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§6: 7236 /QLD-CL Ha Ngi, ngay 20thdng 4 ném 2018
Vv cac hd so dé nghj cong bb co s&
san xuat thude dat tiéu chuin PIC/S-
GMP va EU-GMP khong dat yéu cau
va can bd sung giai trinh (Dgt 55)

’ n .
Ui
| SETOITATIE Lo o0 o L e T DO e O X e e T o e e

Can ci Thong tu s6 11/2016/TT- BYT ngiy 11/05/2016 cua Bo Y té Quy
dinh viéc ddu thau thudc tai cac co so y té cong lap;

Cuc Quan ly Duoc thong béo cho cac doanh nghiép c6 hé so dé nghi cong
b6 co s sdn xuat thudc dat tidu chudn PIC/S - GMP va EU - GMP khéng dat
yéu cau va can bd sung giai trinh trong Pgt 55 theo cac danh sach nhu sau:

Phuy luc I: Danh sach céc hd so dé nghi cong bd co s& san xuat thude dat
tiéu chuén PIC/S - GMP va EU - GMP khong dat yéu cau (Dot 55): Trong danh
sich da néu rd 1y do hd so khéng dat yéu cau.

Phu luc 2: Danh sach cac hd so dé nghi cong bd co s& san xuat thube dat
tiéu chuén PIC/S - GMP va EU - GMP cén b sung giai trinh (Dot 55): Dé nghi
doanh nghiép cin cit ndi dung cin bd sung va giai trmh tai Phu luc 2 kém theo
cong van nay dé gu1 cong vin bo sung va glal trinh vé Cuc Quan ly Duoc trong
thoi gian 01 thang ké tir ngay ky céng van. Néu qua thoi gian trén, doanh nghiép
khéng tién hanh bd sung giai trinh, hd so dé nghi cong bb s& xép loai khong dat
yéu cau.

(Céc Phu luc dugce dang tai trén trang thong tin dién tir cia Cuc Quan ly
Dugc - bia chi: http://www.dav.gov.vn - Muc Quan 1y gia thube/TT vé diu thau
thudc)

Cuc Quan ly Dugc thdng bao dé cac doanh nghiép biét va thuc hién./.

Noi nhan:

- Nhur trén;

- Cuc truéng Vi Tudn Cuodng (dé ble);
- Website Cyc Quan ly Dugc;

- Luu: VT, CL (2b).
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PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
bot 55
( Theo cong van s6 7236/QLD-CL ngay 20/04/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Laboratorio Poligono Industrial La 17147/2016 ©  |Agency for Medicines Consorzio Con 1. Gidy chirng nhan CPP d3 qua 24 thang ké tir ngay cap.
Francisco Durban, [Redonda, C/IX, No.2, El 8 and Health Products Attiva' Esterna  |2. Noi dung Gidy chirng nhan néu rd san pham khéng dugc lwvu hanh va cip phép tai
S.A Ejido 04710 (Almeria), S [(AEMPS), Spain Medexport Italia |nwdc sé tai, chwa chirng minh dwoc thubc san xuat tir co s& san xuat dat tiéu chuan
Spain ) EU-GMP.
2 |Laboratorio Poligono Industrial La 40114/2017 ~ |Agency for Medicines Consorzio Con  [Tai liéu ndp khdng phai Gidy chirng nhan GMP hodc CPP, khéng dat vé tinh phap ly.
Francisco Durban, [Redonda, C/IX, No.2, El /FAB § and Health Products Attiva' Esterna
S.A Ejido 04710 (Almeria), @ |(AEMPS), Spain Medexport ltalia
Spain S
3 |Exeltis llac San.ve |[Cerkezkoy Organize Sanayi|TR/GMP/20 Turkish Medicines and |Laboratorios Tai thoi diém cap Gidy chirng nhan Thé Nhi Ky chuwa la thanh vién cla PIC/S, gidy
Tic. A.S Bolgesi, Gaziosmanpasa [17/91 ™~ [Medical Devices Agency [Liconsa S.A chirng nhan chi d@ cap tdi n6i dung GMP-WHO.
Mahallesi, Fatih Bulvari 8
No:19/2, Cerkezkoy- §
Tekirdag 59510, Turkey ]
4 |BiolLab Co., Ltd 625 Soi 7A Bangpoo 1-2-07-17-16; Food and Drug CongtyCPY Thai Lan |a thanh vién PIC/S tir thang 8/2016, Tai thoi diém cap Gidy chirng nhan Thai
Industrial Estate, 00025 2 |Administration (Thai duwgc LS Lan chua 13 thanh vién cla PIC/S.
Sukhumvit road, Moo 4, & |FDA), Thailand
Prakasa, Muang, 3
Samutprakarn 10280, <
Thailand
5 |Lomapharm Langes Feld 5, 31860 DE_NI_02_G ~ [Coquan thdm quyén Chinhanh c6ng |Gidy chirng nhan ndp kém ho so 1a ban sao céng chirng chwa cé hgp phép hda lanh
Rudolf Lohmann |Emmerthal, Germany MP_2017_1 S |blc (Staatliches ty CPDP Nam Ha [su.
GmbH KG 019 % Gewerbeaufsichtsamt Khoéng dap t&ng yéu cau phap ly.
E Hannover Inspektorat
Hannover)
6 |Oncotec Pharma [Oncotec Pharma DE_ST 01_G Co quan thdm quyén Congty TNHH  [Co s& va Gidy chirng nhan da cong bd Dot 54 STT 83. Khong céng bé lai.
Produktion GmbH [Produktion GmbH MP_2017_0 Dlrc Dwoc pham Viét
Am Pharmapark 06861 007 ~ Phap
Dessau-Roflau, Germany §
(* Cdch ghi khdc: Am ~
Pharmapark 06861 %
Dessau-Rosslau, -
Germany )

