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 56
( Theo cong van s6 10517 /QLD-CL ngay 07/6/2018 ctia Cuc Quan ly Dwoc)
TEN CO SO’ SAN . GIAY CH. | NGAY - DN PE NGHI R S .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |SCZENTIVA SA Bulevardul theodor PP10153040 Medicines and Céngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
pallady 50, Sector 3, ~ |Healthcare Products Sanofi Aventis |tai danh sach co s& san xuat thuéc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Bucharest, RO - 032266, § Regulatory Agency Viét Nam théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Romania <~ |(MHRA), United dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
i 5\ v > 2 2 2 ~
< |Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
— > 2 e - N s R o . A
san pham dé nghij cong bo). Néu qua thoi han trén, Cuc Quan ly Dugc sé rut co s
san xuat khdi danh sach.

2 |Laboratorio Via Dante Alighieri, 71- Italian Medicines Agency |Medexport Italia [Gidy chirng nhan CPP khdéng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd
Farmaceutico C.T. {18038 Sanremo (IM), Italy [CPP/2017/1 (AIFA) tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
S.R.L. 891; o théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac

CPP/2016/1 g 3 dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
764; ; S tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
CPP/2017/1 | & & san pham dé nghi céng bd). Néu qué thai han trén, Cuc Quan Iy Dugrc sé rit co s&
822 oA san xuat khoi danh sach.
Via G. Mazzini, 9-24069- |CPP/2017/2 N
Cenate sotto (BG) Italia. 445 ;4
S
—i
S~
o
i
3 |Neovii Biotech Am Haag 5,6,7 DE_BY_04_G| o |Coquanthdm quyén Cong ty TNHH P& nghi b6 sung ham lwong hoat chat san pham.
GmbH 82166 Grifelfing MP_2018 0 8 Purc DP Viét Phap
Germany 028 §
<
i
4 |Bayer Pharma AG |Bayer Pharma AG DE_NW_04_ Co quan thdm quyén VPDD Bayer 1. Cong ty glri kém ban photocopy thu xac nhan cla co quan thdm quyén vé si dong
Kaiser-Wilhelm-Allee 1, GMP_2017_ ~ |PUuc (South East Asia) |nhat cla 2 cach ghi dia chi. D& nghi ndp ban xac nhan vé cach ghi dia chi d3 duoc
51373 Leverkusen, 1047 § Pte. Ltd. hop phap hda lanh sy va cong chirng theo quy dinh.
Germany P 2. Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
i g 2 , ~ 3
< nhan CPP cla co quan cdp chitng nhdn GMP va MA do Cuc Quan ly Duoc VN cap thé
N

hién rd cac dang bao ché cy thé clia "thudc khong vd trung: dang bao ché ran khac"
trong pham vi dugc chirng nhan.
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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
5 |Chanelle Medical |Dublin Road, Loughrea, 14510/M688| . |Health Products Mega Céng ty dé nghj b8 sung cach ghi dia chi co s& san xuat |3 "Dublin Road, Loughrea,
Co. Galway, Ireland § Regulatory Authority Lifesciences Co. Galway, Ireland", tuy nhién tai liéu kém theo do cong ty ty xac nhan.
Cach ghi khac: Dublin »  [(HPRA), Ireland Public Company |Yéu cau cung cap tai liéu do co quan cdp GMP xac nhan.
Road, Loughrea, Co. % Limited
Galway, Ireland e
6 |DEVA Holding A.S. [DEVA Holding A.S. TR/GMP/20 Turkish Medicines and  [Cong ty c8 phan |Co quan quan ly dwoc Thé NhT Ky gia nhap PIC/s tir 01/01/2018, th&i gian kiém tra tai
Cerkezkoy Organize Sanayi|18/21 Medical Devices Agency |dwoc phdm Duy [cdng ty tir thang 10/2017. D& nghj cung cap tai liéu chirng minh viéc sdn xuat tai cdng
Bolgesi, Karaagac Mah., ®  [(TMMDA) Tan ty tudn theo céc nguyén tic tiéu chuan dat GMP PIC/s.
