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
bot 56
( Theo cong van s6 10517 /QLD-CL ngay 07/6/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI . ~ A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Kern Pharma, SL |Poligon Industrial Coldn Il. [NCF/1807/0 ®  [Ministry of Health of Coéngty TNHH  |Cdng ty ndp GCN cap nhat cé thoi han hiéu luc dén ngay 27/11/2019. Tuy nhién GCN
Venus, 72, 08228 Terrassa |04/CAT 8 Government of Catalonia[Dugc pham khong cé trén Eudra, khéng duoc hop phdp héa lanh sy. Khong dat tinh phap ly.
(Barcelona) - Spain § - Spain Nhat Anh
N
2 [Thymoorgan Thymoorgan Pharmazie Co quan cé thAm quyén |Céngty TNHH  |Cuc QLD d3 cdng b6 pham vi chirng nhan theo dang bao ché cac day chuyén sdn xuit
Pharmazie GmbH [GmbH cla Durc DP va HC Nam [tai Dot 54, STT 11. San pham cong ty dé nghi cdng b6 dd nam trong dang bao ché d3
Schiffgraben 23, 38690 Linh c6ng bd. Do d6, khdng cong b8 san pham cu thé theo yéu ciu clia cong ty.
Goslar, Germany
3 |Hanmi Fine 59 Gyeongje-ro, Siheung-si{2016-D1- ©  |Gyeongin Regional of Congty CP Gidy chirng nhan cho pham vi dugc chat, khong tién hanh céng bé.
Chemical Co., Ltd |Gyeonggi-do, Korea 3245 8 Food and Drug Safety, Fresenius Kabi
= |Korea Bidiphar
=
i
4 |Mitim S.R.L Via Cacciamali, 34-38- IT/185- r |ltalian Medicines Agency |VPDD Stragen  [Cdng ty d& duoc cdng bd dot 54 STT 70 véi pham vi, ngay cép, ngay hét han véi s6
25125 Brescia (BS), Italia  |1/H/2017 8 (AIFA) Pharma SA Gidy chirng nhan 13 IT/185-2/H/2017. Khéng ti€én hanh céng bé lai.
g
~
5 |Fresenius Kabi Freseniusstrasse 1, 61169 |DE_HE_01_ Co quan thdm quyén Céng ty c6 phan [P3 didu chinh hiéu lyc thanh "30/06/2018" tir dot 55, khéng diéu chinh lai.
Deutschland Friedberg, Germany GMP_2015_ w  |Plc Fresenius Kabi
GmbH (* Cach viét khac: 0018 § Bidiphar
FreseniusstraPe 1, 61169 o
Friedberg, Germany) %
6 [Boehringer ¢/ Prat de la Riba, 50, NCF/1612/0 © Ministry of Health of Boehringer Co s& da dugc cdng bd Dot 41, STT 20 véi GCN s8 NCF/1612/001/CAT ngay
Ingelheim Espana, (08174 Sant Cugat Del 03/CAT 8 Government of Ingelheim 01/03/2016 v&i pham vi chirng nhan va hiéu luc tuwong ty.
SA Valles (Barcelona), Spain g Catalonia, Spain Espana, SA V1 vay, khong tién hanh cong bé lai.
~
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
7 |Scientific 17 Myru str., Kyiv, 03134, (006/2016/S State Administration of |VPDD BCPP Viét |Co s& d3 dwoc cdng b6 Dot 55 STT 106. Khdng tién hanh céng bé lai.
industrial Centre |Ukraine AUMP/GMP Ukraine on Medicinal Nam
"Borshchahivskiy o |Products (SAUMP)
chemical- §
pharmaceutical N
plants" Public §
Joint-stock e
Company
8 |Sinopharm Zhijun [No. 16, Langing Yilu, Hi- |DE_BY_05_G| _ |Co quantham quyén Congty CP DP  [Co s& va Gidy chirng nhan d3 duogc cong b Dot 53 STT 120. Khdng cong bé lai.
