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

Danh sach co s&@ phai Giai trinh

Trang1/6

BO SUNG GIAI TRINH
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 . . .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |[Sance VI/51B, n/c No 2, 061/2016/S ©  |State Administration of |Sance Yéu ciu cung cap Gidy chirng nhan GMP cé day dd Annex kém theo theo dung quy
Laboratories Pvt. [Kozhuvanal, Pala, AUMP/GMP 8 Ukraine on Medicinal Laboratories Pvt.|dinh vé cap gidy chirng nhan GMP cla co quan quan ly Ukraine
Ltd Kottayam - 686 573, S [Products (SAUMP) Ltd
Kerala, India g
2 |Co s& san xuat: 12.6 KM 65th Infantry 07/16/1005 European Medicines VPBD Eli Lilly del |Gidy chirng nhan CPP khdng ghi thei han ¢ hiéu lyc. Cuc Quan ly Dugc tam cong bd
Lilly del Caribe, Road, Carolina, Puerto 80 o |Asgency Caribe, Inc., tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Inc., Rico 00985, USA § théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
Co s& xuat xwdng, |Avda. de la Industria 30, E dinh thdi han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
ddéng gbi so cap va|28108 Alcobendas, 5 tra (phan hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai co s& san xuat
th cép: Lilly, S.A., |Madrid, Spain - san pham d& nghi cong b8). N&u qua thai han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khoi danh sach.
3 [Cos& sdn xuat: 12.6 KM 65th Infantry 08/16/1005 European Medicines VPDD Eli Lilly del |Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwe. Cuc Quan ly Duoc tam cong bé
Lilly del Caribe, Road, Carolina, Puerto 81 o |Asgency Caribe, Inc., tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Inc., Rico 00985, USA § théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
Co s& xuat xwdng, |Avda. de la Industria 30, E dinh thdi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
déng gbi so cap va|28108 Alcobendas, = tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
th cap: Lilly, S.A., |Madrid, Spain - san pham d& nghi cong bd). N&u qua thai han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khoi danh sach.
4 [Kocak Farmallac [Cerkezkoy Organize Sanayi|FI13/S1/MH National Authority of Cong ty CPDP Yéu cdu cung cip CPP luu hanh tai cdc nudc EU hodc CPP tai cac nwdc EU hodc béo
ve Kimya Sanayi. |Bolgesi, Karaagac Mah 11. |[/01/2016 © |Medicines and Health Duy Tan cdo thanh tra d&€ chirng minh vién nén bao phim thudc pham vi chirng nhan.
A.S Sok. No: 5 Kapakli, 8 Products (INFARMED),
Cerkezkoy, Tekirdag, S Portugal
Turkey S
5 |BIOFARM Sp. z BIOFARM Sp. z 0.0. GIF-IW- »  |Main Pharmaceutical Céngty CPDP  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
0.0. ul. Walbrzyska 13, 60-198 [400/0060_0 8 Inspectorate (MPI), Duy Tan nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Poznan, POLAND 1_01/04/20 N Poland bao ché& cy thé clia cdc san pham thudc tir dwoc liéu trong pham vi dugc chirng
2/15 ) nhan.
6 |Cosdsanxuat: 12th Mile, Old Madras PP10146672 Medicines and VPPD Congty |Gidy chirng nhan CPP khdng ghi thoi han ¢ hiéu lyc. Cuc Quan ly Dugc tam cong bd
Medreich Limited [Road, Virgonagar, Healthcare Products Paradigm tai danh sach co s& san xuat thudc dat tiéu chun PIC/S-GMP, EU-GMP. Trong vong 3
Bangalore, IN 560-049, Y [Regulatory Agency pharmaceuticals [thang ké tir ngay cong bd, dé nghi cdng ty cung cap cdc tai liéu lam can c&r dé xac
o ) R i § R A L2 g
India Q  |(MHRA), United Inc dinh thoi han ¢d hiéu lyc ciia GCN nay (nhw Gidy chirng nhan GMP/ Bién ban kiém
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Co s& xuat xwdng: |Warwick house, Plane tree S Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Medreich Plc crescent, Feltham, TW13 8 san phdm dé nghj cdng b8). Néu qua thdi han trén, Cuc Quan ly Duoc sé rat co s&
7HF, United Kingdom san xuat khdi danh sach.