Atatiirk Cad. No. 32 8
TR-59510 Kapakli/ §
Tekirdag Q
Turkey
7 |Laboratorio Pablo |Carhue 1096 (Zip code: 20132020 % |National Administration |Cong ty c6 phan [Tai liéu ndp kém ho so 13 gidy xac nhan cho xuat khiu, khéng phai 1a Gidy chirng
Cassara S.R.L. C1408GBV), city of 000101 18 8 of Drugs, Foods and duwoc phdm Duy [nhan GMP.
Buenos Aires, Argentine 3 Medical Devices Tan Pé nghi cung cap ban sao cd tinh phap Iy cla Gidy chirng nhan GMP géc, duoc st
Republic L2 |(ANMAT), Argentina dung tai Argentina.
Cach ghi khac: Carhue 20132020
1096 (C1408GBV), Ciudad 000212 18 ®
de Buenos Aires, 20132020 8
Argentine Republic 000213 18 5
20132020 3
000214 18
20132020 ©
000220 18 8
20132020 3
00021918 | 9
8 |Novartis Pharma |Schaffhauserstrasse, 4332 (17-2252 Swiss Agency for VPDD Zuellig Gidy chirng nhan 13 Gidy chirng nhan cho muc dich xuat khiu sang Viét Nam, pham vi
Stein AG, Stein, Switzerland ™ [Therapeutic Products Pharma Pte Ltd |gOp chung nhiéu pham vi chirng nhan cla cac dot ki€ém tra khic nhau. Dé nghj Cong
Pharmaceutical 8 (Swissmedic) ty cung cap Gidy chirng nhan GMP chinh thirc Thuy S§ cap cho céng ty s dung &
Operations E nudc so tai.
Schweiz Solids X
9 |Xepa-Soul 1-5, Cheng Industrial OGYEI/1825 ~ |National Institute of Xepa-Soul Pé nghi cung cip CPP san pham vién nén bao phim dugc cip phép va lwu hanh tai
Pattinson Sdn Bhd [Estate, Melaka, 75250, 5-6/2017 8 Pharmacy and Nutrition |Pattinson Chau Au.
Malaysia § (OGYEI), Hungary Malaysia Sdn
b Bhd
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
10 |PrasfarmaSL C/ Sant Joan, 11-15 08560 [NCF/1739/0 ~ |Ministry of Health of Coéngty TNHH  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Manlleu (Barcelona), 01/CAT § Goverment of Catalonia, [XUc ti&n thwong |nhan CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duwgc VN cap thé
Spain S |Spain mai duwgc pham |hién rd cdc dang bao ché cuy thé clia "dang bao ché ran khac" trong pham vi duwoc
E vadautueTV  [ching nhan.
11 [F. Hoffmann-La Wurmisweg, 4303 02/18/1184 European Medicines VPDD Hoffmann-|Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Duoc tam cong bé
Roche Ltd Kaiseraugst, Switzerland |11 w |Asency La Roche tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
§ théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
> 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 thoi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khéi danh sach.
12 (Laboratorios Gall, 30-36, 08950, NCF/1732/0 r  |Ministry of Health of Céng ty Hyphens|Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
Salvat, SA Esplugues De Llobregat, [02/CAT 8 Government of nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Spain S [Catalonia, Spain hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
E chirng nhan.
13 |Rottendorf Ostenfelder StraBe 51-61, |[DE_ZNW_05_[ r  [Co quan thdm quyén Congty TNHH  [Theo bién ban kiém tra do céng ty ndp kém ho so cong bé thi co s tién hanh hoat
Pharma GmbH 59320 Ennigerloh, GMP_2017_ 8 bulrc DKSH Viét Nam |ddng déng géi la & dia chi "Am Fleigendahl 3" (trang 10/22).
