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
Dot 46
( Theo cong van s6 25044 /QLD-CL ngay 23/12/2016 cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI A A 2 .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 [Takeda GmbH Takeda GmbH DE_BB_01_ Co quan thdm quyén VPDD Takeda  [P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két luin) hoac gidy chirng

Betriebsstatte GMP_2016_ L [bac Pharmaceuticals [nhdn CPP tai nuéc s& tai vd MA do Cuc Quan ly Duoc VN cip thé hién rd cac dang
Oranienburg 0021 8 (Asia Pacific) bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chirng nhan.
Lehnitzstrape 70-98, 5 Pte., Ltd tai Tp.
16515 Oranienburg, 3 HCM
Germany

2 |Abbott Justus-von-Liebig-StraBe |DE_NI_02_ o |Coquantham quyén VPBD Abbott P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hodc gidy chirng
Laboratories 33, 31535 Neustadt GMP_2016_ § blc Laboratories nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
GmbH Germany 0001 g (Singapore) bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan

B Private Ltd. Tai
e Tp. HN

3 | Cosdsdnxuat Herderstrasse 1,2 und DE_BY_04_G| v [Coquan thdm quyén Cong ty CP XNK [Theo CPP san phadm thudc dang bao ché& thudc bét pha dung dich tiém khac so véi
Wasserburger Molkerei-Bauer-StraBe 18, |MP_2016_0 8 Plc Y t€ Thai An pham vi chirng nhan GMP (thuéc déng khé) (hai dang bao ché nay dugc san xuat
Arzneimittelwerk [83512 Wasserburg, 107 3 theo quy trinh, yéu cau thiét bi khac nhau).

GmbH Germany E P& nghi cung cap Bién ban hodc bdo cdo thanh tra dé Iam r& sy khac nhau.
Co sé& xuat Lyomark Pharma GmbH |DE_BY_04_G s
xuwdng: Lyomark |Keltenring 17 MP_2014_0 8
Pharma GmbH 82041 Oberhaching 060 3
Germany E

4 |Merck KGaA & Co. |Hosslgasse 20, 9800 INS-480021- < |Austrian Federal Office |VPDD Merck Pé nghj cung cip bdo cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng

Werk Spittal Spittal an der Drau, 0040-001 8 for Safety in Health Care |Export GmbH nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Austria (4/15) 3 (AGES) bao ché cu thé cta "dang bao ché ran khac" trong pham vi duoc chitng nhan.
]

5 [Mitsubishi Tanabe [7473-2, Ooaza Onoda, 2424 Ministry of Health, VPD D Abbott San pham d3 dugc cdp MA tai Viét Nam. Cuc Quan ly Dwoc tam céng b6 03 thang.
Pharma Factory [SanyoOnoda, Yamaguchi, 2 [Labour and Welfare laboratorios Theo CPP san phdm duwoc san xuat qua nhiédu cdng doan tai cic co s& san xuat khac
Ltd., Onoda Plant [Japan. 8 (MHLW), Japan (Singapore) Pvt [nhau. Y&u ciu Céng ty b6 sung chirng nhdn GMP/Notification ciia Nhat va GCN GMP

§ Ltd clia Indonesia thé hién toan bd céng doan san xuat sdn pham dat tiéu chuin PIC/S-
~ GMP.

6 |Aflofarm Farmacja[133/151 Partyzancka GIF-IW- v |Main Pharmaceutical Aflofarm Pham vi chirhg nhan gém ca céc chat cé hoat luc cao, dé nghi cong ty cung cap bédo
Polska Sp. Z.o.o  [Street, 95-200 Pabianice, [400/0108_0 8 Inspectorate (MPI), Farmacja Polska [cdo kiém tra hodc H6 so téng thé (Site Master File) c6 danh muc cac san pham san

