TEN CO SO SAN

STT XUAT

1 Merck Sharp &

Dohme Limited

2 Merck Sharp &
Dohme Limited

(San xuat)

Merck Sharp &
Dohme B.V(Dong

goi)

3 Merck Sharp &
Dohme Limited

(San xuat)

PT. Merck Sharp
Dohme Pharrma
Tbk (Dong goi)

4 S.M. Farmaceutici
S.R.L.

(Ca sa san xuat)

Deltamedica
GmbH
(Ca sa xuat

xuang)

PHU LUC 2: DANH SACH HO SO DE NGHI CONG BO CO SO SAN XUAT DAT TIEU CHUAN PIC/S-GMP VA EU-GMP
BO SUNG GIAI TRINH

DIACHI

Merck Sharp & Dohme
Limited, Shotton Lane,
Cramlington, NE23 3JU,
United Kingdom

Shotton Lane,
Cramlington, NE23 3JU,
United Kingdom

Waarderweg, 39, 2031
BN, Haarlem, The
Netherland

Shotton Lane,
Cramlington,
Northumberland, NE23
3JU, United Kingdom.

JI. Raya Pandaan Km 48,
Pasuruan, Jawa Timur,

Indonesia

Zona Industriale - 85050
TITO (PZ), ltaly

Ernst-Wagner-Weg 1-5,
72766 Reutlingen,

Germany

Danh sach ca sa phai Giai trinh

Dot 63

(Theo cong van so 2578/QLD-CL ngay 06/03/2019 cua Cue Quan ly Duox)

GIAY CH.
NHAN

UK MIA 25
Insp
GMP/IMP
25/4061-
0028

UK MIA 25
Insp
GMP/IMP
25/4061-
0028

NL/H
17/2002429

UK MIA 25
Insp
GMP/IMP
25/4061-
0028
0541/CPOB/
A/11/18

IT/113-
1/H/2017

DE_BW _01_
GMP_2019_
0006

ngAy
CAP

06/09/2017 21/02/2018 04/12/2018 16/02/2018 04/12/2018 04/12/2018

14/01/2019

CO QUAN CAP

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

National Agency for

DN DE NGHI
CONG BO

VPDD Merck
Sharp & Dohme
(Asia) Ltd tai
Viet Nam

VPDD Merck
Sharp & Dohme
(Asia) Ltd tai
Viet Nam

Drug and Food Control

Indonesia (NADFC)

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

National Agency for

VPDD Merck
Sharp & Dohme
(Asia) Ltd tai
Viet Nam

Drug and Food Control

Indonesia (NADFC)

Italian Medicines
Agency (AIFA)

Ca quan tham quyen
Due (Baden-
Wurttemberg)

Cong ty TNHH
Binh Viet Duc

Trang 1/ 8

NOI DUNG CAN BO SUNG GIAITRINH

Giay chung nhan duoc in tu Eudra, khong duoc hop phap hoa lanh su va cong
chung theo quy dinh. Yeu c'au cung cap ban duoc hop phap hoa lanh su va cong

chung theo quy dinh.

Giay CN GMP ca sa san xuat la ban in tu EUDRA, chua duoc cong chung, hop phap
hoa lanh su. Yeu c'au Cong ty bo sung Giay CN GMP duoc chung thuc theo quy dinh.

Giay CN GMP ca sa san xuat la ban in tu EUDRA, chua duoc cong chung, hop phap
hoa lanh su. Yeu c'au Cong ty bo sung Giay CN GMP duoc chung thuc theo quy dinh.

Cuc Quan ly Duoc tam cong bo tai danh sach ca sa san xuat thuoc dat tieu chuan
PIC/S-GMP, EU-GMP. Trong vong 3 thang ke tu ngay cong bo, de nghi cong ty cung
cap ban GCN ca sa xuat xudng da duoc chung thuc day du theo quy dinh. Neu qua

thdi han tren, Cuc Quan ly Duoc se rut ca sa san xuat khoi danh sach.
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STT

10

11

TEN CQO'SO'SAN
XUAt

CSL Behring GmbH

Stada VN Joint
Venture Co. Ltd

Anfarm Hellas S.A.

