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 45
( Theo cong van s6 21744 /QLD-CL ngay 03/11/2016 cta Cuc Quan ly Dwoc)
TEN CO SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI R S s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |DEVA Holding A.S. |DEVA Holding A.S. DE_BW_01_ Co quan thdm quyén Coéng ty c6 phan [Gidy chirng nhan chi cdng bé d8i véi cac san pham cu thé clia cac dang bao ché trong
Cerkezkdy Organize Sanayi|GMP_2016_ bulc duwoc phdm Duy [pham vi chirng nhan duoc ghi trén gidy chirng nhan. Tuy nhién, dang bao ché trong
Bélgesi, Karaagac Mah.,  |0020 © Tan pham vi chitng nhan d&i véi Thudc vo triing: Thudc sdn xuat vo trung: Dung dich thé
Atatiirk Cad. No. 32 § tich 1&n, dung dich thé tich nhd; trong khi cac sdn pham vé tring la thudc bét vo
TR-59510 Kapakli/ N trung (Ceftriaxon powder, sterile (PS), Cefuroxim (PS), Piperacillin-Tazobactam (PS)).
Tekirdag g P& nghij cung cap bao cao thanh tra (phan hanh chinh va két luan) thé hién rd cac san
Turkey ~ pham twong &ng cac dang bao ché& thudc vd trung trong pham vi dwoc chirng nhan.
2 |Emcure Plot No.P-2 IT Park Phase |UK GMP o |United Kingdom's Céng ty Emcure |Dé nghi cung cip béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Pharmaceuticals [l MIDC Hinjwadi Pune IN [21553 Insp § medicines and Pharmaceuticals [nhan CPP tai nudc s& tai vd MA do Cuc Quan ly Dugc VN cip thé hién rd cac dang
Limited (OSD and (411 057 India GMP % |Healthcare Products Limited bao ché cu thé clia "thubc doc té bao" trong pham vi dugc chirng nhan.
o
Potent 21553/2199 S |Regulatory Agency
Injectables) 2-0010 ©  [MHRA
3 |Sava Healthcare |GIDC Estate, 507-B-512, 040/2016/S © State Administration of [Cong ty Sava Tén va chit ky trén Gidy chirng nhdn GMP va ban annex kém theo 1a khic nhau. Yéu
Ltd Wadhwan City - 363035, |AUMP/GMP 8 Ukraine on Medicinal Healthcare ciu Cdng ty cung cap tai liéu phap ly (xdc nhan cla co quan quan ly dugc) vé sy sai
Surendranagar, India 8 [Products (SAUMP) Limited khac trén.
)
4 |Pfizer Biotech No0.290-1, Chung Lun 1792 .« |Taiwan Food VPDD tai Tp. H6 |GCN do co quan quan ly duoc clia Taiwan cap cho co s& san xuat tai Taiwan, nhung
Corporation, Village, Hsinfeng, Hsinchu, § and Drug Administration [Chi Minh Cong [lai hgp phap hoa lanh sy tai My.
Hsinchu Plant 30442, Taiwan (R.0.C) g (TFDA) ty Pfizer Pé nghi cung cap ban sao c6 dau hop phap hda lanh si dwoc cdng chirng hodc cung
< (Thailand) Ltd.  [c3p ban chinh dé d6i chiéu.
o
5 |LABORATORIO C/ Jarama 111 Poligono  |ES/089HVI/1 «© |Agency de Medicaments |Cong ty SM Pé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
REIG JOFRE, SA Industrial, Toledo, 45007 (6 8 and Sanitary Products - |BIOMED SDN. nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Duwoc VN cip thé hién rd cic dang
Toledo Espana 8 |Spain BHD. bao ché cu thé clia "dang bao ché ran khac" trong pham vi dwoc chirng nhan.
S~
N
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6 |Pierre Fabre Aquitaine Pharrm 003379 National Agency for the |[VPDD Céngty [Theo mau GMP Certificate clia EU; Soft capsule thudc muc riéng biét 1.2.1.2. Trong
Medicament International 1, Avenue du{003380 Safety of Medicine and |Pierre Fabre S.A. |GMP Certificate d3 dwoc cong b6, khéng cé théng tin vé dang nang mém.
