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 48
( Theo cong van s6 3315/QLD-CL ngay 22/03/2017 cta Cuc Quan ly Dworc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ‘ A A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 [Polfarmex S.A. 9, Jozeféw Str., 99-300 GIF-IW- © Main Pharmaceutical Polfarmex S.A. |Cuc QLD chi cédng bé theo day chuy@n san xuat, khéng céng bd theo dang bao ché
Kutno, Poland 400/0020_0 Q [Inspector, Poland kém co ché tac dung, Cac sdn pham "vién nén bao phim giai phéng kéo dai"' d3 thudc
1_01/04/30 § pham vi ""vién nén bao phim" da dugc céng bd, khéng céng bé lai.
3/16 )
i
2 |PT. Otto JI. Dr. Setiabidu Km 21.1  [4139/CPOB/ < |National Agency for Drug|Congty CPy Gidy chirng nhan khéng dugc cong chirng tai nwdce sé tai va hop phap hda lanh sy,
— \
Pharmaceutical Kab Bandung Barat, A/IV/14; S |and Food Control duwoc LS khong dat vé tinh phap ly.
Industries Indonesia 4139/CPOB/ g (NADFC), Indonesia
A/lll/14 §
3 |SUN Baroda Highway, Halol, 0419/2016/S © State Administration of [VPDD SUN Céng ty cung cap Gidy xac nhan cla co quan quan ly duwoc Ukraine can cl vao két
Pharmaceutical  [Gujarat, 389350, India AUMPO/C- Q |Ukraine on Medicinal Pharmaceutical |qua ki€ém tra clia Ha Lan, khdng phai |3 gidy GMP do co quan quan ly Ukraine kiém
Industries Ltd. 338 § Products (SAUMP) Industries Ltd  |tra va c&p Gidy chirng nhan.
India, Halol E
4 |Tolmar INC 701 Centre Avenue, Fort |NL/H ~ Healthcare Inspectorate, |Cong ty TNHH Gidy chirng nhan 13 ban in tlr trang Eudra, chwa dugc hop phéap hoa lanh sy hoidc
Collins, Colorado, 80526, [16/1009478 8 Netherlands DKSH Viét Nam |céng chirng tai nudc sé tai, khdng dat vé tinh phép ly.
United States a =y
&
(@]
5 |LTS Lohmann LTS Lohmann Therapie-  [DE_RP_01_G| . [Co quan tham quyén VPDD Abbott D3 cdng bd STT 10 Dot 46. Khdng tién hanh cong bé lai.
Therapie-Systeme |Systeme AG MP_2016_0 § burc (Landesamt Fur Laboratories
AG Lohmanstr. 2 024 S [Soziales, Jugend und
o
56626 Andernach < |Versorgung)
Germany ~
6 |JwW 56 Hanjin-1 -gil, Songak- [2016-G1- © Daejeon Regional Food |JW Céng ty da dugc cdng bd tai Dot 33 STT 14 v&i pham vi chirng nhan bao gém dung
Pharmaceutical eup Dangjin-si 2567 & |and Drug Administration [Pharmaceutical |dich tiém truy@n. San pham dung dich tiém truy@n Amikacin tai tai liéu CPP nép kém
S~ ¢
Corporation Chungcheongnam-do pas! Corporation d3 thudc pham vi dugc céng bé, vi vay khong cong bé lai.
Republic of Korea E
7 |Allergan Castlebar Road, Westport, |13644/M148 Health Products Cong ty THHH Khéng diéu chinh thudc d6ng khé thanh "bot sy khé chan khéng vé khuin dé pha
Pharmaceuticals [Co. Mayo, Ireland. o |Resulatory Authority MTV Vimedimex |dung dich tiém" va thuéc cdy ghép thanh "Implant tiém trong dich kinh", do cach
Ireland (* Cach ghi khac: Castlebar § (HPRA), Ireland Binh Duong dung "Bot déng khé", "thudc cay ghép" 1a cac thuat ngi? chuyén mén trong duoc
Road, Westport, County > dién va cac tai liéu duorc.
o
Mayo, Ireland) ey
i
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
8 |lpsen Pharma Parc d'Activites du Plateau [HPF/FR/196/ < |National Agency for the |VPDD Ipsen 1. Gidy chirng nhan cho pham vi san xuat thuéc nghién clru. Khéng phai san xuat
Biotech de Signes Chemin 2016 § Safety of Medicine and |Pharma thudc st dung cho ngudi.
departemental No. 402, o |Health Products (ANSM), 2. Gidy chirng nhan khéng cé xac nhan tinh hop phép cha van ban.
Signes, 83870, France % France
9 |Laboratorios Lesvi,|Avinguda de Barcelona, NCF/1637/0 Ministry of Health of Coéngty TNHH  |Cdngty d3 dwoc cong bd dot 47 STT 18, khdng tién hanh cdng bé lai.