7 |Cosdsanxudt: |7473-2, Ooaza Onoda, 4503 Ministry of Health, VPBD Congty |Gidy chirng nhan GMP do Japan cap, san pham san xuat tai Mitsubishi. Tuy nhién san
Mitsubishi Tanabe [Sanyo Onoda, Yamaguchi, Labour and Welfare Abbott pham dang ky tai Viét Nam cé cdng doan déng géi do co s& san xuat Indonesia .
Pharma Factory [Japan ~ |(MHLW), Japan Laboratories P& nghij gidi trinh va b& sung gidy chirng nhan GMP cla co s& déng géi Indonesia.
Ltd., Onoda Plant § (Singapore)

g Private Limited
Co s& déng gbiva |JI. Rumah Sakit No. 104 >
xudt xudng: P.T. |Ujungberung Bandung ©
Tanabe Indonesia 40612, Indonesia

8 |Cosdsanxudt: |7473-2, Ooaza Onoda, 4502 Ministry of Health, VPDD Céngty |Gidy chirtng nhan GMP do Japan cap, san pham san xuat tai Mitsubishi. Tuy nhién san
Mitsubishi Tanabe [Sanyo Onoda, Yamaguchi, Labour and Welfare Abbott pham dang ky tai Viét Nam cé cdng doan déng géi do co s& san xuat Indonesia .
Pharma Factory [Japan ~ |(MHLW), Japan Laboratories P& nghj gidi trinh va b& sung gidy chirng nhan GMP cla co s& déng géi Indonesia.
Ltd., Onoda Plant § (Singapore)

g Private Limited
Co s& déng gbiva |JI. Rumah Sakit No. 104 o
xuat xuwdng: P.T. |Ujungberung Bandung °
Tanabe Indonesia |40612, Indonesia
9 |CSL Behring AG Wankdorfstrasse 10, 3014 15001352, Swiss Agency for VPPD Céngty |Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lyc. Cuc Quan ly Dugc tam cong bo
Bern, Switzwerland 15001354; « |Therapeutic Products Unico Alliance  |tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
15001353 § (Swissmedic) Co. Ltd. théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
g dinh thoi han ¢é hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
F tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
e san pham dé nghi cong bé). Néu qué thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khdi danh sach.

10 |Nectar Village Bhatolikalan - FT034/MH/0 National Authority of Nectar Pé nghij cung cdp MA luru hanh tai cadc nudc EU hodc CPP tai cdc nuwdc EU hodc bdo

LifeSciences Adjoining Jharmajri E.P.1.P,[01/2016 o |Medicines and Health LifeSciences céo thanh tra d€ chirng minh vién nén bao phim thudc pham vi chirng nhan.
Limited - Unit VI  [P.O. Barotiwala, Tehsil - § Products (INFARMED), |Limited
Nalagarh District Solan, S |Portugal
i
Himachal Pradesh, =
173205, India N

