BO YTE CQONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Doc lap - Tu*do - Hanh phuc

/IQLD-c1 Ha Noi, ngay”o thdngj Onam 2018

Vv cac ho so de nghj danh gia co so-
san xuat nude ngoai dap ung GMP
can bo sung giai trinh (Dot 01)

Kinh gui:

Can cu’Nghi dinh 54/2017/ND-CP ngay 08 thang 5 nam 2017 cua Chinh
phu quy dinh chi tiet mot so dieu va bien phap thi hanh Luat Dirge;

Cue Quan ly Dugc thong bao:

1 Cong bo Danh sach co so san xuat thuoc, nguyen lieu lam thuoc tai
nuoc ngoai can bo sung, giai trinh viec dap ung Thirc hanh tot san xuat thuoc
(Dot 01) dinh kem cong van nay.

2. Cac doanh nghiep can cu noi dung can bo sung, giai trinh tai Danh sach
de gui cong van bo sung va giai trinh ve Cue Quan ly Dugc.

3. Danh sach dugc dang tai tren trang thong tin dien tu cua Cue Quan ly
Dugc - Dia chi: http:// dav.gov.vn - Muc Dang ky thuoc.

Cue Quan ly Dugc thong bao de cac doanh nghiep biet va thuc hien./.

Noi nh(in: CUC TRUONG

. Nhu' tren;
1 TR N
- Cue truong Vu Tuan Cu'dng (de b/c); UONG

- Website Cue Quan ly Duoc;
- Luu: VT, CL.

yen Tat fiat


http://_dav.gov.vn




BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM
CUC QUAN LY DI/IQC Doc lap - Tir do - Hanh phuc

Ha Noi, ngay 20 thangjonam 2018

DANH SACH cAc CO SO SAN XUAt THUOC, NGUYEN LIEU 1Am THUOC TAI NU6¢c NGOAI
cAn BO SUNG, GIAI TRINH VIEC DAP Lf'NG THUC HANH TOT SAN XUAt -DOT 1

Doanh nghiep de

Oja chi ccr so’ san A, 3 v A
NG dung can bo sung, giai trinh

Tf Coeso*sanxuat GCN Ngay cap Ngay het han Co-quan cap )
_ xuat oA ' . nghj cong bo
GEF-IW - Danh muc san pham san xuat tai nha
ul. Zegrzynska ) )
Nobilus Ent, 400/0167 Main Pharmaceutical Congty CPthuoc ung may co bao gom thuoc chong ung
1 22A, 05-110 - 12/02/2015 11/09/2018 . . . .
Tomasz Kozluk 01_01/04/ Inspectorate, Poland thir Benovas thir, tuy nhien GCN GMP chira bao
Jablonna, Poland . S
186/15 gom pham vi nay. Oe nghi giai trinh
Donaustaufer
Haupt pharma Strabe 378, DE_BY_05 Giay chirng nhan GMP chua diroc
Cong ty CP thuoc ung ) )
2 Amareg GmbH - 93055 _GMO_20 14/02/2017 12/07/2019 CQTham quyen Ourc HPHLS theo quy dinh. De nghi bo
_ thulBenovas
Dire Regensburg, 17_0024 sung
Germanv
Danh muc thuoc da dang ky
KantstraBe 2, (Endoxan 200mg, 500mg (thuoc bot
DE_NW_O
Baxter Oncology 33790 ) Baxter Healthcare pha tiem); Holoxan (thuoc bot pha
3 2.GMP_2 23/05/2017 18/01/2020 CQTham quyen Qirc _ _ ) _ )
GmbH Halle/W estfalen, (Asia) pte.Ltd tiem); trong khi GCN GMP chira ghi
017_1001
German - ro co pham vithuoc bot. De nghi giai

trinh
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CSSX: Agiou

CSSX: Famar Dimitriou 63,
A.V.E Alimos Alimos Attiki,
Plant 63, AG. 17456, Greece
Dimitriou Str CSXX:

CSXX: Dervenakion 6,
Pharmathen SA  Pallini Attiki,

15351 Greece

Agneslundsvagen
27,

QPharma AB
Malmo,21215,

Sweden

Via Zambeletti,25-
Famar Italia S.P.A 20021 Baranzate
(M), Italy

Plot No.C-373,
T.T.C Industrial

) Area, Pawane,
Bionext Pharma

Pvt., Ltd

Navi Mumbai
400705,
Maharashtra ,

India

CSSX:
70002/4-8
2017
CSXX:

CSSX:
22/6/2017;

SSX:
12/9/2017

chira co

6.2.1-
2017-
061519

21/06/2018

CSSX:

IT/265- cCssx:
I/H/2016 31/10/2016
CSDG:

CSSX:
06/05/2019

NEW-
WHO-
GMP-
CERT/KD/
52526/20
17/11/20
662

07/11/2017 08/9/2019.

