3. Ky boi: Cuc Qui

(ETR | Coginengve BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

®)) £5CUC QUAN LY DUGC Péc 1ap - Tw do - Hanh phic
Sb: 782 /QP-QLD Ha Néi, ngay 19 thing 11 nam 2024
QUYET PINH

Veé viée ban hanh Danh muc 14 thudc, nguyén liéu 1am thudc
dwgc cap giay dang ky luu hanh tai Viét Nam - Dot 213

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua B¢ trudng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Qudn Iy Diuge
thuéc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucéng 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 luwu hanh thude,
nguyén ligu lam thuéc - B6 Y té dot 213 tai Cong van so 91/HPTV-VPHP ngay
23/10/2024 cua Van phong Hoi dong tw van ciap GPKLH thuéc, nguyén liéu lam
thuoc;

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

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muyc 14 thudc, nguyén liéu
lam thudc duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 213, cu thé:

1. Danh myc 12 thubc, nguyén liéu 1am thude san xuét trong nude duoc cap
gidy dang ky Ivu hanh hiéu Iyc 05 nam (Phu luc I kém theo).

2. Danh muc 01 thudc san xuét trong nudc duge cap gidy ding ky luu hanh
hiéu luc 03 nam (Phu luc II kém theo).

3. Danh muc 01 thudc nuée ngoai duge cip gidy dang ky luu hanh hiéu luc
05 ndm (Phu luc 11T kem theo).

Picu 2. Co 50 san Xudt va co so dang ky thudc ¢6 trach nhiém:

1. San xuat thuoc cung cap thude vao Viét Nam theo ding cac hé so, tai liéu
da dang ky voi Bo Y té va phai in hoac dan sb dang ky duoc B0 'Y té Viét Nam cap
1én nhian thudc.

2. Chap hanh day du phap luét cua Viét Nam va cac quy dinh cua BO Y té vé
san xuat, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat cir thay doi gi
trong qué trinh luu hanh thude & nude so tai va & Viét Nam thi phai bao cao ngay
cho Cuc Quén Iy Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuén chit lugng cua thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia BO truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu 1am thudc; Théng tu s 03/2020/TT-BYT ngay
22/01/2020 cua Bo truong Bo Y té stra ddi, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat luong thudc, nguyén liéu 1am thudc; Théng tu
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s6 38/2021/TT-BYT ngay 31/12/2021 cua BO truong B Y té quy dinh vé chat
luong duge lidu, vi thude ¢b truyén, thude ¢ truyén.

4. Cap nhat nhan thudc, to huéng 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
thude, nguyén liéu lam thude 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 ddi, bd sung gidy
dang ky luu hanh thude.

5. Phoi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cua
thude trén nguoi Viét Nam va tong hop, bao co theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude trong Phy luc II ban hanh kém theo Quyét
dinh nay.

6. Co s¢ 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& ding ky phai cé trach
nhiém thuc hién thay doi 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.

7. Co s¢ dang ky thude phai bao cdo B Y té (Cuc Quan 1y Duogc) vé cap
nhat tinh trang dap ung Thuc hanhtotsan,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 thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong
béo cta co quan quan 1y c¢6 tham quyén nudc so tai theo quy dinh tai diém d khoan
1 Diéu 100 Nghi dinh sO 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh
chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

8. Co s¢ san xuat thudc trong nudc phai bao dam cac diéu kién hoat dong
clia co sO san xudt trong thoi han hiéu lyc cua gidy dang ky Iuu hanh thube, nguyén
liéu 1am thudc.

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

Piéu 4. Giam doc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va
Giam ddc co s& san xuit va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: = CUC TRUONG
- Nhu Piéu 4; EXy

- BT. Pao Hong Lan (dé b/c);

- TT. Pd Xuéan Tuyén (dé b/c); Ry
- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong an - ‘\
-CucY t¢ GTVT - By Giao thong van tai; &
- Téng Cuc Hai quan - B6 Tai chinh; 3«
- Bao hiém xa h¢i Viét Nam; = £ \
“B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vit Tuan Cuong
B6, Vin phong HDTV cip GPKLH thube, NLLT;

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

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

- Cac Bénh vién, Vién c6 givong bénh truc thudéc 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, BK (C.H) (02b).




