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 60
( Theo cong van s6 19625/QLD-CL ngay 16/10/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. |NGAY P 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 |Pfizer Italia S.R.L |Localita Marino Del IT/138- « [ltalian Medicines Pfizer (Thailand) |SMF khéng cé chirng thue, khdng ¢ céc dau hiéu chirng minh tinh phép ly.
Tronto - 63100 Ascoli 2/H/2018 § Agency (AIFA) Limited P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hodc gidy chirng
Piceno (AP), Italia Iy Representative |nh&n CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duwgc VN cap thé
§ Office hién rd pham vi duvgc chirng nhan bao gém ca thuéc thudng va thudc dac biét.
2 |Anfarm Hellas S.A. |61st km Nat. Rd. Athens- [27834 National Organization  |Cdngty CPDP  [P3 cdng b6 Dot 44, STT 19 ddi vdi cdc day chuyén san xuat, trong d6 cé dang "bot
Lamia, Schimatari Viotias, for Medicines (EOF), Vipharco dong kho pha tiém".
32009, Greece ™  |Greece Cong ty ndp CPP va MA san pham Maxilin (Clarithromycin 500mg) dang bao ché |a
(* Cach viét khéc: 61st ] thuc bot pha tiém.
km Nat. Rd. Athens- § P& nghj cdng ty gidi trinh sdn pham dugc sdn xuat theo cong nghé déng khd hay
Lamia, Sximatari Viotias, [77856 S thudc bot vo trung (kém theo quy trinh sdn xuat trong ho so ding ky) dé dwoc bd
32009, Greece ) sung pham vi céng bé.
3 |Vetter Pharma- Eisenbahnstrasse. 2-4 DE_BW_01_ Co quan thdm quyén Sanofi Aventis  [Phan xdc nhdn GCN GMP cla Céng ty Genzyme Corporation khéng day du cac trang
Fertigung GmbH |Langenargen 88085 GMP_2016_ ©  |blc Singapore Pte., |[cd6 ddu cla dai si quan Viét Nam.
& Co.KG Germany 0077 8 Ltd P& nghij Cong ty cung cap ban chinh hop phap hda lanh sy dé d6i chiéu
(Cor sé sén xudt 5
va kiém tra chdt s
lwrgng )
Genzyme 11 Forbes Road 3009389940 United States Food and
Corporation Northborough MA 01532 Drug Administration
(Cosé déng gé6i) |United States of America (U.S. FDA)
4 |DELPHARM DIJON |6 boulevard de I'Europe, |[009731 French National Agency |Sanofi Aventis [Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd
QUETIGNY, 21800, France for Medicine and Health [Singapore Pte., [tai danh sich 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 nghj cdng ty cung cap cac tai liéu lam cdn c&r dé xac
8 dinh thoi han cé hiéu lwc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
g tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
2 san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&

san xuat khoi danh sach.
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5 |Mega Lifesciences |60 National Avenue 18/0984 Therapeutic Goods Mega Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Australia Pty Ltd |PAKENHAM VIC 3810 Administration (TGA), Lifesciences tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
(Co'sé san xudt, |Australia Australia Public Company [thang ké tir ngay cong b8, d@ nghi cong ty cung cap cac tai liéu lam cdn cl dé xac
déng goi va xudt Limited dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
xuéng) tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat

o san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
Mega Lifesciences (384 Moo 4 Soi 6 Bangpoo § san xuat khdi danh sach.
Public Company [Industrial Estate Pattana E
Limited 3 Road Phraeska Mueang ~
(Co sé kiém Samutprakarn 10280 -
nghiém (phép Thailand
thir vi sinh, héa
hoc va vt ly) )

6 |JwW 56 Hanjin 1-gil, Songak- 2018-G1- Daejeon Regional Food |VPBD JW Céc gidy chirng nhan mdi khac clia co quan Han Quéc cé cap cu thé cho dang bao

Pharmaceutical eup Dangjin-si, 1791 and Drug Pharmaceutical |ché& vién nén bao phim.
Corporation Chungcheongnam-do, w |Administration, Korea corporation tai |D& nghi céng ty cung cap bao cdo thanh tra dé 1am rd ndi dung thudc tiém truyén va
Republic of Korea § Tp.HCM vién nén bao phim.
§ Céng ty cung cé,p FPP cla san pham thudc bét pha tiém chira Immipenen va
> Meropenem dé dé nghi cdng b cho dang thudc tiém cé chira penem, tuy nhién
- trong muc 8 clia pham vi chirng chi khéng cip cho cac san phdm dic biét nay nén
khéng cdng bé.