Novartis

Farmaceutica, SA

Lainco, SA

Reliance life
sciences private
limited (plant 6)

Sofarimex -
Industria Quimica
e Farmaceutica,
S.A

DIACHI

CSL Behring GmbH
Emil-von-Behring-Strasse
(hoac: Strafe) 76
35041 Marburg Germany

No. 40, Tu Do Avenue,
Vietnam - Singapore,
Industrial Park, Thuan An,
Binh Duong Province,
Vietnam

62nd km Nat. Rd. Athens-
Lama, Schimatari Viotias,
32009, Greece

(* Cach viet khac: 61st km
Nat. Rd. Athens-Lama,
Sximatari Viotias, 32009,

Greece)

Ronda de Santa Maria,
158, 08210 Barbera Del

Valles (Barcelona), Spain

Poligon Industrial Can
Jardi, Avgda. Bizet, 8-12,
08191 RUBI (Barcelona),
Spain

Dhirubhai Ambani Life
science centre (DALC)
Thane Belapur road
rabale Navi Mumbai IN-
400701 India

Av. Das Industrias - Alto
do Colaride, Cacem, 2735-
213, Portugal.

Danh sach ca sa phai Giai trinh

GIAY CH.
NHAN

DE_HE_01_
GMP_2018_
0147

108-0968

40189/12-5-
2016

NCF/1851/0
01/CAT

NCF/1854/0
01/CAT

UK GMP
41432 Insp
GMP
41432/6618
812-0004
F027/S1/MH
/001/2018

ngAy
cAp

26/11/2018

18/10/2017

13/06/2016

21/11/2018 19/10/2018

22/01/2018

13/07/2018

CO QUAN CAP

Ca quan tham quyen

Ddc

Ministry of Health and
W elfare, Republic of

China (Taiwan)

National Organization
for Medicines (EOF),

Greece

Ministry of Health of

Government of

Catalonia, Spain

Ministry of Health of

Government of

Catalonia, Spain

Medicines and

Healthcare Products

Regulatory Agency
(MHRA), United
Kingdom

National Authority of
Medicines and Health
Products (INFARMED),

Portugal

DN DE NGHI
CONG BO

VPDD Unico
Alliance Co., Ltd
tai Tp. HCM

Cong ty TNHH
Lien doanh
Stada - Viet Nam

Tada Pharma

VPDD Novartis
Pharma Services
AG

Cong ty cpdp
Minh Ky

VPDD Glenmark
Pharmaceuticals
Ltd

Harbin
Pharmaceutical
Group Co., Ltd

General Pharm.

Trang 2/ 8

NOI DUNG CAN BO SUNG GIAITRINH

Ho sa gom 2 Giay CN GMP cua 2 ca sa san xuat khac nhau va dooc cap tai 2 ngay
khac nhau; khong ro tinh trang dooc chdng thoc hop phap hoa lanh so cua tong

giay. Yeu cau cung cap ban chfnh hop phap hoa lanh so de doi chieu.

Cong ty nop kem theo tho giai trinh ngay 30/7/2018: vien nen co bao gom vien nen
bao phim va vien nen sui bot; hon dich co bao gom dung dich; tuy nhien tai lieu

khong dooc hop phap hoa lanh so va cong chdng theo quy dinh.

Dot 62, Cuc QLD co yeu cau Cong ty cung cap bao cao thanh tra de lam ro cac dang

bao che de nghi bo sung. Dot nay, Cong ty giai trinh do bao cao thanh tra la tai lieu

bf mat cua nha may nen chi cung cap troc tiep cho Cuc Quan ly Dooc.

De nghi cong ty lien he vdi nha san xuat va goi bao cao thanh tra tdi dia chi mail sau

day cua Cuc Quan ly Dooc: quanlychatluongthuoc.qld@ moh.gov.vn

De nghi cung cap bao cao thanh tra (phan hanh chfnh va ket luan) hoac giay chdng
nhan CPP cua ca quan cap chdng nhan GMP va MA do Cuc Quan ly Dooc VN cap the
hien ro cac dang bao che cu the cua "dang bao che ran khac" trong pham vi dooc

chdng nhan.

De nghi cung cap bao cao thanh tra GMP hoac CPP cua san pham va MA tai Viet Nam

de lam ro dang bao che "cac dang bao che ran khac".

Giay chdng nhan GMP in to mang Eudra, khong dooc chdng thoc. De nghi bo sung
GCN GMP do ca quan co tham quy'en cua EU hoac Anh xac nhan va dooc chdng

thoc theo quy dinh.