Production Bearn 64320 IDRON, o |Health Products (ANSM), Tam céng b8 theo Gidy chirng nhan CPP. Trong vong 3 thang ké tir ngay cong bd, dé
France § France nghi cdng ty cung cap cac tai liéu lam cdn ct dé xac dinh thoi han cé hiéu luc cda
e GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém tra (phan hanh chinh va két
% luan) cé thé hién ngay kiém tra GMP déi véi dang bao ché vién nang mém tai co s&
e san xuat san pham d@é nghj cdng bé). Néu qua thoi han trén, Cuc Quan ly Dwoc sé rat
co s@ san xuat khoi danh sach.
7 |Fresenius Kabi 6 rue du Rempart, HPF/FR/242/ wn |French National Agency Cong ty c6 phan [Gidy chirng nhan khéng duoc hgp phap hda Ianh sy hodc cdng chirng tai Phap. Yéu
France - Louviers [Louviers, 27400, France  [2015 8 for Medicine and Health |Fresenius Kabi [cau cung cip ban dugc cong chirng tai Phap.
g Products Safety (ANSM) |Bidiphar
Q
8 |Aesica North Road UK MIA o |Medicines and AbbVie Inc. Pé nghj cung cdp bdo cdo thanh tra (phan hanh chinh va két ludn) hoic gidy chirng
Queenborough Queenborough Kent Me 132496 Insp § Healthcare Products nhan CPP tai nwéc s& tai va MA do Cuc Quan Iy Dwoc VN cip thé hién rd cac dang
Limited 11 5EL, United Kingdom  (GMP & |Regulatory Agency bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan.
22567/3043 | S |(MHRA), United
3-0027 ~  |Kingdom
9 |Biocon Limited Plot No. 2-4, Phase IV, 069/2014/S State Administration of |Biocon Limited |Theo quy dinh cla Ukraine, cac gidy chirng nhan GMP luén dinh kém danh sach san
Bommasandra-Jigani Link |AUMP/GMP S [Ukraine on Medicinal pham cu thé, dé nghi cong ty cung cip ban sao hop phéap héa lanh sy day a0 phan
Road, Bommasandra Post, 8 Products (SAUMP) gidy chirng nhan GMP va danh sach san pham dinh kém.
Bangalore - 560 099, India 5
Q
10 |[PT. Aventis JI. Jenderal A. Yani, Pulo |PN.01.05.31. National Agency for Drug|VPDD Sanofi Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Pharma Mas, Jakarta, Indonesia 313.05.16.5 o |and Food Control Aventis tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
39 § (NADFC), Indonesia Singapore Pte  |thang k& tir ngay cong b8, dé nghj cdng ty cung cap céc tai liéu [am cin c&r dé xac
g Ltd 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 ki€ém tra GMP tai co s& san xuéat
© san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khéi danh sach.
11 [Merck Sharp & Waarderweg 39, NL/H Health Care Inspectorate |Merck Cuc Quan ly Duoc khéng cdng bé cdng doan déng gdi, khéng la toan bd quy trinh san
Dohme B.V. HAARLEM, 2031BN, 15/1006689 LY |- Pharmaceutical Affairs |[Sharp&Dohme |xuat. Dé nghi cdng ty b sung CPP, MA tai Viét Nam thé hién cic cdng doan san xuat
Netherlands 8 and Medical Technology, [(Asia) LTd déu dat GMP-PIC/S, GMP-EU.
g Netherlands
—
(o]
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12 [Catalent Germany [Gammelsbacher Str.2, DE_BW_01_ i |Coquan thdm quyén VPDD Hoffmann [Tai liéu chua dwgc HPHLS, chua dwoc cdng chirng xdc nhan. Yéu cau cung cip ban
Eberbach GmbH [69412 Eberbach Germany {GMP_2015_ 8 Plrc La Roche Ltd. ddm bdo tinh phap ly.
0085 5
=
o
13 [SA Alcon-Couvreur|Rijksweg 14, Puurs, 2870, |BE/GMP/20 © Federal Agency for VPDD Alcon Pé nghj cdng ty cung cip Bién ban kiém tra GMP hodc MA tai Viét Nam, CPP cla san
NV Belgium 16/006 8 Medicines and Health  |Pharmaceuticals [phdm dang l&dng thé tich nhé vé trung khéng phai dung dich thé tich nhd dé duoc
Y |Products (FAMHP), Ltd xem xét cong bé.