Danh sach co s& Khdng dat
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India

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
7 |Biolab Co., Ltd 625 SOl 7A, Bangpoo 4-2-10-03-17{ Food and Drug CongtyCPY Gidy chirng nhan CPP chi ghi dap i'ng GMP WHO. Khéng dat.
Industrial Estate, 00482 ~  [Administration (Thai duwoc LS
Sukhumvit road, Moo 4, 8 FDA), Thailand
Prakasa, Muang, 5
Samutprakarn 10280, 3
Thailand
8 |OLIC (Thailand) 166 Bangpa-In Industrial  [1-2-17-17- Food and Drug VPDD Daiichi CSSX d3 duwoc cdng bd dot 53 stt 30. khdng cong bé lai. D8i vdi céch ghi dia chi khac,
Limited Estate, Udomsorayuth 00035 ~ [Administration (Thai Sankyo P& nghi b sung xac nhanc a FDA Thai vé 2 cach viét khac nhau cla dia chi nha may.
Road, Moo 16, & |FDA), Thailand (Thailand) Ltd.
Bangkrason, Bangpa-In, g
Ayutthaya, 13160, 5
Thailand
9 |[CITS.R.L Via Primo Villa, 17- 20875 (IT/187- © |ltalian Medicines Agency |VPDD Gidy chirng nhan chi cé hoat dong chirng nhan xuit xwdng va déng gdi cap 2, khdng
Burago di Molgora (MB), |1/H/2016 8 (AIFA) Lifepharma phai |3 toan b qua trinh sdn xuat. Khong dép &ng yéu cau.
Italy ® S.p.A.
<
o
10 [CSSX: Novartis 10 Tuas Bay Lane, 637461 [DE_BY_05_G| [ [Coquan thdm quyén VPBD Novartis |Céng ty ndp CPP san phadm trong dé hoat déng déng géi thuc hién & Norvatis Thd
Singapore Singapore, Singapore MO_2017_1 § bulrc Pharma Services |Nhi Ky, CPP dwoc cip 5/2017. Tuy nhién chua c6 GCN GMP cla co s& dong géi trong
Pharmaceutical 005 ey AG tai Tp. HCM |khi Th6 Nhi Ky 13 thanh vién cGa PIC/s tir 01/1/2018. khéng chdp nhan cong bé.
Manufacturing g
Pte. Ltd. o
CS déng goi: Turkey
Novartis Saglik
11 |Oncotec Pharma |Oncotec Pharma DE_ST 01 _G Co quan thdm quyén VPDD Jansen-  [Co s& san xuat da dugc cdng bd dot 54 STT 83, khong cong bé lai
Produktion GmbH |Produktion GmbH MP_2017_0 bulrc Cilag
Am Pharmapark 06861 007 5
Dessau-Roflau, Germany 8
(cach ghi khac: Am s
Pharmapark 06861 Dessau; 3
Rosslau, Germany)
12 |Hetero Labs Ltd., |Unit-VI, TSIIC Formulation |17/03742-22 Norwegian Medicines VPDD Hetero Gidy chirng nhan GMP chuwa hop phap héa Ianh su, khdng dat phap ly.
SEZ, Sy N0.410&411 Agency (NOMA) Labs Ltd.,
Polepally Village, ®
Jadcherla Mandal, 8
Mahaboobnagar -District, 5
Telangana, Pin-509301, 3