(Shenzhen) Tech Zone, Guanlan, MP_2017_0 § Dlrc Generic
Pharmaceutical Longhua New District, 041 o
Co., Ltd. Shenzhen, China %
9 |InfoRLife SA, 7743 |InfoRLife SA, Casai, 7748 |14-1727 N |Swiss Agency for ACS Dobfar Info |[Co s& d3 cong bé dot 49 stt 60 theo GCN s6 17-0173. Khéng céng bé lai.
Brusio Campascio, Switzerland 8 Therapeutic Products SA
§ (Swissmedic)
R
10 [Dr Reddy's Survey No. 47, Bachupally |086/2016/S o |State Administration of |VPDD Dr Tai liéu nodp tai hd so 13 cong van cla Co quan quan ly dugc Thé Nhi Ky xac nhan d3
Laboratories Ltd  [Village, Qutubullapur AUMP/GMP § Ukraine on Medicinal Reddy's thanh tra ngay 13-16/12/2016, khdng phai gidy chirng nhan GMP, khéng cé chir ky,
Mandal, Ranga Reddy N |product Laboratories Ltd |khéng dong dau va hop phap héa Ianh su.
District, Telangana, India §
11 |Sandoz Private MIDC, Plot No. 8-A/2, 8-B, |INS-481703- r  |Austrian Federal Office |VPDD Novartis D& cong b6 ddy chuyén san xuét dang bao ché vién nang cirng, vién nén bao phim do
Limited T.T.C. Ind. Area, Kalwe 0012-008 8 for Safety in Health Care |(Singapore) Pte |d6 khong cong b sdn pham cu thé vién nang cirng Graftac 0,5mg (Tacrolimus), Vién
Block, 400708 Navi § Ltd nén bao phim Micocept 500mg (Mycophenolate mofetil 500mg).
Mumbai, India @
12 [Sanofi Winthrop [30-36 avenue Gustave 6555 © o French National Agency |VPPD Céngty [GMP nha méy cdng bd dot 39 STT 9 han hiéu lyc dén 12-06-18, CPP khéng cé han
Industrie Eiffel, Tours, 37100, 16400 Q S |for Medicine and Health |Sanofi-Aventis  |hiéu lyc. Do d6 khéng cdng b6 theo CPP cho dang bao ché d3 cong bé trong day
France 2: g: Products Safety (ANSM) |Singapore Pte. [chuy&n nha may
i Ltd.
13 [Sanofi Aventis, SA [Ctra. C35 la batlloria a 2016/03533 ©  |Ministry of Health of Sanofi Aventis  |Tai thoi diém cong b, Gidy chirng nhan CPP d3 hét han hiéu lywc.
Hostalric, km 63,09, 17404 8 Government of Singapore Pte.,
Riells | Viabrea (Gerona), & [Catalonia, Spain Ltd
Spain. E
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
14 |[Gland Pharma Survey No. 143-148, 150& |UK GMP Medicines and Gland Pharma  |Gidy chirng nhdn GMP chua dugc hop phap héa lanh su, khéng dat vé phép ly
Limited 151 39716 Insp Healthcare Products Limited
Near Gandimaisamma GMP ~ |Resgulatory Agency
cross roads 39716/3187 § (MHRA), United
D.P Pally 772-0005 & |Kingdom
Quthubullapur Mandal §
Ranga Reddy District -
Hyderabad
IN-500 043, India
15 |Sabiedriba ar Rupnicu iela 4, Olaine, ZVA/LV/201 State Agency of Congty TNHH  [Céng ty d@ nghi diéu chinh tén nhu trén gidy chirng nhan GMP, tuy nhién d3 dwoc
ierobezotu Olaines novads LV-2114, |5/012H »n [Medicines (ZVA), Latvia |DP Viét Phap diéu chinh dogt 55, khéng diéu chinh lai.
atbildibu Latvia §
"PHARMIDEA" Py
(* Tén viét tat: SIA E
PHARMIDEA). -
16 |Zim Laboratories |Building No.1, First Floor, Medicines Authority of |Zim Laboratories|Tai thoi diém cdng b, Gidy chirng nhan GMP hét han ngay 01/2/2018. Tai liéu cung
Ltd. B-21/22, MIDC Area, Malta Ltd. cip la bdo cdo thanh tra GMP, khéng phai Gidy chirng nhdn GMP.