E Belgium
14 |Abbott Biologicals [Veerweg 12, 8121 AA 15-0104 Health Care Inspectorate |VPDD Abbott Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
B.V. OLST, Netherlands |- Pharmaceutical Affairs |laboratorios tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
§ and Medical Technology, |(Singapore) Pvt |thang k& tir ngay cong b8, dé nghi cong ty cung cip cdc tai liéu [am can clr dé xac
g Netherlands Ltd dinh th&i han cé hiéu lyc cha 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 nghi cong bd). N&u qua thoi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khéi danh sach.
15 [Innothera Chouzy |Lieu-dit "L'lsle Vert", rue |HPF/FR/298/| '  [French National Agency |Congty TNHH |D& nghi Cong ty b6 sung CPP, MA tai Viét Nam hodc bdo céo kiém tra GMP dé lam rd
René Chantereau, 2015 8 for Medicine and Health |[TM Dwoc Thuan [pham vi "dang bao ché ran khac".
CHOUZY SUR CISSE 41150, &N [Products Safety (ANSM) [Gia
FRANCE =
16 [Schering-Plough [Industriepark 30, Heist-op-|BE/GMP/20 © Federal Agency for VPDD Merck Cuc Quan ly Dugc khéng céng bé cdng doan dong gdi, khdng 1a toan bd quy trinh san
Labo NV den-Berg, 2220, Belgium |15/111 8 Medicines and Health Sharp& Dohme |xu&t. D& nghj cdng ty b8 sung CPP, MA tai Viét Nam thé hién cac cdng doan san xuat
8 [Products (FAMHP), (Asia) Ltd déu dat GMP-PIC/S, GMP-EU.
§ Belgium
17 |Santen 348-3, Aza-suwa, Oaza- 1616 ©  |Ministry of Health, VPDD Santen Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc Quan ly Duoc
Pharmaceutical shide, Taga-cho, Inukami- 8 Labour and Welfare Pharmaceutical [tam cong b6 tai danh sach co sé& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP
Co., Ltd Shiga gun, Shiga, Japan 5 |(MHLW), Japan Co., Ltd, Shiga  [th&i han 2 ndm. D& nghj cdng ty cung cip Bién ban kiém tra phan hanh chinh va két
Plant g Plant luan dé duoc cong bd hiéu lyc 5 nam.
18 [Santen 348-3, Aza-suwa, Oaza- 3085 1 |Ministry of Health, VPDD Santen Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc Quan ly Duoc
Pharmaceutical shide, Taga-cho, Inukami- 8 Labour and Welfare Pharmaceutical [tam cdng b6 tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP
Co., Ltd Shiga gun, Shiga, Japan S  [(MHLW), Japan Co., Ltd, Shiga  [th&i han 2 ndm. D& nghij cdng ty cung cip Bién ban kiém tra phan hanh chinh va két
Plant § Plant luan dé duoc cong bd hiéu lyc 5 nam.
19 |Santen 348-3, Aza-suwa, Oaza- 4532 v |Ministry of Health, VPDD Santen Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc Quan ly Duoc
Pharmaceutical shide, Taga-cho, Inukami- 8 Labour and Welfare Pharmaceutical [tam céng b6 tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP
Co., Ltd Shiga gun, Shiga, Japan N |(MHLW), Japan Co., Ltd, Shiga  |th&i han 2 ndm. P& nghj cong ty cung cap Bién ban kiém tra phan hanh chinh va két
Plant § Plant luan dé dugc cong bd hiéu lwc 5 ndm.
Danh sach co s&@ phai Giai trinh Trang3/6 Pot 45



TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI 2 w . 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
20 |Catalent Germany |Gammelsbacher Str. 2, DE_BW_01_ i |Coquan thdm quyén VPDD Hoffmann {Gidy chirhg nhan GMP trong ho so chwa hop phap héa Ianh su theo quy dinh.
Eberbach GmbH |[69412 Eberbach, Germany |GMP_2015_ 8 Dlrc (Baden- La Roche Ltd P& nghi b6 sung gidy chirng nhan GMP mdi clia co s& san xuat cé hop phap hoa l3nh
(Co s& sdn xuét) 0085 5 Wiirttemberg) Su.
~
F.Hoffmann-La [Wurmisweg, 4303 14-240 < |Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) § (Swissmedic)
=t
21 |LG Life Sciences |129, Seokam-ro, lksan-si, |2016-F1- Gwangju Regional Office |LG Life Sciences |Gidy chirng nhan GMP s8 2016-F1-0165 chi cho san xuat nguyén liéu sinh hoc (khéng
Ltd Jeollabuk-do, Republic of 0163 o |of Food and Drug Ltd c6 thanh pham). Con Gidy chirng nhan GMP s6 2016-F1-0163 cho céc dang bao ché&
Korea § Safety, Korea lai khdng cé thdng tin vé thoi gian kiém tra, han hiéu lyc.