7 |GlaxoSmithKline |1061 Mountain Highway |MI-2015-LI- Therapeutic Goods GlaxoSmithKline |* B&i véi cac sdn pham: khi dung Ventolin Nebules, Flitoxide Nebules d3 thudéc pham

Australia Pty Ltd  |Boronia Vic (hodc 12213-1 w |Administration (TGA), Pte Ltd vi chirng nhan cong b6 "thudc dang bom" cla co s& san xudt, vi vy khdng tién hanh
Victoria) 3155 Australia § Australia cong bd riéng cho tirng sdn pham.
~ * PBi véi cac sdn pham: Flixotide Evohaler, Ventolin Inhaler, Lamictal, Zeffix dwoc
E san xué:'t qua nhié? cE“)ng d?an, dé nghi cc“?ng ty ctmg Cé:p day da cgéc giaiy chirng nhan
GMP cua cdac co s san xuat, dong gai thé hién san pham dwgc san xuat qua cac co
s& san xuat déu dat EU-GMP. PIC/S-GMP.

8 [Pierre Fabre Aguitaine Pharm 02/18/1186 European Medicines Cong ty TNHH Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
Medicament International, Avenue du |74 Agency duwoc phdm Viét [tai danh séch co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Production Béarn, 64320, IDRON, Phap théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
(Co sé sén xudt  |France dinh thoi han cé hiéu lyc cia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
va déng géi so ot tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
cép) 8 san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
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Helsinn Birex Damastown, Mulhuddart, 5 san xuat khoi danh sach.

Pharmaceuticals [Dublin 15, Ireland Q

Ltd.

(Cosé déng goi

thi cdp va xuét

xXuwéng )

9 |Patheon ltalia Viale G.B. Stucchi, 110 - IT/73- Italian Medicines Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
S.P.A. 20900 Monza (MB), Italy [10/H/2017 ~ |Agency (AIFA) DP va Héa chat [tai danh sdch co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
(Co sé san xudt § Nam Linh théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
lo thuéc bét, > dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
dong goi thu cap ~ tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai cac co s& san
va xudt xwdng ) e xuat san pham dé nghij cdng bs). N&u qud thoi han trén, Cuc Quan ly Duoc s& rat co

s& san xuat khoi danh sach.

Alfa Wassermann |Via Enrico Fermi, 1 - IT/83- © Italian Medicines
S.P.A. 65020 Alanno (PE), Italy ~ [1/H/2016 § Agency (AIFA)
(Cor sé sén xudt g
éng dung méi') -

o
Patheon Italia 2 Trav. SX Via Morolense, |IT/197- © Italian Medicines
S.P.A. 5-03013 Ferentino (FR), |1/H/2016 8 Agency (AIFA)
(Cosé sén xudt  |ltaly 3
éng dung méi') 9

10 [Laboratorio Via Licinio, 11 - 22036 IT/131- Italian Medicines Medexport Italia |CAng ty dé nghi bé sung dang bao ché thudc bdt va bdt déng khd trong pham vi
Italiano Erba (Co), Italia 1/H/2017 =~ |[Agency (AIFA) chirng nhan. Tuy nhién trén gidy chirng nhan GMP dugc céng bd, pham vi Thuéc
Biochimico 8 déng khd va thudc bét chi thye hién déng géi so cap, kiém tra chat lwong va xuat
Farmaceutico 5 xudng.

Lisapharma S.p.A. P P& nghi cung cip bao cao thanh tra d& |am rd hoat dong ché bién va déng goi thir
cdp trudc khi xudt xwdng cla 2 dang bao ché nay.