23/11/2020

National

Organization for

CSXX: chira co Medicines

Medical Products

Agency - Sweden

AlIFA-Italy

FDA Maharashtra,

India

CTTNHH DP Viet
Phap

VPDD Ferring

Pharmaceutical Ltd.

CTTNHH Dirac pham

Lamda

Cong ty CPDP

Genova

De nghi bo sung:

+ Giay chirng nhan GMP cua Ca so’
xuat xirdng;

+ Ho so tong the nha may cua Ca sa

xuat xiro’ng va ca sd san xuat

Phu luc layout nha xudng khong
phai bang tieng Anh, chua ro rang;
(appendix 6.2 -6.19)

SMF khong co danh muc thiet bi san
xuat, kiem nghiem. khong ghi ro Kkliu
vu'c san xuat thuoc chua hormone la
toa nha nao (chi ghi ro toa nha
rieng).

Thieu GCN GMP cua CS dong goi va
SMF cua CSSX, CS dong goi (doi vdi
CSSX: cong ty chi nop ho sa mo ta
qua trinh san xuat va bao cao tham
dinh quy trinh san xuat cua san

pham). De nghi bo sung.

Chira co Bao cao kiem tra GMP cua
dot kiem tra gan nhat;

Lay out cua toan nha may, cac khu
vuc san xuat, cac vung cap sach,
chenh ap, kho bao quan va kiem
nghiem chira ro rang. De nghj bo

sung.
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Yenisehir UK GMP
Novartis Saglik, Mahallesi lhlara 21635
Gida Ve Tarim Vadisi Sokak No. Insp GMP

) 12/6/2017, 25/1/2020 MHRA, UK

Urunleri San. Ve 2, Pendik, 30937/34
Tic. A.S. Istanbul, TR 0421-

34912, Turkey 0006

Plot Nos.

25,36,63,64,65,6 NEW-

7&87 Jawahar Co- WHO -
Milan Op Industrial GMP-

FDA Maharashtra,
Laboratories Estate Ltd, CERT/KD 23/05/2017 22/05/2019 ndi
ndia

(India) Pvt. Ltd Kamothe, Raigad /54779/20

410209 17/11/193

Maharashtra 43

State, India

Plot No.2, Phase-

1, Pharma Zone

Indore Special
Glenmark

Economic Zone GCN sb6 FDA Madhya
Pharmaceuticals 16/02/2017 15/02/2019

Pithampur, Dist, 06/2012 Pradesh, India

Limited
Dhar (M.P.),

Pincode 454 775,

India

DON VI BE XUAT

VPDD Novartis

Pharma Services AG

Milan Laboratories

(India) Pvt. Ltd

VPDD Cong ty
Glenmark
Pharmaceuticals

Limited tai Viet Nam

Chira co Bao cao kiem tra GMP cua
dot kiem tra g'an nhat;

Sa d'o nha xu'o'’ng qua nho, chira the
hien ro ro chirc nang cua tirng khu
virc san xuat, dircrng di chuyen cua
nhan vien.

Chira co danh muc cac thuoc da
dang ky/ dir dinh dang ky tai Viet

Nam. De nghi bo sung.

Chira co Sa do tong the nha may va

nha xiro’'ng.Bien ban kiem tra cua Ccr
guan quan ly chi co phan danh muc

cac ton tai, chira co phan hanh chinh
va ket luan. De nghi bo sung

CSSX co 2 GCN GMP do An do cap,

cung so GCN va ngay cap nhirng

khac pham vi. De nghi giai trinh.

Thieu Bien ban kiem tra GMP g'an
nhat cua CQ quan ly

LANH BAO CUC PHE BUYET






