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
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1 |Pharmaceutical 05-850 Ozarow 304/18 Main Pharmaceutical VPDD Gidy chirng nhan CPP khong ghi thdi han c6 hiéu luc. Cuc Quan ly Dwoc tam cong bé
Works Polpharma |Mazowiecki, 28/30 w [|Inspectorate (MPI), Pharmaceutical [tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
S.A. Ozarowska Street, Poland § Poland Work Polpharmalthang ké tir ngay cong b8, dé nghij cdng ty cung cip céc tai liéu [am can cir dé xac

~ S.A dinh thoi han cé hiéu lyc ctia 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 thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.

2 |Pharmaceutical Duchnice, 28/30, GIF-IW- Main Pharmaceutical VPDD Gidy chirng nhan CPP khong ghi thdi han ¢ hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Works Polpharma |Ozarowska Str. 05-850 4011/980/E o |Inspectorate (MPI), Pharmaceutical [tai danh sach co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
S.A. Ozarow Mazowiecki - R/16 § Poland Work Polpharmalthang k& tir ngay cong b8, dé nghj cdng ty cung cap céc tai liéu [am can clr dé xac
Production Plant |Poland o S.A dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
in Duchnice § tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat

~ san pham dé nghj cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khéi danh sich.

3 |Ajanta pharma Plot No. B-4/5/6, MIDC, NEW-WHO- Coéngty TNHH |- Céc tai liéu Cong ty ndp gdm co:
limited Paithan, Aurangabad, GMP/CERT/ Thuwong mai + GCN GMP do Co quan quan Iy dwoc An Dé cap;

431148 Maharashtra AD/39657/2 poct Dugc pham IPP |+ Thu xac nhan cla Co quan quan Iy dwgc US FDA: vé bao cdo thanh tra; tuy nhién
State, India 016/11/164 8 khéng kém theo bao cdo thanh tra trong h6 so va xac nhan dang ky cac san pham
35 3 thuéc bdt pha hdn dich udng va vién nang.

S Pé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
nhan CPP cua co quan quan ly dugc US FDA cap d6i vdi cac san phdm dé nghi cong
bé.

4 [TTY Biopharm 838, Chung Hwa Rd., Sec. [0562 « |Ministry of Health and  |TTY Biopharm  |Gidy chirng nhan GMP do B0 Y t& cdp khong c6 thong tin vé thoi gian kiém tra va cé
Company Limited |1, Chungli Dist., Taoyuan § Welfare, Republic of Company pham vi chirng nhan réng hon, khac véi Gidy GMP do TFDA cap c6 cung thoi han hiéu
Chung Li Factory |City, 32069, Taiwan g China (Taiwan) Limited luc.

E Pé nghj cdng ty gidi trinh va cung cap van ban phap Iy quy dinh vé viéc cap Gidy

chirng nhan GMP ctia BO Y té& Dai Loan.
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Pfizer (Thailand)
Ltd.,
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5 |Dr Reddy's Survey No. 47, Bachupally |2017-375/2 Turkish Medicines and  |Dr. Reddy's Tai Pot 57 va Dot 59, Cuc Quan ly Duoc d3 thdong bédo: "Gidy chirng nhan GMP Céng
Laboratories Village, Qutubullapur 2017/374/1 Medical Devices Agency |Laboratories Ltd [ty ndp dwoc ghi theo GMP Thé Nhi Ky, khéng ghi tham chi&u EU GMP/ PIC/S GMP.
Limited Mandal, Ranga Reddy (TMMDA) Yéu cau Cdng ty cung cip bao cdo Thanh tra chirng minh céng ty duogc kiém tra va

District, Telangana, India dap tng PIC/s- GMP cla co quan thanh vién PIC/s. Cuc QLD chi chdp nhan cac gidy

chirng nhan GMP-PICS do Thé Nhi Ky cap tir sau ngay 01/01/2018".