Phu luc I
DANH MUC 12 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOGC PUQC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POQT 213
(Kém theo Quyét dinh so 782 /OP-QLD ngay 19  thing 11 ndm 2024
cua Cuc Quan ly Duoc)

STT Tén thudc  |Hoat chit chinh - Him| Dang bao Quy cach dong géi | Tiéu Tudi S6 diing ky
lwgng ché chuin tho
(thang)
@) ) ®) (4) ®) (6) () (8)

1. Co sé ding ky: Cong ty co phan dwge my pham CVI (Pia chi: Lo dat CN1-08B-3 Khu cong nghiép cong nghé cao 1 —
Khu cong nghé cao Hoa Lac, Km 29 dai 10 Thang Long, Xa Thach Hoa, Huyén Thach Thét, Thanh phé Ha Noi, Viét Nam)
1.1. Co s6 san xuat: Cong ty cd phan dwge my pham CVI (Dia chi: L6 dat CN1-08B-3 Khu cong nghiép cong nghé cao 1
— Khu cong nghé cao Hoa Lac, Km 29 dai 16 Thang Long, Xa Thach Hoa, Huyén Thach Thét, Thanh phé Ha No1, Viét
Nam)

1 [Therinol Cao kho hat dé ngua Vién nang Hop 3 vi x 10 vién, NSX 36 | 893200119500
(Hippocastani seminis [cing Hop 6 vi x 10 vién,
extractum siccum Hop 1 1o x 30 vién,
normatum ) (twong Hop 1 1o x 60 vién
duong 21mg Triterpene

glycosides, tinh theo
protoaescigenin) 210-
323mg

2. Co sé ding ky: Cong ty c6 phan dwgc pham Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phuong My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Viét Nam)

2.1. Co s& san xuit: Chi nhanh Cong ty c6 phin dwgc pham Agimexpharm— Binh Hoa (Dia chi: L6 C4 KCN Binh Hoa,
xa Binh Hoa, huyén Chau Thanh, tinh An Giang, Viét Nam)

2 |Argmagi 140 Cao kho Silybum Vién nang Hop 03 vi, 06 vi, 10 vi | NSX 36 893200119600
marianum (Extractum |cling x 10 vién, vi nhom -
Silybum marianum PVC; Hop 03 vi, 06 vi,
siccus) twong duong 10 vi x 10 vién, vi
Silymarin 140mg nhom - nhom; Hop 1
chai x 60, 100 vién

3. Co sé diing ky: Cong ty ¢6 phan dwge phim Lé Loi (Dia chi: 142A4-KPT méi Pai Kim, phudng Pinh Céng, quén
Hoang Mai, thanh phé Ha Noi, Viét Nam)

3.1. Co sé san xuét: Cong ty ¢ phin san xuit dwec liéu Trung wong 28 (Pia chi: Thon 5, xa Pht Cat, huyén Qudc Oai,
thanh phd Ha Noi, Viét Nam)

3 |Macrina Silymarin (tinh theo Vién nang Hop 6 vi x 10 vién; NSX 24 893210119700
Silibinin) 200mg (dudi |cung Hop 1 1o x 60 vién
dang 355mg Cao kho

qua cdy ké sira
(Extractum Fructus
Silybum marianum
siccum))

4. Co sé diang ky: Cong ty Co phan Dwgc phim OPC (Pia chi: 1017 Hong Bang, Phuong 12, Quan 6, TP. H6 Chi Minh,
Viét Nam)

4.1. Co s& san xuit: Chi nhanh Cong ty c6 phian Dwge phim OPC tai Binh Dwong - Nha miy Dugc pham OPC (Pia
chi: S6 09/DX04-TH, T6 7, Khu phd Tan Hoa, Phuong Tan Vinh Hiép, Thi xa Tan Uyén, Tinh Binh Duong, Viét Nam)