Danh sach co s&@ phai Giai trinh

Trang2/6

bot 48



TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ~ s " -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
11 [lpsen Pharma Parc d'Activites du Plateau [HPF/FR/195/ National Agency for the |VPDD Ipsen 1. Tai liéu 13 1 b6 gbm 2 Gidy chirng nhdn GMP, tuy nhién chi c¢é 1 dau céng chirng
Biotech de Signes Chemin 2016 « [Safety of Medicine and  |Pharma cla co quan cdng chirng Phap va 1 ddu hop phép hda lanh sy, cac dau giap lai cla
departemental No. 402, § Health Products (ANSM), dai s quan khdng thé hién trén mot s6 trang
Signes, 83870, France o |France 2. Cong chirng chi xdc nhan chit ky cha dai dién céng ty Ipsen, khdng xac nhan tinh
3 phap ly cla Gidy chirng nhan GMP.
~ Yéu cau cung cap Gidy chirng nhdn GMP dugc cong chirng tai nwdc sé tai xac dinh
tinh hgp phap cha tai liéu.
12 |Fareva Amboise (Zone Industrielle, 29 route [HPF/FR/94/2|  [National Agency for the |VPDD Pfizer Gidy chirng nhan 13 ban in tir trang Eudra c6 céng chirng Apostille ciia Anh, tuy nhién
des Industries 37530 Poce |016 § Safety of Medicine and |(Thailand) Ltd. |trén Gidy chirng nhan khdng c6 ndi dung vé chit ky va cdng chirng dwoc néu tai
Sur Cisse, France » |Health Products (ANSM), Apostille.
g France P& nghi Cong ty cung cap ban gbc hop phap hoa I3nh sy dé déi chiéu va gidi trinh.
13 |Remedina SA Gounari 23& Areos, 48443/13-7-| «»  [National Organization  |Cong ty ¢ phan [D& nghi cung cdp bdo céo thanh tra (phdn hanh chinh va két luan) hoéc gidy chirng
Kamatero, Attiki, 13451 (2015 8 for Medicines (EOF), duwoc phdm Ha  [nhan CPP tai nwéc sé tai va MA do Cuc Quan Iy Dwoc VN cip thé hién rd cac dang
Greece 5 Greece Noi bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan.
N
14 |[Beaufour Ipsen Rue Ethé Virton, Dreux, HPF/FR/31/2 ~ |National Agency for the [Congty Ipsen Céng chirng chi xac nhan chit ky cha dai dién cong ty Ipsen, khdng xac nhan tinh phap
Industrie 28100, France 017 § Safety of Medicine and |Pharma ly cha Gidy chirng nhan GMP.
'~ |Health Products (ANSM), Yéu cdu cung cap Gidy chirng nhan GMP dugc cdng chirng tai nwdc sd tai xac dinh
% France tinh hop phap cua tai liéu.
15 [Janssen Cilag Domaine de Maigremont, |HPF/FR/204/ © French National Agency |VPDD Tedis Gidy chirng nhan GMP trong hod so la ban in tir mang EUDRA, khéng cé cong chirng,
Val-de-Reuil, 27100, 2016 8 for Medicine and Health xac nhan hop phap hda. Yéu cau b sung ban cdng chirng clia co quan cé thdm
France g Products Safety (ANSM) quyén nudc sd tai xac nhan tinh hop phap cda tai liéu.
~
16 |Mega Lifesciences |* Plant |: 384 Moo 4, Soi 6,|MI-2015-CE- Therapeutic Goods Congty Mega  [Pé nghi cung cip bdo cdo thanh tra (phan hanh chinh va két luin) hodc gidy chirng
Public Company |[Bangpoo Industrial Estate, [07830-1 Administration (TGA), Lifescience nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Limited Pattana 3 Road, Phraeksa, Australia bao ché cu thé clia " cac dang bao ché ran" trong pham vi dwoc chirng nhan.
Mueang, Samutprakarn
10280, Thailand; ©
* Plant I1: 515/1 Moo 4, §
Soi 8, Bangpoo Industrial §
Estate, Pattana 3 Road, S
Phraeksa, Mueang, -
Samutprakarn 10280,
Thailand.
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17 [Unimed 110-27, Sirok-ro, Asan-si, (2016-G1- o |Daejeon Regional Office [Unimed Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu lyc.
Pharmaceuticals, [Chungcheongnam-do, 2820 § of Food and Drug Pharmaceuticals |Cuc QLD tam cong b6 vdi thdi han 12 thang. Yéu cau Coéng ty cung cap Gidy chirng