11 |ASTRAZENECA 224 avenue de la HPF/FR/33/2 ' [French National Agency |AstraZeneca Peé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hodc gidy chirng
DUNKERQUE Dordogne, DUNKERQUE, (017 8 for Medicine and Health [Singapore Pte, |nh&n CPP cla co quan c&p chirng nhan GMP va MA do Cuc Quan Iy Duvgc VN cap thé
PRODUCTION 59640, France S |Products Safety (ANSM) |Ltd hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc

E chirng nhan.

12 |JW 56 Hanjin 1-gil, Songak- 2017-G1- ~ |Daejeon Regional Food |VPDD JW Dot 59 stt 12 céng ty d3 dugc cong bd pham vi "Thubc bot pha tiém chira khéng sinh
Pharmaceutical eup Dangjin-si, 1904 § and Drug Pharmaceutical |Carbapenem" theo GCN GMP ciia Nha san xuat. San phdm dung dich tiém
Corporation Chungcheongnam-do, § Administration, Korea corporation tai |Choongwae Heparin Injection khong nam trong pham vi GCN GMP néu trén. Dé nghi

Republic of Korea > Tp.HCM gidi trinh vé pham vi dung dich thudc tiém dé nghi cong bd Ian nay.
(a0}
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
13 [Vuab Pharmaa.s [Vltavska 53, 252 63 sukls251187 ~ |State Institute for Drug |Céngty TNHH [D& nghi b& sung CPP clia Czech, MA cla Viét Nam hoidc bao cdo kiém tra GMP cla co
Roztoky, Czech /2016 8 Control (SUKL), Czech Dugc TAm Pan  |s& san xuat thé hién rd pham vi "thudc chira hormon" theo yéu cau cla Cong ty.
3 |Republic
3
14 |Takeda Austria St. Peter-StraBe (hodc St. |INS-480050- [  |Austrian Federal Office |VPDD Novatis D& nghi cung cp béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy ching
GmbH Peter - Strasse) 25, 4020 [0114-001 8 for Safety in Health Care [Pharma Services [nhan CPP clia co quan c&p chirng nhan GMP va MA do Cuc Quan Iy Duvgc VN cip thé
Linz, Austria (1/8) g AG tai Tp. HCM  |hién rd cac dang bao ché cuy thé cla "thudc dang ran va cdy ghép" trong pham vi
E duwoc chirng nhan.
15 |Anfarm Hellas S.A. |61st km Nat. Rd. Athens- |40189/12-5- National Organization Coéng ty TNHH D& nghi bé sung CPP hoidc MA cla san pham khéng chira khang sinh beta lactam
Lama, Schimatari Viotias, (2016 for Medicines (EOF), Dugc MP Nam  |hodc bién ban thanh tra co s& san xuat thé hién pham vi san xuat cla co sé& c6 bao
32009, Greece © |[Greece Phuong gdbm pham vi "bao gdm khang sinh beta lactam".
(Céch viét khac: 61st km S
: ~
Nat. Rd. Athens-Lama, 5
Sximatari Viotias, 32009, a
Greece)
16 |IPR PO Box 1624, Canovanas, [H7F2- « |United States Food and |AstraZeneca Coéng ty dé nghi cdng bd theo US-cGMP. Trong ho so cd vdn ban cta FDA va bao cdo
Pharmaceuticals |PR 00729, Puerto Rico, RUFV;YHAA- § Drug Administration Singapore Pte, [thanh tra co s& san xuat nhung khéng day da. Trong cdc tai liéu cong ty ndp khdng
INC. United States amMax § (U.S. FDA) Ltd c6 théng tin vé danh giad co s& san xuat c6 dap ng GMP hay khdng. Dé nghi cung
> cap bang chirng tai thoi diém cong bé, co s& van duy tri dap ¢ng US GMP
o
17 |AstraZeneca AB  |PET Turbuhaler and 5.9.1-2017- Swedish Medical AstraZeneca Theo SMF cdng ty cung cp, co s& san xuat c6 nhiéu day chuyén san xuat khac nhau (
Pumpspray, Forskargatan (096501 Products Agency (MPA) |Singapore Pte, |02 day chuyén Turbuhaler). Dé nghi cung cip Bao cdo thanh tra ngay 14/6/2017
18, Sodertilje, 15185, N Ltd (phan hanh chinh - pham vi thanh tra) dé lam r& day chuy@n sdn xuat thudc
Sweden 8 symbicort (chira hormon) thudc pham vi kiém tra va d3 cip Gidy chirng nhan GMP
