BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap - Tw do - Hanh phuc
Sé: 590 /Qb-QLD Ha Négi, ngay 12 thang 08 nam 2024
QUYET PINH

Veé viée ban hanh Danh myc 08 thudc, nguyén liéu 1am thudc
dwgc cap giay dang ky luwu hanh tai Viét Nam - Dot 204

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwgc s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phu quy
dinh churc nang, nhiém vy, quyen han va co cdu té chire ciia Bé Y té;

Cdan cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 ciia Bo trucng Bo Y té
quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan 1y Durgc
thuéc Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY trucng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén lieu lam l‘huéc

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky lwu hanh thude,
nguyén liéu lam thuéc - B6 Y té dot 204 tai Cong van so 65/HDTV-VPHD ngay
04/7/2024 cua Van phong Hoi dong tw van cap GPKLH thuéc, nguyén liéu lam
thuoc;

Theo dé nghi ciia Truéng phong Dang ky thuée, Cuc Quadn Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 08 thudc, nguyén li¢u
1am thubc duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 204, cu thé:

1. Danh myc 04 thudc, nguyén liéu 1am thude san xuét trong nude duoc cap
gidy dang ky lyu hanh hiéu Iuc 05 nam (Phu luc I kém theo).

2. Danh muc 04 thudc nudc ngoai duge cap gidy ding ky luu hanh hiéu luc
05 nam (Phu luc II kem theo).

Piéu 2. Co sd san xudt va co sé dang ky thude c6 trach nhiém:

1. San xuat thubc, cung cap thudc vao Viét Nam theo diing cac hd so, tai liéu
da dang ky voi BO Y té va phai in hodc dan sb dang ky duoc Bo Y té Viét Nam cép
1én nhan thude.

2. Chép hanh day du phap luat ciia Viét Nam va cac quy dinh ciia BO Y té vé
san xuat, nhap khau thube va luu hanh thudc tai Viét Nam, néu c6 bat ct thay doi gl
trong qua trinh luu hanh thudc & nudc so tai va & Viét Nam thi phai bao cao ngay
cho Cyc Quan Iy Duoc-Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thudc; Thong tu sd 03/2020/TT-BYT ngay
22/01/2020 cta Bo truong BO Y té sira doi, bo sung mot sd diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lwong thubc, nguyén liéu lam thude; Thong tu
s6 38/2021/TT-BYT ngay 31/12/2021 ctia Bo truong Bo Y t& quy dinh vé chat
luong duogc liéu, vi thude cd truyén, thube cd truyén.
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4. Cap nhat nhan thudc, to hudng dan st dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B6 truong B Y té quy dinh ghi nhin
thudc, nguyén liéu lam thudc va to hudng dan st dung thude trong thoi han 06
thang ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thurc thay d6i, bd sung gidy
dang ky luu hanh thude.

5. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap ung du diéu kién hoat dong, co s¢ dang ky phai co trach
nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong tu sb 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 so dang ky thudc phai bao cdo Bo Y té (Cuc Quan Iy Dugc) vé cap
nhat tinh trang dap ung'Thuclunﬂltotsan,xuatcua,co y)san,xuatthuoc nguyen
liéu 1am thudc nude ngoai. Truong hop co so san xuat bi thu hoi gidy phép san Xuét
hoic khong dap tng Thyc hanh tbt san xuat thude, nguyén liéu lam thude ¢ nudc so
tai, co s¢ phai thyc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay co thong
bao cua co quan quan ly co tham quyén nudc so tai theo quy dinh tai diém d khoan
1 Dleu 100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh
chi tiét mot sé diéu va bién phap thi hanh Luat Dugc.

7. Co s san xuat thudc trong nude phal bao dam cac diéu kién hoat dong
clia co sO san xudt trong thoi han hiéu lyc cta gidy dang ky luu hanh thude, nguyén
liéu 1am thudc.

