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
Dot 47
( Theo cong van s6 782/QLD-CL ngay 25/01/2017 ctia Cuc Quan ly Dworc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ; A S
e A ~ o ~ LY DO KHONG PAT YEU CAU
STT XUAT DIA CHI NHAN CAP LU RELES CONG B0 E
1 |AstraZeneca AB  |SE-15185 Sodertalje, 6.2.1-2015- n Swedish Medical AstraZeneca Khéng d6ng y bd sung do cac dang bao ché "vién nén khang dich da day" va "cém
Sweden 064647 & [Products Agency (MPA) khang dich da day" do d3 thudc thudc pham vi '"vién nén, thuéc c6m" d3 cdng bd
E
ey
o
6.2.1-2015- |
064648 Q
:
<
(e}
o
2 |Aesica North Road UK MIA o |Medicines and VPDD Abbott Vién nén giai phong bién déi d3 thudc dang bao ché vién nén, vién nén bao phim. Vi
Queenborough Queenborough Kent Me  |32496 Insp § Healthcare Products Laboratories S.A |vay, khdng cong bé.
Limited 11 5EL, United Kingdom  (GMP g Regulatory Agency
22567/3043 > [(MHRA), United
3-0027 ~  |Kingdom
3 [Sandoz GmbH - BP [Biochemiestrafe 10 6250 [INS-481922- Austrian Federal Office [Sandoz GmbH  [Tir 01/01/2017 thudc |a thanh pham, khéng bao gdm nguyén liéu. Vi vay, khéng céng
Kundl Kundl, Austria 0066-001 for Safety in Health Care b6 nguyén liéu.
(1/2)
4 |Lek Verovskova ulica 57, 401-9/2015- wn  |Agency for medicinal VPDD Novartis |Khéng cong b8 bd sung dang bao ché "vién nén bao phim tac dung kéo dai" do d3
Pharmaceuticals [Ljubljana, 1526, Slovenia |5 8 products and medical (Singapore) Pte |thudc pham vi "vién nén bao phim" d3 dwoc cong bé.
dd X [devices of the Republic |Ltd. Tai Tp. HCM
§ of Slovenia
5 |Genepharm AE/ |18th km Marathonos Ave, |57896/20-7- © National Organization Céng ty CP dugc |D3a cdng bd tai Dot 46 STT 9. Khdng cdng bd lai.
Genepharm SA Pallini Attiki, 15351, 2016 8 for Medicines (EOF), pham Duy Tan
Greece 5 |[Greece
o
o
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6 [Sanofi-Aventis
Deutschland
GmbH

Sanofi-Aventis
Deutschland GmbH
Bruningstrasse 50/
Industriepark Hoechst,
H500, H590, H600, 65926
Frankfurt am Main,
Germany

(* Cac cach ghi khac:

- Industriepark Hoechst
65926 Frankfurt am Main,
Allemagne, Germany.

- Industriepark Héchst, D-
65926 Frankfurt am Main,
Germany.

- Industriepark Hoechst, D-
65926 Frankfurt am Main,
Germany.

- Industriepark Hochst,
Bruningstrasse 50, D-
65926 Frankfurt am Main,
Germany.

- Bruningstrasse 50, D-
65926 Frankfurt am Main,
Germany.)

DE_HE_01_
GMP_2015_
0024

20/03/2015

Co quan thdm quyén
burc

Cong ty TNHH
Sanofi-Aventis
Viét Nam

Céac ndi dung thong tin d3 dwoc cdng b, khdng déng y bé sung cach viét dia chi khac.
Céng ty phai gidi trinh v&i céc co quan chirc ndng s tai vé viéc cach ghi dia chi théng
nhat.

7 |B. Braun Medical,
SA

Ctra. De Terrassa, 121
08191 RUBI (Barcelona),
Spain

NCF/1634/0
01-CAT

11/10/2016

Ministry of Health of
Government of
Catalonia, Spain

Cong ty B.Braun
Medical SA

Gidy chirng nhan cung cap chwa 13 ban hgp phdp hda lanh sy hodc cé cdng chirng tai
nuwdc s& tai, chwa dat vé tinh phap ly.

8 |MJ Biopharm
Private Limited

Plot No. L7, MIDC
Industrial Area, Taloja,
Raigad 410208
Maharashtra State, India

MJ Biopharm
Private Limited

Tai liéu kém theo la van ban giao dich giira 2 céng ty, khéng duwoc chirng thuc, khéng
dd phép ly chirng minh thuéc dwgc nhap khiu vao Nam Phi.