SL 69, 08970 Sant Joan Despi |01/CAT Government of DP DoHa
(Barcelona), Spain Y [Catalonia, Spain
(* Cach ghi khac: 8
Avda. Barcelona 69-08970 o
Sant Joan Despi, 3
Barcelona, Spain)
10 |Pharmatis Zone d'Activites Estn0 1, (16/168433 o |National Agency for the VPDD Abbott 1. Gidy chirng nhdn GMP dinh kém |a Gidy chirng nhan GMP cho thuéc tha y, khéng
60190 ESTREES SAINT § Safety of Medicine and |Laboratories phai san xuat thudc cho ngudi sir dung.
DENIS, France < |Health Products (ANSM), 2. Gidy chirng nhan CPP dinh kém ¢ ndi dung: thudc khéng lwu hanh & nudc sé tai,
§ France vi vay khdng ¢ cdn ctt vé viéc thudc san xuat theo tiéu chuan cla nudc sé tai.
11 [Mylan Route de Belleville Lieu-dit [HPF/FR/135/ French National Agency |VPDD Abbott Pham vi "Vién nén bao phim" d3 dugc b6 sung tir dot 47, khéng cong b6 lai.
Laboratories SAS [Maillard 01400 Chatillon (2015 2 |for Medicines and Health|Laboratories
sur Chalaronne - France 8 Products Safety (ANSM) |(Singapore)
5 Private Limited
8 tai Ha N&i
12 [Laboratorio Via Licinio, 11 - 22036 IT/96- Italian Medicines Agency |Life Pharma Céng ty da dugc cong bd vdi pham vi chirng nhan "thuéc khéng vé trung: dang bao
Italiano Erba (Co), Italia 1/H/2015 v [(AIFA) S.p.A ché& ban ran". San pham thudc gel Flexen tai CPP Cong ty cung cap da thudc pham vi
Biochimico 8 cong b8 néu trén, khdng cong bd bd sung.
Farmaceutico §
Lisapharma S.p.A. 8
13 |Ajanta pharma B-4/5/6, MIDC Industrial Ajanta pharma |Tai liéu ndp kém hd so 13 bién ban kiém tra ca US-FDA, khéng phai 13 gidy chirng
limited Area, Paithan, limited nhan GMP.
Aurangabad District,
Maharashtra State, 431-
128, India
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
14 ([Laboratorios Lesvi,|Avinguda de Barcelona, NCF/1637/0 Ministry of Health of Coéngty TNHH  |D3 dugc cong bd dot 47 STT 18, khdng cdng bd lai.
SL 69, 08970 Sant Joan Despi |01/CAT Government of Duogc Tam Pan
(Barcelona), Spain Y [Catalonia, Spain
(Cach ghi khac: 8
Avda. Barcelona 69-08970 o
Sant Joan Despi, 3
Barcelona, Spain)
15 |Bayer Pharma AG |Bayer Pharma AG DE_NW_04_| . |Coquanthdm quyén VPHD Bayer Khéng diéu chinh pham vi "vién nang mém" do san pham san xuat qua nhiéu nha
Kaiser-Wilhelm-Allee, GMP_2014_ § bulrc (South East Asia) |may, khdng dwoc san xuat toan bd tai nha may nay.
51368 Leverkusen, 0017 Py Pte.Ltd tai TP.
Germany % Hb Chi Minh
16 |Bayer Weimar Bayer Weimar GmbH und |DE_TH_O1H »n |Coquan thdm quyén VPDD Bayer Khéng bé sung pham vi chirng nhan "vién nén bao phim" do CPP sdn pham thé hién
GmbH und Co.KG |Co.KG _GMP_2015- § Plrc (South East Asia) [san phdm san xuat qua nhiéu cdng doan, khdng phai toan bd san xuat tai nha may
Dobereinerstralle 20, 001 o Pte. Ltd. nay.
99427 Weimar, Germany §
17 [Wyeth New Lane, Havant, P09 UK MIA 11 o |Medicines and VPDD Cong ty Pham vi chirng nhan chi cho cdng doan "chirng nhan 16" khéng la toan bd cdng doan
Pharmaceuticals [2NG, United Kingdom Insp § Healthcare Products Pfizer (Thailand) |sdn xuat, khéng ti€n hanh cong bé.
GMP/GDP E Regulatory Agency Ltd.,
11/4452- >  |(MHRA), United
0028 - Kingdom
18 LTS Lohmann LTS Lohmann Therapie- DE_RP_01. G|  |[Coquan thdm quyén VPDD Norvatis |Trong GCN GMP, pham vi Miéng dan hap thu qua da nam trong "muc dich nghién
Therapie-Systeme |Systeme AG MP_2016_0 § Dlrc (Landesamt Fur Pharma Services |cru" vi vay khong cdng bé pham vi nay.
AG Lohmanstr. 2 024 S |Soziales, Jugend und AG Tai TP HCM
56626 Andernach S Versorgung)
Germany ~
19 |Andersonbrecon |Pharos house, Wye valley [PP10141775 Medicines and Coéngty TNHH  |Gidy chirng nhan CPP nay da duoc cdng bd 3 thang trong thoi gian chd cung cap gidy
(UK) Limited business park, Brecon o |Healthcare Products dwoc phdm Viét [chirng nhdn GMP dé xac dinh hiéu luc. Tuy nhién, cdng ty khéng cung cip Gidy
park, Brecon road, Hay-on-| § Regulatory Agency Phap chirng nhan GMP nén d3 bi rdt cong bé dot 43.
wye, Hereford, < [(MHRA), United Pé nghj cung cip Gidy chirng nhan GMP theo dung yéu cau nhu dot 38.
Herefordshire, HR3 5PG, % Kingdom
United Kingdom e
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