PHU LUC 2: DANH SACH HO SO' PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

Danh sach co s&@ phai Giai trinh

Trang1/8

BO SUNG GIAI TRINH
bot 66
( Theo cong van s6 12667 /QLD-CL ngay 25/07/2019 cta Cuc Quan ly Dwoc)
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
1 |Aesica North Road PP10160606 Medicines and AbbVie Gidy chirng nhan CPP khong ghi thdi han cd hiéu luc. Cong ty ndp kém GCN GMP cla
Queenborough Queenborough, ME 11 Healthcare Products Biopharmaceutic|co s& san xuat, tuy nhién GCN d3 hét thai han hiéu lyc.
Limited 5EL, United Kingdom - |Resulatory Agency als GmbH Cuc Quan ly Dugc tam cdng bd theo CPP tai danh sdch co s& san xuat thudc dat tiéu
§ (MHRA), United chuén PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cdng b, dé nghi cong ty
S |Kingdom cung cap cac tai liéu 1am cén c&r dé xac dinh thoi han cé hiéu luc cla GCN nay (nhw
% 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 d@ nghi cdng bd). N&u qua thoi han
trén, Cuc Quan ly Dwoc s& rut co sé san xuat khdi danh sach.
2 |Biocon Limited Special Economic Zone, 2018/HPF/P French National Agency |Mega Gidy chirng nhan GMP in tir mang Eudra, do co quan thdm quyén An Do cong ching
Plot No. 2,3,4 &5 Phase IV [T/005 o for Medicine and Health |Lifesciences xac nhan, khdng dép &ng quy dinh vé cdng chirng, chirng thuc cta Viét Nam. Dé nghi
Bommasandra,-Jigani Link § Products Safety (ANSM) |Public Company [b& sung GCN GMP do co quan c6 thdm quyén clia EU hodc Phap xac nhan vé tinh
Road, Bommasandra Post, ~ Limited phép ly cla tai liéu.
Bengaluru 560 099, India %
3 |Anfarm Hellas S.A. [61st km Nat. Rd. Athens- ]127141 National Organization Tada Gidy chirng nhan CPP khong ghi thdi han cé hiéu lwe. Cuc Quan ly Duoc tam cong bé
(Co'sd sén xudt) |Lamia, Schimatari Viotias, for Medicines (EOF), Pharmaceuticals [tai danh sdch co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
32009, Greece Greece théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cdn c&r dé xac
(* Cach viét khac: 61st km dinh thai han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Nat. Rd. Athens-Lamia, tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Sximatari Viotias, 32009, o san pham d& nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
Greece) =y san xuat khdi danh sach.
N
S
Savior Lifetec No. 29, Kejhong Road, Chu- Py
Corporation Nan Site, Hsinchu Sciences- -
(Cosésan xudt  |Based Industrial Park,
bdn thanh phdm) |Hsinchu, Miao-Li County,
TW-350, Taiwan
4 |Medana Pharma |57, Polskiej Organizacji 284/19; Main Pharmaceutical VPDD Gidy chirng nhan CPP khong ghi thdi han cé hiéu lyec. Cuc Quan ly Duoc tam cong bé
S.A Wojskowej, 98-200 285/19; Inspectorate (MPI), Pharmaceutical [tai danh sdch co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Sieradz, Poland 286/19; o |Poland Work Polpharmalthang ké tir ngay cong b8, dé nghij cdng ty cung cip céc tai liéu [am can cir dé xac
(dia chi co sé sén xudt ) § S.A dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
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403722 Verna, Goa, India