Germany 0003 § P& nghj cung cap Gidy chirng nhan GMP cla co s& tai dia chi trén d& dwoc cong bo
=
14 [Shin Poong 41-15 Osongsaengmyeong |2017-G1- Daejeon Regional Office |Shin poong P3 tam cong b6 Dot 54 STT 24 véi han 1 ndm va yéu cau giai trinh:
Pharmaceutical 5-ro, Osong-eup, 0780 of Food & Drug Safety, |Pharmaceutical |"Gidy chirng nhan GMP theo mau khéng cé thdng tin vé ngay kiém tra, han hiéu lyc.
Co., Ltd Heungdeok-gu, Cheongju- ~ |Korea Co., Ltd Cuc QLD tam céng b6 vdi thdi han 12 thang. Yéu ciu Céng ty cung cap Gidy chirng
si, Chungcheongbuk-do, § nhan theo mau thé hién day dd cac ndi dung va thoi han kiém tra, thoi han hiéu lyc
Republic of Korea > hodc Bao cdo thanh tra (phan hanh chinh va két luin) dé cé thé cong bd theo thoi
g han hiéu luc theo quy dinh cla Han Quéc".
~ Dot nay Cong ty khdng cé gidi trinh, chi yéu cau dinh chinh han hiéu lyc.
=> Pé nghj Cong ty b sung gidi trinh theo yéu cau cta Dot 54.
15 [Shin Poong 7 Wonsi-ro, Danwon-gu, |2017-D1- Gyeongin Regional Food |Shin poong P3 tam cong b6 Dot 54 STT 25 véi han 1 ndm va yéu cau gidi trinh:
Pharmaceutical Ansan-si Gyeonggi-do, 0909 and Drug Pharmaceutical |"Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu luwc.
Co., Ltd Republic of Korea ~ |Administration, Korea  |Co., Ltd Cuc QLD tam cong b6 vdi thdi han 12 thang. Yéu cau Céng ty cung cap Gidy chirng
§ nhan theo mau thé hién day da cac noi dung va thoi han kiém tra, thoi han hiéu lyc
> hodc Bao cdo thanh tra (phan hanh chinh va két luan) dé cé thé cong bd theo thoi
§ han hiéu luc theo quy dinh cla Han Quéc".
(o]

Dot ndy Cong ty khdng cd gidi trinh, chi yéu cau dinh chinh han hiéu lyc.
=> P& nghj Cong ty b6 sung giai trinh theo yéu ciu cla Dot 54.
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
16 |POOYESH DAROU |Noavari 18, Pardis 665/152703 Iranian Food and Drug  |Cdngty CPY Gidy chirng nhan ndp kém ho so khéng cé théong tin vé dang bao ché, khéng cé han
Co. Technology Park, 15 km Administration (IFDA) Duoc LS hiéu lyc.
Abali Road, Tehran, Iran x - P& nghi cong ty cung cap cdc tai liéu 1am cin cir d€ xac dinh thoi han cé hiéu lyc cla
8 Giay chirng nhan GMP.
§ - P& nghi cung cdp bdo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
< nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
hién rd cac dang bao ché cu thé cla "Thudc vé trung" trong pham vi dwoc chirng
nhan.
17 |[CSSX:SMB rue du Parc Industriel 39, (000040 Federal Agency for Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
Technology S.A., |6900 Marche - en- Medicines and Health Dugc pham Viét [tai danh sdch co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Famenne, Belgium ~ [Products (FAMHP), Phap théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
- - - - < Belgium dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
CSSX ban thanh  |Greenville, US, Louis ~ . s , N A e . 2 2 x
. . o tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
pham: Latzer Drive 100, IL 62246 Py » o e A o s o s s ~ . s
Mallinckrodt In - san pham dé nghi cong bd). Néu qud thai han trén, Cuc Quan ly Dugc sé rat co s&
aflinckro ¢ san xuat khéi danh sich.
18 [Replek Farm Ltd. [Kozle 188, Skopje, 1000, |409-8/2016- «w |Agency for Medicinal Céngty TNHH  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
Skopje Macedonia, The Former |12 § Products and Medical duwoc phadm Lién [nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Yugoslav Republic of g Devices of the Republic |Hop hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
Macedonia = |of Slovenia (JAZMP) ching nhan.
