PHU LUC 1: DANH SACH HO SO BE NGHI CONG BO' CO SO SAN XUAT BAT TIEU CHUAN PIC/S-GMP VA EU-GMP
KHONG BAT YEU CAU
bot 59
(Theo céng van s6 17219/QLD-CL ngay 06/09/2018 clia Cuc Quan ly Duogc)

TEN CO SO SAN N GIAY CH. NGAY . DN DE NGHI . N _ N
STT B BDIA CHI - . CO QUAN CAP R . LY DO KHONG BDAT YEU CAU
XUAT NHAN CAP CONG BO
1 Industria Via G. Pascoli, 1 -20064 1T/322- Italian Medicines Consorzio Con Gidy chi*ng nhan GMP ndop kém hd so la ban scan, chuva duvoc hop phap héa lanh su
Farmacéutica Gorgonzola (M1), Italy 1/H/2016 Agency (AIFA) Attiva' Esterna va cong chirng theo quy dinh.
Nova Argentia © Medexport ltalia
S.P.A. Reparto Distaccato - Via 5'
Muoni, 15-20064 - S
Gorgonzola (M1), Italy 5
™

Reparto Distaccato - Via
Muoni, 10-20064 -

Gorgonzola (MI), Italy

2 Panpharma Zl du Clairay, Luitre, 2018/HPF/F © French National Agency Panpharma Gidy chi*ng nhan la ban in tr Eudra, khong dugc hop phap héa lanh sy hoac céng
35133, France R/158 8 for Medicines and chiéng tai Phap theo quy dinh.
Cach ghi khac: g Health Products Safety
Z.1 du Lairay, Luitre, g (ANSM), France
35133, France o
3 Fresenius Kabi Freseniusstrasse 1, 61169 DE_HE_01_ Co quan thdm quyén Cdng ty CP Co s& va Gidy chi*ng nhan da céng bd Dot 58 STT 20. Khdng cdng bd lai.
Deutschland Friedberg, Germany GMP_2018_ © blc Fresenius Kabi
GmbH (* Cach viét khac: 0079 8 (Regierungspréasidium Viét Nam
Freseniusstrale 1, 61169 g Darmstadt)
Friedberg, Germany ) S
N

4 Merck KGaA Frankfurter Strabe 250, A DE_HE_01_ Co quan thdm quyén Merck KGaA Coéng ty cung cdp MA va CPP dé nghi b8 sung san phdm cu thé la "Dung dich tiém
18, A 31, A 32, D 2, D3, D GMP_2018_ blc truyén Erbitux (Cetuximab 5mg/mL)". Tuy nhién thudc trén thudéc pham vi "San
11, D 12, D 15, b39, N 79, 0004 phdm céng nghé sinh hoc" n&m trong pham vi chtitng nhan da céng b6 nén khéng bé
N 80, N 90, PH 5, PH 16, sung.

PH 23, PH 28, PH 31, PH
33, PH 50, PH 51, PH 52,
PH 80, 64293 Darmstadt,

Germany

10/01/2018

(* Cach viét khac:
Frankfurter Strasse 250
64293 Darmstadt,

Germany)
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8 Laboratorios Bago

S.A
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Route de Marsat, Riom, F- 09/17/1107

63963 Clermont-Ferrand 10

Cedex 9, France

Carr 188 Lote 17, San ERZF-67CS

Isidro Industrial Park, PO

Box 1624, Canovanas, PR

00729, Puerto Rico,

United States of America

Silk Road Business Park, UK MIA

Macclesfield, Cheshire, SK 17901 Insp

10 2NA, United Kingdom GMP/GDP/I
M P
17901/1011
7-0033

Carr 188 Lote 17, San UK GMP

Isidro Industrial Park, PO 15822 Insp

Box 1624, Canovanas, PR GMP

00729, Puerto Rico, 15822/1298

United States 3-0004

Silk Road Business Park, UK MIA

Macclesfield, Cheshire, SK 17901 Insp

10 2NA, United Kingdom GMP/GDP/I
M P
17901/1011
7-0033

Calle Ciudad de Necochea 20132019
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Mar del Plata y Av.
Matienzo. Parque
Industrial de La Rioja,
Provincia de La Rioja,

Argentina
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CAP

06/07/2017

22/07/2015 07/03/2017 15/05/2018

07/03/2017

28/11/2017

CO QUAN CAP

European Medicines

Agency

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United

Kingdom

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United

Kingdom

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United

Kingdom

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United

Kingdom

National Administration

of Drugs, Foods and
Medical Devices

(ANMAT), Argentina

DN PE NGHI
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VPBD Merck
Sharp & Dohme
(Asia) Ltd. Tai

Viét Nam

AstraZeneca
Singapore Pte,

Ltd

AstraZeneca
Singapore Pte,

Ltd

VPBD Daiichi
Sankyo
(Thailand) Ltd

tai HCM
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LY DO KHONG DAT YEU CAU

Cong ty da nop CPP ngay 5/1/2018 (ho so s6 272) va dwoc cdng bd 3 thang do CPP
khong c6 thoi han; sau d6 ngay 26/3/2018 ndop bd sung Gidy chi*ng nhan GMP hét
han 24/4/2018 (hd so s6 3737) dé duogc gia han thém 3 thang. Cho dén nay cdng ty

chwva b8 sung dugc GCN m¢i. Khong dat va rat khdi danh sach céng bé.