TEN CO’ SO’ SAN - GIAY CH. | NGAY . DN DE NGHI . S s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
10, Wladyslawa Lokietka, § tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
98-200 Sieradz, Poland = san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
(dia chi co s& xudt xudng ) - san xuat khdi danh sach.
5 |Medana Pharma |57, Polskiej Organizacji 290/19 Main Pharmaceutical VPDD Gidy chirng nhan CPP khong ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
S.A Wojskowej, 98-200 Inspectorate (MPI), Pharmaceutical [tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Sieradz, Poland o |Poland Work Polpharmalthang ké tir ngay cong b8, dé nghij cdng ty cung cap céc tai liéu [am can clr dé xac
(dia chi co s& sén xuét) § S.A dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
10, Wladyslawa Lokietka, g tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
98-200 Sieradz, Poland > san pham dé nghi cong bd). N&u qua thoi han trén, Cuc Quan ly Dugc s8 rut co s&
(dia chi co s& xudt xudng ) - san xuat khdi danh sach.
6 |Capsugel Ploermel |ZI de Camagnon, 56800  (2019/HPF/F o |French National Agency |VPDD Besins Theo théng bédo cla Co quan quan ly Dugc Phap, co quan nay khong cip ban cirng
SAS Ploermel, France R/117 § for Medicine and Health |Healthcare chirng nhan GMP va khéng cé chit ky. Trén Gidy CN GMP ndp trong hd so cong bé;
(Co s& sdn xuat g Products Safety (ANSM) |(Thailand) Co., [gidy chirng nhdn GMP dugc in tir Eudra cé chit ky ctia ngudi cé thdm quyén cla co
ban thanh pham) > Ltd tai TP. H6 quan quan ly duwgc Phap va khdng tring tén ho véi ngudi cd tham quyén vé thanh tra
- Chi Minh duoc cta Phép. Yéu cau gidi trinh kém theo van ban cta co quan quan ly dugc Phap
Besins Groot Bijgaardenstraat BE/GMP/20 Federal Agency for vé chit ky nay.
Manufacturing 128, Drogenbos, 1620, 19/003 9 [Medicines and Health
Belgium SA Belgium 8 Product of Belgium
(Co s& ddéng géi, §
kiém nghiém, xuat Q
xuong)
7 |Chemical Works of|Gyémréi at 19-21., OGYEI/9446- o |National Institute of VPPD Gedeon |Cac muc thuéc dung dich thé tich nho (1.1.1.4 va 1.1.2.3) khéng cé théng tin vé thudc
Gedeon Richter Budapest, 1103, Hungary (6/2019 § Pharmacy and Nutrition |Richter Plc. chira hormon.
Plc. (Gedeon g (OGYEI), Hungary Pé nghi cung cap bdo cdo thanh tra xac dinh cac thuéc nay thudc pham vi danh gid va
Richter Plc.) > ching nhan.
i
8 |[TAKATA 3207-5, Koguki, Kazo city, [1222 o [|Ministry of Health, Congty CP DP  [Gidy chirng nhan khoéng cé thong tin hiéu luc va thoi gian kiém tra. Cuc QLD tam céng
Pharmaceutical Saitama 347-0111, Japan § Labour and Welfare Thién Thao b6 véi thdi han hiéu lywc 02 ndm. Dé nghj Cong ty cung cip bdo cdo thanh tra (GMP
Co., Ltd. g (MHLW), Japan Compliance Inspection report hodc GMP Notification) dé dugc cong bé hiéu luc 5
Kitasaitama Plant = nam theo quy dinh cta Nhat Ban.
o
9 |[CiplaLtd Unit Il, Plot No. L-139,S- [DE_ST 01_G Cipla Ltd. India  [Gidy chirng nhan GMP thiéu trang 3 (phan pham vi chirng nhan). D& nghj bé sung
103 & M-62, Verna MP_2018 0
Industrial Estate, IN- 021
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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
10 [UNITHER LIQUID [1-3 Allée de la Neste, 017867 French National Agency | Sanofi-Aventis [Gidy chirng nhan CPP khdng ghi thdi han cé hiéu Iwc. Cuc Quan ly Dugc tam cdng bd
MANUFACTURING [31770 COLOMIERS, France « [for Medicine and Health |Singapore Pte., (tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
§ Products Safety (ANSM) [Ltd théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
B dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
3 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 khéi danh sach.

