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QUYET DPINH

Vé viée ban hanh Danh muc 08 thubc, nguyén li¢u lam thudc
dugc cap gidy dang ky luwu hanh tai Viét Nam - Dot 204

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Dugc sd 105/2016/QH13 ngay 06/4/2016,
Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyen han va co cdu 16 chike ciia Bo Y 16;

Can cik Quyét dinh s6 1 969/OD-BYT ngay 26/4/2023 cua B¢ truong Bo Y 1é
quy dinh chikc ndng, nhiém vu, quyén han va co cdu 16 chirc cuia Cuc Quan Iy Duroc
thuéc Bo Y 1é;

Cdn cir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo truong B Y té
quy dinh viéc dang ky lwu hanh thudc, nguyén lidu lom thudc;

Can cir két ludn cia Hoi dong tw vdn cdp gidy dang ky heu hanh thuoc,
nguyén liéu lam thuoc - Bé Y 1é dot 204 tai Céng van s6 65/HPTV-VPHP ngay
04/7/2024 cua Van phong Hoi dong te van cdp GPKLH thudc, nguyén liéu lam
thuoc;

Theo dé nghi cua Trieong phong Pdng ky thuoc, Cuc Quan Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 08 thudc, nguyén liéu
lam thubc duoc cép gidy dang ky luu hanh tai Viét Nam - Dot 204, cu thé:

1. Danh muc 04 thubc, nguyén liéu 1am thudc san xuét trong nude duge cap
gidy dang ky luu hanh hiéu Iuc 05 nam (Phu luc I kém theo).

2. Danh muc 04 thudc nudc ngoai duoc cap gidy dang ky luu hanh hiéu luc
05 nam (Phu luc 11 kém theo).

Piéu 2. Co sO san xudt va co so dang ky thudc cé trach nhiém:

1. San xuat thude, cung cap thude vao Viét Nam theo dung cac hd so, tai liéu
da dang ky v6i Bo Y té va phai in hodc dan s6 dang ky duge Bo Y & Viét Nam cép
1én nhan thude.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh ciia Bo Y té vé
san xuAt, nhap khau thude va lvu hanh thudc tai Viét Nam, néu c6 bat cir thay doi gi
trong qua trinh luu hanh thudc & nude sé tai va & Viét Nam thi phai bao cao ngay
cho Cuc Quan 1y Dugc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lvong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truéng Bo Y té quy dinh vé
chét luong thudc, nguyén lidu lam thudc; Thong tu sé 03/2020/TT-BYT ngay
22/01/2020 cia Bo truong Bo Y té sira doi, bo sung mot sé diéu cia Thong tu
11/2018/TT-BYT quy dinh vé chit lugng thudc, nguyén liéu lam thudc; Thong tu
s6 38/2021/TT-BYT ngay 31/12/2021 cua Bo trwdong Bo Y té quy dinh vé chét
lwgng duge lidu, vi thude cd truyén, thudc cb truyén.
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4. Cap nhat nhin thudc, t& hwdng dan st dung thudc theo quy dinh tai Thong
tw s6 01/2018/TT-BYT ngay 18/01/2018 clia B6 truéng BO Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan st dung thudc trong thoi han 06
thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, b6 sung gidy
dang ky lwru hanh thudc.

5. Co s& dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lvc cua gidy dang ky lwu hanh thudc, nguyén liéu lam thu6c. Trong
trvong hop khéng con dap (rng da diéu kién hoat ddng, co s dang ky phai cé trach
nhiém thwc hién thay doi co s dang ky theo quy dinh tai Thong tw sd 08/2022/TT-
BYT trong thoi han 30 ngay ké tlr ngay co s& dang ky khdng con dd diéu kién hoat
doéng.

6. Co s& dang ky thudc phai bao cdo BO Y té (Cuc Quan ly Dugc) vé cap
nhat tinh trang dap ¢ng Thuyc hanh t6t san xuat cla co s& san xudt thudc, nguyén
liéu lam thudc nwéc ngoai. Truong hop co s& san xuéat bi thu hoi gidy phép san xuat
hodc khong dap tng Thuc hanh tét san xuat thudc, nguyén liéu lam thubc & nwdc so
tai, co s& phai thyc hién viéc bao céo trong thoi han 15 ngay ké tlr ngay c6 thong
bao cla co quan quan ly cd tham quyén nudc so tai theo quy dinh tai diém d khoan
1 Diéu 100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cla Chinh pht quy dinh
chi tiét mot s6 diéu va bién phap thi hanh Luat Duoc.

7. Co sO san xuat thudc trong nwéc phai bdo ddm cac diéu kién hoat dong
cla co s& san xudt trong thoi han hiéu lwc cla gidy dang ky Ivu hanh thuéc, nguyén
liéu lam thudc.

