PHU LUC 2: DANH SACH HO SO' PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

BO SUNG GIAI TRINH
bot 65
( Theo cong van s6 9398/QLD-CL ngay 17/06/2019 cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN - GIAY CH. | NGAY ~ DN DE NGHI . S s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |lpsen Biopharm |Ash Road Wrexham PP10159199 Medicines and Cong ty Ipsen Gidy chirng nhan CPP khong ghi thdi han c6 hiéu luc. Cuc Quan ly Dwoc tam cong bé
Limited Industrial Estate PP10159232 ™ Healthcare Products Pharma tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Wrexham, LL 13 9UF, § Regulatory Agency théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
United Kingdom. < |(MHRA), United dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
o S . . . 5 3 ~,
» |Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
~ san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.
2 |Boehringer ¢/ Prat de la Riba, 50, NCF/1901/0 o |Ministry of Health of Boehringer Céng ty ndp GCN GMP s NCF/1901/001/CAT do B6 Y té Catalonia Ty Ban Nha cap
Ingelheim Espana, (08174 Sant Cugat Del 01/CAT 8 Government of Ingelheim ngay 04/01/2019, gia han GMP hién tai t&i ngay 30/6/2019, tuy nhién ho so chua
SA Valles (Barcelona), Spain § Catalonia, Spain déng phi theo quy dinh. Yéu cau céng ty bd sung ndp phi theo quy dinh.
3
3 |[LABORATORIOS |Olaz Chipi, 10. Poligono  |NCF/01/201 ©  |Agency for Medicines VPDD Actavis  [Dé nghj gidi trinh thong tin vé ngay cap, dia chi trén Gidy GMP ban clirng va trén
CINFA, S.A. Areta de Huarte 31620 6 8 and Health Products International Eudra khéng théng nhat.
(Navarre) Spain N [(AEMPS), Spain Ltd.
S
o
4 |S.C. SINDAN- B-dul lon Mihalache nr.  |027/2018/R « |National Agency for VPDD Actavis  [D& nghi cung cip bao cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
PHARMA S.R.L. 11, sector 1, Bucuresti, (0] § Medicines and Medical |International nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
cod 011171, Romania E Devices (NAMMD), Ltd. hién rd cac dang bao ché cy thé cla "dang bao ché ran khac (chat doc t& bao/chat
w |Romania kim té& bao, chat diéu tri khdi u)" trong pham vi dugc chirng nhan.
o
5 [Fresenius Kabi 6 Gibaud Road, Korsten, |26/7/3/3/1/ o |South African Health Cong ty CP Gidy chirng nhan ndép kém ho so khdng rd thudc vé trung la tiét trung cudi hay khéng
Manufacturing SA [Port Elizabeth, 6020, G0100/2018 § Products Regulatory Fresenius Kabi |tiét trlng cudi. Cuc QLD tam cdng b8 dang thudc tiét trung cudi.
(PTY) Ltd Republic of South Africa S |Authority Viét Nam P& nghj cung cap bao cao thanh tra GMP hodc CPP céc sdn pham kém quy trinh dé
= ~ "~ N " ~
Py lam r& pham vi thudc vo trung néu trén.
(o]
6 |Mylan F-4, F-12 M.I.D.C, UK GMP ~ |Medicines and Mylan Co s& va GCN d3 cong bd Dot 49 STT 72.
Laboratories Malegoan, Sinnar, In- 20807 Insp § Healthcare Products Laboratories Coéng ty dé nghj b6 sung dang bao ché Vién bao phim.
Limited 422113, India GMP > |Regulatory Agency Limited Pé nghi cung cip bdo cdo thanh tra GMP hodc MA do Anh cip d6i vdi dang vién bao
o
20807/2238 S [(MHRA), United phim.
2-0008 ~  |Kingdom
amyoung , Techno 11-ro, Yuseong: -6-F- o) aejeon Regional Foo ong ty 6i dung dang bao ché trong ban dich tiéng Anh cla Gidy chirng nhan ong
7 IS 33, Techno 11 Y MFDS-6-F o Daej Regi | Food [CG CpP NGi d d bao ché ban dich Anh G h han GMP kh
Unitech Co., Ltd. |gu, Daejeon, Korea 2419-2-2019- 8 & Drug Administration, [Pharmatopes phu hop. Dé nghi cung cap ban dich c6ng chirng chinh xac tir ban géc tiéng Han
8 S |Korea Viét Nam Quéc.
S
[a2]
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B.V.
(Co sé san xuét
thanh phdm)

AA, Netherlands

Health,Welfare and
Sport, Netherlands
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
8 |Mefar llac San. Ramazanoglu, Mah. Ensar [TR/GMP/20 © Turkish Medicines and |Cbéng ty CP Gidy chirng nhan GMP ndp kém hd so c6 con dau va chit ky khdng rd rang; ban tiéng
AS. Cad. No: 20 TR-34906, 18/333 8 Medical Devices Agency |Pharmatopes Anh va tiéng Thé khéng trung nhau.
Kurtkoy, Pendik, Istabul, N [(TMMDA) Viét Nam P& nghij cung cap ban gbc hop phap hoa l3nh sy dé d&i chiéu.
Turkey E
9 |RAFARM SA Thesi Pousi-Xatzi Agiou 82820/2-7- %  |National Organization  |Congty TNHH D& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hodc gidy ching
Louka, Paiania Attiki, TK  [2018 8 for Medicines (EOF), DP Viét Phap nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
19002, TO 37, Greece X [Greece hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi duoc
E ching nhan.