Tam cong bo 30 ngay. Yeu cau, trong thdi han 30 ngay, Cong ty cung cap ban chfnh
HPHLS de doi chieu. Neu khong cung cap se rut cong bo.
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TEN CQO'SO'SAN
STT XUAL DIACHI

12 Vuab Pharma a.s Vlitavska 53, 252 63
Roztoky, Czech

13 Novo Nordisk A/S Novo Alle, Bagsv~rd,
2880, Denmark
(* Cach ghi khac:
Novo Alle, Bagsv~rd, DK-
2880, Denmark)

14 N.V. Organon Molenstraat 110, OSS,
5342CC, Netherlands
Cach ghi khac:
Molenstraat 110, 5342 CC
Oss, Netherlands
hoac: Kloosterstraat 6,
5349 AB Oss, Netherlands

Synergy Health Soevereinstraat 2, ETTEN-
Ede B.V. LEUR, 4879NN,
Netherlands

15 Hetero Labs 22-110 Industrial
Limited, Unit lll Development Area,
Jeedimetla, Hyderabad,
Telangana, India 500 055

16 Exir 2nd Km of Ring road,

Pharmaceutical Co Boroujerd, 69189 , Iran

17  Upsa Sas 979 Avenue des Pyrenees,
Le Passage, 47520, France

Danh sach ca sa phai Giai trinh

GIAY CH.
NHAN

sukls251187
/2016

DK H
00096518

NL/H

16/1010471

NL/H
17/1014950
B

109-1137

665/93417

2018/HPF/F
R/157

ngAy
cAp

01/03/2017

26/03/2017 30/01/2018

11/12/2018 14/04/2017

02/01/2019

13/06/2018

DN DE NGHI

CO QUAN CAP
CONG BO

State Institute for Drug Cong ty CP XNK

Control (SUKL), Czech Y te Thai An
Republic

Danish Health and Novo Nordisk
Medicines Authority A/S

Health Care VPDD Merck
Inspectorate - Sharp & Dohme
Pharmaceutical Affairs (Asia) Ltd. Tai
and Medical Viet Nam

Technology, Netherlands

Health Care
Inspectorate -
Pharmaceutical Affairs
and Medical

Technology, Netherlands

Ministry of Health and Cong ty Hetero
W elfare, Republic of Labs Ltd

China (Taiwan)

Iranian Food and Drug Congty CPY
Administration (IFDA) Duoc LS

French National Agency Congty TNHH
for Medicine and Health DKSH Viet Nam
Products Safety (ANSM)

Trang 3/ 8

NOI DUNG CAN BO SUNG GIAITRINH

* Chua dieu chinh theo de nghi. Yeu cau Cong ty cung cap tai lieu chdng minh san

pham d'e nghi di'‘eu chinh duoc san xuat theo cong nghe thuoc bot dong kho.

De nghi cung cap bao cao thanh tra (phan hanh chinh va ket luan) hoac giay chdng
nhan CPP cua ca quan cap chdng nhan GMP va MA do Cuc Quan ly Duoc VN cap the
hien ro cac dang bao che cu the cua "dang bao che dich long the tfch nho" theo de

nghi dfnh chinh cua Cong ty

Bo sung giay chdng nhan GMP da hop phap hoa lanh so cho ca sa dong goi.

Van ban ve tinh trang cua ca sa san xuat kem theo ho sa khong co cho ky, khong co
dau cua Bo Y te Taiwan. Yeu cau cung cap van ban sao to ban goc duoc chdng thoc

hop phap hoa lanh so theo quy dinh, va duoc dich co cong chdng.

Cach ghi chdng nhan khong ro thuoc chda Cephalosporin gom cac dang bao che nao
(thuoc bot, thuoc bot pha tiem) hay toan bo cac dang bao che. De nghi cung cap Bao

cao thanh tra (phan hanh chinh va phan ket luan va Ho sa tong the (SMF) de lam ro

Day chuyen vien nen sui bot khong thuoc pham vi chdng nhan GMP da cong bo. De
nghi giai trinh va cung cap bao cao thanh tra de chdng minh dang bao che thuoc

vien nen sui bot thuoc pham vi da chdng nhan.
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TEN CQO'SO'SAN
STT XUAL DIACHI

18 Farma Lyon (hoac 29 Avenue Charles de
Farma Lyon - Gaulle, Saint Genis Laval,
Saint Genis Laval) 69230, France (hoac 29

Avenue Charles de Gaulle,
69230 Saint Genis Laval,

France)

19 Sanofi Winthrop 180 Rue Jean Jaures
Industrie 94702 Maisons-Alfort

Cedex, France.

