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
Dot 71
( Theo cong van s6 1976/QLD-CL ngay 02/03/2020 cta Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI A w . =
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

1 |AbbvieS.R.L Strada Regionale 148 PP10163814 Medicines and VPDD Zuellig Gidy chirng nhan CPP khong ghi thdi han c6 hiéu luc. Cuc Quan ly Dwoc tam cong bé
Pontina Km 52, Snc, o |Healthcare Products Pharma Pte. Ltd [tai danh sdch co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Campoverde Di Aprilia, § Regulatory Agency tai Tp. H6 Chi  |thang k& tir ngay cong bd, dé nghi cong ty cung cip cdc tai liéu [am can clr dé xac
Latina, | - 04011, Italy E (MHRA), United Minh dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém

S |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 |SwissCo Services |Bahnhofstrasse 14, 4334 |18-1991 @ |Swiss Agency for VPDD Pfizer Gidy chirng nhan ndp kém ho so chua dugc hop phap héa l3nh su va khéng tra cliru
AG Sisseln AG, Switzerland 8 Therapeutic Products (Thailand) Ltd.  |dwoc trén Website ca Switzerland.

S |(Swissmedic) Tai Viét Nam P& nghi Cong ty ndp badn GCN da dugc hop phap hda l3nh su va cong chirng theo
g quy dinh.

3 |Innothera Chouzy |Rue René Chantereau, 2018/HPF/F French National Agency |Congty TNHH [D& nghicung cdp bao cdo thanh tra (phan hanh chinh va két ludn) hoic gidy chirng
Chouzy-sur-Cisse, Valloire- [R/256 for Medicine and Health |Thuong mai nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
sur-Cisse, 41150, FRANCE. Products Safety (ANSM) [dwoc Thuan Gia |hién rd cac dang bao ché cy thé ctia "dang bao ché rén khac ddi véi thude duoc liéu"
(* Cac cach ghi khac: trong pham vi dugc chirng nhan.

+ Rue René Chantereau -

L'Isle Vert 41150 Chouzy- ®
sur-Cisse, France. 8
+ L'Isle Vert, Rue René E
Chantereau, Chouzy-sur- N
Cisse, 41150, France.)

4 |[co s& san xuat: Road No. 3, km 77.5 10/19/1398 European Medicines VPDD Pfizer Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
Bristol-Myers Humacao, 00791 Puerto |32 Agency (EMA) (Thailand) Ltd.  [tai danh s&ch co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Squibb Rico, USA. Tai Viét Nam théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
Manufacturing S dinh thoi han cé hiéu lyc cia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Company 8 tra (phan hanh chinh va két luan) cé thé hién ngay ki€ém tra GMP tai co s& san xuéat
Co s& dong goi Loc. Fontana del Ceraso, E san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
cap 1, cap 2 va 03012 Anagni (FR), Italy 3 san xuat khéi danh sach.