Diéu 3. Quyét dinh nay co hiéu luc ké tlr ngay ky ban hanh.

biéu 4. Giam dbéc S& Y té cac tinh, thanh phd truc thudc Trung wong va
Giam dbc co s6 san xudt va co s& dang ky co6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyeét dinh nay./.

Noi nhan: CUC TRUONG
- Nhu Diéu 4;

- BT. Bao Hong Lan (dé b/c);

-TT. D6 Xuén Tuyén (dé b/c);

- Cuc Quany - B6 Qudc phong, Cuc Y té - Bd Cong an;

-Cuc Y té GTVT - B0 Giao thong van tai;

- Tong Cuc Hai quan - BO Tai chinh;

- B4o hiém xa hoi Viét Nam; X~
-BO Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanhtra Vi luan Cuong
B0, Van phong HDTV cdp GDKLH thuéc, NLLT;

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

- Tong Cong ty Dwoc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién co givong bénh tryc thudc BO Y té;

- Trung tdm mua sam tap trung thudc quéc gia;

- Cuc QID: P.QLKDD, P.QLCLT, P.PchN, P.QLGT;

Website;

- Luu: VT, DK (C.H) (02b).
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Phu lucl
DANH MUC 04 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 204

(Kem theo Quyét dinh s6 590 /OD-QOLD ngay 12 thing o8 ndm 2024
cua Cuc Quan Iy Duoc)
Ao .. | Tubi
STT Tén thudc Hoat‘chat chinh - Dang bao ché [ Quy cach déng goi Tle;u tho S6 dang ky
Ham lugng chuén X
(thang)
I 2) Q) 4 ) (6) (7) (6]

1. Co sé ding ky: Cong ty ¢ phin dugc phim Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phudong M§ Binh, Thanh
pho Long Xuyén, Tinh An Giang, Viét Nam)

1.1. Co s& san xuét: Chi nhanh c¢éng ty ¢6 phin dwec phim Agimexpharm - Nha may san xuit dwoc phim

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

1 |Acetakan 40 Cao kho labach qua  |Vién nang Hop 03, 10 vix 10 NSX 36 893210722624
(Extractum Folii ciing vién, vi nhom - PVC,
Ginkgo siccus) (tuong chira trong tui nhom;
duong véi 9,6mg Hop 03, 10 vix 10
flavonol glycosid) vién, vi nhém - nhém;
40mg Hop 1 chai x 30, 60,
90 vién
2 |Kim tién thao Cao kho Kim tién thao |Vién nang Hop 3,6, 10 vix 10 NSX 36 | 893210722724
AGI 400 (Extractum herbae cung vién, vi nhém - PVC,
Desmodii styracifolii chira trong tui nhom;
siccum) (tuong duong Hop 3,6, 10 vix 10
v6i 5000mg Kim tién vién, vi nhé6m - nhém;
thao) 400mg Hop 1 chai x 60, 100,
200 vién

2. Co s6 dang ky: Cong ty ¢6 phan duwge phidm An Thién (Dia chi: 314 Béng Sao, phuong 35, quan 8, Tp.HO Chi Minh,
Viét Nam)

2.1. Co s& sén xuit: Cong ty c¢6 phin dwoc phdm An Thién (Dia chi: L6 C16, Puong s6 9, khu céng nghiép Hiép Phudc,
X4 Hiép Phude, Huyén Nha Bé, Thanh phé H6 Chi Minh, Viét Nam)

3

AT Gingloba 40

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

Cao long

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

NSX

24

893200722824

3. Co sé diang ky: Cong ty TNHH Mot thanh vién Traphacosapa (Pia chi: T6 2, phuong Phan Si Pang, thi x4 Sa Pa, tinh
Lao Cai, Viét Nam)
3.1. Co s& san xuit: Cong ty TNHH Mgt thanh vién Traphacosapa (Dia chi: L6 F5, khu c6ng nghiép Péng Phd Méi,
phuong phd Méi, thanh phé Lao Cai, Viét Nam)

4

Cao kho Actiso
EP

10kg cao kho twong
ung La Actis6 tuoi
(Folium Cynarae
scolymi) 588kg

Nguyén liéu
lam thude (Cao
kho)

Tai 500g;
Tai 10Kg;
Tai 20Kg

NSX

36

893500722924
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Ghi chit:

Cach ghi tiéu chudn chdt lwong thudc tai cot (6):

- Nhér sém xudit (NSX), Tiéu chudn nha sén xudt (TCNSX), Tiéu chudn co s6 (TCCS), In-house c¢o ¥ nghia twong dwong nhau,
Lo tieu chudn chdt luong thudce do co sé san xudt xdy dung va déu co thé dwoc ghi trén nhan thudc.