10 |ACS Dobfar S.P.A |Nucleo Industriale S. Atto |IT/6/H/2019 o [talian Medicines Agency |Fresenius kabi PaGi v&i dang bao ché thuéc bét pha tiém chira khang sinh nhém cepha va penem:
(Tén cii: Facta (loc. S. Nicolo' A Tordino) - § (AIFA) Viét Nam GCN GMP chi x4dc nhan d6ng gdi cap 1 trong khi CPP xac nhan cong ty la nha san xuat
Farmaceutici 64100 Teramo (TE), Italia; = thanh pham. D& nghi giai trinh vé 2 thdng tin khac nhau nay.

S.P.A) <
o

11 [Genzyme Ireland [ IDA Industrial Park, Old [09/18/1237 Health Products Cong ty Sanofi  [Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu lyc. Cuc Quan ly Duoc tam céng bd
Ltd., Kilmeaden Road, 39 Regulatory Authority Aventis tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
(Co sé sén xudt) |Waterfors, Ireland % [(HPRA), Ireland Singapore pte., [thang k& tir ngay cong b8, dé nghj cdng ty cung cap céc tai liéu [am can cl&r dé xac
Genzyme Ltd., 37 Hollands Road, 8 Medicines and Ltd dinh th&i han c6 hiéu lyc cdia GCN co s& dong gdi cdp 2 (nhu Gidy chirng nhan
(Cosé déng goi  |Haverhill, CB9 8PU, United 3 Healthcare Products GMP/ Bién ban kiém tra (phan hanh chinh va k&t luan) cé thé hién ngay kiém tra
clp 2) Kingdom S |Regulatory Agency GMP tai co s& sdn xuat san pham dé nghi cdng bd). N&u qua thoi han trén, Cuc Quan

(MHRA), United ly Dwoc sé rut co s& san xuat khoi danh sach.
Kingdom
12 [Mitim S.R.L Via Cacciamali, 34-38- IT/185- ~ Italian Medicines Agency |Stragen Pharma [Cong ty ndp Bao cdo thanh tra dé gia han Gidy chirng nhan GMP, tuy nhién Bao cdo
25125 Brescia (BS), Italia  |2/H/2017 8 (AIFA) S.A. Vietnam thanh tra tiéng Y chwa dwoc dich cdng chirng, két luan clia Bao cdo chua két luan
3 CSSX dap rng GMP. P& nghi b6 sung GCN GMP gia han dé dugc cong bé.
N

13 |Abbott Biologicals |C.). van Houtenlaan 36, NL{18-0972 Ministry of VPBD Abbott 1. D& nghi nép phi cdng b6 bd sung cho hd so cong bd san pham;

B.V. 1381 CP Weesp, The Health,Welfare and Laboratories 2, Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu lyc. Cuc Quan ly Dugc tam cdng
(Cor sé sén xudt Netherlands Sport, Netherlands (Singapore) b6 tai danh sach co s& san xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong
bdn thanh phdm patt Private Limited |vong 3 thang ké& tir ngay cdng b, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé
don gid va tam 8 xac dinh th&i han ¢é hiéu lyc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban
gid) § kiém tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san
Abbott Biologicals |Veerweg 12, OLST, 8121 & |Ministry of xuét san phdm d@ nghi cdng b8). NEu qua thoi han trén, Cuc Quan ly Duoc s& rat co