Cong ty yéu cau dinh chinh dwoc cong b6 theo US-GMP cla Co s¢ san xudat. Tuy
nhién, hd so da cong bd theo EU-GMP phu hop véi cac gidy chitng nhan GMP va CPP
ndp kém trong hd so. Trong khi d6 CPP ctia My chicé 1 co s& san xudat, ko cé co so&
dong goi, khéng pht hgp véi MA san phdm vi vy khdng cong bd theo CPP. Khdng

chdp nhan diéu chinh.

Cong ty yéu cau dinh chinh dwoc cong bd theo US-GMP cta Co s& san xudat. Tuy
nhién, hd so da cong bd theo EU-GMP phu hop véi cac gidy chitng nhan GMP va CPP
ndp kém trong hd so. Trong khi d6 CPP ctia My chicé 1 co s& san xudat, ko cé co s&
dong goi, khéng pht hgp véi MA san phdm vi vy khéng cong bé theo CPP. Khdng

chap nhan diéu chinh.

Pa cong bd cac day chuyén cho cad nha may va diéu chinh cdéng bd dot 55 STT 38 tai

Pot 57. Do dé khdong déng y diéu chinh theo yéu cau.
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Boehringer

Ingelheim Pharma

GmbH & Co. KG

Zim Laboratories

Limited

Kopran Limited

Kern Pharma, SL

Monico S.P.A

Pfizer Ireland

Pharmaceuticals

Merck Sharp &
Dohme Corp.

(Caso san xuat)

PIA CHI

Boehringer Ingelheim
Pharma GmbH & Co. KG
Birkendorfer Str. 65
88397 Biberach a.d.R.
Germany

Céach ghi khac:
Birkendorfer Stralle 65
88397 Biberach an der
Riss Germany

B-21/22, MIDC Area,
Kalmeshwar, Nagpur,
Maharashtra State,
441501, India

Village Savroli, Khalapur,
Raigad, Maharashtra, IN-

410202, India

Poligon
Venus, 72, 08228 Terrassa

(Barcelona) - Spain

Via Ponte Di Pietra, 7-

30173 Venezia (VE), ltaly

Little Connell, Newbridge,

Kildare, Ireland

2778 South East Side
Highway, Elkton, VA

22827, USA

Industrial Colén Il

GIAY CH.
NHAN

DE_BW_01_
GMP_2017_
1039

FTO65/MH/0
01/2018
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14967/5900-
0010
NCF/1807/0
04/CAT
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1/H/2016

15440/IMPO
70
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Government of
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Health Products
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Drug Administration
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Boehringer
Ingelheim Int.

GmbH

VPDB D AR
TRADEX Private
Limited tai Tp.
HCM

Kopran Limited

Cong ty TNHH

DP Nhat Anh

Consorzio Con
Attivita Esterna

Medexport ltalia

Cong ty Pfizer
(Thailand) Ltd

VPBD Merck
Sharp & Dohme

(Asia) Ltd. tai HN
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LY DO KHONG DAT YEU CAU

San phdm gém bodt déng khd va dung moi, cd 2 dang bao ché nay da dugc cdong bé
(Thudc déng khé va dung dich thé tich nhd/lén). Vi vay, khéng cdong bd bd sung riéng

cho San pham Actilyse.

Gidy chirng nhan GMP la ban in tir Eudra, khdng c6 xac nhan cla co quan thdm

quyén nuéc cap, do dé khéng dat yéu cau phap ly.

B&o cao thanh tra cia MHRA kém theo hd so, trong danh gia rui ro ghi lan thanh tra
k€ ti€p la thang 9/2018. Do d6 khdong dong y diéu chinh han hiéu lvc nhv da cdong bd
tai dot 56 STT 10.

Co s& san xudt da duvoc cong b6 Dot 57 STT 40. Cdong ty dé nghi khdng cong bod
"dang bao ché ridn khac". bdng y dé xuat céng ty. Gilt nguyén pham vi chi¢ng nhan

duoc cong bd dot 57.

Gidy chi*ng nhan ndop kém hoé so la ban photo, khdng c6 hgp phap héa lanh sv,

khéng cé chirng thwc theo quy dinh.

Pham vi chttrng nhan cho thudc th* lam sang.

Co s& da dugc cong b6 Dot 58, STT 54, han hiéu luc theo CPP.

Cdng ty cung cap gidy GMP cap nhat cia CSBPG. Khdong cong bd lai.
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STT PIA CHI CO QUAN CAP . P
XUAT NHAN CAP CONG BO
Laboratories Route de Marsat, Riom,
Merck Sharp & 63693 Clermont Ferrand f‘
Dohme Chibret cedex 9, France; g
(Cosd déng go6i) (* Cach ghi khac: Route S
de Marsat lieu-dit S

Mirabel Riom, Cedax 9,
Clermont-Ferrand 63693,

France )
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