Danh sach co s& Khdng dat

Trang2/3

bot 55



TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
13 [Hetero Labs Plot No 22-110 IDA, ES/065HV/1 ~ Spanish Agency of VPDD Hetero Gidy chirng nhan GMP chuwa hop phap héa Ianh su, khdng dat phap ly.
Limited, Unit 1l Jeedimetla, Hyderabad, 7 8 Medicines and Medical |Labs Ltd.,
500 055, Telangana India 5 Devices
N
14 [Rotexmedica Bunsenstrabe 4 22946 DE_SH_01_ @ |Coquan thdm quyén Rotexmedica Gidy chirng nhan GMP chua dwgc hop phdp héa lanh sy, khéng phai 1a ban géc hoic
GmbH Trittau, Germany GMP_2018_ 8 DBurc (State Social GmbH ban sao ¢ chirng thuwe, khéng dap irng qui dinh.
Arzneimittelwerk 0005 S [Services Agency Arzneimittelwer
g Schleswig-Holstein) k
15 [F.Hoffmann-LlLa [Wurmisweg, 4303 15-0899 i |Swiss Agency for VPDD Hoffmann-|{Cdng ty d& nghj chinh stra nguyén tdc GMP cla CSSX tir PIC/s- GMP thanh PIC/s- GMP
Roche Ltd. Kaiseraugst, Switzerland 8 Therapeutic Products La Roche va EU- GMP. P& nghi cung cap van ban phap ly cla Thuy st quy dinh tai liéu GMP 4p
§ (Swissmedic) dung tai co s& sdn xuat 13 EU-GMP guidelines.
~
16 [Pierre Fabre Site Progipharm, rue du  |HPF/FR/300/ National Agency for the |Coéngty TNHH  [Gidy chirng nhan GMP dugc in tir Eudra, Dai stt quan Phap tai Viét Nam khéng xac
Medicament Lycée, GIEN, 45500, 2017 ™ [Safety of Medicine and |Pierre Fabre Viét|nhan tinh hgp phép cda tai liéu, khéng cong bé.
Production France 8 Health Products (ANSM), |INam
(Co s& san xuat g France
ban thanh ph3m) =
Coéng ty TNHH L6 1, dwong 4A, khu cdng |2909/QLD- ® [Cuc Quan ly duogc Viét
Pierre Fabre Viét [nghiép Bién Hoa ll, Tp. CL 8 Nam
Nam Bién Hoa, tinh Béng Nai, y
(Co sd déng gbi) [Viet Nam §
17 |Vitex 12 Weld Street, Prestons |MI-2015-LI- 0 Therapeutic Goods Coéng ty CP DP 1. Tai thoi diém cdng b, Gidy chirng nhan GMP d3 hét han ngay 25/02/2018.
Pharmaceuticals [NSW 1270 07370-1 8 Administration (TGA), TW Codupha 2. Ban sao cdng chirng khdng lién két vdi trang 2/3, chua dat tinh phép ly.
Pty Ltd 8 [Australia
S
o
18 |Pharbil Pharma  |Pharbil Pharma GmbH DE_.NW_02_| & [Coquan thdm quyén VPBD Ferring  |Tai th&i diém cong bd, Gidy GMP ndp kém theo hd so d3 dwoc cdng bé Dot 36, STT
GmbH Reichenberger Strasse 43, |GMP_2014_ 8 burc Pharmaceutical |29, hét han ngay 11/11/2017.
33605 Bielefeld, Germany |0023 S Ltd tai Tp. HCM
(o)
i