20 Sanofi S.P.A Viale Europa, 11-21040
Origgio (VA), Italia

21 Mylan Plot No 11, 12&13, Indore
Laboratories Special Economic Zone,
Limited Pharma Zone, Phase I,

Sector Ill, Pithampur-
454775, Dis. Dhar,
Madhya Pradesh, India

22 Mylan Plot No 11, 12&13, Indore
Laboratories Sez, Pharma Zone, Phase
Limited Il, Sector Ill, District Dhar,

Pithampur, Madhya
Pradesh, 454775, India

Danh sach ca sa phai Giai trinh

GIAY CH.
NHAN

CPP:
022643
022642

CPP:
017907
017906

CPP/2017/2
421

108-1320
(PMF-10281)

OGYEI/4955
2-5/2017

ngAy
cAp

14/07/2016 09/10/2017 24/05/2018 16/10/2018

08/10/2018

CO QUAN CAP

Department for
Facilitations Foreign
Trade

DN DE NGHI
CONG BO

Cong ty Sanofi
Aventis
Singapore Pte.,
Ltd

Chambre de Commerce VPDD Sanofi

et d'Industrie de Region Aventis

Paris lle-de-France

Italian Medicines
Agency (AIFA)

Singapore Ptd.,
Ltd

Cty Sanofi
Aventis
Singapore Pte.,
Ltd

Ministry of Health and Mylan

W elfare, Republic of

China (Taiwan)

National Institute of

Laboratories Ltd

Mylan

Pharmacy and Nutrition Laboratories Ltd

(OGYEI), Hungary

Trang 4/ 8

NOI DUNG CAN BO SUNG GIAITRINH

Giay chung nhan CPP khong ghi thoi han co hieu loc. Cuc Quan ly Duoc tam cong bo
tai danh sach ca sa san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP. Trong vong 3
thang ke tu ngay cong bo, de nghi cong ty cung cap cac tai lieu lam can cu de xac
dinh thoi han co hieu loc cua GCN nay (nhu Giay chung nhan GMP/ Bien ban kiem
tra (phan hanh chfnh va ket luan) co the hien ngay kiem tra GMP tai ca sa san xuat
san pham de nghi cong bo). Neu qua thoi han tren, Cuc Quan ly Duoc se rut ca sa
san xuat khoi danh sach

Giay chung nhan CPP khong ghi thoi han co hieu loc. Cuc Quan ly Duoc tam cong bo
tai danh sach ca sa san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP. Trong vong 3
thang ke tu ngay cong bo, de nghi cong ty cung cap cac tai lieu lam can cu de xac
dinh thoi han co hieu loc cua GCN nay (nhu Giay chung nhan GMP/ Bien ban kiem
tra (ph'an hanh chfnh va ket luan) co the hien ngay kiem tra GMP tai ca sa san xuat
san pham de nghi cong bo). Neu qua thoi han tren, Cuc Quan ly Duoc se rut ca sa
san xuat khoi danh sach

Giay chung nhan CPP khong ghi thoi han co hieu loc. Cuc Quan ly Duoc tam cong bo
tai danh sach ca sa san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP. Trong vong 3
thang ke tu ngay cong bo, de nghi cong ty cung cap cac tai lieu lam can cu de xac
dinh thoi han co hieu loc cua GCN nay (nhu Giay chung nhan GMP/ Bien ban kiem
tra (ph'an hanh chfnh va ket luan) co the hien ngay kiem tra GMP tai ca sa san xuat
san pham de nghi cong bo). Neu qua thoi han tren, Cuc Quan ly Duoc se rut ca sa
san xuat khoi danh sach

Qua tra cuu tren cong thong tin dien tu FDA Taiwan: Tai Regulation ngay 8/8/2013,
Di'eu 5, can cu ket qua danh gia GMP, Bo Y te Taiwan cap van ban thong bao chap
thuan ve tfnh trang dap ung GMP cho ca sa, trong do co cac thong tin ve ten, dia
chi, dang bao che, cac han che (neu co), thoi han hieu loc va mot so thong tin ve viec
ca thuoc da duoc chap nhan nhung chua cung cap cho thi truong Taiwan. Tai lieu
dinh kem ho sa gom ca ban Tieng Trung Quoc va Ban dich cong chung tieng Anh.
Chap nhan tai lieu nay de cong bo.