11 |Lek Verovskova ulica 57, 1526 [450-4/2019- Agency for Medicinal VPDD Novartis  [Pé nghi cung cip Bao cdo thanh tra cia Co quan quan ly Dugc Slovenia chirng minh
Pharmaceuticals [Ljubljana, Slovenia 2 9 [Products and Medical Singapore Pte  |Voltaren thudc pham vi danh gia, chirng nhan
d.d. (Lek d.d) (* Cach ghi khac: 8 Devices of the Republic |Ltd tai Tp HCM

Verovskova 57, SI-1526 g of Slovenia (JAZMP)
Ljubljana, Slovenia). a
12 [Lupin Limited A-28/1 MIDC Industrial 110-1040 oy |Ministry of Health and  |Lupin Limited Céng ty cung cap Gidy chirng nhan GMP ban tiéng Anh cla Pai Loan nhung chua
Area, Chikalthana, (PMF-10310) 8 Welfare, Republic of duoc dich cdng chirng tir ban tiéng Trung. D& nghi bs sung ban dich cé cong chirng.
Aurangabad 431210, India § China (Taiwan)
S

13 |Pharma Zone Industrielle, chemin [2019/HPF/F French National Agency |Céngty c6 phan [Theo théng bdo ciia CQ Quan ly Dugc Phap (ANSM), CQ nay khéng cap ban cirng
Developpment - [de Marcy, Corbigny, R/090 o |for Medicine and Health (Dugc pham GCN GMP va khéng cé chit ky trén ban dién ti. Trén Gidy chirtng nhan GMP trong hé
Corbigny 58800, France § Products Safety (ANSM) |[Vipharco so cOng ty ndp cho Cuc QLD, Gidy chirng nhan GMP dugec in tlr Eudra va cé chit ky

o clia ngudi cé thdm quyén clia ANSM (Millot Sylvia), khéng trung tén ho véi ngudi cé
g thdm quyén vé thanh tra dwoc clia Phap. Yéu cau gii trinh kém theo van ban cla co
- quan quan ly Dugc Phap vé chit ky nay.

14 [(Mylan Plot No 11, 12&13, Indore [OGYEI/4955 National Institute of VPDD Mi Céng ty cung cap Gidy chirng nhan do CQ Quan ly dwoc Hungary cdp nhung la ban in
Laboratories Sez, Pharma Zone, Phase |2-5/2017 % |Pharmacy and Nutrition |Pharma Private [tlr Eudra va chi duwoc HPHLS tai An Do, khong dap (rng quy dinh vé cdng chirng,
Limited I, Sector I, District Dhar, 8 (OGYEI), Hungary Limited chirng thyc cda Viét Nam. Dé nghj b8 sung Gidy chirng nhan GMP dugc chirng thyc

Pithampur, Madhya g tlr ban gbc gidy chirng nhan GMP do co quan quan ly dwgc Hungary cap.
Pradesh, 454775 India 3

15 |Kleva Parnithos Ave. 189, 112137, o |National Organization ~ |Congty TNHH D& nghi cung cdp béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy ching
Pharmaceuticals [Acharnai Attiki, 13675, 119180/4-12{ 8 for Medicines (EOF), Dugc pham nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
S.A. Greece 2018 S |Greece Nhat Anh hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc

E chirng nhan.
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TEN CO’ SO’ SAN p GIAY CH. | NGAY ~ DN PE NGHI A - P 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
16 [N.V.Organon Molenstraat 110, OSS, 19-0169 Ministry of Health, VPDPD MSD tai  |Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Duoc tam cong bé
(Co s sdn xuadt, |[5342CC, Netherlands Welfare ans Sport Tp HCM tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
dong goi, kim Cach ghi khac: Netherlands théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
nghiém, xuat Molenstraat 110, 5342 CC dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
xuang) Oss, Netherlands tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
hodc: Kloosterstraat 6, o san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
5349 AB Oss, Netherlands 8 san xuat khéi danh sach.
g
Synergy Health Soevereinstraat 2, S
Ede B.V 4879NN, Etten - Leur, the
(Cosdtiéttrung [Netherlands
thanh pham sau
cong doan déng
g0i cudi)
17 |Swiss Caps AG Husenstrasse 35, 9533 17-1192 ~  |Swiss Agency for Tada So' d6 san xuat trong SMF cla céc dang bao ché khéng bao gbém giai doan déng géi
Kirchberg, Switzerland § Therapeutic Products pharmaceuticals |(chi dé&n bulk), MA clia VN c3p cling thé& hién thudc dwoc déng géi tai co s& khac.
g (Swissmedic) Dé nghij cung cap bang chirng vé hoat ddng déng gdi thanh pham duoc thuc hién tai
§ co so.
18 |Lupin Limited Unit 1, 198-202 New Ind. Lupin Limited Cong ty chua b8 sung dwoc hd so yéu ciu tir dot 65: Tai liéu nép kém hd sola 1
Area No.2, Dist Raisen, trang trong bao cdo thanh tra cia US-FDA, khdng phai la Gidy chirng nhan GMP hoéc
Mandideep, 462046, India CPP. Khdng dap ¢ng quy dinh vé tai liéu dé cong bd. Dé nghi bd sung
19 |Procaps SA CALLE 80 No 78B-201 VPDD Abbott tai |Gidy CN do co quan quan ly dugc Anh cap dwoc xac nhan dén 3/4/2019 van con hiéu
BARRANQUILLA, CO-080 Tp HCM Iwc va khdng xac dinh thoi han hét hiéu luc; hd so ndp ngay 10/05/2019 sau ngay
001 Colombia 03/04/2019 va dot kiém tra gan nhat da cach 05 nam, vugt qua thoi han 3 ndm. Do
vay, khéng xac dinh dwoc tinh trang GMP tai thdi diém nay dé cong bé.
Céng ty cung cap gidy phép san xuat cla Co quan quan ly dwoc Canada tuy nhién
chua dugc cong chirng hop phap hda lanh sy theo quy dinh.
Yéu ciu:
- B6 sung cdc tai liéu chirng minh ¢é tinh phép ly do co quan quan Iy dugc Anh cap
xac nhan viéc co s&@ dang duy tri GMP EU hodc PIC/S theo yéu ciu.
- hodc cung cap gidy phép san xuit do Co quan quan ly dwoc Canada cip duoc chirng
thuwe, hop phép hoa Ianh sy theo quy dinh kém theo bao cdo thanh tra GMP dé xac
dinh dang bao ché thudc dugc chirng nhan.
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TEN CO’ SO’ SAN - GIAY CH. | NGAY - DN DE NGHI . S s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
20 |GlaxoSmithKline |Rue de I'Institut 89, BE/GMP/20 Federal Agency for VPDD Chit ky trén Gidy chirng nhan ndp kém hd so va tén in sn trén Gidy chirng nhan
Biologicals SA Rixensart, 1330, Belgium (18/145 9 [Medicines and Heallth  |GlaxoSmithKline [khdong th&ng nhat. Tuy nhién tra ciru cé trén EUDRA.
8 Products (AFMPS) Pte Ltd tai Tp.  |Cuc Quan ly Dugc tam cdng bé tai danh sach co s& san xuat thudc dat tiéu chuan
g HCM PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cong bd, dé nghi cong ty giai
S trinh. Néu quad thai han trén, Cuc Quan ly Duoc s& rut co s& san xuat khdi danh sach.
21 |GlaxoSmithKline |Parc de la Noire Epine - BE/GMP/20 Belgian Federal Agency |VPBD Chit ky trén Gidy chirng nhan ndp kém hd so va tén in sin trén Gidy chirng nhan
Biologicals S.A Rue Fleming 20, Wavre, 18/153 9  [for Medicines and GlaxoSmithKline [khdng théng nhat. Tuy nhién tra cru c6 trén EUDRA.
ach goi khac: , Belgium N eallth Products te Ltd tai Tp. uc Quan ly Duoc tam cdng b6 tai danh sach co s& san xuat thudc dat tiéu chuin
(* Cach goi kha 1300, Belgi S Heallth Prod PteLtd tai T CucQuanlyD 6ng bo tai danh sach h d h
GSK Biologicals g (AFMPS) HCM PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cong bd, dé nghi cong ty giai
S.A) by trinh. Néu quad thai han trén, Cuc Quan ly Duoc s& rut co s& san xuat khdi danh sach.