- Cdch viét tdit cdc tiéu chudn chdt lwong duwoc dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Dwoc dién My
(USP), Duwoc dién Nhdt Ban (JP), Duoe d@ién Trung Quoc (CP), Duoc dién Chdu du (EP), Duoc dién Quoc té (IP)...
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Phu luc IT

DANH MUC 04 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 5 NAM - DOT 204

(Kem theo Quyét dinh s6 590 /OP-OLD ngay 12 thdng 08 ndm 2024

cua Cuc Quan ly Duoc)
STT Tén thudc Hoat chét chinh — | Dang bao | Quy cach Tiéu Tubi S6 dang ky
Ham lwgng ché dong géi chuan tho
(thang)
(1)) 2) 3 “4) 3 (6) ()] ()]

1. Co s6 dang ky: Cong ty ¢ phin Dugc phadm Duy Tan (Pia chi: 38/6i Nguyén Vin Trdi, Phuong 15, Quan Phi
Nhuén, TP. H6 Chi Minh, Viét Nam)
1.1. Co s6 san xuét: Dr. Willmar Schwabe GmbH & Co. KG (Dia chi: Willmar-Schwabe-Str. 4, 76227 Karlsruhe,

Germany)
| Cebrex S Cao kh6 1a Ginkgo Vién nén Hop 6 vi x NSX 60 400200723024
biloba (Extractum bao phim 20 vién
Folium Ginkgo

biloba Siccus) (35 -
67:1) [duoc tiéu
chuin ho4 dé dat
ginkgo flavon
glycosid 19,2mg va
terpen lacton
(ginkgolid, bilobalid)
4.8mg] Dung moi
chiét xuat; Aceton
60% (kl1/kl) 80mg

2. Co sé dang ky: Cong ty TNHH duwge phdm DO HA (Pia chi: S6 30 tap thé Tran Phu, ngd 105, dudng Nguyén
Phong Séc, t6 16 phuong Dich Vong Hau, quan Cau Gidy, thanh ph6 Ha N6i, Viét Nam)
2.1. Co s6 san xuat: S.C. Slavia Pharm S.R.L. (Pia chi: B-dul Theodor Pallady nr. 44C, sector 3, cod 032266,

Bucuresti, Romania)

2 Goliot

MJi vién nang cting
c6 chira cao khé 1a
bach qua (Ginkgo
biloba L.), (trong do
c6 chira Ginkgo
flavone glycoside
25,08 - 34,02mg,
Bilobalide 2,96 —
4,03mg va
Ginkgolides A, B, C
3,19 - 4,28 mg)
120mg

Vién nang
cung

Hop 2 vix
10 vién; Hop
3vix 10
vién; Hop 12
vi x 10 vién

NSX

36

594210723124

3 Goliot

MJi vién nang cting
c6 chira cao khé la
bach qua (Ginkgo
biloba L.), (trong do
c6 chira Ginkgo
flavone glycoside
16,72 - 22,68mg,
Bilobalide 1,98 —
2,69mg va
Ginkgolides A, B, C
2,13 - 2,86mg) 80mg

Vién nang
cung

Hop 2 vix
10 vién; Hop
3vix 10
vién; Hop 12
vi x 10 vién

NSX

36

594210723224

* Tek +84-28-3930 3279 * www.ThuVienPhaplLuat.vi



STT Tén thudc Hoat chét chinh — | Dang bao | Quy cach Tiéu Tubi S6 dang ky
Ham lwgng ché dong géi chuén tho
(thang)
(0] () (&) “ 3 () (@) )]

3. Co s6 dang ky: Pharmaceutical Works POLPHARMA S.A. (Dia chi: ul. Pelplinska 19, 83-200 Starogard
Gdanski, Poland)
3.1. Co s& san xuit: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz (DPia chi: 57
Polskiej Organizacji Wojskowej St, 98-200 Sieradz, Poland)
Co sé xuit xwéng 16: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz (Pia chi: 10
Wiladystawa Lokietka St., 98-200 Sieradz, Poland)

4 HeliPico

Cao kho 14 thuong
xuan (Hederae
helicis folii
extractum siccum,
DER 4-8:1). Dung
moi chiét xuat:
ethanol 30% (m/m)
27,78 mg/5ml (twong
dwong khoi lwong 13
thuong xuan
166,68mg)

Sird

Hop 1 Chai x

100ml

NSX

24

590200723324

Ghi chu:

1. Cach ghi tiéu chudn chdt lvong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house co y nghia tuong
dwong nhau, la tiéu chudn chdt luong thuoc do co so san xudt xdy dung va déu co thé dwoc ghi trén nhin thuoc.
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