb ding ky
da cip)
(1) (2) 3) (4) (5) (6) (7) (8) (9)
8 [Caokh6éRau [Rau méa (Herba |Nguyén Tui 50g; Tui 100g; NSX 36 893500041724 1
ma (1: 8,33) Centella liéu lam Tai 200g; Tai (VD-26659-17)

asiaticae) thude 500g; Tui 1kg; Tui
416,59/50¢g cao 5kg; Tui 10kg; Tui
kho 15kg

2. Co s¢ diang ky: Cong ty cd phan cong nghé cao Traphaco (Pia chi: Xa T4an Quang, huyén Vin Lam, tinh Hung Yén,
Viét Nam)
2.1. Co sé san xuat: Cong ty co phin cong nghé cao Traphaco (Pia chi: X Tan Quang, huyén Van Lam, tinh Hung
Yén, Viét Nam)

9

Tra giing

Ti 3 g chira
Gung tuoi
(Rhizoma
Zingiberis) 1,69

Com tra

Hop 10 Tai x 3g;
Hop 20 Tai x 3g

NSX

36

893200041824
(VD-25081-16)

3. Co sé diing ky: Cong ty c6 phan Dwoc - Vit tw y té Thanh Héa (Dia chi: S6 232 duong Tran Phi, phuong Lam Son,
TP. Thanh Héa, tinh Thanh Héa, Viét Nam)

3.1. Co sé san xuat: Nha may san xuit thudc Pong dwoc - Cong ty cb phan Duwoc - Vit tw y té Thanh Héa (Dja chi:
L6 4-5-6, Khu cong nghiép Tay Bic Ga, phuong Bong Tho, TP. Thanh Hoa, tinh Thanh Hoa, Viét Nam)

10

Bai thach T/H

Cao dic Kim
tién thao (W =
20%) 120mg
(twong tng Kim
tién thao (Herba
Desmodii
styracifolii)
2400mgQ)

Vién nén
bao duong

Hop 1 1o 50 vién;
Hop 1 1o 60 vién;
Hop 1 1o 90 vién

NSX

36

893210041924
(VD-23792-15)

4. Co sé diang ky: Cong ty Co phan Dwgc Lam Pong - Ladophar (Dia chi: 18 Ngé Quyén- Phuong 6 - TP. Pa Lat - tinh
Lam Ddng, Viét Nam)

4.1. Co sé san xuat: Cong ty Cé phan Dwoc LAm Pong - Ladophar (Pia chi: Khu cong nghiép Phti Hoi, huyén Duc
Trong, tinh Lam Pdong, Viét Nam)

Scolymi ) 42g/1g

cao dac

11 [Cao dac Actisd |La tuoi Actisd Nguyén  |Hop 100g; Tui 1kg; | NSX 24 893500042024 1
(Folium liéulam  |Tai 5kg; Tai 10kg; (VD-27722-17)
Cynarae thude Tai 15kg;
scolymi) 35¢/1g Tui 20kg
cao dac

12 |Cao khd Actisd |La twoi Actisd Nguyén Tui 1kg; Tui 10kg; NSX 36 893500042124 1
(Folium lieulam  [TGi 15kg (VD-28804-18)
Cynarae thude

5. Co sé ding ky: Cong ty C6 Phan Dwoc Phadm Ha Tay (Dija chi: S 10A, phd Quang Trung, phuong Quang Trung,
quan Ha Déng, thanh phd Ha Noi, Viét Nam)

5.1. Co sé san xuat: Cong ty C6 Phin Dwge Phim Ha Tay (Dia chi: TS dan phd sb 4, phuong La Khé, quian Ha Pong,
thanh phd Ha Noi, Viét Nam)
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STT| Ténthuoc |Hoat chitchinh | Dang bao |Quy cich déng géi| Tiéu | Tudi S6 dang ky | SO lan

- Ham lwgng ché chuin tho gia han gia han
(thang) | (Sb ding ky
da cip)
1) ) 3) (4) () (6) (") (8) (9)
13 |Hapukgo 40 Cao kho labach |Viénnang [Hép 3 vix 10 vién, | NSX 36 893200042224 1
qua (Extractum |cting hop 10 vi x 10 vién (VD-26821-17)
Folii Ginkgo

siccus ) (twong
duong v6i 9,6mg
flavonol
glycosides) 40mg

6. Co s¢ diang ky: Cong ty Co phian duwgec pham Khang Minh (Pia chi: D19/37K Huong Lo 80, xd Vinh Loc B, huyén
Binh Chénh, thanh phé H6 Chi Minh, Viét Nam)

