BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM

cuc QUAN LY buQcC Poc lap - Tw do - Hanh phc
sO: /QD-QLD HaNgi, ngady  thang J- nam 2019
QUYET BINH

VE viéc ban hanh Danh muc 12 sinh pham duoc cap gidy dang ky lvu hanh
tai Viet Nam higu lwc 05 nam - Bo't 38

CUC TRUONG CUC QUAN LY DUQC

Can cr Luat Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh s6 75/2017/NB-CP ngay 20/6/2017 cuta Chinh pha quy
dinh chirc nang, nhiém vu, quyén han va co cau té chirc cia BO Y té;

Can ctr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 clia Bo trwdng Bo
Y t€ quy dinh viéc dang ky luvu hanh thuéc, nguyén liéu lam thudc;

Can ctr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua B0 trwéng Bo
Y té quy dinh chtrc nang, nhiém vu, quyén han va co cdu t6 chirc ctia Cuc Quan
ly Dwoc thudc BO Y té;

Can ct y kién cla Hoi dong tw van cap gidy dang ky luvu hanh thudc,
nguyén liéu lam thudc;

Xét dé nghi cla Truéng phong Bang ky thuéc - Cuc Quan ly Duoc,

QUYET BINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay Danh muc 12 sinh pham duwoc
cap gidy dang ky lwu hanh tai Viét Nam hiéu lyc 05 nam - Dot 38.

Diéu 2. Cac co so dang ky va san xudt cé sinh pham dwgc phép Ivu hanh
tai Viét Nam quy dinh tai Diéu { phai in s6 dang ky lvu hanh dugc BO Y té Viét
Nam cap Ién nhén va phai chap hanh ding cac quy dinh cla phap luat Viét Nam
vé san xuat va lvu hanh thuée, sé dang ky lvu hanh ¢é ky hiéu QLSP-...-19 ¢6
gia tri 05 nam keé tir ngay cap.

Diéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

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

Noi nhan: CUC TRUONG
- Nhu Piéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Qudc Cuong (dé b/c);
- Cuc Quéan y - Bo Qudc phong, Cuc Y té - B6 Cong
- Cuc Y t€ GTVT - Bo Giao thong van tai;
- Téng Cuc Hai quan - BO Tai chinh;
- B0 hiém x& hoi Viét Nam;
- Vu Phép ché, Cuc QLKCB, Van phong NRA - B o . .
Thanh tra BYT; U Tuan Cuong
- Vién KPQGVX&SPYT;
- Téng Cong ty Duogc Viét Nam;
Cac Bénh vién, Vién c6 givong bénh tric thube BYT;
Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;
Lwu: VT, BKT (8 bén).



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Doc 1ap - Tu do - Hanh phuc

DANH MUC 12 SINH PHAM Bugc CAP GIAY BDANG KY Luwu HANH HIEU Luc 5 NAM
-bOT38

Ban hanh kém theo Quyét dinh so: ...4dw./QD-QLD, ngay /7/2019
1. Cong ty dang ky: Cong ty c6 phan Dwoc - Trang thiét bi Y té Binh Dinh (BIDIPHAR) (B/c:
498 Nguyén Thai Hoc - Phwong Quang Trung - Thanh phé Quy Nhon - Tinh Binh Binh - Viét Nam)

1.1 Nha sdn xuat: Cong ty c6 phan Duoc - Trang thiét bi Y té Binh Dinh (BIDIPHAR) (DP/c:
498 Nguyén Thai Hoc - Phuwong Quang Trung - Thanh phé Quy Nhon - Tinh Binh Binh - Viét Nam)

Hoat chdt chinh -  Dang bao Tudi Tieu  Quy cach

STT Teén thuoe Ham luvong ché tho chudn  dong goi S0 dang ky
| Bidisubtilis Bacillus subtilis>  Thudc bot 24 TCCS Hop 20 goi X QLSP-1144-19
108 CFU thang Ig, hop 40 gai
X Ig