4 |Cao dac Actiso6 |0,2kg cao dac Actiso  [Nguyén liéu |Tui 0,2kg; Tui 0,5kg; NSX 24 | 893500119800
(tvong tng v6i 5,6kg La|lam thuéec | TGi 1kg; Tai Skg; Tui
tuoi Actisd (Folium 10kg; Tui 15kg

Cynarae scolymi))
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STT Tén thudc Hoat chit chinh - Ham| Dang bao Quy cach dong goi Tiéu Tudi S6 ding ky
lwgng ché chuén | tho
(thang)
@) 2 ®) 4) ®) (6) @) ®)
5 |Cao kho Actisdé |0,2kg cao khd Actiso  |Nguyén liéu [T0i 0,2kg; Tui 0,5kg; NSX 36 893500119900
(twong tmg v6i 7kg La  [lam thube  [Tai 1kg; TGi 5kg; Tai

tuoi Actisd (Folium
Cynarae scolymi))

10kg; Tui 15kg

5. Co sé diang ky: Cong ty ¢6 phan Duwge phdm Trung wong I - Pharbaco (DPia chi: 160 Tén Ptrc Thing, phudong Hang
Bot, quan Déng DPa, thanh phé Ha Noi, Viét Nam)

5.1. Co sé san xuat: Cong ty c6 phan Dwoc phim Trung wong I - Pharbaco (Dia chi: Thon Thach Li, xi Thanh Xuén,
huyén Soc Son, thanh phé Ha Noi, Viét Nam)

6

Gronat

Men bia tinh ché
(Fermentum
Saccharomyces
cerevisiae raffinatum)
(twong duong 0,2¢g cao
kho men bia) 2g/5ml

Sird

Hop 1 1o x 100ml, Hop
30 goi x 5ml

NSX

24

893200120000

6. Co sé diang ky: Cong ty ¢é phan dwoc TH Pharma (Dia chi: L6 04, khu cong nghiép Tay Bic Ga, phuong Dong Tho,
thanh phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)
6.1. Co sé sian xuit: Cong ty c6 phan dwoc TH Pharma (Pia chi: L6 04, khu cong nghiép Tay Béc Ga, phuong Dong
Tho, thanh phd Thanh Hoéa, tinh Thanh Hoa, Viét Nam)

7 |Biolusty Men bia ép tinh ché Dung dich Hop 10 6ng x 10ml, NSX 24 893200120100
(Saccharomyces ubng Thuty tinh/nhua
Carlsbergensis) PVC/PE; Hop 20 6ng x
4g/10ml 10ml, Thuiy tinh/nhya
PVC/PE; Hop 24 6ng x
10ml, Thuy tinh; Hop
10 lo x 20ml, Thuy
tinh, kém 6ng hat
8 |Caolong Hoat  [Mbi 8ml chira:Cao kho |Cao long Hop 10 6ng x Sml, NSX 24 893200120200
huyét dudng ndo |14 bach qua (Extractum Thuy tinh/ nhya
DTH Folii Ginkgo siccus) PVC/PE; Hop 20 6ng x
(twong duong 9,6mg 8ml, Thay Tinh/ nhya
Ginkoflavon Glycosid PVC/PE; Hop 24 6ng x
toan phén) 8ml, Thay tinh; Hop 1
40mg; Cao dic ré Pinh chai x 100ml, Thuy
lang (10:1) tinh, kém cbc dong
(Extractum Polysciacis
fruticosae spissum)
120mg; Tuong duong
acid oleanolic 36 pg
(mcg); Tuong duong
Dinh ling (ré)
(Polyscias fruticosa)
1,29
9 |Long huyét DTH |Cao khoé Huyét giac Viénnang |Hop 1 thix 2 vix 10 NSX 30 [ 893200120300
(Extractum Dracaenae [cung vién, Hop 1 thi x 2 vi x