Poland 3.01/04/12 S |Poland Xuat tai co s& dé lam rd.
8-1/15 S
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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
7 |Aflofarm Farmacja |ul. Krzywa 2, 95-030 GIF-IW- © |Main Pharmaceutical Aflofarm Pham vi chirhg nhan gdbm ca céc chat cé hoat luc cao, d@ nghi cong ty cung cap bédo
Polska Sp. Z.0.0 Rzgow, Poland 400/0108_0 8 Inspectorate (MPI), Farmacja Polska [cdo kiém tra hodc H so téng thé (Site Master File) c6 danh muc cac san pham san
1._01/04/83/ § Poland Xuat tai co s& dé lam rd.
16 =
8 |Medana Pharma |ul. Polskiej Organizacji GIF-IW- © Main Pharmaceutical Medana Pharma [Pham vi chirng nhan gém c3 céc chat ¢ doc tinh cao, chat nhay cdm/ chat nhay, dé
Spolka Akcyjna Wojskowej 57., 98-200 400/0037_0 8 Inspector, Poland Spolka Akcyjna [nghi cdng ty cung cap bao cdo kiém tra hodc H6 so téng thé (Site Master File) cd
Sieradz, Poland 3.01/04/25 g danh muc céc sdn pham san xuit tai co s& dé lam rd.
6/16 Q
9 |Teijin Pharma 2-1, Hinode-machi, 2776 o |Ministry of Health, Coéng ty TNHH  [Gidy chirng nhan khdng cé théng tin hiéu luc va thoi gian kiém tra. Cuc QLD tam cong
Limited Iwakuni-shi, Yamaguchi, § Labour and Welfare VDV TM DP b6 véi thoi han hiéu lyc 02 ndm. D& nghj Cong ty cung cap bién ban kiém tra (phan
Iwakuni Japan > [(MHLW), Japan Chénh Burc hanh chinh va két ludn) ho3c thong bao két qua kiém tra GMP dé dwoc cdng b6 hidu
Pharmaceutical % Iwc 5 nam theo quy dinh.
Factory ~
10 |Patheon lItalia Via Caduti Di Marcinelle, |CPP/2015/1 Italian Medicines Agency |Cong ty CP Duoc [Dé nghi cong ty giai trinh vé viéc dia chi co s& san xuat, co s& xuat xwdng trén CPP va
S.P.A 13-30134 Milano, Italia 360; (AIFA) va TBYT An Phat [MA khéng théng nhat.
CPP/2015/1
369; -
Bracco S.P.A (Co |2 Trav sx, Via Morolense, [CPP/2015/1 §
s& xuat xwdng) 5-03013 370; g
Silvano Via Delle Industrie Snc-  |CPP/2015/1 NS
Chiapparoli 26814 Livraga (LO), Italia |361 o
Logistica S.P.A.
(Co s& ddéng goi
cap 2)
11 |Rafarm SA Thesi Pousi-Xatzi Agiou 49203/15-6- National Organization  [Mega 1. Dé nghi cung cap bao cdo thanh tra (phan hanh chinh va két luan) hodc gidy ching
Louka, Paiania Attiki, TK (2016 © [for Medicines (EOF), Lifesciences nhan CPP tai nwéc sé tai va MA do Cuc Quan ly Dwoc VN cap thé hién rd cac dang
19002, TO 37, Greece 8 Greece Public Company |bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chirng nhan.
§ Limited 2. Ban photo HPHLS che chi¥ ky ngudi cé thdm quyén Hy Lap, dé nghi cung cap ban
R g6c HPHLS dé ddi chiéu.
12 |Thymoorgan Schiffsgraben 23, 38690 |DE_NI_01_G| v [Co quan thdm quyén Congty TNHH  [Dia chi co s& sdn xuit Thymoorgan tai Gidy chirng nhan GMP va Gidy chirng nhan
Pharmazie GmbH [Vienenburg, Lower MP_2015_0 8 Plrc Binh Viét Dirc  |CPP/ MA khéng théng nhat. Pé nghi cung cip gidy xac nhan cla co quan thadm quyén
(Co s& sdn xuat) |Saxony, Germany 003 § hodc cdc tai liéu phép ly chirng minh 2 dia chi trén 13 mot.
N
Sanavita Lohstrasse 2, 59368 DE_NW_01_ i |Coquan thdm quyén
Pharmaceuticals [Werne, Germany GMP_2015_ Q [buc
GmbH (Co s& xudt 0014 a
xuédng) §
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Axaia, 25018, Greece