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

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

Noi nhgn: ____ CUC TRUONG
- Nhu Diéu 4; PAG TN

- BT. Pao Hong Lan (dé b/c);

- TT. D3 Xuén Tuyén (dé b/c);

- Cuc Quan y - Bo Qudc phong, Cuc Y té - By Cong an
-CucY té¢ GTVT - B Giao thong van tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bdo hiém xa h¢i Viét Nam; Nt

B3 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra V“ Tuén Cudng
B, Van phong HDTV cdp GPKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thugec BO Y té;

- Trung tam mua sim tap trung thude quoc gia;

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

Website;

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




Phu luc I
DANH MUC 04 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC DUGC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 204

(Kém theo Quyét dinh s6 590 /OP-QLD ngay 12 thing 08 ndm 2024
cua Cuc Quan ly Duoc)
Ao 1c " Tudi
STT Tén thudc Hoat‘chat chinh - Dang bao ché | Quy cach déng goi T'e.ﬁ‘ tho S6 diing ky
Ham lwgng chuan .
(thang)
(1) () ) (4) (5) (6) (/) (8)

1. Co sé ding ky: Cong ty co phin dwoc phim Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phuong My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Viét Nam)

1.1. Co s6 san xuit: Chi nhanh cong ty c6 phan dugc pham Agimexpharm - Nha may san xuat duwgc pham

Agimexpharm (bia chi: L6 C4 KCN Binh Hoa, xa Binh Hoa, huyén Chau Thanh, tinh An Giang, Viét Nam)

1 |Acetakan 40 Cao kho 1a bach qua  |Vién nang Hop 03, 10 vix 10 NSX 36 | 893210722624
(Extractum Folii cing vién, vi nhém - PVC,
Ginkgo siccus) (tuong chira trong tti nhom;
duong vdi 9,6mg Hop 03,10 vix 10
flavonol glycosid) vién, vi nhom - nhém;
40mg Hop 1 chai x 30, 60,
90 vién
2 |Kim tién thao Cao kho Kim tién thao |Vién nang Hoép 3, 6, 10 vix 10 NSX 36 | 893210722724
AGI 400 (Extractum herbae cling vién, vi nhém - PVC,

Desmodii styracifolii
siccum) (tuong duong
v6i 5000mg Kim tién
thao) 400mg

chua trong tui nhom;
Hop 3,6, 10 vix 10
vién, vi nhom - nhom;
Hop 1 chai x 60, 100,
200 vién

2. Co s6 diing ky: Cong ty c6 phin dwoc pham An Thién (Dia chi: 314 Bong Sao, phudng 5, quan 8, Tp.HO Chi Minh,

Viét Nam)

2.1. Co s6 san xuit: Cong ty co phan duwgc phdm An Thién (Dia chi: Lo C16, Puong s6 9, khu cong nghiép Hiép Phudc,
Xa Hiép Phuéc, Huyén Nha B¢, Thanh phd Ho Chi Minh, Viét Nam)

3 |A.T Gingloba 40

Ong 10ml chira: Cao
kho 14 Bach Qua
(Ginkgo biloba
extract) (Extractum
Folii Ginkgo siccus)
(twong duong 9,6mg
flavonoid toan phan
tinh theo quercetin)
40mg

Cao long

Hop 20 ong, 30 dng,
50 6ng x 10ml

NSX

24

893200722824

3. Co so diing ky: Cong ty TNHH Mt thanh vién Traphacosapa (Dia chi: T6 2, phudng Phan Si Pang, thi xi Sa Pa, tinh

Lao Cai, Viét Nam)

3.1. Co s& san xuit: Cong ty TNHH Mot thanh vién Traphacosapa (Dia chi: L6 F5, khu cong nghiép Dong Phd Méi,
phuong phdé Méi, thanh phd Lao Cai, Viét Nam)

4 |Cao kho Actisd
EP

10kg cao kho tuong
ung L4 Actiso tuoi
(Folium Cynarae
scolymi) 588kg

Nguyén liéu
1am thudc (Cao
kho)

Tai 500g;
Tui 10Kg;
Tui 20Kg

NSX

36

893500722924




Ghi chu:

Cdch ghi tiéu chudn chat heong thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chudan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢6 Y nghia twong dirong nhau,
la tiéu chudn chat lwong thudce do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thuoc.

- Céch viét tdt céc tieu chudn chat lwong dirge dién: Duwoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duwgc dién My
(USP), Duwoc dién Nhdt Ban (JP), Dwgc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Duoc dién Quoc té (IP)...