Yeu cau cung cap Bao cao thanh tra GMP de cong bo’theo dang bao che.
Giay chung nhan GMP in tu mang Eudra, do ca quan tham quyen An Do cong chung

xac nhan, khong dap ung quy dinh ve chung thoc. De nghi bo sung GCN GMP do ca

quan co tham quyen cua EU hoac Hungary xac nhan
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STT

23

24

25

26

27

28

29

TEN Q0'SO'SAN

XUAt
SmithKline
Beecham Ltd T\A
SmithKline
Beecham
Pharmaceuticals
Zydus Hospira
Oncology Private
Limited

Bushu
Pharmaceuticals
Ltd. Misato

Factory

Bushu
Pharmaceuticals
Ltd. Misato

Factory

Genfarma

Laboratorio, S.L

Glaxo Wellcome

Production

Help Abee/ Help
S.A.

DIACHI

Clarendon Road,
Worthing, BN14 8QH,
United Kingdom

Plot No. 3, Pharmez-
Special Economic Zone,
Sarkhej Bavla highway,
N.H. No. 8A, Matoda,
Taluka Sanand,
Ahmedabad In 382213,
India

950, Hiroki, Ohaza,
Misato-machi, Kodama-

gun, Saitama-ken, Japan

950, Hiroki, Ohaza,
Misato-machi, Kodama-

gun, Saitama-ken, Japan

Avda. De la Constitution,
198-199, Polfgono
Industrial Monte Boyal,
45950 Casarrubios del

Monte, (Toledo), Spain

Zl de la Peyenniere,

53100 Mayenne, France

Pedini loanninon,

loannina, 45500, Greece

Danh sach ca sd phai Giai trinh

GIAY CH.
NHAN

UK MIA
10592 Insp
GMP
10592/3922-
0034

UK GMP
32340 Insp
GMP
32340/4091
99-0006

1123008000
792

1123008000
792

2018/02407

2018/HPF/F

R/184

65690/ 8-6-
2018

ngAy
cAp

01/02/2017 11/10/2018

25/09/2018 06/04/2018 06/04/2018

10/08/2018

09/07/2018

CO QUAN cAp

United Kingdom's
medicines and
Healthcare Products
Regulatory Agency
MHRA

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Agency for Medicines

and Health Products
(AEMPS), Spain

National Agency for the
Safety of Medicine and

Health Products
(ANSM), France

National Organization

for Medicines (EOF),

Greece

DN DE NGHI
CONG BO

VPDD
GlaxoSmithKline
Pte Ltd tai Tp.
HCM

VPDD Pfizer
(Thailand)

Eisai (Thailand)
Marketing Co.,
Ltd

Eisai (Thailand)
Marketing Co.,
Ltd

Cong ty co phan
duoc pham
Trung uang
CPC1

VPDD tai Tp.
HCM
GlaxoSmithKline
Pte Ltd

Cong ty TNHH

duoc pham

Lamda

Trang 5/ 8

NOI DUNG CAN BO SUNG GIAITRINH

De nghi cung cap tai lieu giai trinh de cong bo "cac dang bao che dang ran khac".

Yeu cau Cong ty lien he voi MHRA de dieu chinh lai pham vi tren giay chdng nhan de

lam can cd cong bo thuoc doc te bao/klm te bao

Tai lieu cong ty nop la thong bao cua ca quan quan ly, khong phai GCN GMP. De

nghi cung cap GCN GMP ca sd san xuat, dong goi, xuat xudng de duoc cong bo.

Tai lieu cong ty nop la thong bao cua ca quan quan ly, khong phai GCN GMP. De

nghi cung cap GCN GMP ca sd san xuat, dong goi, xuat xudng de duoc cong bo.

Giay chdng nhan CPP khong ghi thdi han co hieu loc. Cuc Quan ly Duoc tam cong bo
tai danh sach ca sd san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP. Trong vong 3
thang ke to ngay cong bo, de nghi cong ty cung cap cac tai lieu lam can cd de xac
dinh thdi han co hieu loc cua GCN nay (nhu Giay chdng nhan GMP/ Bien ban kiem
tra (phan hanh chinh va ket luan) co the hien ngay kiem tra GMP tai ca sd san xuat
san pham de nghi cong bo). Neu qua thdi han tren, Cuc Quan ly Duoc se rut ca sd
san xuat khoi danh sach.