siccus) 280mg, tuong
dwong Huyét giac
(Lignum Dracaenae ) 49

12 vién, Hop 1 tai x 3
vi x 10 vién
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STT Tén thudc Hoat chit chinh - Ham| Dang bao Quy cach dong goi Tiéu Tudi S6 ding ky
lwgng ché chuén | tho
(thang)
@) 2 ®) 4) ®) (6) @) ®)
10 |Diép ha chau Cao kho Diép ha chau |Vién nang Hop 1 thi (nhom) x 3 vi| NSX 30 893200120400
DTH (Extractum Herba cing x 10 vién, Hop 1 tui
Phyllanthi urinariae (nhém) x 5 vi x10 vién,
siccum) 300mg, twong Hop 1 thi (nhém) x 10
duong voi Diép ha chau vi x 10 vién, vi nhom-
(Herba Phyllanthi PVC; Hop 3 vix 10
urinariae) 3g vién, Hop 5 vix 10
vién, Hop 10 vi x 10
vién, vi nh6m - nhom
11 |Hoat huyét Cao kho 1a Bach qua Vién nang Hop 1 thix 2 vix 10 NSX 24 893200120500
dudng ndo DTH [(Extractum Folii cung vién, nhém/PVC; Hop
Caps Ginkgo siccus) (tuong 2 vix 10 vién,
duong 4,8mg nhom/nhém; Hop 1 tui
Ginkoflavon Glycosid x 3 vix 10 vién,
toan phan) 20mg; Cao nhom/PVC; Hop 3 vi x
dac ré Pinh lang 10 vién, nhém/nhém;
(Extractum Polysciacis Hop 1 thi x 6 vi x10
fruticosae spissum) vién, nhom/PVC; Hop
(Tuong duong 45mcg 6 vi x 10 vién,
Acid oleanolic) 150mg, nhém/nhém; Hop 1 tai
Tuong duong Pinh lang x 10 vi x 10 vién,
(ré) (Polyscias nhém/PVC; Hop 10 vi
fruticosa) 1500mg x 10 vién, nhém/nhdm;
Hop 1 1o x 30 vién,
Nhya HDPE; Hop 1 lo
x 60 vién, Thuy
tinh/nhya HDPE; Hop
1 1o x 100 vién, Thuy
tinh/nhya HDPE
12 |Hoat huyét G6i 3g chira: Cao kho 14|Thude com  [Hop 1 thi x 20 goi x NSX | 24 | 893200120600
dudng ndo DTH [Bach qua (Extractum 3g, Hop 1 thi x 25 goi
Sachet Folii Ginkgo siccus) x 3g, Hop 1 thi x 30
75mg; Cao dic ré Dinh g6i x 3g
lang (Extractum
Polysciacis fruticosae
spissum) 150mg, twong
duong Pinh ling (1)
(Polyscias fruticosa)
1500mg
Ghi chu:

1. Cdch ghi tiéu chuan chat lirong thuoc tai cét (6):
- Nha san xudt (NSX), Tiéu chuan nha sdan xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢6 Y nghia tirong dwong nhau,

la tiéu chudn chat luong thuoc do co so san xuat xdy dung va deu co thé dwoc ghi trén nhan thuoc.

2. 86 dang ky tai cot (8):

- S6 dang ky duwoc cap theo quy dinh tai Phu luc VI Thong fir 08/2022/TT-BYT ngdy 05/09/2022 ciia B trucng Bé Y té quy
dinh viéc dang ky heu hanh thude, nguyén liéu 1am thuée. Poi véi so dang ky dweoe cdp tir thir tw 10.000 ciia nam 2024, 2
chit s6 ky hiéu ciia nam la "00" va 4 chi s6 ky hiéu cia thir tw cdp bat dau tir "0001".