Danh sach co s& Khdng dat

Trang3/3

bot 55



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 55
( Theo cong van s6 7236/QLD-CL ngay 20/04/2018 ctia Cuc Quan ly Dworc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI A S 2 .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |Co sd san xuat: Schutzenstrasse 87 and 99-430/16/1040 European Medicines VPDD AbbVie Gidy chirng nhan CPP khong ghi thdi han c6 hiéu luc. Cuc Quan ly Dwoc tam cong bé
Vetter Pharma- 101, 88212 Ravensburg, |22 Agency Biopharmaceutic|tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Fertigung GmbH & [Germany =t als GmbH théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Co. KG 8 dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Co s& xuat xwdng: |Knollstrasse, 67061 E tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co' s& san xuat
AbbVie Ludwigshafen, Germany Q san pham d& nghj cdng b8). Néu qua thdi han trén, Cuc Quan Iy Duoc sé rat co s&
Biotechnology san xuat khdi danh sach.
GmbH
2 |Shenyang No 3 A1, 10th Road, 036/2017/G State Service of Ukraine |Céngty CPY D4u va chit ky photo m&. D& nghi cung cap ban géc hop phap héa lanh sy dé d6i
Sunshine Economic & Technology |MP ™~ |on Medicines and Drugs [duoc LS chiéu
Pharmaceutical Development Zone, 8 Control (SMDC)
Co., Ltd Shenyang, Liaoning 5
Province, China S
3 |co sd san xuat: 770 Sumneytown Pike, PO [N5QK-6C6K r  |United States Food and  |VPDD Merck Tai MA san pham, san phdm duwoc sdn xuat qua 3 co s& san xuat, dé nghi cung cap
Merck Sharp & Box 4, West Point, PA WHO 8 Drug Administration Sharp & Dohme [GCN GMP cla 3 co s& trén chirng minh san pham dwoc sdn xuat tai cdc nwdc déu dat
Dohme Corp. 19486, USA S |(us.FpA) (Asia) Ltd EU-GMP, PIC/s-GMP.
®
Co s& sdn xuat 3525 North Regal Street
dung mai: Jubilant |Spokane, Washington,
HollisterStier LLC [U.S. 99207 -USA
Co s& déng goi: Waarderweg, 39, 2031 BN, [NL/H Health Care Inspectorate
Merck Sharp & Haarlem, The Netherland [15/1006689 2 |- Pharmaceutical Affairs
Dohme B.V 8 and Medical Technology,
g Netherlands
o
4 |Patheon France |40 Boulevard de HPF/FR/200/ ~ French National Agency |VPDD Astellas  [Cong ty yéu ciu b& sung dang vién nén bao phim. Tuy nhién san pham vién bao phim
Champaret, Bourgoin 2017 8 for Medicine and Health |Pharma duoc sdn xuat qua 2 co s& san xuat; khéng cé ho so cong bé cla co s& déng goéi. Bé
Jallieu, 38300, France Q' |Products Safety (ANSM) |Singapore Pte  [nghi cung cdp MA/CPP san phdm vién nén bao phim san xu4t tai Patheon.
N Ltd tai Tp.HCM