Giay CN GMP trong ho sa in to EUDRA, duoc HPHLS. Tuy nhien, tai thdi diem tra
cdu, khong tim duoc Giay CN nay; chi co Giay CN GMP so 2018/HPF/FR/263, cung
pham vi chdng nhan va ngay thanh tra 2018-09-04.

De nghi cung cap thong tin giai trinh ve van de nay.

De nghi cung cap bao cao thanh tra (phan hanh chinh va ket luan) hoac giay chdng
nhan CPP cua ca quan cap chdng nhan GMP va MA do Cuc Quan ly Duoc VN cap the
hien ro cac dang bao che cu the cua "cac dang bao che ran khac" va "thuoc duoc

lieu" trong pham vi duoc chdng nhan.
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30

31

32

33

34

35

TEN CQO'SO'SAN
XUAt

Berlin-Chemie AG

Berlin Chemie AG

Eisai Co., Ltd.

Kawashima Plant

Pymepharco Joint

Stock Company

Baxter Oncology
GmbH

Pharmavision
San. Ve Tic. A.S.

DIACHI

Berlin-Chemie AG
Glienicker Weg 125,
12489 Berlin, Germany

Ca sa san xuat: Berlin-
Chemie AG, Tempelhofer
Weg 83, 12347 Berlin,

Germany

Ca so dong goi, xuat
xuong: Berlin-Chemie AG,
Glienicker Weg 125,
12489 Berlin, Germany

1, Kawashimatakehaya-
machi, Kakamigahara-shi,

Gifu-ken, Japan

166-170, Nguyen Hue
Street, Tuy Hoa City, Phu

Yen Province, Vietnam

Baxter Oncology GmbH
Kantstra~e 2

33790 Halle/ Westfalen,
Germany

(*Cach ghi khac:
Kantstrasse 2

D-33790 Halle, Germany)

Davutpaja Ceddesi
No:145, Topkapi Istanbul,
34010, Turkey

Danh sach ca so phai Giai trinh

GIAY CH.
NHAN

DE_BE 01 _G
MP_2015_0
034

DE_BE_01_G
MP_2017_1
065

DE_BE_01_G
MP_2017_1
045

6096

DE_HE_01_
GMP_2018_
0017

CPP:
2017/1/122;
2017/1/123;
2017/1/120.

TR/GMP/20
18/203

ngAy
cAp

20/12/2017 14/07/2015

05/10/2017

28/02/2018

o} ﬁ??V 07/02/2018

25/09/2018

CO QUAN CAP

Ca quan tham quyen

Duc

Ca quan tham quy'en

Duc

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Ca quan tham quy'en

Duc

Ca quan tham quy'en

Duc

Turkish Medicines and
Medical Devices Agency
(TMMDA)

DN DE NGHI
CONG BO

VPDD Menarini
Singapore Pte
Ltd

VPDD Menarini
Singapore Pte
Ltd

VPDD tai Tp.
HCM Eisai
(Thailand)
Marketing Co
Ltd.

Congty CP

Pymepharco

VPDD tai Tp.
HCM Baxter
Healthcare
(Asia) Pte. Ltd.

Cong ty TNHH
MTV DP Altus

Trang 6/ 8

NOI DUNG CAN BO SUNG GIAITRINH

* Trong thdi gian chd cap chu'ng nhan GMP, de nghi Cong ty cung cap Bao cao thanh
tra GMP va Bao cao khac phuc (neu co ton tai) de xem xet, tiep tuc gia han them 03

thang.

* Trong thdi gian chd cap chu'ng nhan GMP, de nghi Cong ty cung cap Bao cao thanh
tra GMP va Bao cao khac phuc (neu co ton tai) de xem xet, tiep tuc gia han them 03

thang.

De nghi Cong ty tiep tuc cung cap tai lieu hudng dan hoac van ban xac nhan cua Ca
quan quan ly duoc Nhat Ban ve cach ghi Danh muc thuoc trong Bao cao thanh tra
GMP hoac trong Thong bao ket qua thanh tra GMP.