22 |Abbott Justus-von-Liebig-StraBe (02/2019 Co quan thdm quyén VPDD Abbott Gidy chirng nhan CPP khong ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Laboratories 33, 31535 Neustadt, ™ Dlrc Laboratories tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
GmbH Germany § (Singapore) théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac

g Private Ltd. Tai |dinh th&i han cé hiéu lwc cla GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém

= Tp. HN 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 rut co s&
san xuat khéi danh sich.

23 |Intas Plot numbers 457, 458 & (UK GMP Medicines and VPDD Accord Gidy chirng nhan GMP cung cap khéng tra ciru dugc trén trang Eudra.
Pharmaceuticals [191/218P Sarkhej-Bavla [17543 Insp ®  [Healthcare Products Healthcare Gidy chirng nhan GMP duwoc in tir EUDRA, do co quan thdm quyén An D6 cong chirng
Limited Highway, Matoda, GMP 8 Regulatory Agency Limitied tai TP |[xac nhan, khéng dap (rng quy dinh vé céng chirng, chirng thuwc cla Viét Nam. Pé nghj

Sanand, Ahmedabad, IN- |17543/9621- 3 (MHRA), United HCM b6 sung GCN GMP do co quan cé tham quyén cla EU hodc Anh xac nhan vé tinh
382210, India 0021 [H] & |Kingdom phap ly cla tai liéu hodc ban céng chirng, chirng thyc tir tai liéu gdc theo ding quy
dinh.

24 [Hwail Pharm Co., [156 Sandan-ro 67beon-gil, |2019-D1- o |Geyongin Regional office |Pharmaunity Yéu cau cung cap bao cdo thanh tra lam rd dang bao ché thudc tiém trong gidy chirng
Ltd. Danwon-gu, Ansan-si 1251 8 of Food and Drug Safety |Co., Ltd nhan.

Gyeonggi-do, Republic of 3
S~
Korea. =

25 [Co sd san xuat: 57, Polskiej Organizacji Chief Pharmaceutical VPDD Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Medana Pharma |Wojskowej, 98-200 288/19 o |Inspectorate, Poland Pharmaceutical [tai danh sdch co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Spolka Akcyjna Sieradz, Poland § works théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
Co s& xuat xwdng: |10, Wladystawa Lokietka, [287/19 g Polpharma S.A  |dinh th&i han cé hiéu lwc cla GCN nay (nhu Gidy chirng nhdn GMP/ Bién ban kiém
Medana Pharma |[98-200 Sieradz, Poland ) tai Ha NOi tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Spolka Akcyjna 289/19 - 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.
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the City of La Plata,
Province of Buenos Aires,
Argentine Republic.

Hoac:

Edificio 1: Calle 4 No 1429
(Codigo Postal B1904CIA),
de la Ciudad de la Plata,
Provincia de Buenos Aires
de la Republica Argentina.
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Medical Decives,
Argentina (ANMAT)

