PHU LUC 1: DANH SACH HO SO' PE NGHI CONG BO CO’' SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
KHONG PAT YEU CAU

Pot 38

( Theo céng van sé6 4936/QLD-CL ngay 01/04/2016 cua Cuc Quan ly Dworc)

TEN CO' SO’ SAN . GIAY CH. | NGAY e DN PE NGHI . A PO
STT XUAT PIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU

1 |Pierre Fabre Site Progipharm rue du HPF/FR/258 L2 |French National Agency |[Congty TNHH Khdéng diéu chinh pham vi cong bd d6i vdi dang bao
Medicament Lycee, 45500 Gien, France /2015 8 for Medicine and Health [MTV Vimedimex |ché vién nén gidi phdng kéo dai do da bao gdbm
Production 5 Products Safety (ANSM) [Binh Duong trong pham vi chirng nhan dugc cdng bd (vién nén).

<
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2 |Boehringer Binger Strabe 173, D- 2013/021/5| 9 [Co quanthdm quyén Céng ty TNHH  [Khdng diéu chinh pham vi cong b6 vi dang bao ché
Inhelheim Pharma |55216 Ingelheim am 4/M 8 bulc MTV Vimedimex |b& sung (vién nén giai phdng chdm) d3 bao gbm
GmbH&Co.KG Rhein, Germany g Binh Duong trong pham vi chirtng nhan dugc cong bo (vién nén)

0
i
3 |Janssen Cilag Via C.Janssen (loc Borgo S. IT/101- < |AIFAltalian Medicines  |Congty TNHH  |Cong ty xin b6 sung dang bao ché vién nén bao
S.P.A. Michele) - 04100 Latina 15/H/2014 § Agency MTV Vimedimex |phim. Tuy nhién khéng déng y diéu chinh do dang
(LT), ltaly ey Binh Duong bao ché vién nén trong Gidy chirng nhdn GMP chi
§ thé hién cac hoat dong déng goi.
o

4 |Catalent Germany |Gammelsbacher Str.2, DE_BW 01_| = [Coquan tham quyén Céngty TNHH  |Khéng diéu chinh pham vi cong bd vi tén nha s3n

Eberbach GmbH |69412 Eberbach Germany | GMP_2013_ 8 buc MTV Vimedimex |xuat trong MA nép kém khéng phu hop véi tén nha
0119 g Binh Duong s3n xuat xin cong bd
S
5 |Alcon Laboratories|6201 South Freeway, UK GMP Medicines and Céngty TNHH  |Khéng diéu chinh pham vi cdng bé vi:
Inc - Aspex South Gate, Fort Worth, 6103 Insp Healthcare Products MTV Vimedimex |1. Tén va dia chi nha san xuat trong MA ndp kém
76134-2099, United States GMP S [Regulatory Agency Binh Dwong khéng phu hop vdi tén va dia chi nha sdn xuat xin
6103/99192 g (MHRA), United Kingdom cong bé.
08-0001 g 2. Dang bao ché b6 sung (dung dich nhé mat) da bao
2 gdm trong pham vi chirtng nhan d3 céng bé la dung

dich thé tich nho (ch& pham dung cho mat).

Danh sach co s& Khéng dat
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TEN CO’ SO’ SAN - GIAY CH. | NGAY ~ DN DPE NGHI . - S
STT XUAT DIA CHI NHAN CAP CO' QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU
6 |Mundipharma 13 Othellos, Dhali MUNO01/201 Pharmaceutical Services -|Cong ty TNHH  |Khdng diéu chinh pham vi cong b vi:
Pharmaceuticals |Industrial Area, Nicosia, 4/001 Ministry of Health, MTV Vimedimex |1. Dia chi nha san xuat trong MA ndp kém khéng phu
Ltd. Cyprus, 2540, Cyprus S |Cyprus Binh Duong hop vai dia chi nha san xuat xin cong bé.
8 2. Dang bao ché bd sung (dung dich st tring 4m
g dao) d3 bao gbm trong pham vi chirng nhan duogc
3 céng bé (Thudc dung ngoai dang 1dng).
7 |Bristol Myers 304 avenue du Docteur HPF/FR/157 <« National Agency for the [Congty TNHH Khoéng diéu chinh pham vi cong bd vi dang bao ché
Squibb Jean Bru 47000 Agen, /2014 § Safety of Medicine and |MTV Vimedimex |b& sung (vién dan) d3 bao gdbm trong pham vi chirng
France % |Health Products (ANSM), Binh Duong nhan dwoc cdng b6 (thudc dan)
% France
8 |Glenmark Plot No E-37/39, M.I.D.C., |001/2016/S State Administration of |VPDD Glenmark |Khéng diéu chinh bd sung "vién bao" vao pham vi
Pharmaceuticals |Industrial Estate, Satpur, |AUMP/GMP © |Ukraine on Medicinal Pharmaceuticals |chirng nhan "vién nén" do coéng ty & An D6 duoc
Ltd. Nasik-422 007, India. 8 Products (SAUMP) Ukraine kiém tra. Tai liéu SMF khéng chirng minh
§ dugc co quan quan ly dugc Ukraina kiém tra, danh
S gia doi véi dang bao ché vién bao, vién nang cirng,

thuéc nho tai.

9 [Co s& san xuat:
Jassen Cilag
Manufacturing LLC

State Road 933 Km 0.1,
Mamey Ward, Gurabo,
Portorico, 00778-9, United
States

Co s& dong goi:
Andersonbrecon
Incorporated

4545 Assenmbly Drive
Rockford, 61109, United
States

Jassen - Ortho LLC

HC 02 Box 19250, State
Road 933 Km 0.1, Mamey
Ward, Gurabo, 00778-
9629, United States

Italian Medicines Agency

United Kingdom
Medicines and
Healthcare Products
Regulatory Agency

Italian Medicines Agency

Cong ty Janssen
Cilag

Gidy chirng nhan ban in tir Eudra kém xac nhan cla
dai dién céng ty, cac dau cong chirng va hop phap
hda lanh sy xac nhan cho dai dién céng ty, khéng
phai xac nhan tinh xac thyc cla gidy chirng nhan,
khéng duoc sao tir ban chinh, khong dap ng quy
dinh vé sao y chirng thyee. Vi vay, ho so khong dat vé
tinh phap ly.
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druzba d.d (Lek
Pharmaceuticals
d.d), Production
Site

2391, Slovenia

2

14/11/2013

Products and Medical
Devices of the Republic
of Slovenia (JAZMP)

(Singapore) Pte
Ltd. tai Tp. HCM

TEN CO’ SO’ SAN . GIAY CH. | NGAY " DN PE NGHI . . N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG DAT YEU CAU
10 |Lek farmacevtska [Perzonali 47, Prevalje, 450-25/2013 Agency for Medicinal VPDD Novartis |Khdng diéu chinh pham vi céng bd d6i vdi dang bao

ché vién nén phan tan vi d3 bao gbm trong pham vi

chirng nhan duoc cdng b6 (vién nén);

Danh sach co s& Khéng dat

Trang3/3

bot 38