Danh sach co s&@ phai Giai trinh
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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
5 |Cipla limited Plot No. D-7, D-22, D27, |UK GMP ~ |Medicines and Cipla limited P8 nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
MIDC, Kurkumbh, District (14694 Insp § Healthcare Products nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Pune, Maharashtra, IN- GMP S |Regulatory Agency hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
413 802, India 14694/4462 % (MHRA), United chirng nhan.
27-0005 " |Kingdom
6 |Takeda 17-85, Jusohonmachi 2 - (1631 Ministry of Health, VPDD Abbvie Gidy chirng nhan CPP khong ghi thdi han cd hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Pharmaceutical chome, Yodogawa-ku, © [Labour and Welfare Biopharmaceutic|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 8 government of Japan als GmbH & H3  |thang k& tr ngay cdng bd, dé nghij cdng ty cung cap céc tai liéu [am can cir dé xac
Osaka Plant (co s& § Noi dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
san xuat) P 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&
AbbVie Knollstrasse, 67061 DE_RP_01_G| v [Coquan thdm quyén san xuat khdi danh sach.
Deutschland Ludwigshafen, Germany |MP_2016_0 8 blc
GmbH & Co. KG 060 S
(Co s& déng géi) )
AbbVie Logistics |Zuiderzeelaan 53, NL/H Health Care Inspectorate
B.V. ZWOLLE, 8017 1V, 16/1008041 © |- Pharmaceutical Affairs
(co s& xuat Netherlands 8 and Medical Technology,
xudng) § Netherlands
P
7 |AbbVie Knollstrasse, 67061 06/17/1124 European Medicines VPDD Abbvie Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwe. Cuc Quan ly Duoc tam cong bé
Deutschland Ludwigshafen, Germany |90 ~ |Agency Biopharmaceutic|tai danh sdch co s& san xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
GmbH & Co. KG § als GmbH & H3  |thang ké tlr ngay cdng b8, dé nghij cdng ty cung cip céc tai liéu |am can clr dé xac
> Noi dinh thai han cé hiéu lyc ciia 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
e san pham d& nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khéi danh sach.
8 |F.Hoffmann-La Grenzacherstrasse 124, CH{16-2108 ©  |Swiss Agency for VPDD Takeda Gidy chirng nhan GMP clia co s& tai Kaiseraugst khdng cé pham vi déng goéi, ndi dung
Roche Ltd 4070 Basel, Switzerland 8 Therapeutic Products Pharmaceuticals |khéng phlu hop véi gidy phép lru hanh tai Viét Nam.
(Co s& sdn xuét) N [(Swissmedic) (Asia Pacific) Yéu ciu cung cap Gidy chirng nhan GMP v&i pham vi déng goi.
E Pte., Ltd tai Tp.
F.Hoffmann-La Wurmisweg, CH-4303 17-0902 ~  |Swiss Agency for HCM
Roche Ltd Kaiseraugst, Switzerland 8 Therapeutic Products
(Co s& déng gbi) § (Swissmedic)
(e}
i
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TEN CO’ SO’ SAN . GIAY CH. | NGAY - DN DE NGHI R S o
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
9 |Beaufour Ipsen Rue Ethé Virton, Dreux, 2018/HPF/F © French National Agency |Congty TNHH [Gidy chirng nhan |a ban in tir Eudra, xac nhan cla Dai s& quan Phap khdng xac nhan
Industrie 28100, France R/046 8 for Medicine and Health |DKSH Vietnam  [tinh hop phap/phdp Iy cda gidy chirng nhan. Yéu ciu cung cap ban chirng thuc do co
§ Products Safety (ANSM) quan cé thadm quyén tai nudc cap xac nhan tinh phap ly cta gidy chirng nhan.
3
10 [Co sé san xuét, Whitby Operations, 111  [04/17/1066 European Medicines VPDD Merck Theo thdng tin tai MA san pham, co s& déng gdi la Schering-Plough S.A., Dia chi: 2,
kiém nghiém déng|Consumers Drive, Whitby, |87 Agency Sharp & Dome |rue Louis Pasteur, 14200 Herouville St Clair, France khac ndi dung tai CPP, dé nghi
goi cip 1: Patheon |Ontario L1N 5Z5, Canada (Asia) LTd tai VN |céng ty gidi trinh sy sai khédc nay.
Inc ~
Co s& dong goi 2, rue Louis Pasteur, §
cip 2 va xuit 14200 Herouville St Clair, §
xudng: Cenexi France =
HSC °
Co s& ddng goi Industriepark 30, 2220
cap 2: Schering-  |Heist-op-den-Berg,
Plough Labo N.V  |Belgium
11 [Pierre Fabre Site Progipharm, rue du  |HPF/FR/300/ ~ |French National Agency |VPDD Pierre Gidy chirng nhan duoc Hop phép hoa lanh sy trén 161 khai cGa danh dy ctia Ong
Medicament Lycée, GIEN, 45500, 2017 8 for Medicine and Health |Fabre S.A Rouge Antonin Lucien. D& nghj lam rd tham quyén cha ngudi khai danh dy dé thuc
Production - Gien |France N Products Safety (ANSM) hién céc thu tuc lién quan dén viéc xac nhan hd so nay.
5
12 [Sanofi Vietnam Lot I-8-2 D8 Road Saigon |MI-2016-CE- ~ Australian Therapeutic |Cong ty CP P& nghj cdng ty cung cap thong tin vé dot kiém tra va bao cdo thanh tra GMP cla
Shareholding Hi Tech Park, District 9, Ho [09142-1 8 Goods Administration Sanofi Viét Nam |TGA tai COng ty.
Company Chi Minh City, Vietnam S |(TGA)
E)
13 [PHILINTER NO. 20, HUU NGHI UK GMP o |Medicines and Coéngty TNHH P& nghi b6 sung bao cdo thanh tra cia Co quan quan ly Anh (MHRA).
PHARMA BOULEVARD, VSIP, THUAN (46387 Insp § Healthcare Products Phil Inter
COMPANY AN, BINH DUONG, VN- GMP N |Regulatory Agency Pharma
—i
LIMITED 590000, Vietnam 46387/1467 S [(MHRA), United
3770-0001 ™ |kingdom
14 [Lek farmacevtska |Kolodvorska cesta 27, 450-40/2017{ _ |Agency for Medicinal VPDD Novartis  [Dé nghi cung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
druzba d.d. (Lek |Menges, 1234, Slovenia 5 § Products and Medical Singapore Pte  |[nhan CPP cua co quan cap chirng nhdn GMP va MA do Cuc Quan ly Dugc VN cap thé
Pharmaceuticals Y |Devices of the Republic |Ltd tai Tp HCM |[hién rd cac dang bao ché cu thé cla "Dang bao ché ran khac" trong pham vi duoc
i
d.d.) 5 of Slovenia (JAZMP) chirng nhan.
15 |Laboratoire ZI de la Guérie, HPF/FR/048/ ~ National Agency for the |VPDD Santen Gidy chirng nhan ndp kém ho so 1a ban in tir EUDRA dugc hop phap héa lanh sy véi
Unither COUTANCES CEDEX, 2017 § Safety of Medicine and |Pharmaceutical [T khai danh du ctia ba Nguyén Ngoc Hong Nghi nhuwng khong cé théng tin lién quan
50211, France N [Health Products (ANSM), |Co., Ltd. tai Tp. [t&i co s& dwoc cong béb.
o « ¢ > A , . (x p A ur )
ﬁ France HCM Dé nghi cung cap ban sao céng chitng hop phap hda lanh sy xac nhan tinh hop phap
cla Gidy chirng nhan.
Danh sach co s&@ phai Giai trinh Trang3/7 Dot 55