Greece

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
13 [CSLBehring LLC  [Route 50 North, 1201 N. |GAMC- ©  |United States Food and  |Unico Alliance P& nghi cdng ty giai trinh vé viéc dia chi nha san xuat trén CPP khac vdi dia chi trén
Kinzie, Bradley, IL 60915, [RM2T WHO 8 Drug Administration Co., Ltd MA cap tai Viét Nam.
USA g |us.Fpa)
3
14 |Valpharma S.p.A. |Via Ranco, 112 (loc. IT/GMP/E/9- v |Italian Medicines Agency [Cong ty TNHH  [Cong ty chi san xuat ban thanh phdm, khéng phai toan b6 céc cong doan san xuat. Pé
Serravalle), Serravale, 2015 8 (AIFA) Dugc pham nghi cdng ty cung cap cac tai liéu chirng minh toan bd cdng doan sdn xuit san phdm
47899, San Marino 5 Nhat Anh dat tiéu chuan PIC/S-GMP, EU-GMP.
S
15 |Patheon lItalia Viale G.B. Stucchi, 110 -  |IT/60- Italian Medicines Agency [Cong ty TNHH [ Theo quy dinh v& GMP va Gidy chirng nhdn GMP, cac co s& san xuat thubc cd yéu
S.P.A 20900 Monza (MB), ltalia |5/H/2015 (AIFA) DP va HC Nam |cAu diéu kién dic biét (thudc chira khang sinh nhdm betalactam, sulphonamide, chat
Linh doc té& bao/chat kim t& bao, hormon va chit c6 hoat tinh hormon, thudc cé chira cac
nguyén liéu nguy hiém) s& ghi ré trong Gidy chirng nhan.
© DaGi véi cdc dang bao ché khéng kém theo théng tin vé cac yéu cau dac biét thi pham
§ vi chirng nhan |a cac thudc khéng bao gdm thudc chira khang sinh nhdm betalactam,
- sulphonamide, chat d6c té bao/chat kim té€ bao, hormon va chat cé hoat tinh
§ hormon, thudc cé chira cac nguyén liéu nguy hiém.
- D@ nghi cong ty cung cip bién ban kiém tra (hanh chinh + k&t luin) hodc CPP va MA
san pham thé hién cac thudc déng khd théng thwdng dugc sdn xuat tai nha may.
16 [Young Poong 333 Hambangmoe-ro, ©  |Gyeongin Regional Office|Enter Pharm Co.,|Gidy chitng nhan khdng cé thoi han, Cuc Quan ly Dugc tam théi cdng bd thai han 01
Pharma. Co., Ltd. [Namdong-gu Incheon, 8 of Food and Drug Safety, [Ltd ndm. Yéu ciu Codng ty bd sung bdo cdo kiém tra GMP hodc Gidy chirng nhan thé hién
Republic of Korea 8 [Korea ngay kiém tra va hiéu luc.
<
o
17 [Sanofi Winthrop [180 Rue Jean-Jaures 6156 ©  |Chambre de Commerce |VPDD Sanofi Gidy chirng nhan CPP do Phong Thuong mai va Cong nghiép cap. Dé nghj Cong ty
Industrie 94702 Maisons-Alfort 8 et d'Industrie de Region [Aventis cung cap Gidy chirng nhan CPP do co quan quan ly Dugc cap hodc tai liéu phép ly thé
Cedex, France. &  [Paris lle-de-France Singapore Ptd., |hién Phong Thuong mai va Cong nghiép cé thadm quyén cap Gidy chirng nhan CPP.
N Ltd
18 [Sanofi Winthrop [181 Rue Jean-Jaures 6155 © Chambre de Commerce |VPDD Sanofi Gidy chirng nhan CPP do Phong Thuong mai va Cong nghiép cap. Pé nghj Cong ty
Industrie 94702 Maisons-Alfort 8 et d'Industrie de Region [Aventis cung cap Gidy chirng nhan CPP do co quan quan ly Dwgc cap hoic tai liéu phap ly thé
Cedex, France. &  [Paris lle-de-France Singapore Ptd., |hién Phong Thuong mai va Cong nghiép cé thdm quyén cap Gidy chirng nhan CPP.
N Ltd
19 [Vianex S.A- Plant |Industrial Area Patron, 53268/5-7- © National Organization Coéngty TNHH  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
D Agios Stefanos, Patra, 2016 8 for Medicines (EOF), Dwoc TAm Pan  |nhan CPP tai nuwdc sé tai va MA do Cuc Quan ly Duwgc VN cap thé hién rd cac dang
S
i

bao ché cu thé cta "dang bao ché ran khac" trong pham vi duoc chirng nhan.
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Danh sach co s&@ phai Giai trinh