2. Cong ty dang ky: Cong ty c6 phan Dwo'c pham Duy Tan (B/c: 22 H6 Biéu Chanh, Quan Phi
Nhuan, TP. H6 Chi Minh - Viét Nam)

2.1 Nha san xuat: Laboratorio Pablo Cassara S.R.L (B/c: Carhue 1096 (C1408GBYV), Buenos
Aires - Argentina)

Hoat chat chinh -  Dang bao Tudi Tieu  Quy cach

é 0 X - . S6 dang ky
STT Ten thuoe Ham luong ché tho chuan dong goi 9%y
2 Betahema rHu Erythropoietin  Dung dich 24 BP Hép 1 lo X I ml QLSP-1145-19
beta2000 IU/Iml  tiém thang 2015
3 Epocassa rHu Erythropoietin  Dung dich 24 BP Hop ! lo X I ml QLSP-1146-19
alfa2000 1U/Iml tiém thang 2017

3. Cong ty dang ky: Cong ty TNHH Dwo'c pham Viét Phap (P/c: Tang 20, toa nha Icon 4, 243A
Pé La Thanh, Phwong Lang Thuegng, Quan Bong ba, TP. Ha Noi - Viét Nam)

3.1 Nha san xuat: Bio Products Laboratory Limited (B/c: Dagger Lane, Elstree, Hertfordshire,
WD6 3BX-Anh)

Hoat chat chinh -  Dang bao Tubi Tiegu  Quy cach

. S6 dang ky
Ham luvong ché tho chudn  dong goi 9%y

STT Tén thudc
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4. Cong ty dang ky: Diethelm & Co., Ltd.

4.1 Nha san xuat: Instituto Griiols, S.A.

Yéu t6 dong mau
ngudi VI 250 1U;
Yéu t6 Von
Willebrand > 260 1U

Yéu t6 déng mau
nguoi VI 500 1U;
Yéu t6 Von
Willebrand > 520 1U

Valles (Barcelona) - Tay Ban Nha)

Tén thuoc

Hoat chat chinh -
Ham lwong

Human Albumin Griiols Human Albumin

20%

200g/1 (10g/50ml;
hoac 20g/100ml)

Bot dong 36 TCCS Hop ! lo bot QLSP-1147-19
kho pha thang déng kho + |
dung dich kim tiém dau
tiém truyén loc + lo 10ml
tinh mach nwéc cdt pha
tiém
Botdong 16 TCCS Hop ! lobot  QLSP-1148-19
kho pha thang dong kho + |
dung dich kim tiém dau
tiém truyén loc + lo 20ml
tinh mach nudc cat pha
tiém

(Blc: Wiesenstrasse 8, 8008 Zurich - Thuy S¥)

(B/c: Can Guasch 2, Pol.Ind.Levante 08150 Parets del

Dang bao Tudi Tigu  Quy cach

S6 dang ky
ché tho chuan  ddng goi 9%y
Dung dich 36 EP.9.0 Hop ! loX50  QLSP-1149-19
truyén tinh  thang ml. Hoép ! lo X

5. Cong ty dang ky: Emcure Pharmaceuticals Ltd. (B/c: "Emcure House" T-i84, MIDC,
Bhosari, Pune-411 026 - An Do)

5.1 Nha san xudt: Gennova Biopharmaceutials Ltd. (P/c: Plot No. P-I. ITBT Park, Phase I,
MIDC, Hinjwadi, Pune 411057, Maharashtra state - An D0)

Tén thudc

Vintor 2000

Hoat chat chinh -
Ham lwong

Erythropoietin
concentrate solution
(Epoetin alfa)
Erythropoietin
20001U/ml

Dang bao Tubi Tiéu  Quy cach S6 dAng Ky
ché tho chuan  dong goi 9%
Dung dich 24 TCCS Hop chua ! QLSP-1150-19

tiém bom tiém dong
san | ml dung

dich tiém

thang

6. Cong ty dang ky: F. Hoffmann-La Roche Ltd. (B/c: Grenzacherstrasse 124, CH-4070 Basel -

Thuy Sy)