Yéu cau b8 sung céc gidy t& phap ly chirng minh san phdm dang dwoc nhap khau luvu
hanh hop phap tai Nam Phi hodc Gidy chirng nhan GMP duoc chirng thue theo quy
dinh.

9 |ABC Farmaceutici
S.P.A.

Via Cantone Moretti, 29
(loc. Localita' San
Bernardo) - 10015 Ivrea
(TO), Italy

IT/128-
1/H/2016

26/05/2016

Italian Medicines Agency
(AIFA)

Cong ty TNHH
TM Dugc pham
Gia Phan

Co s& va gidy chirng nhan GMP d3 céng bé dot 46, STT 78. Khéng cong bé lai
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Kingdom

Andersonbrecon
(UK) Limited

Pharos house, Wye valley
business park, Brecon
park, Brecon road, Hay-on-
wye, Hereford,
Herefordshire, HR3 5PG,
United Kingdom

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
10 (Cipla Ltd. (Unitl) [Plot No.L-139,S-103 & M-|DE_ST 01_G i |Coquan c6 thdm quyén |Cipla Ltd. India [Co s& va GCN d3 cong b8 dgt 42 STT 27. Khéng cong bé lai.
62, Verna Industrial MP_2015_0 8 Dlrc (Sachsen-Anhalt)
Estate, IN-403 722 Verna, |019 Sy
India g
11 [SA Alcon-Couvreur|Rijksweg 14, Puurs, 2870, |BE/GMP/20 © Federal Agency for VPDD Alcon Dang bao ché& dé nghij diéu chinh da nam trong pham vi cdng bd dot 46.
NV Belgium 16/006 8 Medicines and Health Pharmaceuticals
& [Products (FAMHP), Ltd
E Belgium
12 [Mylan Route de Belleville Lieu-dit [HPF/FR/135/ French National Agency |VPDD Abbott Cuc Quan ly Dugec chi cong b6 cac dang bao ché theo ding ndi dung Gidy chirng nhan
Laboratories SAS [Maillard 01400 Chatillon (2015 L2 [for Medicines and Health|Laboratories GMP, khéng kém theo co ché tac dung.
sur Chalaronne - France 8 Products Safety (ANSM) |(Singapore)
S Private Limited
8 tai Ha N&i
13 |Alkem Alkem Laboratories DE_BY_05_G Co quan thdm quyén Alkem D3 diéu chinh tai dot 46
Laboratories Limited MP_2016_0 L [bkc Laboratories
Limited Village Thana, Baddi, 064 ] Limited
Tehsil - Nalgarh, Solan, g
173205 Himachal Pradesh, 3
India
14 [Janssen Lammerdries 55, Olen, BE/GMP/20 o |Federal Agency for VPDD Céngty |Hat pellet 1 san pham trung gian /nguyén liéu cho co s& khac. Do dé chwa dd can c
Pharmaceutica NV (2250, Belgium. 16/026 S  |Medicines and Health Janssen Cilag Ltd |d& x&p nhém.
(* Cdch ghi khdc: % Product of Belgium tai Tp. Ha Noi
Lammerdries 55, Olen, B- 5
2250, Belgium) ©
15 |Porton Biopharma|Manor Pharm road, PP10141775| . [Medicinesand Congty TNHH  |Dé nghj bd sung ban géc clia CPP c6 gan apostille dé ddi chiéu.
Limited Porton down, Salisbury, § Healthcare Products duwoc phdm Viét
Wiltshire, SP4 0JG, United g Regulatory Agency Phap
Kingdom g (MHRA), United
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STT XUAT DIA CHI NHAN CAP AULUELI(ELI2 CONG BO :
16 |Catalent Germany |[Gammelsbacher Str. 2, DEBW_01_[ v [Coquan thdm quyén VPED thuwong  [H6 so da x{r ly va cdng bd dot 46, khdng x Iy lai.
Eberbach (Co s& |Eberbach, Baden- GMP_2015_ 8 Dlrc (Baden- trd Hoffman- La
san xuat) Wuerttemberg, 69412, 0085 5 [wirttemberg) Roche Ltd tai Ha
Germany E No6i
F.Hoffmann-La [Wurmisweg, 4303 14-240 < |Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) S [(Swissmedic)
S~
o
i
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