Xuat xudng:
Bristol-Myers
Squibb S.r.l
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5 |Dr. Reddy's Plot No. P1 to P9, Phase- |DE_BY_04_G Co quan thdm quyén VPHD Dr P& nghi cung cap bao cao thanh tra (phan hanh chinh) dé xac dinh dia chi co s& dwoc
Laboratories Ltd. - [lIl, VSEZ, Duvvada, MP_2019 0 o |Puc(Regierung von Reddy's danh gia, cap chirng nhan.
FTO 7 Visakhapatnam district, 038 § Oberbayern) Laboratories Ltd
Andhra Pradesh, India- > tai Tp H6 Chi
530046, India 2 Minh
o
6 |IDT Biologika Am Pharmapark, 06861 DE_ST 01 G @ |Coquan thdm quyén VPDD Novartis  |Gidy chirhg nhan GMP s6 INS-482451-0055-001 clia co' s& Sandoz GmbH Schaftenau
GmbH Dessau-Rosslau, Germany |MP_2018_0 8 Dlrc (Sachsen-Anhalt) (Singapore) Pte |khdng day dd (cudi mdi trang c6 dau hiéu bij che, thi€u thong tin, ban sao m& khong
(Co s& sdn xuét) 031 S Ltd tai HA N&i  |rd ddu va ngay cap GCN), khdng tra clru dwoc trén Eudra.
g P& nghj cong ty cung cap ban hop phap hoa l3nh sy gdc dé d&i chiéu.
Sandoz GmbH - BP [Biochemiestrasse 10, 6336 |INS-482451- Austrian Federal Office
Schaftenau Langkampfen, Austria 0055-001 for Safety in Health Care
(Co s& ddéng goi
th cap)
Sandoz GmbH Biochemiestrasse 10 6250 [INS-481922- @ |Austrian Federal Office
(Co sd xuat Kundl, Austria 0108-001 8 for Safety in Health Care
xuéng) (2/2) pa
3
7 |GlaxoSmithKline |82 Hughes Avenue 19/0026 Therapeutic Goods VPBD Gidy chirng nhan CPP khéng ghi thai han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Consumer Ermington NSW 2115, ™ Administration (TGA), GlaxoSmithKline |tai danh sach co s& san xuat thuéc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Healthcare Australia § Australia Pte Ltd théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Australia Pty Ltd g dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
S tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
~ san pham dé nghij cong bé). Néu quéd thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khdi danh sach.
8 |Haupt Pharma Donaustaufer StraBe 378, [DE_BY_05_G| _  [Coquan thdm quyén VPDD Diethelm [P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luin) hoac gidy chirng
Amareg GmbH 93055 Regensburg, MP_2019 0 § blc & Co., Ltd. nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Germany 070 S hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi dugc
i
> chirng nhan.
« Pé nghi ndp bd sung kinh phi x& Iy ho so.
9 [Taiwan Biotech 22, Chieh Shou Rd., 074625 Ministry of Health and  |VPDD KWAN Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
Co., Ltd. Taoyuan Dist., Taoyuan - Welfare, Republic of STAR CO., LTD |tai danh sich co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
City, Taiwan, R.0.C § China (Taiwan) théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
g 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 nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khéi danh sach.
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ovartis Saglik, enisehir Mahallesi, lhlara [DE_BE_05_| o o quan thdm quyén ovatis € nghi cung cdp bdo cdo thanh tra (phan hanh chinh va két luén) hodc gidy chirng
10 |N is Saglik Yenisehir Mahallesi, Ihl DE_BE_05.G| o |C ha VPBD N 1)) h b hanh tra (phan hanh chinh va két ludn) h h
Gida Ve Tarim Vadisi Sokak No. 2, Pendik,|MP_2019_0 8 bulc Pharma Services [nhan CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan Iy Duwoc VN cap thé
Urunleri San. Ve [Istanbul, TR 34912, Turkey [064 S AG tai Tp. HCM  [hién rd cac dang bao ché cu thé cla "dang bao ché rdn khac" trong pham vi dwoc
Tic. A.S. E chirng nhan.
11 |Laboratorios Gall, 30-36, 08950, NCF/1934/0 o |Ministry of Health of Cong ty Hyphens[Dé nghi cung cip bao cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
Salvat, SA Esplugues De Llobregat, |01/CAT 8 Government of Pharma Pte., Ltd [nh&n CPP cla co quan cdp chirng nhan GMP va MA do Cuc Quan Iy Duvgc VN cip thé
Spain 5 [Catalonia, Spain hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi duoc
§ chirng nhan.
12 |A.Nattermann & |A.Nattermann & Cie. DE_.NW_04_[ o [Coquan thdm quyén Coéngty TNHH  |Gidy chirng nhan GMP cong ty ndp thiéu mat trang 4/5, vi vay khéng rd gidi han
Cie. GmbH GmbH GMP_2019_ 8 Purc Sanofi-Aventis  [pham vi. D& nghi b8 sung GCN GMP day du.
Nattermannallee 1, 50829 (0017 S Viét Nam
Koln, Germany a
13 [Delpharm Reims |10 rue Colonel HPF/FR/298/ French National Agency |Sanofi Aventis  [Kh&i niém thudc vién nén theo dwoc dién 1a khai niém chung. Trong GMP phai cé
Charbonneaux, Reims, 2017 ™ |for Medicines and Health[Singapore Pte, |diéu kién thiét bj, quy trinh tuong ng véi dang vién cu thé (bao phim, sui,..). Khdng
51100, France 8 Products Safety (ANSM) |Ltd chap nhan gidi trinh cta Céng ty.
g P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoic gidy chirng
S nhan CPP cla co quan cap chitng nhan GMP hodc MA do Cuc Quan ly Dugc VN cap
cla cac thudc khéc theo Cong ty dé nghi.
14 [ltalfarmaco S.P.A |Viale Fulvio Testi, 330- IT/88/H/201 o |ltalian Medicines Agency (VPDD Cong ty b6 sung Gidy chirng nhan GMP mdi cho co s& déng goi, tuy nhién chua thuc
(Cosdsdnxudt  [20126 Milano (M), Italy |9 § (AIFA) Lifepharma hién HPHLS d&i v&i gidy méi nay. Dé nghi bd sung.
ban thanh pham) I S.p.A
L
(e}
o
FINE FOODS & VIA GRIGNANO, 43-24041 (IT/131/H/20
PHARMACEUTICA [BREMBATE (BG), Italy 18 0
LS N.T.M. S.P.A. §
(Co s& san xuat >
N S o
khdu dau tao hat) >
[g2]
Neologistica S.R.L [Largo Boccioni, 1-21040 [NBF/59/201 N
(Cosé dong gdi  |Origgio (VA), Italy 7/V 8
tha cdp) )
=
o
15 [Senju 4228-1, Aza Kadota, 3279 @ |Ministry of Health, Senju Gidy chirng nhan khéng c6 théng tin hiéu lyc va thdi gian kiém tra. Cuc QLD tam cong
Pharmaceutical Ishishi, Karatsu-shi, Saga- 8 Labour and Welfare Pharmaceutical |b& vé&i thoi han hiéu lwc 02 ndm. Dé nghj Céng ty cung cap Notification of GMP
Co., Ltd. Karatsu |ken, Japan S  |(MHLW), Japan Co., Ltd Inspection dé duwoc cdng b6 hiéu lwc 5 ndm theo quy dinh cia Nhat Ban.
S~
Plant g
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16 |Curida AS Solbaervegen 5, PP10162185 Medicines and VPDD tai Tp. Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé

(Co s sdn xuat) |ELVERUM, NO-2409, Healthcare Products HCM Zuellig tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Norway 9 [Regulatory Agency Pharma théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac

AbbVie S.R.L S.R. 148 Pontina Km 52, 8 (MHRA), United dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém

(Co sd déng gbi) [Snc-Campoverde Di Aprilia 5 Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
(loc. APRILIA) - 04011 Q san pham d& nghj cdng b&). Néu qua thdi han trén, Cuc Quan Iy Duoc sé rat co s&
APRILIA (LT), Italy san xuat khdi danh sach.

17 [Vetter Pharma- Schutzenstrasse 87 and 994163/18 Co quan thdm quyén VPDD tai Tp. Gidy chirng nhan CPP khong ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Fertigung GmbH &|101, 88212 Ravensburg, bulrc HCM Zuellig tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Co. KG Germany o Pharma théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
(Co s& sdn xuét) § dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
AbbVie Knollstrasse, 67061 5 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Biotechnology Ludwigshafen, Germany > san pham dé nghj cong bd). N&u qua thoi han trén, Cuc Quan ly Dugc s8 rut co s&
GmbH o san xust khdi danh sach.

(Co s& xuat
xuong)

18 |Vetter Pharma-  |Schutzenstrasse 87 and 99417/19/1393 European Medicines VPDD tai Tp. Gidy chirng nhan CPP khong ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Fertigung GmbH &(101, 88212 Ravensburg, |21 Agency (EMA) HCM Zuellig tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Co. KG Germany Pharma théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
(Co s& san xuét) dinh thoi han ¢é hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
AbbVie Knollstrasse, 67061 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Deutschland Ludwigshafen, Germany 2 san pham dé nghij cong bé). Néu quéd thoi han trén, Cuc Quan ly Dwoc s& rit co s&
GmbH & Co. KG 8 san xuat khéi danh sach.

(Co s& ddéng goi E
cap 2) B8
AbbVie Knollstrasse, 67061

Biotechnology Ludwigshafen, Germany

GmbH

(Co s& xuat

xudng)

19 |Takeda 17-85, Jusohonmachi 2- 18-0680; Health Care Inspectorate |VPDD tai Tp. Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
Pharmaceutical chome, Yodogawa -ku, 18-0681 - Pharmaceutical Affairs |HCM Zuellig tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Company Limited, |Osaka 532-8686, Japan and Medical Technology, [Pharma théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
Osaka Plant Netherlands dinh thoi han cé hiéu lyc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
(Co s& san xuét) tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat

) 3 san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
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AbbVie Knollstrasse, 67061 8 S san xuat khéi danh sach.
Deutschland Ludwigshafen, Germany § g
GmbH & Co., KG el
(Co s& dbéng gbi)
AbbVie Logistics |Zuiderzeelaan 53, 8017 JV
B.V. Zwolle, Netherlands
(Co s& xuat
xudng)
20 |EBEWE Pharma MondseestraRe (hodc 48002-0135 Federal Office for Safety |VPPD Novartis [Gidy chirng nhan GMP d3 cdng chirng tai nwdc s& tai nhung khdng trung vdi Gidy
Ges.m.b.H. Nfg. Mondseestrasse) 11, 4866 9 |in Health Care Singapore Pte  [chirng nhan trén Eudra. Yéu ciu cung cap ban duwoc Hop phap hda lanh su.
KG (hodc AT-4866) Unterach 8 (Bundesamt fiir Ltd tai Tp. HCM
am Attersee (Unterach), 3 Sicherheit im
Austria 2 |Gesundheitswesen),
Austria
21 (Lacer, S.A C/.Boter, 5 Parc Tecnol NCF/1947/0 o |Agency for Medicines Cong ty c6 phan [Pé nghi cung cap bao cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
ofgic del Vall és ( 01/CAT 8 and Health Products Tada Pharma nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Barcelona), Spain S |(AEMPS), Spain hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
E ching nhan.
22 [Meiji Seika 1056, Kamonomiya 3406 o |Ministry of Health, Coéng ty CPDP  [P& nghi b6 sung ban dich sang tiéng Viét va cdng chirng ban CPP tiéng Nhat dé hoan
Pharma Co., Ltd. |[Odawara-shi, Kanagawa- 8 Labour and Welfare Thién Thao thién hod so ciia Thudc bot MEIACT FINE GRANULES.
Odawara Plant ken, Japan S [government of Japan
g
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