§ Cuc QLD tam~c6ng ’b6 vai 'fhb’i han 12 thang. Yéu cau Cong ty cung cip Gidy chirng
~ nhan theo mau thé hién day dd cac ndi dung va thoi han kiém tra, thoi han hiéu luc
~ hodc Bao cdo thanh tra (phan hanh chinh va két luan) dé cé thé cong bd theo thoi
han hiéu luc quy dinh cda Han Quéc.
22 |Sanochemia Werk 2, Landeggerstrasse |INS-481987- Federal Office for Safety |Céngty CPy Cuc Quan ly Dugc khéng cdng bé cdng doan dong gdi, khdng la toan bd quy trinh san
Pharmazeutika AG [(LandeggerstraBe- Tiéng |0026-001 ©  |in Health Care, Austria  |dugc VP Pharma |xuat. D& nghi cdng ty bd sung CPP, MA tai Viét Nam thé hién cac cong doan san xuat
Dtrc) 33, 2491 Neufeld an [(2/5) 8 déu dat GMP-PIC/S, GMP-EU.
der Leitha, Austria g
3
23 [Boryung 107, 109 Neungan-ro, 2016-D1- Gyeongin Regional Food [Hawon Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam cdng
Pharmaceutical Danwon-gu, Ansan-si, 1445 and Drug Pharmaceutical |b8 v&i thoi han hiéu lyc 01 ndm. Dé nghi Cong ty cung cap bién ban kiém tra (phan
Co., Ltd. Gyeonggi-do, Republic of ¥ |Administration, Korea Corporation hanh chinh va két luan) hodc Gidy chirng nhan cé dd théng tin han hiéu lyc.
Korea. 8
(* Cach ghi dia chi cii: 8
1122-2, Singil-dong, S
Danwon-ku, Ansan-si,
Kyungki-do, Korea)
24 |Santen 2-14, Shikinami, 825 Pharmaceutical safety |VPDD Santen Khéng cé théng tin vé ngay kiém tra GMP => khéng ré thoi han hiéu luc gidy chirng
Pharmaceutical Hodatsushimizu-cho, and enviromental Health [Pharmaceutical |nhan. Cuc Quan ly Dugc tam cdng bé tai danh sach co s& san xuat thudc dat tiéu
Co., Ltd. Noto Hakui-gun, Ishikawa, Bureau, Ministry of Co., Ltd tai Tp.  [chudn PIC/S-GMP, EU-GMP vd&i thoi han hiéu lwc 02 ndm ké tir ngay cap gidy chirng
Plant Japan ©  |Health, Labour and HCM nhan GMP.Y&u ciu cong ty cung cap cac tai liéu Iam cin c dé xac dinh thdi han cé
8 Welfare hiéu lyc clia GCN nay (nhu bdo cdo thanh tra (phan hanh chinh va két luan) hodc
§ GMP Notification cé thé hién ngay kiém tra GMP tai co s& san xuat san pham dé nghi
N cong bd) dé duoc cdng bd thoi han hiéu luc 05 ndm theo quy dinh ciia Nhat. Néu
qué thoi han trén, Cuc Quan ly Dugc s& rit co s& san xuat khéi danh sach.
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25 |Santen 2-14, Shikinami, 827 Pharmaceutical safety  |VPDD Santen Khéng cé théng tin vé ngay kiém tra GMP => khéng ré thdi han hiéu luc gidy chirng
Pharmaceutical Hodatsushimizu-cho, and enviromental Health |Pharmaceutical |nhan. Cuc Quan ly Dugc tam cdng bd tai danh sach co s& san xuat thudc dat tiéu
Co., Ltd. Noto Hakui-gun, Ishikawa, Bureau, Ministry of Co., Ltd tai Tp.  [chuan PIC/S-GMP, EU-GMP v&i thoi han hiéu luwc 02 nam ké tir ngay cap gidy chirng
Plant Japan © [Health, Labour and HCM nhan GMP.Y&u cau cong ty cung cap cdc tai liéu [dm can clr dé xac dinh thoi han cé
8 Welfare hiéu lwc clia GCN nay (nhu bao cdo thanh tra (phan hanh chinh va két luan) hodc
§ GMP Notification c6 thé hién ngay kiém tra GMP tai co s& sdn xuat san pham dé nghi
N coéng bd) dé dugc cong bd thoi han hiéu lwc 05 ndm theo quy dinh ciia Nhat. Néu
qué thoi han trén, Cuc Quan ly Dugc sé rit co s& san xuat khéi danh séch.