* Chua dong y dieu chinh pham vi chu'ng nhan thanh "khang sinh beta lactam" theo
de nghi, do tren Giay CN GMP, muc han che va lam ro da ghi "Muc dfch cua dot
thanh tra: Ceftriaxone EG 1g/10 ml...".

De nghi Cong ty cung cap Bao cao Thanh tra GMP va cac tai lieu khac de chu'ng minh

thuoc chua khang sinh Penicllin thuoc pham vi thanh tra va dap ung EU-GMP.

Tren Giay GMP, pham vi chu'ng nhan Solids and Implants chi bao gom hoat dong
Kiem nghiem va xuat xuong; khong phai toan bo quy trinh san xuat. Do vay, tam thdi
cong bo 3 thang theo CPP.

Yeu cau Cong ty cung cap tai lieu chu'ng minh san pham de nghi cong bo duoc san
xuat theo quy trinh cong nghe cua thuoc dong kho de cong bo thdi han hieu loc theo
Giay CN GMP .

De nghi cung cap bao cao thanh tra (phan hanh chinh va ket luan) hoac giay chu'ng
nhan CPP cua ca quan cap chu'ng nhan GMP va MA do Cuc Quan ly Duoc VN cap the
hien ro cac dang bao che cu the cua "thuoc san xuat vo trung khac" trong pham vi

duoc chu'ng nhan.
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TEN CQO'SO'SAN

STT
XUAt

36 Sanofi-Aventis
Deutschland
GmbH

37 Mundipharma
Pharmaceuticals
Ltd.

38 Reliance life
sciences Private
Limited (Plant 6)

39 GlaxoSmithKline

manufacturing
S.P.A. (Ca sa san

xuat)

Laboratoire
Renaudin (Ca sa
san xuat, xuat
xuang tui dung
moi)
Lusomedicamenta
Sociedade
Tecnica
Farmaceutica, S.A
(Ca sa dong goi
thd cap va xuat

xuang bo Kit)

DIA CHI GIAY CH.
NHAN

Industriepark Hochst DE_HE_01_
(hoac Hoechst)- GMP_2018_
Bruningstrabe 50 (hoac 0093
Bruningstrasse), H500,
H590, H600, H785, H790,
65926 (hoac D-65926)
Frankfurt am Main (hoac
Frankfurt am Main
Allemagne), Germany.
13 Othellos, Dhali MUNO01/201
Industrial Area, Nicosia, 8/001
Cyprus, 2540, Cyprus
Dhirubhai Ambani Life UK GMP
science centre (DALC), 41432 Insp
Thane, Belapur road, GMP
Rabale, Navi Mumbai, 41432/6618
Maharashtra, IN-400701, 812-0004
India
Strada Provinciale IT/299-
Asolana N.90 (loc. San 2/H/2016
Polo) - 43056 Torrile (PR),
Italia
Zone Artisanale Errobi, 2018/HPF/F
Itxassou, 64250, France R/137

FO021/S1/MH
/003/2017

Estrada Consiglieri
Pedroso, no. 69-B, Queluz
de Baixo, 2730-055

Barcarena, Portugal

Danh sach ca sa phai Giai trinh

ngAy

cAp

20/09/2017

12/07/2018

01/12/2016 22/01/2018 08/05/2018

24/05/2018

22/6/2020

CO QUAN CAP

Ca quan tham quyen
Ddc

Pharmaceutical Services
- Ministry of Health,
Cyprus

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

Italian Medicines

DN DE NGHI
CONG BO

VPDD Sanofi-
Aventis
Singapore Pte.
Ltd. Tai Tp. HCM

VPDD
Mundipharma
Pharmaceuticals
Pte Ltd. Tai Tp.
HCM

VPDD MI
Pharma Private
Limited tai
Tp.HCM

VPDD Janssen-

Agency (AIFA) Cilag Ltd.
National Agency for the
Safety of Medicine and
Health Products
(ANSM), France
National Authority of
Medicines and Health
Products (INFARMED),
Portugal
Trang 7/ 8

NOI DUNG CAN BO SUNG GIAITRINH

De nghi cung cap bao cao thanh tra (phan hanh chfnh va ket luan) hoac giay chdng
nhan CPP cua ca quan cap chdng nhan GMP va MA do Cuc Quan ly Duoc VN cap the
hien ro cac dang bao che cu the cua "dang bao che ran khac" trong pham vi duoc

chdng nhan.