Inc Republic of Korea ~  |Safety, Korea , Inc nhan theo mau thé hién day dl cac ndi dung va thoi han kiém tra, thoi han hiéu luc
— N ¢ ° ° .
- hodc Bao cdo thanh tra (phan hanh chinh va két luan) dé cé thé cong bo theo thoi
o A . 3 N ~
han hiéu lyc quy dinh cia Han Quéc.
18 |Genepharm AE/ |18th km Marathonos Ave, |57896/20-7- © National Organization Coéngty CP DP  [P& nghi cung cap CPP clia san pham vién nén bao phim dwoc cap sau ngay
Genepharm SA Pallini Attiki, 15351, 2016 8 for Medicines (EOF), TU Codupha 26/07/2016.
Greece 5 [Greece
)
o
19 [Lek farmacevtska [Perzonali 47, Prevalje, 450-4/2017- Agency for Medicinal VPBD Novartis  |D& nghj cung cap bédo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
druzba d.d (Lek 2391, Slovenia 1 ™~ [Products and Medical (Singapore) Pte [nhan CPP tai nwéc s& tai va MA do Cuc Quan Iy Duoc VN cip thé hién rd cac dang
Pharmaceuticals 8 Devices of the Republic [Ltd. tai Tp. HCM |bao ché cu thé clia "dang bao ché ran khac" trong pham vi dugc chirng nhan.
d.d), Production § of Slovenia (JAZMP)
Site S
20 |Pfizer Biotech No0.290-1, Chung Lun 3257 ©  |Ministry of Health and  |VPDD Céng ty Gidy chirng nhan khéng c6 chirng nhan cta céng chirng vién va diu cha phong cong
Corporation, Village, Hsinfeng, Hsinchu, 8 Welfare, Republic of Pfizer (Thailand) |chitng nhu tai t& xac thuc tai liéu co dé cap.
Hsinchu Plant 30442, Taiwan (R.0.C) & [China (Taiwan) Ltd., Pé nghij b6 sung hd so day du thong tin.
S~
3
21 [Co sd san xuat: 12th Mile Old Madras PP Medicines and Cong ty Gidy chirng nhan CPP khéng ghi thai han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Medreich Limited [Road, Virgonagar 10144591 Healthcare Products Paradigm tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Bangalore, IN 560049, ¥ [Regulatory Agency Pharmaceuticals [thang ké tir ngay cong b8, d@ nghi cong ty cung cap cac tai liéu lam cdn cl dé xac
o s R i , R A L2 g
India Q  |(MHRA), United inc dinh thoi han cd hiéu lyc ciia GCN nay (nhw Gidy chirng nhan GMP/ Bién ban kiém
Co s& xuat xwdng: |Warwick House, Plane 5 Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Medreich PLC Tree Crescent, Fletham, Q san pham dé nghij cong bé). Néu quéd thoi han trén, Cuc Quan ly Dwoc s& rit co s&
TW13 7HF, United san xuat khdi danh sach.
Kingdom
22 [Lupin Limited 198-202 New industrial UK GMP o |Medicines and Lupin Limited Gidy chirng nhan 13 ban in tir trang web Eudra. Yéu cau cung cip Gidy chirng nhan
Area No.2, Mandideep, 25315 Insp § Healthcare Products GMP ban cirng do MHRA cép cho co s& san xuat duoc chirng thyc theo ding quy
District Raisen, IN 462 046,|GMP § Regulatory Agency dinh.
India 23158/3904 = |(MHRA), United
7-0009 (H) " |Kingdom
23 |Pierre Fabre site Progipharm, rue du HPF/FR/167/ © |French National Agency (VPDD Pierre Gidy chirng nhan 13 ban in tir trang web Eudra. D& nghj cung cip ban c6 cong chirng
Medicament Lycée, GIEN, 45500, 2017 8 for Medicine and Health |Fabre S.A. Tai tai nudc s& tai chirng minh tinh hop phap cla Gidy chirng nhan
Production-GIEN [France g  |Products Safety (ANSM) |TP. H6 Chi Minh
S~
S
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24 |Catalent France |74 rue Principale, einheim, [HPF/FR/192/ © French National Agency |VPDD Pierre Gidy chirng nhan 13 ban in tir trang web Eudra. Dé nghi cung cip ban cé cdng chirng
Beinheim SA- 67930, France 2016 8 for Medicine and Health |Fabre S.A. Tai tai nwdc s& tai chirng minh tinh hop phap cta Gidy chirng nhan