6.1 Nha san xuat: Roche Diagnostics GmbH (B/c: Sandhofer Strasse, 116, 68305 Mannheim -

brc)
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STT Tén thusc Hoat chét chinh - Dang bao Tudi Tiéu

Quy cach g5 qang ky
Ham lugng ché tho chudn  dong goi 4K
8 Mircera Methoxy Dung dich 36 TCCS Hop ! bom QLSP-1151-19
polyethylene glycol tiém thang tiém dong san
- epoetin beta thudc
I00mcg

7. Cong ty dang ky: F. Hoffmann-La Roche Ltd. (B/c: Grenzacherstrasse 124, CH-4070 Basel -
Thuy S§)
7.1 Nha s&n xuat: Genentech Inc. (B/c: 4625 NW Brookvvood Parkway, 97124 Hillsboro, MY;

Co s& dong goéi va xuat xuéng: F. Hoffmann-La Roche Ltd. (B/c: Wurmisweg CH-4303
Kaiseraugst - Thuy S§)

. ~ Hoat chét chinh - Dang bao Fusi Tiéu Quy cach X ax v
' e p . - S6 dang k
STT Ten thuce Ham lwong ché tho chuan dong goi g1y
9 Mabthera Rituximab Dung dich 30 TCCS Hop2lgX QLSP-1152-19
I00mg/10ml dam ddc dé thang 10ml
pha dung
dich truyén

8. Cong ty dang ky: Janssen - Cilag Ltd. (b/c: 106 Moo 4 Lad Krabang Ind
Chalongkrung Rd., Kyvaeng Lcimplateyv, Khet Lad Krabang, Bangkok 10520 - Thai Lan”-r".

8.1 Nha san_xudt: Baxter Pharmaceutical Solutions LLC (D/c: 927 South Ci$Kyéfik
Bioomington, IN 47403 - M§); Co s& dong goi va xudt xudng: Cilag AG (P/c: Hochstrassetd
8200 Schaufftiausen, Thuy SY)

At chinh - 30 Tudi Wia : o s .
STT Tén thudc Hoat‘chat C,hmh Dangﬁbao n'q'ef,’ ng Ca(fh s6 dang ky
Ham lwo'ng ché tho chuén dong goi
10 Stelara Ustekinumab Dung dich 24 TCCS Hop | bom QLSP-1153-19
45mg/0.5ml tiém thang tiém chura san
0,5 ml thuéc

9. Cdng ty dang ky: Kyongbo Pharmaceutical Co., Ltd. (B/c: 174, Sirok-Ro, Asan-Si,
Chungcheongnam-do, 336-020 - Han Qudc)

9.1 Nha san xuat: Theragen Etex Co., Ltd. (P/c: 58. Sandan-ro, 68 Beon-gil, Danwon-gu,
Anscin-si, Gyeonggi-do - Han Qudc)

A . Hoat chét chinh -  Dang bao Tudi  Tieu Quy céch S6 dana kv
STT Tén thuoe Ham luvong ché tho chuéan dong goi 9ry
11 Etexbenkis Capsule Thymomodulin Vién nang 36 TCCS Hop 3 viX 10 QLSP-1154-19
80mg cuing thang vién; 6 vi X 10
vién; 10 vi X
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10 vién

10. Cong ty dang ky: Saint Corporation (B/c: Academy Tower, Rm #718, 719-118, Seongsui-ro,

Seongdong-gu, Seoul - Han Quéc)

10.1 Nha san xudat: Medica Korea Co., Ltd. (B/c: 96, Yeyakgongdan 4-gil, Hyangnam-eup,

Hwaseong-si, Gyeonggi-do - Han Qudc)

Hoat chédt chinh -  Dang bao Tudi Tieu  Quy cach

STT Ten thuoe Ham luong ché tho chuan déng goi
12 Greenpam Hard capsule Thymomodulin Vién nang 36 TCCS Hop6viX 10
80mg cung thang Vién
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S6 dang ky

QLSP-1155-19