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

20 [MSD International [Kilsheelan, Clonmel, Co. (2015/8918/ w |Irish Medicines Board VPDD Merck P& nghj cdng ty cung cip xac nhan cla co quan thdm quyén hodc gidy to phap ly thé
GmbH T/AMSD  |Tipperary, Ireland M11074 § (IMB) Sharp& Dohme |hién MSD International GmbH T/A MSD Ireland (Ballydine) va MSD International
Ireland (Ballydine) g (Asia) Ltd GmbH 13 1 co' sd.

)
MSD International [Kilsheelan, Clonmel, Co. [2015/8918/ w |Irish Medicines Board
GmbH T/AMSD  |Tipperary, Ireland M11074 § (IMB)
Ireland (Ballydine) g
)
Schering-Plough  |Industriepark 30, Heist-op-|BE/GMP/20 © Federal Agency for
Labo NV den-Berg, 2220, Belgium |15/11 8 Medicines and Health
3 Products
]

21 (Laboratorio Ernesto de las Carreras 20132014 National Administration |Céng ty CP dwoc [Yéu cu b8 sung Gidy chirng nhan GMP g6c st dung tai nudc s& tai cé da thong tin

Varifarma S.A. 2469/71 at the corner of |00164016 of Drugs, Food and pham Duy Tan [lién quan dén ngay kiém tra, do co quan quan ly dwgc Argentina cap dé déi chiéu
Uruguay No 3688 (Zip Y |Medical Devices,
Code B1643AVK), of the &  |Argentina (ANMAT)
city of Beccar, Province of g
Buenos Aires, Argentine 4
Republic.

22 |Delpharm Tours |Rue Paul Langevin, 7267 o |Chambre de Commerce |Céngty TNHH [1. Gidy chirng nhan CPP do Phong Thuong mai va Cong nghiép cap. Dé nghj Cong ty

Chambray Les Tours, § et d'Industrie de Region [MTV Vimedimex |cung cap Gidy chirng nhan CPP do co quan quan ly Dwoc cap hoic tai liéu phap ly thé
37170, France § Paris lle-de-France Binh Duong hién Phong Thuong mai va Cong nghiép cé tham quyén cip Gidy chirng nhan CPP.

Biocodex (Co's@ |1 avenue Blaise Pascal S 2. Gidy chirng nhan CPP khéng cé théng tin vé nha mdy Delpharm.

Xuat xudng) 60000 Beauvais, France «

23 |S.M.B. Technology |Rue du Parc Industriel 39 - |BE/GMP/20 0 Federal Agency for Hyphens Coéng ty dé nghi b8 sung dang bao ché Vién nang cirng dang Lidose: D& nghi cong ty
SA 6900 Marche-en-Famenne |15/013 8 Medicines and Health pharma giai trinh vé diéu kién mdi trudng sdn xuat, thiét bi sdn xuat, quy trinh cong nghé dé

- Belgium 5 Products (FAMHP), san xuat vién nang cirng dang lidose, c so sanh véi yéu cau thudc vién nang cirng dé
S |Belgium lam cédn ci xem xét diéu chinh.

24 |Patheon Inc. - 2100 Syntex Court, 63471 Health Products and A. Menarini Trén CPP chua cé thdng tin vé co s& xuat xudng, khéng théng nhat véi MA luu hanh
Toronto Region Mississauga, Ontario, Food Branch Singapore Pte. |[tai Viét Nam, khdng théng tin vé tinh trang GMP cla co s& xuat xwdng, khdng dd
Operations (Co s& |Canada L5N 7K9 Inspectorate (HPFBI), Ltd théng tin vé céc co s& tham gia vao san xuat: Dé nghi b6 sung gidy chirng nhan CPP
san xuat) Canada c6 thong tin cla co s& xudt xwdng hodc cung cap cac tai liéu chirng minh toan bd cac
Haupt Pharma Bethelner Landstr. 18 © céng doan san xuat thanh pham dat tiéu chun PIC/S-GMP, EU-GMP.