© Tai liéu Cong ty ndp kém ho so chi la thu xac nhan cla Bd Y t& Thé Nhi Ky, khong phai

§ la gidy chirng nhan GMP. Méc khéc thw xac nhan trén chua dugce chirng thyce chit ky

g va chirc danh ngudi ky, chua dugce hop phap hda lanh sy va cong chirng theo quy

- dinh.

e Yéu ciu cdéng ty cung cap cung cap bao cdo Thanh tra chirng minh céng ty dugc kiém
tra theo tai liéu PIC/s-GMP va dap (rng PIC/s- GMP cla co quan thanh vién PIC/s hodc
Gidy chirng nhan GMP PIC/s do co quan quan ly dwgc Thé Nhi Ky cap sau thoi diém
co quan quan ly dugc Thé Nhi Ky d3 13 thanh vién cta PIC/s. Cac tai liéu phai dwoc
chirng thye theo quy dinh.

6 |Bristol-Myers State Road n° 3, Km 77.5, [IT/GMP/E/4 ~ |ltalian Medicines Agency |Pfizer (Thailand) [C6 sw khdc nhau gilta Gidy GMP khdng c6 chit ky in tir Eudra va ban photocopy Gidy
Squibb Humacao, Puerto Rico, /2017 8 (AIFA) Limited GMP c¢6 chit ky. D& nghi cung cap ban sao c6 chirng thue, hop phéap hoa lanh sy tir
Manufacturing 00791, United States 9 ban Gidy GMP cé chit ky clia ngudi cap gidy.

Company ﬁ
7 |Huons Co., Ltd. 100 Bio valley-ro, Jecheon-{2018-G1- « |Paejeon Regional Office |Huons Co. Ltd 1. Co s& da céng bd Dot 60 STT 47. Khéng tién hanh cong bé lai.
si, Chungcheongbuk-do, 1506 S |of Food and Drus Safety, 2. Co s& dé nghi cong b dang vién nén bao phim, vién nén bao tan trong rudt va
Republic of Korea % Ministry of Food and cung cap SMF.
E Drug Safety Korea pé nghi cung céip‘ bdo cdo thanh tra (phan hanh chinh va két luan) chirng minh pham
vi kiém tra bao gom dang bao ché vién nén bao phim

8 |Enviro Korea Co., |167-10 Techno 2-ro, 2018-G1- « |Daejeon Regional Office |Congty CP Gidy chirng nhan ndp kém ho so 1a ban sao cong chirng, khdng c6 dau giap lai cac

Ltd. Yuseong-gu, Daejeon, 1510 8 of Food and Drug Safety, |Pharmatopes trang cla DSQ Viét Nam tai Han Quéc. P& nghi cung cap ban chinh hgp phdp hda
Republic of Korea 3 Korea Viét Nam I3nh sy dé dai chiéu.
3
9 |Labesfal - Zona Industrial do Lagedo, |F010/S1/MH ~ National Authority of Congty CP Peé nghi cung cap gidy xac nhan cla co quan quan ly nuéc sé tai hodc co quan cap
Laboratorios Santiago de /002/2017 8 Medicines and Health Fresenius Kabi  |chirng nhan vé viéc 2 céch viét dia chi clia co s& |a tvong duwong.
Almiro, S.A Besteiros,3465-157, S [Products (INFARMED), [Viét Nam
Portugal E Portugal
10 [Pfizer K.M 1.9, Rd 689, 689, Vega[NNV6-Z2WR % |United States Food and |VPDD Cong ty Pé nghi cong ty gidi trinh vé viéc CPP ghi san xuat tai M§ nhung nhan san phadm dinh
S
L
S