TEN CO’ SO’ SAN B GIAY CH. | NGAY ~ DN DE NGHI ~ - < X <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
26 |Chinoin Csanyikvolgy, Miskolc, OGYEI/5301 National Institute of VPDD Sanofi- Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Pharmaceutical 3510, Hungary 8-2/2017 ~ |Pharmacy and Nutrition, |Aventis tai Tp tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
and Chemical § Hungary HCM théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Works Private Co., o dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Ltd. (Chinoin g tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Private Co. Ltd) ~ san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khéi danh sach.
27 |[Dongbang Future |78 Jeyakgongdan 4-gil, 2019-D1- o  |Gyeongin Regional Office|Cong ty Jin Yang [DGi véi dé nghi cong b vién nang mém, yéu cau cung cdp bdo cdo thanh tra va Ho
Tech & Life Co., Hyangnam-eup, 1261 8 of Food and Drug Safety, |Co., Ltd so tdng thé nha may dé lam rd vién nang mém thudc pham vi thanh tra cip chirng
Ltd Hwaseong-si, Gyeonggi- & |Korea nhan.
do, Korea E
28 |Genfarma Avda. De la Constitucion, [2019/00672 Agency for Medicines Cong ty CPDP Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lwe. Cuc Quan ly Dwoc tam cong bé
Laboratorio, S.L  [198-199, Poligono o |and Health Products TW CPC1 tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Industrial Monte Boyal, § (AEMPS), Spain théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
45950 Casarrubios del - dinh thai han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Monte, (Toledo), Spain % 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 b8). N&u qua thai han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khéi danh sach.
29 (Laboratorios Bago [Building 1: St 4 No 1429  |20132014 National Administration |VPDD Daiichi Gidy chirng nhan GMP cung cap kém ho so |a dung cho xuat khiu cho cac dia chi san
S.A (Zip code B1904CIA), of 00037119 of Drugs, Food and Sankyo tai TP xuat khac nhau, khéng cé cac thong tin vé thoi gian kiém tra.

HCM

Trang6/8

Yéu cdu cung cip béo cdo thanh tra GMP cho tirng co sé.
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STT

TEN CO’ SO’ SAN
XUAT

PIA CHi

GIAY CH.
NHAN

NGAY

CAP

CO QUAN CAP

DN PE NGHI
CONG BO

NOI DUNG CAN BO SUNG GIAI TRINH

Building 5: St. Ciudad de
Necochea between St.
Ciudad de Mar del Plata
and Av. Matienzo;
Industrial Park La Rioja,
Province of La Rioja (Zip
code F5302CTA),
Argentine Republic.
Hoac:

Edificio 5: Calle Ciudad de
Necochea entre las Callé
Ciudad de Mardel Plata 'y
Av. Matienzo, y Depdsito
en Avenida Matienzo
entre Calle Ciudad de
Necochea y Calle Ciudad
de Pergamino, Parque
Industrial La Rioja,
Provincia de la Rioja
(Cédigo Postal F5302CTA),
de la Republica Argentina.

04/04/2019

30

Laboratoires
Galeniques Vernin
(co s& san xuét)

20 Rue Louis-Charles
Vernin, Dammarie Les Lys,
77190, (hoac 77190
Dammarie Les Lys) France

2018/HPF/F
R/156

21/06/2018

Laboratories Rosa -
Phytopharma (co
s@ xuat xuwdng)

2 avenue du Traité de
Rome, CHATOU, 78400,
France

2019/HPF/F
R/080

05/03/2019

French National Agency
for Medicines and Health
Products Safety Agency
(ANSM)

VPDD Céng ty
Tedis tai Tp.
HCM

Céng ty cung cap gidy GMP cla co s& xuit xudng cd han dén ngay 11/10/2021, cé

trén EUDRA.

Pia chi co s& xuit xudng ghi trén MA (2 avenue du Traité de Rome-BP51, 78401,

Chatou Cedex., France) khac véi théng tin ghi trén Gidy GMP (post code)
Cuc Quan ly Dugc tam cdng bd trong thoi han 3 thang.
Yéu ciu Cdng ty giai trinh vé su khac nhau trén.

31

Lek
Pharmaceuticals
dd

(Co s& sdn xuét)

Verovskova ulica 57, 1526
Ljubljana, Slovenia

Danh sach co s&@ phai Giai trinh

VPDD Novatis
(Singapore) Ltd
tai Tp. Ha Noi

Trang7/8

Trong hd so dé nghj cdng b cé ghi san phdm cé CSSX va CS déng gai, xuat xuwdn

co s& co dia chi khac nhau, tuy nhién MA va céng van dong y thay d&i dia diém san

xuat cla Cuc Quan ly Duoc chi ghi sdn pham dugc san xuat tai 1 dia chi. Yéu cau
Céng ty gidi trinh vé su khac nhau nay.

gla2
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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