(* Dia chi chung: g
Sodertalje, 15185, N
Sweden)
18 [Korea United 25-23, Nojanggongdan- 2018-G1- % |Daejeon Regional Food [Korea United Pa&i v&i pham vi vién nén bao phim, dé nghi cung cip bao céo thanh tra ho3c xac
Pharm. Inc. gil, Jeondong-myeon, 1658 8 and Drug Administration [Pharm Inc. nhan cta Co quan quan ly vé viéc vién nén bao phim thudc pham vi ciia GCN s6
Sejong-si, Republic of 3 2018-G1-1658.
Korea 5
19 (Incepta Dewan Idris Road Bara UK GMP o |Medicines and Incepta Gidy phép lvu hanh clia Anh cap d3 hét han 14/9/2016. vi vay khong cé bang ching
Pharmaceuticals [Rangamala, Zirabo, Savar, (35139 Insp § Healthcare Products Pharmaceuticals |vé viéc dang bao ché vién bao phim thudc pham vi cta Gidy chirng nhan. Dé nghj bd
Limited - Zirabo  [Dhaka, Bangladesh GMP »|Regulatory Agency Ltd (Zirabo sung bang chirng con hiéu lyc dé duwoc cong b bé sung dang bao ché bao phim.
o
Plant 35139/9035 | 'S [(MHRA), United Plant)
04-0003 " |kingdom
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TEN CO’ SO’ SAN . GIAY CH. |NGAY ~ DN DE NGHI - A 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
20 |Baxalta US Inc. 25212, W. lllinois Route  |[HMHG- © United States Food and |CAng ty Baxalta [yéu ciu céng ty b8 sung gidi trinh vé viéc sdn pham dugc xac nhan theo GMP WHO
120, Round Lake, IL YGQ3 WHO 8 Drug Administration Singapore trong khi cac gidy chirng nhan CPP khac ghi theo US-GMP.
60073, USA 5 (U.S. FDA)
N
21 |Sanofi Winthrop |1 rue de la Vierge, 019171 Chambre de Commerce |VPBD Sanofi Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
Industrie Ambareés et Lagrave, et d'Industrie de Région [Aventis tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Carbon Blanc, 33565, % |Paris lile-de-France Singapore théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
France 8 dinh thdi han cé hiéu lwc ciia 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
2 san pham d& nghi cong b8). N&u qua thdi han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khéi danh sach.
22 |Sanofi Winthrop |1 rue de la Vierge, 03/18/1199 European Medicines VPDD Sanofi Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lwe. Cuc Quan ly Dwoc tam cong bé
Industrie Ambarés et Lagrave, 50 Agency Aventis tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Carbon Blanc, 33565, x Singapore théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
France 8 dinh thdi han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
5 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
3 san pham d& nghi cong b8). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.
23 |Delpharm Tours |Rue Paul Langevin, 2018/HPF/F o |National Agency for the [VPDD Trang c¢é hop phap héa lanh sy va chirng thuc khé nhan biét, dé nghi cung cip ban
Chambray Les Tours, R/104 § Safety of Medicine and |Laboratoire chinh HPHLS dé dai chiéu
37170, France < |Health Products Aguettant tai Tp
% (ANSM), France HCM
24 |Lek S.A ul. Podlipie 16, 95-010 IWZJ.405.43. Chief Pharmaceutical VPDD Novartis  |Gidy CN GIF-IW-400/0095_01_02/04/75/16 thiéu trang ghi théng tin pham vi san
(Co' sé séan xudt) |Strykéw, Poland 2018.MG.2 Inspector (Singapore) Pte [xuat. D& nghi cong ty b6 sung ban sao hop 18 GCN cé day dd théng tin va xuat trinh
Ltd tai Tp. HCM |ban gbc dé déi chiéu.
Lek S.A ul. Domaniewska 50c, 02- |GIF-IW- Main Pharmaceutical
(Co'sé déng goi, |672 Warsawa, Poland 400/0095_0 Inspector