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
16 |[Nipro Pharma 647-240, Ureshinotengeji- |2777 ©  |Ministry of Health, Eisai (Thailand) |GCN GMP thi€u phan xdc nhan cla Co quan ngoai giao Nhat trude khi thue hién
Corporation Ise  |cho, Matsusaka-shi, Mie, 8 Labour and Welfare Marketing Co., |HPHLS. Yéu cau cung cip ban chinh HPHLS dé ddi chiéu
Plant Japan g (MHLW), Japan Ltd
<
17 |Catalent Australia |217-221 Governor Road, |MI-2017-LI- r  |Therapeutic Goods Congty TNHH P& nghi cung cip bao cdo thanh tra (phan hanh chinh va két luin) hoic gidy chirng
Pty Ltd BRAESIDE Vic 3195 11695-1 8 Administration (TGA),  [Pai Bac nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
Australia = |Australia hién rd cac dang bao ché cu thé cla "dang bao ché ran" trong pham vi duoc chirng
§ nhan.
18 [Innothera Chouzy [Rue René Chantereau, HPF/FR/229/| . |French National Agency [COngty TNHH |Cbngty yéu cau cdng bé 2 dia chi cla nha may theo MA va GCN GMP. Tuy nhién dia
Chouzy sur Cisse, Valloir (2017 § for Medicine and Health |Tm dugc Thuan [chitrén 2 gidy phép nay la khac nhau. Dé nghi cung cap gidy xac nhan cia ANSM vé
sur Cisse, 41150, FRANCE § Products Safety (ANSM) |Gia viéc 2 dia chitrén la 1.
§
19 |ltalfarmaco S.A. |C/San Rafael, 3, Pol. Ind. |ES/003HVI/1| <« |Agency for Medicines  |VPDD D@ nghj cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Alcobendas, Alcobendas |8 8 and Health Products Lifepharma S.P.A[nh&n CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
28108 Madrid, Spain = |(AEMPS), Spain hién rd cac dang bao ché cu thé cla "dang bao ché rdn khac" trong pham vi dugc
§ chirng nhan.
20 (Takasaki Plant, 239, lwahanamachi, 5026 N |Ministry of Health, Céng ty CPDP P& nghi b6 sung thdng tin vé dang bao ch&, hoat chat cla san pham.
Nippon Kayaku Takasaki-shi, Gunma 370- 8 Labour and Welfare Hoang Mai
Co., Ltd 1208, Japan S (MHLW), Japan
~
21 |PT. Sanbe Farma |JI. Industri Cimareme No.8 |ST.03.04.331 National Agency for Drug|Cong ty PT. Tai liéu dinh kém khéng phai GCN GMP, va gidy xac nhan trong ho so khéng ghi ré d3
Desa Cimareme, .07.17.3126 ™~ |and Food Control Sanbe Farma kiém tra GMP theo tiéu chuan cta PIC/s ma theo tiéu chudn GMP Indonesia twong
Kecamatan Ngamprah, 8 (NADFC), Indonesia dwong véi PIC/s. Pé nghj b6 sung GCN GMP dugc cap va sir dung tai Indonesia.
Kabupaten Bandung 5
Barat. Indonesia (unit 3) S
22 |PT.Sanbe Farma [Jalan Industri | No. 9, ST.03.04.331 Indonesian National PT. Sanbe Farma [Tai liéu dinh kém khéng phai GCN GMP, va gidy xdc nhan trong hd so khéng ghi rd d3
RT.01 RW.08, Kelurahan (.09.17.4724 ™~ |Agency for Drug and kiém tra GMP theo tiéu chuin cla PIC/s ma theo tiéu chudn GMP Indonesia tuong
Utama Kecamatan Cimahi 8 Food Control (NADFC) duwong vai PIC/s. Dé nghi b6 sung GCN GMP dugc cap va sir dung tai Indonesia.
Selatan, Kota Cimahi, §
Indonesia Q
23 [AbbVie Knollstrasse, 67061 DE_RP_01_G Co quan thdm quyén AbbVie Pé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
Deutschland Ludwigshafen, Germany [MP_2017_1 ~  [P&c (Landesamt Fur Biopharmaceutic|nhdn CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
GmbH & Co., KG 026 8 Soziales, Jugend und als GmbH hién rd cac dang bao ché cy thé cla "dang bao ché ran khac" trong pham vi dwoc
S Versorgung) ching nhan.
S MA clia dang bao ché Vién nén bao phim cé tén CSSX khéng tuong (rng véi GCN
GMP, vi vay khdng chap nhan céng b6 dang bao ché nay.
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24 |CSSX: Novartis 10 Tuas Bay Lane, 637461 (02/17/1048 European Medicines VPBD Novartis  |1. Gidy chirng nhan CPP khéng ghi th&i han ¢ hiéu luc. Cuc Quan ly Duoc tam céng
Singapore Singapore, Singapore 77 Agency (EMA) Pharma Services |b8 tai danh sich co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong
Pharmaceutical AG tai Tp. HCM |vong 3 thang ké tir ngay cong bd, d@ nghi cong ty cung cap cac tai liéu lam cdn c dé
Manufacturing ~ xac dinh thoi han ¢é hiéu lyc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban
Pte. Ltd. § kiém tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san