Woulfing GmbH (Co|31028 Gronau, Germany §
SO san xuat) S
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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
Allpack Group AG |Pfeffingerstrasse 45, 4153 §
(Co sd déng gbi) [Reinach, Switzeland «
Allpack Group AG |Pfeffingerstrasse 17, 4153
(Co sd déng gbi) [Reinach, Switzeland
25 |Merck Sharp & 2778 South East Side 03-0178- 0 United States Food and [VPDD Merck CPP clia US-FDA 3 sdn pham Primaxim, san xuat va déng goi tai cung 1 co s&. MA tai
Dohme Corp (co  [Highway, Elkton, Viginia  [2015-05-VN 8 Drug Administration Sharp & Dome |Viét Nam c6 tén Tienam, thuSc san xuat va dong gdi tai 2 co s& khac nhau. Do dé
s& san xuat) 22827, USA g |(FDA) (Asia) LTd tai VN [khéng du co s& @& xac dinh sdn pham dugc cdp CPP cla US-FDA 13 sdn pham duoc
5 cip MA tai Viét Nam.
PT. Merck Sharp  [JI. Raya Pandaan Km,48, (3926/CPOB/ o |National Agency for Drug e nghi bo \sung b‘an.gA chirng phap ly the hién san pham luwu hanh tai My la san pham
Dohme Pharrma |Pasuruan, Jawa Timur, A/ll/13 8 and Food Control dugc luu hanh tai Viét Nam.
Thk (Bdng goi) Indonesia § Indonesia (NADFC)
[e0)
i
26 ([Fareva Amboise [Zone Industrielle, 29 route |005441 o |National Agency for the [VPDD Pfizer Gidy chirng nhan CPP do Phong Thuwong mai va Céng nghiép cap. Dé nghi Cong ty
des Industries 37530 Poce § Safety of Medicine and [(Thailand) Ltd., |cung cap Gidy chirng nhan CPP do co quan quan ly Dwoc cap hodc tai liéu phép ly thé
Sur Cisse, France E Health Products (ANSM), hién Phong Thuong mai va Cong nghiép cé tham quyén cap Gidy chirng nhan CPP.
S |France
o
27 |Fareva Amboise |Zone Industrielle, 29 route |005427 o |National Agency for the |VPDD Pfizer Gidy chirng nhan CPP do Phong Thuong mai va Cong nghiép cap. Dé nghj Cong ty
des Industries 37530 Poce § Safety of Medicine and [(Thailand) Ltd., |cung cap Gidy chirng nhan CPP do co quan quan ly Duoc cap hodc tai liéu phép ly thé
Sur Cisse, France E Health Products (ANSM), hién Phong Thuong mai va Cong nghiép cé thdm quyén cap Gidy chirng nhan CPP.
S |France
o
28 |Lupin Limited 198-202 New Industrial UK GMP o |United Kingdom Céngty Lupin |Gidy chirng nhan GMP trong hd so la ban in tir mang EUDRA, xac nhan cla co quan
Area No.2, Mandideep, 25315 Insp § Medicines and Limited thwong mai khéng phai nwdc cip chirng nhan.
District Raisen, In 462 GMP § Healthcare Products Yéu ciu cung cap ban dugc chirng nhan, hop phap héa clia co quan cé thdm quyén
046, India 23158/3904 » |Regulatory Agency nuwdc cap chirng nhan.
7-0009 [H] -
29 [Rafarm SA Thesi Pousi-Xatzi Agiou 49203/15-6-| o |National Organization  |Rafarm SA Pé nghj cung cip bdo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Louka, Paiania Attiki, TK 2016 8 for Medicines (EOF), nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cic dang
19002, TO 37, Greece 8 |Greece bao ché cu thé clia "dang bao ché ran khac" trong pham vi dwoc chirng nhan.
S~
®
30 |PT.OTTO JI. Dr. Setiabudhi Km. 12.1,|PW.01.02.33 © National Agency For CongtyCPY Tai liéu glri kém khdng phai gidy chirng nhan GMP.
Pharmaceutical Bandung, 40391 Indonesia |1.05.16.229 8 Drug and Food Control |duoc LS P& nghi cung cap gidy chirng nhan GMP do co quan cé tham quyén cla Indonesia cip
Industries 6 Y |Indonesia (NADFC) cho co s& san xuat.
>
o
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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
31 |Janssen Cilag Domaine de Maigremont, [HPF/FR/204/ © French National Agency |VPDD Tedis Gidy chirng nhan GMP trong ho so 13 ban in tir mang EUDRA, khéng cé cong chirng,
Val-de-Reuil, 27100, 2016 8 for Medicine and Health xac nhan hgp phap hoa.
France & |Products Safety (ANSM) Yéu cau b8 sung ban céng chirng clia co quan cé thdm quyén nudc sé tai.
)
32 |Sanofi Winthrop |180 rue Jean Jaures, HPF/FR/177/ o |National Agency for the [Sanofi Aventis Gidy chirng nhan GMP ndp trong ho so 1a ban in mau tir EUDRA.
Industrie Maisons-Alfort, 94700, 2016 § Safety of Medicine and [Singapore Pte., |Y&u ciu cung cap ban cé chirng nhan cla co quan cé thdm quyén nuwdc sé tai xac
France E Health Products (ANSM), |Ltd dinh tinh hop phéap cla gidy chirng nhdn GMP.
X |France
o