DANH MUC 04 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY

Phu luc 1l

LUU HANH TAI VIET NAM HIEU LUC 5 NAM - PQT 204
(Kém theo Quyét dinh sé 590 /OP-QLD ngay 12
cua Cuc Quan Iy Duoc)

thang 08 ndm 2024

STT

)

Tén thudc

)

Ham lwgng

3)

Hoat chat chinh —

Dang bao
che

(4)

Quy cach
dong goi

()

Tiéu
chuan

(6)

Tudi
tho
(thang)
@)

S6 diing ky

(8)

1. Co sé diing ky: Cong ty co6 phan Dwgc pham Duy Tan (Pia chi: 38/6i Nguyén Vin Trdi, Phuong 15, Quan Phi
Nhuan, TP. H6 Chi Minh, Viét Nam)
1.1. Co sé san xuat: Dr. Willmar Schwabe GmbH & Co. KG (Pia chi: Willmar-Schwabe-Str. 4, 76227 Karlsruhe,
Germany)

1

Cebrex S

Cao khé 14 Ginkgo
biloba (Extractum
Folium Ginkgo
biloba Siccus) (35 -
67:1) [dugc tiéu
chuén hoa dé dat
ginkgo flavon
glycosid 19,2mg va
terpen lacton
(ginkgolid, bilobalid)
4,8mg] Dung méi
chiét xuat: Aceton
60% (kI/kl) 80mg

Vién nén
bao phim

Hop 6 vi X
20 vién

NSX

60

400200723024

2. Co sé ding ky: Cong ty TNHH dwgc pham DO HA (Dia chi: Sé 30 tap thé Tran Phii, ngd 105, dwong Nguyén
Phong Siéc, t6 16 phuong Dich Vong Hau, quan Cau Gidy, thanh phd Ha Noi, Viét Nam)
2.1. Co sé san xuit: S.C. Slavia Pharm S.R.L. (Pia chi: B-dul Theodor Pallady nr. 44C, sector 3, cod 0322686,
Bucuresti, Romania)

2 Goliot MJi vién nang ciing | Vién nang Hop 2 vi x NSX 36 594210723124
c6 chira cao khé 1& cang 10 vién; Hop
bach qua (Ginkgo 3vix10
biloba L.), (trong do vién; Hop 12
c6 chira Ginkgo vi x 10 vién
flavone glycoside
25,08 - 34,02mg,
Bilobalide 2,96 —
4,03mg va
Ginkgolides A, B, C
3,19 - 4,28 mg)
120mg
3 Goliot MJdi vién nang cang | Vién nang Hop 2 vi X NSX 36 594210723224
c6 chira cao kho 1a cang 10 vién; Hop
bach qua (Ginkgo 3vix10
biloba L.), (trong d6 vién; Hop 12
c6 chira Ginkgo vi x 10 vién

flavone glycoside
16,72 - 22,68mg,
Bilobalide 1,98 —
2,69mg va
Ginkgolides A, B, C
2,13 —2,86mg) 80mg
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STT Tén thuéc Hoat chat chinh— | Dangbao | Quy cach Tiéu Tubi S6 ding ky
Ham luwgng ché dong goi chuan tho
(thang)
@) (2) 3) 4) ®) (6) () (8)

3. Co s¢ dang ky: Pharmaceutical Works POLPHARMA S.A. (bia chi: ul. Pelplinska 19, 83-200 Starogard
Gdanski, Poland)
3.1. Co sé san xuét: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz (Pia chi: 57
Polskiej Organizacji Wojskowej St, 98-200 Sieradz, Poland)
Co sé xuit xwéng 106: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz (Pia chi: 10
Wiadystawa Lokietka St., 98-200 Sieradz, Poland)

4

HeliPico

Cao kho 1a thuong
xuén (Hederae
helicis folii
extractum siccum,
DER 4-8:1). Dung
moi chiét xuat:
ethanol 30% (m/m)
27,78 mg/5ml (tuwong
duong khdi luong 14
thuong xuan
166,68mg)

Sird

Hop 1 Chai x

100ml

NSX

24

590200723324

Ghi chu:

1. Céch ghi tiéu chudn chdr luong thudc tai cot (6): 7
- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house cé y nghia tuong
dwong nhau, la tiéu chuan chat luong thuoc do co so san xuat xay dung va deu cé thé duoc ghi trén nhan thuoc.
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