Beinheim g Products Safety (ANSM) |TP. H6 Chi Minh
3
25 |EBEWE Pharma |Mondseestrasse 11, 4866 |INS-480020- Federal Office for Safety |VPDD Novartis [D& nghi cong ty b6 sung MA hodc CPP cla cac san phadm chira chat doc té bao/chat
Ges.m.b.H. Nfg.  |Unterach am Attersee, Ao |0079-001 Y2 |in Health Care Singapore Pte  |kim t& bao cla cung co s& san xuat dé diéu chinh pham vi thanh "bao gébm ca dung
KG 8 (Bundesamt fiir Ltd. tai Tp.HCM |dich chira chat déc té bao/chat kim té& bao".
§ Sicherheit im
2 |Gesundheitswesen),
Austria
26 |[Maropack AG. Gebaude Pharma 2000 15-2494 Swiss Agency for VPBD Merck 1. Gidy xac nhan dia chi chua dwgc cdng chirng, hop phap hda lanh sy, chua dap (ng
Industriestrasse Briseck 4, Therapeutic Products Export GmbH tinh phép ly dé xac nhan.
6144 Zell, Switzerland (Swissmedic) 2. Gidy chirng nhdn GMP chua rd tirng dang bao ché trong pham vi chirng nhan, dé
nghi cung cap H6 so téng thé (Site Master File) hodc bdo cdo thanh tra GMP (phan
2! hanh chinh va két luan) dé thé hién cu thé pham vi chirng nhan cla nha may.
8 3. San pham Crinone:
E + Pham vi san xuét dung cu bdi khéng thudc pham vi chirng nhan cla co s&
Q Maropack.
+ Co s@ san xuét gel "Fleet" da hét hiéu lwc gidy chirng nhan GMP.
Peé nghi cung cap Gidy chirng nhan con hiéu lwc va cé pham vi phl hop cla tirng co
s@ san xuat
27 |Lipa 21 Reaghs Farm Road, MI-2014-LI- © Australian Therapeutic |Congty TNHH D& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
Pharmaceuticals [Minto NSW 2566, 10243-1 8 Goods Administration Dugc pham nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Dugc VN cap thé hién ré "vién nén
Ltd Australia E (TGA) B.H.C bao phim" trong pham vi dugc chirng nhan.
N
28 |The Government |75/1 Rama Vi Road, 1-2-07-17-16; Thai FDA Céngty TNHH  |Dé nghi céng ty gidi trinh:
Pharmaceutical ratchathewi, bangkok 00011 " Dugc pham Viét |1. Gidy chirng nhan c6 ngay ban hanh 13 22/6/2015 nhung ngay ky |3 ngay
organization 10400, thailand § Phap 18/2/2016.
) 2. D& nghj cung cap ban géc HPHLS dé d6i chiéu.
S 3. Gidy chirng nhan dugc cip trudc thdi diém Thai Lan 13 thanh vién cda PIC/S. bé
~ nghi cung cap béo cdo thanh tra GMP (phan hanh chinh va két luan) dé& lam rd tai liéu
GMP &p dung trong kiém tra.
29 |Laboratorios Terrero 1251/53-1259, 20132014 o |Argentina National Cong ty TNHH  [Tai liéu nop kém |3 gidy xac nhan cho xuat khau: yéu cau cung cap ban sao cé tinh
Richet SA Louis Viale 1848, Tres 00004210 § Institute of Drug Dugc pham Viét |phép ly cha Gidy chirng nhan GMP géc, dugc sir dung tai Argentina, thé hién cu thé
Arroyos 1829, 1416 » [(INAME) Phap céc dang bao ché s3n xuét cla tirng nah mdy san xuét.
Buenos Aires, Republic %
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30 [One pharma 60th km N.N.R Athinon - |36359/16-04- National Organization ~ |CAng ty LUPIN P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
industrial Lamias, Sximatari Voiotias, 2014 S |for Medicines (EOF), LIMITED nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
pharmaceutical 32009, Greece 8 Greece bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan.
company societe §
anonyme 3
31 |Patheon Inc 2100 Syntex Court, 64071 Health Product and Food |VPDD Hoffmann {Tai liéu cung cap chuwa dugc Hop phap héa l3nh su, cdng chirng.
Mississauga, Ontario, © [Branch Inspectorate of [La Roche Ltd. P8 nghi cung cap Gidy phép san xuat va Gidy chirtng nhan GMP ¢ day da tinh phap
Canada, L5N 7K9 8 Ottawa, Canada ly.
g
3
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