Lek Trimlini 2D, Lendava, 401-8/2018- w |Asency for Medicinal

Pharmaceuticals (9220, Slovenia 4 § Products and Medical

dd = |Devices of the Republic

(Co s& déng gbiva g of Slovenia (JAZMP)

xuat xudng) «

32 |Lek BU Production Prevalje, |[ffo- o |Agency for Medicinal VPDD Novatis  [Gidy GMP |a ban duoc in tir EUDRA, khéng duoc hop phép hoa lanh sy va céng
Pharmaceuticals |[Perzonali 47, Prevalje, 150/2018-7 § Products and Medical (Singapore) Ltd [chirng theo quy dinh. Khéng ddp tng yéu cau dé cong bd theo dang bao ché.

dd 2391, Slovenia X |Devices of the Republic [tai Tp. Ha NG6i Cong ty ndp kém CPP va MA cac san pham vién nén bao phim. Gidy chirng nhan CPP
(Tén viét tat: Lek g of Slovenia (JAZMP) khoéng ghi thdi han cé hiéu lyc. Cuc Quan ly Dugc tam cong bd cac san pham trén tai
d.d) o danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
ffo-2712018-| thang ké tir ngay cong bd, dé nghi céng ty cung cip ban Gidy GMP da dugc hop phép
8 § héa I3nh sy va cong chirng theo quy dinh d& dwoc cong bd pham vi chirng nhan theo
> day chuy@n san xuat. Néu quad thdi han trén, Cuc Quan ly Duoc s& rut co s& san xuat
% khoi danh sach.
o

33 |Exir 2nd Km of Ring road, 665/93417 o |lranian Food and Drug  |Congty CPY Yéu cau cung cip bdo cdo thanh tra GMP va SMF theo ding yéu cau dot 63.

Pharmaceutical Co|Boroujerd, 69189, Iran 8 Administration (IFDA) Duoc LS
s
]

34 |Glenmark Plot No. 2, Phase Il, UK GMP w |Medicines and VPDD Glenmark [Dé nghi Céng ty cung cdp CPP, MA do co quan quan ly dwoc Anh cip hodc béo cdo
Pharmaceuticals |Pharma Zone SEZ, 33881 Insp § Healthcare Products Pharmaceuticals [thanh tra GMP thé hién r& pham vi danh gid, chirng nhan bao gém c3 vién nén bao
Limited Pithampur, District Dhar, (GMP = |Regulatory Agency Ltd. tai Tp. HCM |phim (qua quy trinh sdn xu3t, thiét bj, nha xwdng,...) d& cdng b6 bé sung dang bao

Madhya Pradesh, IN 17350/5879 § (MHRA), United ché vién nén bao phim.
454775, India 877-0006 ©  [Kingdom

35 [Reliance life Dhirubhai Ambani Life UK GMP Medicines and VPDD Glenmark [DPé nghi cung cdp bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
sciences Private  |science centre (DALC), 41432 Insp ®  [Healthcare Products Pharmaceuticals [nh4n CPP, MA do co quan quan ly Duwgc clia Anh cip thé hién rd dang bao ché "Vién
Limited (Plant 6) [Thane, Belapur road, GMP 8 Regulatory Agency Ltd. tai Tp.HCM |nén bao phim" trong pham vi dwoc chirng nhan dé bé sung pham vi "vién nén bao

Rabale, Navi Mumbai, 41432/6618 5 (MHRA), United phim".
Maharashtra, IN-400701, (812-0004 N |Kingdom
India

36 |Bluepharma - S. Martinho do Bispo, FO01/S1/MH @ National Authority of Jin Yang Pharm. |Bdo cdo thanh tra va SMF khdng thé hién viéc san xuat thuéc cé hoat tinh cao.
IndUstria Coimbra, 3045-016, /002/2018 8 Medicines and Health Co., Ltd Yéu cau b6 sung cac bing chirng chirng minh cé nha xudéng riéng, d3 dwoc thanh tra
Farmacéutica, S.A |Portugal X [Products (INFARMED), va dép (ng san xuat céc thudc cé chira hoat chat ¢ hoat tinh cao.

g Portugal

Danh sach co s&@ phai Giai trinh

Trang 8/ 8

bot 66