25

Frosst Iberica,
S.A.
(Co s6 san xuét )

Via Complutense, 140,
Alcala de Henares 28805
(Madrid) - Spain

ES/044HVI/1
7

05/04/2017 | 04/04/2016 | 10/04/2018

Agency for Medicines
and Health Products
(AEMPS), Spain

Danh sach co s&@ phai Giai trinh

VPDD Merck
Sharp & Dome
(Asia) LTd tai VN

Trang5/8

Céng ty bé sung CPP ghi théng tin CSPG khdng ghi han CPP. Tam thoi cdng bé 03
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Merck Sharp & Shotton Lane, CPP1015626 Medicines and
Dohme Limited Cramlington, 9 ®  [Healthcare Products
Northumberland, NE23 CPP1015627 8 Regulatory Agency
3JU, UK 0 5 (MHRA), United
CPP1015627 & |Kingdom
1

26 [SMB Technology [zoning industriel, rue du [BE/GMP/20 «  [Federal Agency for Coéng ty TNHH  [Tai Gidy chirng nhan CPP cip ngay 28/5/2018, co s& san xuat ban thanh pham khéng
S.A. Parc Industriel 39, 6900 18/036 8 Medicines and Health Dugc pham Viét |ghi thoi han cé hiéu lyc. Cuc Quan ly Dugc tam cong b tai danh sach co s& san xuat
(Co'sé san xudt) |Marche - en- Famenne, Y [Products (FAMHP), Phap thu8c dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cong bé,

Belgium E Belgium dé nghi cdng ty cung cap cac tai liéu lam can c&r d& xac dinh thdi han GMP cla co s&
Mallinckrodt Inc.|Greenville, US, Louis 000020 san xuat ban thanh pham Mallinckrodt Inc. (nhw Gidy chirng nhan GMP/ Bién ban
(Co'sé sénxudt  |Latzer Drive 100, IL kié’r’n tra (phan hén,h chfnh va két Iuénl) co t’hé’ hién ngay kiém tra GMP tai co s& san
ban thanh phém  |62246, USA o xuat ban thanh p’hém dé nghi cong bd). Néu qud thdi han trén, Cuc Quan ly Dwoc sé
paracetamol- = rat co s& san xuat khoi danh sach.
povidone %
(compap PVP3)) %

27 |Limited liability 4 Rupnicu Str., Olaine, 15-6/55 State Agency of Céngty TNHH  |Gidy chirng nhan CPP khéng ghi thoi han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
company Olaine district, LV-2114, Medicines (ZVA), Latvia |Dwoc phdm Viét [tai danh sich co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
"Pharmldea" (LLC |Latvia pat Phap théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Pharmldea) 8 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
S san pham dé nghi cong bé). Néu qué thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khéi danh sach.

28 |Balkanpharma- |68 Aprilsko vastanie Blvd., [BG/GMP/20 ®© Bulgarian Drug Agency |VPDD Actavis P& nghi cung cap bao cao kiém tra hodc CPP/MA cla cac san pham thudc thudng
Razgrad AD Razgrad 7200, Bulgaria 18/126 8 tai Tp HCM thé hién pham vi chirng nhan bao gom hén dich nhd mat, dung dich nhé mat, "bao

5 gdm ca thudc chira hormon va chat cé hoat tinh hormon", "bao gdm ca khang sinh
§ nhom Cephalosporin”.

29 [Synmosa No. 6, kuang Yeh 1st 066758 o |Department of Health, |Cong ty Cp thiét |Dau giap lai gilta cac trang clia CPP khong rd rang, dé nghi cung cap ban chinh dé dai
Biopharma Road, Hu-Kuo Hsiang, § Taiwan, R.0.C biT&T chiéu.