33 |CSL Behring AG Wankdorfstrasse 10, 3014 |15-0233 i |Swiss Agency for Unico Alliance  |Gidy chirng nhan GMP khdng c6 thdng tin vé cac dang bao ché cuy thé.

Bern, Switzerland Q [Therapeutic Products Co. Ltd Pé nghi cung cip bdo cdo thanh tra (phan hanh chinh va két luin) hoic gidy chirng
S~
y  [(Swissmedic) nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Duwoc VN cip thé hién rd cac dang
§ bao ché cu thé dwgc chirng nhan.

34 |Guju Pharm. Co., |5 Deokjeoljegi-gil, 2016-D1- o |Gyeongin Regional Office|Enter Pharm Co., Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu lyc.
Ltd. Jeongnam-myeon, 2542 § of Food and Drug Safety, |Ltd Cuc QLD tam c6ng b6 vdi thoi han 12 thang. Yéu cau Cong ty cung cip Gidy chirng

Hwaseong-si Gyeonggi-do, § Korea nhan theo mau thé hién day dd cac ndi dung va thoi han kiém tra, thoi han hiéu lyc
Republic of Korea o hodc Bao cdo thanh tra (phan hanh chinh va két luan) dé& cé thé cdng bé theo thoi
o han hiéu luc quy dinh cda Han Quéc.

35 |Republican 220006, Republic of 018/2016/S State Administration of |Céngty TNHH |Theo quy dinh cla co quan quan ly Dwoc Ukraine, Gidy chirng nhdn GMP do Ukraine
Unitary Belarus, Minsk, 1, AUMP/GMP © [Ukraine on Medicinal MTV cap ludn kém theo phu luc liét ké cy thé cac dang bao ché dugc chirng nhan.
Manufacturing Mayakovskogo street, unit 8 Products (SAUMP) Vimepharco Pé nghi b6 sung ban sao hop phdp héa cla gidy chirng nhan GMP day dd do Ukraine
Enterprise No 6 g cap.

"Belmedpreparaty 3
36 |Laboratoire Bailly- |Chemin de Nuisement, HPF/FR/77/2 " National Agency for the |Congty TNHH [P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két luin) hoac gidy chirng
Creat Lieu-dit les 150 Arpents, (015 § Safety of Medicine and [duwgc pham Lién |nhan CPP tai nwéc sé tai va MA do Cuc Quan ly Dugc VN cip thé hién rd cac dang
28500 Vernouillet, France g Health Products (ANSM), |Hop bao ché cu thé cta "dang bao ché ran khac" trong pham vi duoc chirng nhan.
o [|France
o
37 |CJ HealthCare 811 Deokpyeong-ro, 2016-D1- o |Gyeongin Regional Food |CJ HealthCare Gidy chirng nhan GMP theo mau khéng cé thong tin vé ngay kiém tra, han hiéu lyc.
Corporation Majang-myeon, Incheon- (2069 § and Drug Corporation Cuc QLD tam céng b6 vdi thdi han 12 thang. Yéu ciu Céng ty cung cap Gidy chirng
si, Gyeonggi-do, Republic E Administration, Korea nhan theo mau thé hién day d cac noi dung va thoi han kiém tra, thoi han hidu lyc
of Korea < hodc Bao cdo thanh tra (phan hanh chinh va két luan) dé cd thé céng bé theo thoi
o