Kalmeshwar, Dist.
Nagpur, 441 501, India
17 |[Biocodex 1 Avenue Blaise Pascal, HPF/FR/030/ © French National Agency |Congty TNHH [Gidy GMP khdng dwoc hop phdp hda lanh sy. Khdng dat tinh phap Iy.
60000 Beauvais, France 2018 8 for Medicines and Health|DKSH Viét Nam
§ Products Safety (ANSM)
<
18 |[Gland Pharma Survey No. 143-148, 150& Congty CPyté [Congty cung cip CPP san pham do An D cip, ban céng chitng mé khéng ré cac
Limited 151 Phuc Hung thong tin;

Gidy GMP clia nha san xuat dugc in tir EUDRA khéng dwoc HPHLS, pham vi chirng
nhan khéng bao gdbm thudc bét pha tiém; thong tin vé nha san xuat trén Gidy GMP
khdéng thdng nhat véi nha sdn xuat ghi trén gidy phép lwu hanh san phdm do Cuc QLD
cép;
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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
19 ([Naprod Life G-17/1, M.I.D.C., Tarapur, |072/2017/G ~ |State Administration of |Cbngty CPy t€ |Gidy GMP khdng dwoc HPHLS, khdng kém theo danh sach cac san pham duoc chirng
Sciences Pvt. Ltd |Boisar, Dist-Thane MP § Ukraine on Medicinal Phic Hung nhan theo quy dinh cha Ukraine. Khéong dat.
401506, Maharashtra ~  |Products (SAUMP)
State, India %
i
20 (BLES 60 Pacific Court Unit 8, Health Products and Congty CPyté [Congty cung cAp CPP san pham d3 hét han hiéu lwc ngay 23/9/2017 (CPP nay d3
BIOCHEMICALS London, Ontario, Canada, Food Branch Phic Hung duogc céng bd Dot 47, STT 57).
INC N5V 3K4 Inspectorate (HPFBI), Gidy GMP dinh kém d3 hét han hiéu luc ngay 17/11/2016, dwoc in mau tir ban scan
Canada ban céng chirng, khéng cé dau hiéu lién két vai trang HPHLS.
21 |Merck Merck Sharp & Dohme UK MIA 25 Medicines and VPPD MSD tai  |Gidy chirng nhan d3 qua thoi gian 03 ndm ké tir ngay kiém tra.
Manufacturing Limited Insp GMP Y [Healthcare Products TP Ha Noi
Division - Shotton Lane, 25/4061- 8 Regulatory Agency
Cramlington Cramlington, 0027 § (MHRA), United
Northumberland, NE23 ¥ |Kingdom
3JU, United Kingdom
22 [Lek Verovskova ulica 57, 401-25/2017- Agency for medicinal VPDD Novartis [Trén Eudra, co s& dwoc cap nhiéu gidy chirng nhan cho céc day chuyén san xuat khac
Pharmaceuticals [Ljubljana, 1526, Slovenia. |5 %  [products and medical (Singapore) Pte |nhau, khéng phai toan bd hoat ddng san xuat tai co s&. Vi vay, méc du cdng ty cung
d.d (viét tit: Lek 8 devices of the Republic |Ltd tai TP. HCM |c&p CPP cla Thuy ST, Birc,... d8i véi cac thubc thudng nhung khéng thé hién nhirng
d.d) § of Slovenia san pham nay dwoc san xuat trén day chuyén dugc chirng nhan tai GCN s6 401-
N 25/2017-5. Do d4 giai trinh va dé xuat cha Cong ty la khéng dung.
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