6.1. Co sé san xuat: Cong ty C6 phan dwgc phim Khang Minh (Dja chi: D19/37K Huong L6 80, xa Vinh Loc B, huyén
Binh Chanh, thanh ph H6 Chi Minh, Viét Nam)

14 |Vién nang linh |Cao kho dugc Viénnang |Hop 1 1o x 60 vién; | NSX 36 893200042324 1
chi liéu 250mg cliing Hop 3 vi x 10 vién (VD-21861-14)
(twong duong
Linh Chi
(Ganoderma)
3000mg)

7. Co sé diang ky: Cong ty c6 phan Dugc vat tw y té Hai Dwong (Dia chi: S6 102, phd Chi Lang, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

7.1. Co sé san xuét: Cong ty cd phan Dwoc vat tu y té Hai Dwong (Dia chi: S6 102, phd Chi Lang, phudng Nguyén Tri,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

15 |Hoat huyét Cao dic Pinh  [Thubc cdm |Hop 25 gbi x 3g NSX 36 | 893200042424 1
dudng ndo TP |lang (10:1) (VD-20303-13)
(Extractum
Polysciacis
fruticosae
spissum)
150mg; Cao
Bach qua
(Extractum Folii
ginkgo siccus)
75mg

8. Co s¢ diang ky: Cong ty ¢6 phan Héa-dwoc pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,
Thanh phé HO Chi Minh, Viét Nam)

8.1. Co s& sin xuit: Cong ty co phan Héa-dwge phim Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,
Thanh phé HO Chi Minh, Viét Nam)

16 |Kim tién thao [Cao kho Kim Viénnén |Hop 5vix 10vién; | NSX 24 893200042524 1
MKP Plus tién thao bao phim  |Hop 1 chai 60 vién (VD-28261-17)
(Extractum
siccum
Desmodii
styracifolii)
300mg twong
duong Kim tién
thao 5,1g
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STT| Ténthuoc |Hoat chitchinh | Dang bao |Quy cich déng géi| Tiéu | Tudi S6 dang ky | SO lan
- Ham lwgng ché chuin tho gia han gia han
(thang) | (Sb ding ky
da cip)
(1) (2) 3) (4) (5) (6) (7) (8) (9)
17 |Toginko Cao kho 1a Bach |Viénnén |Hop 3 vix 10 vién NSX 24 893200042624 1
qua (Extractum |bao phim (VD-29333-18)
folii Ginkgo

siccus) 80mg
(twong duong l1a
Bach qua
2800mg)

9. Co s& diing ky: Cong ty c6 phin Thwong mai Dwgc phidm va trang thiét bi y té Thuan Phat (Dia chi: L6 CN-6, Khu
cong nghiép Phu Nghia, Tién Phuong, Chuong My, Ha N6i, Viét Nam)

9.1. Co s& sian xuit: Cong ty c6 phian Dwge vét tw y té Hai Dwong (Dia chi: S6 102, phé Chi Lang, phuong Nguyén Tri,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

18 [Hoan nghé& mat

ong TP

Ngh¢ (Rhizoma
Curcumae
longae) 1700mg

Vién hoan
cung

Hop 50 goi x 2g;
Hop 1 1o 40g

NSX

36

893200042724
(VD-24468-16)

10. Co sé diing ky: Cong ty CP Dwoc Ha Tinh (Dia chi: S6 167, Puong Ha Huy Téap, Phuong Nam Ha, Thanh Phé Ha
Tinh, Tinh Ha Tinh, Viét Nam)
10.1. Co sé san xuit: Cong ty CP Dwge Ha Tinh (Pia chi: Cum cong nghiép — tiéu thi cong nghiép Bic Cam Xuyén, Xa
Cam Vinh, Huyén Cam Xuyén, Tinh Ha Tinh, Viét Nam)