26 [Santen 2-14, Shikinami, 3084 Pharmaceutical safety  |[VPBD Santen Khéng cé théng tin vé ngay kiém tra GMP => khéng ré thoi han hiéu luc gidy chirng
Pharmaceutical Hodatsushimizu-cho, and enviromental Health [Pharmaceutical |nhan. Cuc Quan ly Dugc tam cdng bé tai danh sach co s& san xuat thudc dat tiéu
Co., Ltd. Noto Hakui-gun, Ishikawa, Bureau, Ministry of Co., Ltd tai Tp.  [chudn PIC/S-GMP, EU-GMP v&i thoi han hiéu luwc 02 nam ké tir ngay cap gidy chirng
Plant Japan 2 [Health, Labour and HCM nhan GMP.Yéu cau cong ty cung cip céc tai liéu |dm can clr dé xac dinh thoi han ¢
8 Welfare hiéu lwc clia GCN nay (nhu béo cdo thanh tra (phan hanh chinh va két luan) hoac
8 GMP Notification c6 thé hién ngay kiém tra GMP tai co s& sdn xuat san phdm dé nghij
S céng bd) dé dugc cong bd thai han hiéu lwc 05 ndm theo quy dinh ciia Nhat. Néu
qué thoi han trén, Cuc Quan ly Dugc sé rit co sé& sdn xuat khéi danh séch.
27 |Santen 2-14, Shikinami, 3975 Pharmaceutical safety  |VPBD Santen Khéng cé théng tin vé ngay kiém tra GMP => khéng ré thoi han hiéu luc gidy chirng
Pharmaceutical Hodatsushimizu-cho, and enviromental Health |Pharmaceutical |nhan. Cuc Quan ly Dugc tam cdng bd tai danh sach co s& san xuat thudc dat tiéu
Co., Ltd. Noto Hakui-gun, Ishikawa, Bureau, Ministry of Co., Ltd tai Tp. [chuan PIC/S-GMP, EU-GMP v&i thoi han hiéu lwc 02 nam ké tir ngay cap gidy chirng
Plant Japan 2 [Health, Labour and HCM nhan GMP.Yéu cau cong ty cung cap cdc tai liéu [am can c&r d€ xac dinh thoi han cé
8 Welfare hiéu lwc clia GCN nay (nhu bao cdo thanh tra (phan hanh chinh va két luan) hodc
E GMP Notification cé thé hién ngay kiém tra GMP tai co s& sdn xuat san pham dé nghi
N cong bd) dé dugc cong bd thoi han hiéu lwc 05 ndm theo quy dinh ciia Nhat. Néu
qué thoi han trén, Cuc Quan ly Dugc s& rit co s& san xuat khéi danh sach.
28 |Santen 2-14, Shikinami, 4063 Pharmaceutical safety  |VPDD Santen Khéng cé théng tin vé ngay kiém tra GMP => khéng ré thdi han hiéu luc gidy chirng
Pharmaceutical Hodatsushimizu-cho, and enviromental Health |Pharmaceutical |nhan. Cuc Quan ly Dugc tam cdng bd tai danh sach co s san xuat thudc dat tiéu
Co., Ltd. Noto Hakui-gun, Ishikawa, Bureau, Ministry of Co., Ltd tai Tp.  [chuan PIC/S-GMP, EU-GMP v&i thoi han hiéu lwc 02 nam ké tir ngay cap gidy chirng
Plant Japan 2 |Health, Labour and HCM nhan GMP.Y&u cau cong ty cung cap céc tai liéu |dm can clr dé xac dinh thoi han cé
8 Welfare hiéu Iwc clia GCN nay (nhu béo cdo thanh tra (phan hanh chinh va két luan) hodc
E GMP Notification c6 thé hién ngay kiém tra GMP tai co s& sdn xuat san pham dé nghij
a cong bd) dé€ duoc cdng b thai han hiéu lwc 05 ndm theo quy dinh cha Nhat. Néu
qué thoi han trén, Cuc Quan ly Dugc sé rit co s& san xuat khéi danh séch.
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