oy xuat san pham dé nghj cdng bs). N&u qud thoi han trén, Cuc Quan ly Duoc s& rat co
— — - — - % s& san xuat khoi danh sach.

Coso qong goi: |Via Provinciale Sch|t9 131, e 2. Coéng ty ndp CPP san pham trong dé hoat ddng déng géi thuc hién & Norvatis
Novartis Farma 80058 Torre Annunziata Italia. Tuy nhién khéng dinh kém GCN GMP cutia CS déng géi . Pé nghi b6 sung GCN
SPA, (NA), Ttaly GMP clia CS déng goi.

25 |UCB Farchim SA  |Z.l. de Planchy, Chemin de |16-0418 Swiss Agency for VPDD Cong ty dé nghi chinh sra nguyén tc GMP clia CSSX tir PIC/s- GMP thanh PIC/s- GMP

GlaxoSmithKline
Pte Ltd tai Ha
No&i

va EU- GMP. D& nghi cung cap van ban phap ly cla Thuy st quy dinh tai liéu GMP 4p
dung tai co s& san xuat 1a EU-GMP guidelines.

26

Lek
Pharmaceuticals
d.d (viét tat: Lek
d.d)

Verovskova ulica 57,
Ljubljana, 1526, Slovenia

401-25/2017;
5

Agency for medicinal
products and medical
devices of the Republic
of Slovenia

VPBD Novartis
(Singapore) Pte
Ltd tai TP. HCM

Theo SMF clia Céng ty c6 nhiéu day chuy@n san xuat khac nhau nhuwng khdng cé
théng tin loai san phdm duwoc san xuat trén tirng day chuyén. Dé nghi b8 sung bao
cdo thanh tra GMP dé& chirng minh viéc cac day chuy@n san xuat thuéc théng thudng
cling dwgc danh gia GMP cung dot.