kém CPP ghi san xuét tai Singapore.
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11 |GlaxoSmithKline |Strada Provinciale Asolana |IT/299- © Italian Medicines Agency |VPDD Janssen- D& nghi b6 sung GCN GMP clia CSSX va CSXX tdi dung médi.
manufacturing N.90 (loc. San Polo) - 2/H/2016 8 (AIFA) Cilag Ltd.
S.P.A. (Cos&san |43056 Torrile (PR), Italia N
Xuat) g
Laboratoire Zone Artisanale Errobi, HPF/FR/167/ ~ o |National Agency for the
Renaudin (Co s& [64250 Itxassou, France 2017 § § Safety of Medicine and
san xuat, xuat g § Health Products (ANSM),
xudng tdi dung S & |France
mbi) o e
Lusomedicamenta |Estrada Consiglieri F021/S1/MH National Authority of
Sociedade Técnica |Pedroso, no. 69-B, Queluz |/003/2017 Medicines and Health
Farmacéutica, S.A |de Baixo, 2730-055 5 3 Products (INFARMED),
(Co s& ddéng goi Barcarena, Portugal <  [Portugal
N~
th c4p va xuat g ©
o~
xudng bd kit) IS
12 |AstraZeneca AB  |PET Nexium/Losec, 6.2.1-2018- w |Swedish Medical VPBD Co s& san xuat chi déng géi dang bulk. Yéu cau b6 sung tai liéu vé co s& déng géi cap
Gartunavagen, Sodertalje, 1004246 § Products Agency (MPA) |AstraZeneca 2 hodc cung cap CPP dé& céng b6 theo tirng sdn pham.
151 85, Sweden § Singapore Pte.
S Ltd tai Tp. HCM
o
13 |Cipla Limited (Unit|Plot No L-139, $-103 & AG12300097 © Minister of Health, Cipla Ltd. India  [P& nghi n6p b6 sung ban Notification gidy chirng nhan GMP hodc bdo cdo thanh tra
V) M62, Verna Industrial 8 Labour and Welfare, dé lam r& pham vi, thoi gian, két qua danh gia.
Estate, Verna, Salcette, 3 Japan
Goa. Pin: 403 722, India I
14 |AstraZeneca Pty [10-14 Khartoum Road, MI-2018-LI- ®© Therapeutic Goods AstraZeneca Pé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luin) hoac gidy chirng
Ltd NORTH RYDE, NSW 2113, |10042-1 8 Administration (TGA), [Singapore Pte, |nh&n CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duwgc VN cap thé
Australia E  [Australia Ltd hién rd cac dang bao ché cu thé cla " thuéc vé trung dang 1dng" trong pham vi duoc
< , R
N chirng nhan.
15 |Biotest AG (Co' s& |Biotest AG, DE_HE_01_ ® |Coquan thdm quyén Céng ty c6 phan [Dé nghi cung cdp GMP cé hgp phap héa I3nh sy theo quy dinh.
san xuat) Landsteinerstrasse 5, GMP_2018 _ 8 birc thuwong mai
63303 Dreieich, Germany |0111 S dugc Hoang
g Long
Biotest Pharma Biotest Pharma GmbH, DE_HE_01_ ~
GmbH (Co s& Landsteinerstrasse 5, GMP_2017_ 8
chirng nhan xuit |63303 Dreieich, Germany (0018 S
xuang) 5
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16 |Naprod Life G-17/1, M.1.D.C., Tarapur, [072/2017/G State Administration of |VPDD Naprod |Cuc Quan ly Duoc tiép tuc cdng bd tam thdi tai danh sach co s& san xuat thudc dat
Sciences Pvt. Ltd |Boisar, Dist-Thane MP ~ [Ukraine on Medicinal Life Sciences tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cdng bé, dé nghi
401506, Maharashtra 8 Products (SAUMP) Private Limited |cOng ty cung cap Gidy chirng nhan GMP day du dwoc chirng thuc tai Ukraine theo
State, India S tai Tp. HCM dung quy dinh vé chirng thuwe cla Phap luat Viét Nam. Néu qua thoi han trén, Cuc
b Quan ly Dugec sé rat co s& san xuat khoi danh sach.

17 |Pharmaceutical 28/30 Ozarowska Street, |GIF-IW- Main Pharmaceutical VPDD Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Works Polpharma |Duchnice, 05-850 Ozarow |4011/109/E Inspectorate (MPI), Pharmaceutical [tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
S.A Mazowiecki, Poland R/16 o |Poland Work Polpharmalthang ké tir ngay cong b8, dé nghij cdng ty cung cap céc tai liéu [am can clr dé xac

§ S.A dinh thoi han cé hiéu lyc ctia 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
E san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rit co s&
~ san xuat khéi danh sach.
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