s& san xuat khoi danh sach.
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14 |Abbott Biologicals |Veerweg 12, OLST, 8121 [17-0910 Ministry of VPBD Abbott 1. D& nghi ndp phi cdng bé bd sung cho hd so cong bd san pham
B.V. AA, Netherlands Health,Welfare and Laboratories 2. Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu lyc. Cuc Quan ly Dugce tam cong
~ |Sport, Netherlands (Singapore) b6 tai danh sach co sé& san xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong
§ Private Limited |vong 3 thang ké tir ngay cdng b, dé nghi cdng ty cung cap cac tai liéu lam cin cir dé
P xac dinh thoi han cé hiéu lyc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban
% kiém tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san
~ xuat san pham dé nghj cdng bs). N&u qud thoi han trén, Cuc Quan ly Duoc s& rat co
s@ san xuat khoi danh sach.
15 ([Haupt Pharma Borgo San Michele S.S 156 (IT/181/H/20 « [talian Medicines Agency |Pfizer (Thailand) Pé nghi b6 sung Bao cdo thanh tra GMP thé hién pham vi thanh tra bao gém ca
Latina S.R.L Km. 47,600 - 04100 Latina (18 § (AIFA) Limited thu8c thuong dé duwoc cdng b6 pham vi "bao gdm ca thubc chira khang sinh beta
(LT), Italy > Representative [lactam".
% Office
16 |Aesica North Road PP10149342 Medicines and VPDD Cdngty |Gidy chitng nhan CPP khdng ghi thdi han cd hiéu lwe. Cuc Quan ly Duoc tam cong bé
Queenborough Queenborough, Kent, ME |; ~ Healthcare Products Abbott tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Limited 11 5EL, United Kingdom  |PP10149341 § Regulatory Agency Laboratories S.A [thang k& tir ngay céng b8, d@ nghi cdng ty cung cap cac tai liéu 1am cdn cl dé xac
»  |(MHRA), United dinh th&i han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
% Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
- san pham d& nghi cong bd). N&u qua thai han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khéi danh sach.
17 |Vifor SA Route de Moncor 10, 1752|18-2377 @ |Swiss Agency for Ever Neuro SMF dinh kém khéng dugc ddng dau xac nhan cla co s& san xuit, co s& cong bé.
Villars-sur-Glane, 8 Therapeutic Products Pharma GmbH |Khéng cé day dd théng tin vé cac dang bao ché cu thé dugc san xuat toan bé tai nha
Switzerland E (Swissmedic) may. Khdng diéu chinh
<
18 [Evertogen Life Plot No: S-8, S-9, S-13/P & [016/2018/G State Service of Ukraine |Céngty TNHH  |Phan phu luc chua dugc cdng chirng va hop phap hda l3nh su theo qui dinh
Sciences Limited |S-14/P TSIIC, Pharma SEZ, |MP on Medicines and Drugs |MTV An Phat
Green Industrial Park, « |Control (SMDC)
Polepally (V), Jadcherla §
(M), Mahabubnagar, >
Telangana, IN-509 301, 2
India -
19 |Laboratorio SEID, |Ctra. de Sabadell a NCF/1737/0 ~  |The Competent Céngty TNHH  |Dé nghi cung cip béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
S.A Granollers, Km 15, 08185 |01/CAT 8 authority of Spain Dugc pham nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Llica de Vall (Barcelona), S Nhat Anh hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
Spain 5 chirng nhan.
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20 |Medica Korea Co., |96, Jeyakgongdan 4-gil, 2019-D1- Gyeongin Regional Office|Cong ty CP Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Ltd Hyangnam-eup, 0832 of Food and Drug Safety, [Fulink Viét Nam |tai danh sach co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
(Cosé déng géi  |Hwaseong-si, Gyeonggi- 9 [Korea théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
va xudt xwdng) |do, Korea 8 dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
RP Bio., Inc 35-7, Jeyakgongdan 4-gil, § tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
(Co'sé san xudt) |Hyangnam-eup, e san pham d& nghj cdng b&). Néu qua thdi han trén, Cuc Quan Iy Duoc sé rat co s&
Hwaseong-si, Gyeonggi- san xuat khdi danh sach.
do, Korea
21 |Wyeth Lederle Via Franco Gorgone Z.I. - [IT/11- « Italian Medicines Agency |VPDD Pfizer P& nghi Cong ty cung cap béo cdo thanh tra phan hanh chinh va két luan do co quan
S.R.L. 95100 Catania (CT), Italia [1/H/2018 8 (AIFA) (Thailand) thanh tra cip dé& chirng minh "bao gébm c3d" thudc théng thudng so véi pham vi da
- R .
3 cong bo.
i
22 |Pfizer Ireland CSSX: Grange Castle, 03/17/1118 European Medicines Pfizer (Thailand) |Gidy chirtng nhan CPP khéng ghi thdi han cé hiéu lwc. Cuc Quan ly Duoc tam cong bé
Pharmaceuticals |Business Park, Clondalkin, |94 Agency Limited tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
(Co'sé sén xudt) |Dublin 22, Ireland ~ théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
§ dinh thdi han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Wyeth CSDG: New Lane, Havant, § tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Pharmaceuticals, [Hampshire P09 2NG, = san pham d& nghi cong b8). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
(Co'sé déng goi) |United Kingdom - san xuat khdi danh sach.
23 |GAP AE/ GAP SA |46, Agissilaou str., Agios  |94836/28-11{ © National Organization Céng ty c6 phan [Dé nghi cung cip Bao cdo thanh tra clia co quan thanh tra hodc tai liéu phép ly lam
Dimitrios Attiki, 17341, 2017 8 for Medicines (EOF), BT Viét Nam ré vai trd cGa Natinal Annex dé chirng minh cho dang b3o ché& Vién nang mém cé bao
Greece § Greece gdm ca cac san pham théng thudng so vai pham vi d3 dwoc cong bé.
[Ye)
o
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