—
19 |GP Pharm, SA Pol. Ind. Els Vinyets - Els  |NCF/1809/0 « |Asency for Medicines Cong ty TNHH  [Tai thoi diém cdng b6, Gidy chirng nhan d3 hét hiéu lwc (31/05/2018). Cuc Quan ly
Fogars, 2, Ctra. C-244, Km. [01/CAT § and Health Products Dugc pham Lién |Dwoc tam cdng b6 trong vong 3 thang, dé nghi cdng ty cung cap Gidy chirng nhan
22; 08777 Sant Quinti de g (AEMPS), Spain Hop GMP c6 hiéu lyc mdi, néu qua thoi han trén Cuc Quan ly Dugc sé rat cdng bé.
Mediona (Barcelona), §
Spain
20 [Thymoorgan Schiffgraben 23, 38690 DE_NI_01_ G| | [Coquanthdm quyén Coéngty TNHH  |CS xuat xwdng Sanavita khong cé trung dia chi vdi CS xuat xwdng da dugc cong bd
Pharmazie GmbH [Goslar, Germany MP_2017_1 § Plrc Binh Viét Dirc  |dot 54 va MA cha Cuc QLD. Dé nghi bd sung GCN cua co s& xudt xwdng phu hop vdi
(Co s sdn xuat) |(* Céach ghi cii: 002 g dia chi ghi tai MA san pham.
Schiffgraben 23, 38690 .
Vienenburg, Germany) -
Sanavita Lohstrasse (hodc DE_NW_01_| wn
Pharmaceuticals [LohstraBe) 2, 59368 GMP_2015_ 8
GmbH (Co s& xuat |Werne, Germany 0014 3
2> S~
xwong) ]
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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
21 |Egis Matyas kiraly ut 65, 0GYI/30922- National Institute for Egis Tai thoi diém cdng b6, Gidy chirng nhan d3 hét hiéu lwc (14/04/2018). Cuc Quan ly
Pharmaceuticals |Kormend, 9900, Hungary [5/2015 Y2 [Quality and Organization [Pharmaceuticals [Dwoc tam cong b6 trong vong 3 thang, dé nghi céng ty cung cap Gidy chirng nhan
Plc Site 3 8 Development in Plc GMP ¢6 hiéu lyc mdi, néu qua thdi han trén Cuc Quan ly Dugc sé rat cdng bé.
g Healthcare and
3 |Medicines, Hungary
22 |Senju 4228-1, Aza Kadota, 6093 @ |Ministry of Health, Senju Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam cdng
Pharmaceutical Ishishi, Karatsu-shi, Saga- 8 Labour and Welfare Pharmaceutical |b& véi thdi han hiéu luc 02 ndm. D@ nghij Cong ty cung cap bién ban kiém tra (phan
Co., Ltd. Karatsu |ken, Japan 8 |(MHLW), Japan Co., Ltd hanh chinh va két luan) dé dugc cong bd hiéu lwc 5 ndm theo quy dinh cia Nhat Ban.
Plant E
23 |Céngty c6 phan |Khu vyc 8, phwdng Nhon |MCOM1700 r  |Health Sciences Cong ty c6 phan [Pé nghi cung cip day dd cac tai liéu lién quan dén gidy chirng nhan PIC/S-GMP (H6
Fresenius Kabi Phd, Tp. Qui Nhon, tinh 002 8 Authority (HSA), Fresenius Kabi  |so’ nha mdy, hd so doan thanh tra, bién ban thanh tra).
Bidiphar Binh Dinh, Viét Nam = [Singapore Bidiphar
ey
o
24 [S.M.B Technology [Zoning Industriel - Rue du |BE/GMP/20 % |Federal Agency for Cong ty TNHH  [Tai thoi diém cdng b6, Gidy chirng nhan d3 hét hiéu lwc (26/04/2018). Cuc Quan ly
SA Parc industriel 39, Marche-|15/013 8 Medicines and Health duoc phadm Viét [Dugc tam cong bd trong vong 3 thang, dé nghi cdng ty cung cap Gidy chirng nhan
en-Famenne, 6900, & |Products of Belgium Phap GMP c¢6 hiéu lwc mdi, néu qua thdi han trén Cuc Quan ly Dugc sé rat cong bé.