han hiéu luc quy dinh cia Han Quéc.
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38 |Remedica Ltd Aharnon street, Limassol [1951/15; Pharmaceutical Services |Céngty TNHH Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
industrial estate, 3056, 1950/15 wn  |Ministry of Health, Sanofi Aventis |tai danh sach co s& san xuat thuéc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Limassol, Cyprus § Cyprus Viét Nam théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
o 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 khdi danh sach.
39 |PT. Sanbe Farma |JI. Industri Cimareme No. |PW.01.02.33 National Agency for Drug|PT. Sanbe Farma [Tai liéu glri kém khéng phai gidy chirng nhan GMP.
8 Desa Cimareme, 1.05.16.229 ©  |and Food Control Yéu cau cung cap Gidy chirng nhan GMP dugc cap, st dung tai nudc sé tai.
Kecamatan Ngamprah, 2 8 (NADFC), Indonesia
Kabupaten Bangdung §
Barat - Indonesia (Unit 3) 3
40 |Scientific 17, Myru str., Kyiv, 03134, (006/2016/S State Administration of [Céng ty cd phan |Theo quy dinh cla co quan quan ly Dugc Ukraine, Gidy chirng nhan GMP do Ukraine
industrial Centre |Ukraine AUMP/GMP Ukraine on Medicinal BT Viét Nam cap ludn kém theo phu luc liét ké cu thé cac dang bao ch& dugc chirng nhan.
"Borshchahivskiy o |Products Pé nghi b6 sung ban sao hop phap héa cla gidy chirng nhan GMP day dd do Ukraine
Chemical - § cap.
Pharmaceutical I~
Plant" Public Joint- §
Stock Company e
41 |Laboratorio Ernesto de las Carreras 20132014 National Administration |Céngty TNHH [B6 sung Gidy chirng nhan GMP géc st dung tai nudc s tai cé du thong tin lién quan
Varifarma S.A. 2469/71 at the corner of |002053 15 of Drugs, Food and Dugc TAm Pan  |dé&n ngay kiém tra, do co quan quan ly dugc Argentina cap dé déi chiéu.
Uruguay No 3688 (Zip Y  |Medical Devices,
Code B1643AVK), of the &  |Argentina (ANMAT)
city of Beccar, Province of §
Buenos Aires, Argentine S
Republic.
42 |[Elpen Marathonos Ave. 95, 46404/4-7- © |Greece National Coéngty TNHH  |Dé nghi cung cip béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Pharmaceutical Pikermi Attiki, 19009, 2016 8 Organixation for duwoc phdm nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Co., Inc Greece 5 Medicines DoHa bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan.
&
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43 [Mega Lifesciences |* Plant I: 384 Moo 4, Soi 6,|MI-2015-CE- Therapeutic Goods Coéngty Mega  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Public Company |[Bangpoo Industrial Estate, [07830-1 Administration (TGA), Lifesciences nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Limited Pattana 3 Road, Phraeksa, Australia bao ché cu thé cta " thudc ran phan lidu" trong pham vi dugc chirng nhan.
Mueang, Samutprakarn
10280, Thailand; o
* Plant I1: 515/1 Moo 4, §
Soi 8, Bangpoo Industrial §
Estate, Pattana 3 Road, ~
Phraeksa, Mueang, -
Samutprakarn 10280,
Thailand.
44 |Pierre Fabre Site Progipharm, ruedu  [HPR/FR/258 National Agency for the |VPDD Pierre Pé nghij Cong ty cung cap hop ddng gia cong thudc thé hién cac ndi dung theo quy
Medicament Lycée, GIEN, 45500, /2015 L2 |Safety of Medicine and |[Fabre S.A. tai Tp.|dinh tai Diém 6, Diéu 5 Théng tw 11/2016/TT-BYT.
Production France 8 Health Products (ANSM), |[HCM
(Co s& san xuat E France
ban thanh ph3m) N
Coéng ty TNHH L6 1, duwong 4A, khu cong [95/GCN-QLD| 2 |Cuc Quan ly dugc Viét
Pierre Fabre Viét [nghiép Bién Hoa ll, Tp. 8 Nam
Nam Bién Hoa, tinh Béng Nai, §
(Co sd déng gbi) [Viet Nam S
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