20/07/2017 | 24/01/2018 | 09/03/2016

Province, Vietham

27 |Zambon Via Industria 13, 6814 17-1469 Swissmedic, Swiss VPDD Zuellig Pé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
Switzerland Ltd Cadempino, Switzerland Agency for Therapeutic [Pharma Pte Ltd |nh&n CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duwgc VN cap thé
Products tai Tp. HCM hién rd cac dang bao ché cu thé cla "dang bao ché& khac" trong pham vi dugc chirng
nhan.
28 |GP Pharm, SA Pol. Ind. Els Vinyets - Els  [2017/01611 Agency for Medicines Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu lyc. Cuc Quan ly Dugc tam céng bd
Fogars, 2, Ctra. C-244, Km. [2017/02818 ~ I~ and Health Products Dugc pham Lién [tai danh sdch co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
22, 08777 Sant Quinti de S S |(AEMPS), Spain Hop théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
Mediona (Barcelona), S g dinh thai han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Spain 3 § tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
~o san pham dé nghi céng bd). N&u qua thdi han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khdi danh sach.
29 [Medochemie (Far [No 10, 12 and 16, VSIP II- [MED10/201 Pharmaceutical Services |Medochemie P& nghi b6 sung théng tin vé viéc kiém tra danh gid GMP cla Co quan quan ly Duoc
East) - Aseptic A, Vietnam Singapore 7/001 ~ |Ministry of Health, (Far East) Ltd. Cyprus.
Cephalosporin Industrial Park II-A, Vinh § Cyprus
Facility Tan Hamlet, Tan Uyen >
Town, Binh Duong §
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30 |Biocodex 1, avenue Blaise Pascal, 008655 Departement for Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Dugc tam céng bd
60000 Beauvais, France © Facilitations Foreign DKSH Viét nam [tai danh sdch co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
§ Trade théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
I~ 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 thdoi han trén, Cuc Quan ly Dugc s8 rit co s&
san xuat khdi danh sach.
31 |Biocodex 1, avenue Blaise Pascal, 008654 Departement for Céngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
60000 Beauvais, France © Facilitations Foreign DKSH Viét nam [tai danh sdch co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
§ Trade, France théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
I~ 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 s& rut co s&
san xuat khéi danh sach.
32 |Biocodex 1, avenue Blaise Pascal, 008656 Departement for Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi thoi han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
60000 Beauvais, France o |Facilitations Foreign DKSH Viét nam [tai danh sach co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
§ Trade, France théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
I~ dinh thoi han ¢é 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 thoi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khéi danh sach.
33 [F. Hoffmann La Betriebsstandort 17-2009 o |Swiss Agency for VPDD Hoffmann {D& nghi cung cip bao cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Roche AG Kaiseraugst (Parenterals), S |Therapeutic Products La Roche Ltd., nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
4303 Kaiseraugst, S (Swissmedic) hién rd cac dang bao ché cu thé cla "dang bao ché& 1dng" trong pham vi dwgc chirng
Switzerland g nhan.
(e0]
34 |S.M.B. Technology |Rue du Parc Industriel 39, |BE/GMP/20 ®© |Federal Agency for VPDD Hyphen [Cong ty cung cip ban in tir Eudra chwa duoc hgp phap hda lanh sy. Dé nghi cung cap
SA Marche-en-Famenne, 15/013 8 Medicines and Health Pharma Pte Ltd |ban sao Gidy chirng nhan GMP c6 ddu hop phép héa lanh sy dwgc cdng chirng hodc
6900, Belgium S [Products (FAMHP), tai Tp. HANGI  |cung cdp ban chinh dé d6i chiéu.
§ Belgium
35 |Famar Orleans 5 Avenue de Concyr, HPF/FR/100/ ~ National Agency for the |Glaxo Smith Gidy chirng nhan GMP duwoc in tir co s& dit liéu Eudra va dugc cdng chirng bdi co
Orleans Cedex 2, 45071, |2017 § Safety of Medicine and [Kline Pte Ltd quan cong chirng Thuy S§. Tuy nhién, tai loi chiérng clia cong chirng vién Thuy S§ lai
France S |Health Products (ANSM), xac nhan cho ban “unauthenticated copy”. Dé nghi cung cap ban sao dwoc chirng
% France thuyre tinh chinh xac va xéc thye cla Gidy chirng nhan.
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36 |Hetero Drugs Unit-Il, TSIIC-Formulation |DI-2017- National Administration |Hetero Drug 1. Tai liéu 13 gidy xac nhan dién t, khong cé chit ky, cdng chirng chua xac thue duoc

Limited SEZ, Sy. No. 458 (Part), 10927-APN- of Drugs, Foods and Limited tinh chinh xdc cda tai liéu cung cap.
Polepally Village, ANMAT#MS ™~ |Medical Devices 2. Tai liéu khdng phai Gidy chirng nhan GMP/ CPP clia Argentina, d@ nghj cung cap
Jadcherla Mandal, 8 (ANMAT), Argentina Gidy chirng nhan GMP/ CPP do Co quan quan ly Argentina cap.
Mahaboobnagar District - 8
509301, Telangana, India 4
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