Belgium g
25 |Biofarma Plasma |9M. Amosova st., Kyiv, 037/2016/S State Administration of |Congty TNHH Gidy GMP c4p cho 2 dja chi, nhuwng khéng cé théng tin cu thé dang bao ché nao duoc
Limited Liability ~ [03680, Ukraine; AUMP/GMP Ukraine on Medicinal Seamed PTK san xu4t tai dia chi ndo. D& nghj cung cap tai liéu xac nhan dang bao ché cu thé d6i
Company 37 Kyivska st., Bila Products (SAUMP) véi mdi dja chi (tra clru cong b Dot 36, STT 35 cd cong ty Private Joint Stock
Tserkva, Kyiv region, Company "Biofarma" - Manufactory of blood preparations, dia chi: Ukraine, 03680,
09100, Ukraine Kyiv, M. Amosova str., 9).
Ban sao cong chirng Gidy GMP c6 théng tin ngay cap khéng rd, yéu cau ndp ban géc
hgp phap hoéa Ianh sy dé d6i chiéu.
26 |Laboratoires Route de Marsat, Riom, HPF/FR/173/ .« |French National Agency (VPDD Merck Tai thoi diém cdng b6, Gidy chirng nhan d3 hét hiéu lwc (24/04/2018). Cuc Quan ly
Merck Sharp & 63963 Clermont - Ferrand |2015 S  |for Medicine and Health [Sharp & Dohme [Dugc tam cdng bd trong vong 3 thang, dé nghj céng ty cung cap Gidy chirng nhan
o~
Dohme - Chibret [Cedex 9, France % |Products Safety (ANSM) |(Asia) Ltd Hong [GMP c6 hiéu lyc mdi, néu qué thoi han trén Cuc Quan ly Dugc s& rut cong bé.
o
5 Koéng tai Ha Noi
o
27 |Pfizer (Perth) Pty [15 Brodie Hall Drive MI-2016-LI- r |Therapeutic Goods VPPD Congty [P& nghicung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
Ltd Technology Park, Bentley [11771-1 & [Administration (TGA), Pfizer (Thailand) |nh&n CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan Iy Duwgc VN cap thé
S~
WA 6102, Australia 8  [Australia Ltd tai Tp. HCM |hién r& cac dang bao ché cu thé& udng hay dung ngoai cla "thudc khéng vo trung:
E dung dich thuéc" trong pham vi dugc chirng nhan.
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28 |Baxter Oncology |Baxter Oncology GmbH DE_NW_02_ Co quan thdm quyén VPDD Baxter Gidy chirng nhan do Co quan quan ly dwoc Birc cap cho cong ty tai Dirc, nhwng duoc
GmbH Kantstrafe 2 GMP_2017_ N~ [bac Healthcare hop phap hda lanh sy tai Hoa Ky. Cuc Quan ly Duoc tam céng bé tai danh séch co s&
33790 Halle/ Westfalen 1001 8 (Asia) Pte Ltd tai [san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3 thang k& tir ngay
Germany § Tp. HCM cong b, dé nghi cdng ty cung cip ban hop phap héa lanh su tai Dlrc. NEu qud thoi
Q han trén, Cuc Quan ly Dwoc sé& rut co s& san xuat khdi danh sach.

29 |Lek farmacevtska |Verovskova ulica 57, 450-40/2017; ~ |Agency for Medicinal VPDD Novartis  [Cong ty dé nghi pham vi "bao gdm cd hormon hodc chat cé hoat tinh hormon". Dé
druzba d.d. (Lek |Ljubljana, 1526, Slovenia; |1 § Products and Medical (Singapore) Pte [nghi b6 sung bdo cdo thanh tra GMP dé chirng minh viéc cac day chuyén san xuat
Pharmaceuticals > |Devices of the Republic |Ltd tai TP. HCM [thudc théng thudng cling dwoc ddnh gid GMP cling dot.

d.d.) S |of Slovenia (JAZMP)
(o]
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