Pham vi chdng nhan khong bao gom kiem tra chat luong theo mau Giay chdng nhan

GMP cua EU. De nghi Cong ty giai trinh va cung cap bang chdng kem theo.

De nghi cung cap bao cao thanh tra (ph'an hanh chfnh va ket luan) hoac giay chdng
nhan CPP cua ca quan cap chdng nhan GMP va MA do Cuc Quan ly Duoc VN cap the

hien ro dang bao che "Vien nen bao phim" trong pham vi duoc chdng nhan.

De nghi bo sung GCN GMP cua ca sa san xuat.
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STT

40

41

42

43

44

TEN CQO'SO'SAN

XUAt

Chong Kun Dang
Pharmaceutical

Corp

Pfizer Biotech
Corporation,

Hsinchu Plant

Facta
Farmaceutici
S.P.A.

Lindopharm
GmbH

Eli Lilly and
Company (Ca sa

san xuat)

Lilly, S.A. (Ca sa
dong goi va xuat

xuang)

DIACHI

797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-
gu, Cheonan-si,
Chungcheongnam-do,
Republic of Korea
No0.290-1, Chung Lun
Village, Hsinfeng,
Hsinchu, 30442, Taiwan
(R.O.C)

Nucleo Industriale S. Atto
(loc. S. NICOLO'A
TORDINO) - 64100

Teramo (TE), Italia

Lindopharm GmbH
Neustrasse 82 40721

Hilden, Germany

Lilly Technology Center.,
Indianapolis, Indiana
46285, USA.

Avda. de la Industria 30,
28108 Alcobendas,
Madrid, Spain

Danh sach ca sa phai Giai trinh

GIAY CH.
NHAN

2019-G1-
0067

4721

IT/142/H/20
18

DE_NW _03_
GMP_2018_

0026

04/16/1044
02

ngAy

C

A

06/11/2018 20/11/2018 15/01/2019

10/08/2018

05/12/2016

p

Daejeon Regional Office
of Food & Drug Safety,

CO QUAN CAP

Korea

Ministry of Health and

W elfare, Republic of

China (Taiwan)

AIFA Italian Medicines

Agency

Ca quan tham quyen

Ddc

European Medicines

Agency

DN DE NGHI
CONG BO

VPDD Chong
Kun Dang
Pharmaceutical
Corp tai Tp.
HCM

Pfizer
(Thailand)
Limited
Representative
Office
Rotexmedia
GmbH
Arzneimittelwer
k

Cong ty TNHH
Binh Viet Ddc

VPDD Daiichi
Sankyo
(Thailand) Ltd.

Trang 8/ 8

NOI DUNG CAN BO SUNG GIAITRINH

Day khong phai la ho sa bo sung. Cong ty chaa nop phi theo quy dinh.

Yeu cau cong ty cung cap tai lieu lien quan de lam ro dang bao che thuoc san xuat

vo trung chda khang sinh nhom Penicilline de cong bo theo de nghi.

Thuoc dong kho va bot pha tiem chda Cepha, Penem chi thoc hien dong goi sa cap.
Yeu cau cong ty cung cap tai lieu lien quan den hoat dong tren de cong bo theo de

nghi.

Cong ty nop Giay xac nhan cua ca quan quan ly ngay 29/10/2018 ve viec chd cap
chdng nhan sau khi dot kiem tra ngay 24-25/10/2018. Thdi han xin xac nhan den
nay da dooc 4 thang. De nghi bo sung giay chdng nhan GMP mdi de cong bo.

Giay chdng nhan CPP do ca quan quan ly Dooc Chau Au cap, khong ghi thdi han co
hieu loc. Cuc Quan ly Dooc tam cong bo tai danh sach ca sa san xuat thuoc dat tieu
chuan PIC/S-GMP, EU-GMP. Trong vong 3 thang ke td ngay cong bo, de nghi cong ty
cung cap cac tai lieu lam can cd de xac dinh thdi han co hieu loc cua GCN nay (nho
Giay chdng nhan GMP/ Bien ban kiem tra (phan hanh chfnh va ket luan) co the hien
ngay kiem tra GMP tai ca sa san xuat san pham de nghi cong bo). Neu qua thdi han

tren, Cuc Quan ly Dooc se rut ca sa san xuat khoi danh sach.
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