19 |Sirnakarang F |Cao kho kim tién [Thudc cdm |Hop 10 goi x 6g NSX 36 | 893200042824 1
thao (Extractum (VD-25098-16)
Desmodii
styracifolii)
1,75g tuong Gng
véi 17,5g Kim
tién thao

20 |Vién ging HT |Gung (thanré) |Viénnén |20 vién. Hop2 vix | NSX 36 893200042924 1
(Rhizoma bao duong |20 vién; Hop 5 vi x (VD-23462-15)
Zingiberis) 20 vién; Hop 10 vi
300mg x 20 vién; Hop 5 vi

10 vién; hop 10 vi
10 vién; Hop 1 1o
50 vién; Hop 1 1o
100 vién; Hop 1 1o
200 vién; Hop 1 lo
500 vién

11. Co sé ding ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh phd Ho Chi Minh, Viét Nam)
11.1. Co s6 san xuit: Cong ty TNHH BRV Healthcare (Dia chi: Khu A, S6 18, Pudng s6 09, Ap 2A, Xa Tan Thanh
Tay, Huyén Cu Chi, Thanh phé Ho Chi Minh, Viét Nam)

21 |Diép ha chau-

BRV

Cao kho di¢p ha
chéu (1:6,64)
250mg

Vién nang
cung

Hop 10 vix 10
vién, hop 5 vix 10
vién, hop 1 chai
100 vién

NSX

36

893210043024
(VD-26055-17)

12. Co sé diing Ky: Cong ty TNHH Duwoc pham Fitopharma (Dia chi: 26 Bis/1, khu phd Trung, phuong Vinh Phu, thanh
phé Thuan An, tinh Binh Duong, Viét Nam)
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STT| Ténthuoc |Hoat chitchinh | Dang bao |Quy cich déng géi| Tiéu | Tudi S6 dang ky | SO lan
- Ham lwgng ché chuin tho gia han gia han
(thang) | (Sb ding ky
da cip)
(1) (2) (3) (4) (5) (6) (7) (8) (9)

12.1. Co sé san xuat: Cong ty TNHH Dugc pham Fitopharma (Bia chi: 26 Bis/1, khu phd Trung, phudng Vinh Phu,
thanh phé Thuén An, tinh Binh Duong, Viét Nam)

22 |Che day Cao kho dugce Vién nang |Chai 40 vién; Hop NSX 36 893200043124 1
liéu twong duong |cling 10 vi x 10 vién (VD-23925-15)
135mg; Cheé day
(Herba
Ampelopsis)

1200mg; Bot
min duoc liéu:
Che day (Herba
Ampelopsis)
300mg

13. Co sé diing ky: Cong ty TNHH Duwoc pham Sai Gon (Dia chi: 496/88 Duong Quang Ham, phuong 6, quan Go Vip,
thanh ph H6 Chi Minh, Viét Nam)

13.1. Co sé san xuét: Chi nhanh Cong ty TNHH Dwoc phim Sai Gon tai tinh Binh Dwong (Dia chi: S6 27 VSIP,
dudng sb 6, khu cong nghiép Viét Nam — Singapore, phuong An Phu, thanh phd Thudn An, tinh Binh Duong, Viét Nam)

23 |Sagophytol Cao dac Actiso  |Viénbao |Hop 6 vix 10 vién [NSX 36 893200043224 1
(Extractum duong (VD-27483-17)
Cynarae
spissum) 200mg
(twong duong 2g
Actis0)

Ghi chu:

1. Cdch ghi tiéu chuan chdt lwong thudc tai cot (6):

- Nha sdn xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é ¥ nghia tirong dwong
nhau, ld tiéu chudn chdt lwong thuoc do co sé san xudt xdy dung va deu cé thé dwoc ghi trén nhén thudc.

- Cdch viét tat cdc tiéu chuan chdt lwong dwoc dién: Dwoc dién Viét Nam (DPVN), Duge dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duoc dién Chdu du (EP), Duoc dién Quoc té (IP)...

2. 86 dang ky tai cot (8):

- S6 ddang ky gia han la sé ding ky dwoc cdp theo quy dinh tai Phu luc VI Théng tr 08/2022/TT-BYT ngay 05/09/2022 ciia
B trudng Bé Y té quy dinh viéc dang ky lweu hanh thuoc, nguyén liéu lam thudc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thube dwoc gia han theo quyét dinh
nay.
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