Phu luc II
DANH MUC 01 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 213
(Kém theo Quyét dinh so 782 /OP-OLD ngdy 19  thing 11 ndam 2024
cua Cuc Quan ly Duoc)

STT| Ténthudoc | Hoat chat chinh - Him | Dangbao | Quy cach dénggéi | Tiéu | Tudi S6 diing ky
lwgng ché chuin tho
(thang)
1) ) ®) (4) () (6) ) (8)

1. Co sé ding ky: Cong ty c¢6 phan dwge my phadm CVI (Pia chi: Lo ddt CN1-08B-3 Khu coéng nghiép cong nghé cao 1 —
Khu cong nghé cao Hoa Lac, Km 29 dai 10 Thang Long, Xa Thach Hoa, Huyén Thach Thét, Thanh phé) Ha Ngi, Viét Nam)

1.1. Co s6 san xuit: Cong ty ¢6 phan dwoe m§y pham CVI (Dia chi: L dit CN1-08B-3 Khu cong nghiép cong nghé cao
1 — Khu cong nghé cao Hoa Lac, Km 29 dai 16 Thang Long, Xa Thach Hoa, Huyén Thach Thét, Thanh phé) Ha Noi, Viét
Nam)

1 |Delinar Cao kho ré cAy mong quy |[Vién nén bao [Hop 3 vi x 10 vién, NSX 36 893200120700
(3:1) (Harpagophyti phim Hop 6 vi x 10 vién,
extractum siccum) 480mg Hop 1 1o x 30 vién,

Hop 1 1o x 60 vién

Ghi chu:

1. Cdch ghi tiéu chudn chat lwong thudc tai cot (6):

- Nha sdn xudt (NSX), Tiéu chudn nha sdan xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house cd y nghia tuwong dwong
nhau, ld tiéu chudn chdt lwong thuoc do co sé san xudt xdy dung va déu cé thé dwoc ghi trén nhén thudc.

2. 86 dang ky tai cot (8):

- §6 dang Ky dwoe cdp theo quy dinh tai Phu luc V1 Thong fwr 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng BJ Y té quy
dinh viéc dang ky heu hanh thuoe, nguyén liéu 1am thudc. Déi véi sé dang Ky dwoc cap tir thir t 10.000 ciia ndm 2024, 2
chit s6 ky hiéu ciia ndm la "00" va 4 chi s6 ky hiéu ciia thir tw cdp bat dau tir "0001".




Phu luc III
DANH MUC 01 THUOC NUOGC NGOAI PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 213
(Kem theo Quyét dinh s6 782 /OP-QLD ngay 19 thing 11 ndm 2024
cua Cuc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - | Dang bao ché | Quy cich dong goi| Tiéu |Tuditho| S6 ding ky
Ham lugng chuin | (thang)
) ) ®) (4) (5) (6) () (8)

1. Co sé ding ky: Cong ty c6 phan thwong mai dwge phim va trang thiét bi y té Thuin Phat (Dia chi: L6 CN-6, Khu
cong nghiép Phil Nghia, xa Tién Phuong, huyén Chuong My, Ha N6i, Viét Nam)

1.1. Co s& sén xuit: Probiotec Pharma Pty Limited (Dia chi: 83 Cherry Lane, Laverton North, VIC 3026, Australia)

1 [PM Remem Cao kho 14 Bach Qua [Viénnénbao |Hop 4 vi x 15 vién NSX 36 930200120800
(Ginkgo biloba leaf  |phim
ext. dry conc.)
(Extractum Folii
Ginkgo siccus) 120mg
(twong duong lugng
kho 6g)

Ghi cha:

1. Cach ghi tiéu chudn chat luwong thuéc tai c¢ét (6):

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

2. 86 dang ky tai cét (8):

- S6 ddang ky dwoc cdp theo quy dinh tai Phu luc V1 Thong te 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong B Y té quy
dinh viéc dang Ky heu hanh thude, nguyén lidu 1am thuoc. Poi véi sé dang Ky duege cdp tir thie tw 10.000 ciia nam 2024, 2 chiv
$6 ky hiéu ciia nam la "00" va 4 chit s6 ky hiéu cia thir tw cdp bat dau tir "0001".
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