Corporation, Hsin-Chu Ind. Park, Hsin s
Synmosa Plant Chu Hsien, Taiwan, R.0.C é
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TEN CO’ SO’ SAN - GIAY CH. |NGAY - DN DE NGHI . S s
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30 (LABORATORIO Gran Capita, 10, 08970 NCF/1840/0 % |Ministry of Health of Coéngty TNHH  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
REIG JOFRE, SA Sant Joan Despi 01/CAT 8 Government of DP Van Cudng |nhan CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan Iy Duwoc VN cap thé
(Barcelona), Spain S [Catalonia - Spain Phat hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
§ chirng nhan.
31 |Medreich Limited |12th Mile, Old Madras UK GMP ~ |Medicines and Cong ty H6 so dugc cong chirng nhung c6 mot s6 ndi dung khdng rd rang, thiéu lién két gitra
- Unit1 Road, Virgonagar, 17742 Insp § Healthcare Products Paradigm cdc trang, dé nghi cung cap ban hop phap hda Ianh sy gbc dé d6i chiéu.
Bangalore, IN 560-049, GMP S |Regulatory Agency Pharmaceuticals
i
India 17742/9885-| X |(MHRA), United Inc.
0010 ™ |kingdom
32 |Sanofi Winthrop |1 rue de la Vierge, 014700 ~ |National Agency for the |VPDD Sanofi Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
Industrie Ambareés et Lagrave, 8 Safety of Medicine and [Aventis tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
33565, Carbon Blanc, N [Health Products Singapore tai théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
France E (ANSM), France Tp. HCM dinh thdi han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
(* Céch ghi khac: 012761 = tra (phan hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai co s& san xuat
1 rue de la Vierge, § san pham d& nghi cong b8). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
Ambarés et Lagrave, = san xuat khoi danh sach.
o
33565 CARBON BLANC S
Cedex, France) -
05/17/1127 ~ |European Medicines
00  [Agency
&
L
o
i
05/18/1204 ]
91 <
B
L
&
07/17/1143 | '~
11 Q
=
i
<
o
33 |Delphar, Dijon 6 Boulevard de I'Europe, [009246 French National Agency |VPDD Sanofi Gidy chirng nhan CPP khong ghi thoi han cd hiéu lyc. Cuc Quan ly Dugc tam cong bd
21800 Quetigny, France for Medicine and Health |Aventis tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
™ |Products Safety (ANSM) [Singapore Ptd., [thang ké tir ngay cong b8, dé nghi cong ty cung cdp céc tai liéu lam cin clr dé xac
8 Ltd tai Tp. HCM |dinh thoi han cé hiéu lyc cia 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
N san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Duoc s& rut co s&
san xuat khéi danh sach.
Danh sach co s&@ phai Giai trinh Trang7/8 Pot 60



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
34 [Aflofarm 133/151 Partyzancka IWZ).405.68. Main Pharmaceutical Aflofarm S6 gidy chirng nhan GMP trong hd so so v&i Gidy chirng nhan trén EUDRA (s&
Farmacja Polska [Street, 95-200 Pabianice, [2018.MG.1 ® [Inspectorate (MPI), Farmacja Polska |IWZJ).405.68.2018.MG.1) khéng théng nhat, dé nghi giai trinh.
Sp. Z.0.0 Poland WTC/0108_ 8 Poland Cuc Quan ly Duoc tam céng bé tai danh sach co s& sdn xuat thudc dat tiéu chuin
03_01/138 5 PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay céng bd, d@ nghi cong ty cung
5 cip cac tai liéu gidi trinh. N&u qua thoi han trén, Cuc Quan ly Dugc sé rit co s@ san
xuat khoi danh sach.
35 |Remedina S.A. 23 Gounari & Areos Str., 3433 National Organization Céngty CP DP  |Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
13451 Kamatero, Greece (3435 for Medicines (EOF), TW Codupha tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
N [Greece théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
8 dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
5 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
Q 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.
Danh sach co s&@ phai Giai trinh Trang8/8 Pot 60



