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 67
( Theo cong van s6 14934/QLD-CL ngay 29/08/2019 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI A w . =
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

1 |Patheon ltalia 2 Trav. SX Via Morolense, [IT/156/H/20 « [ltalian Medicines Agency |Cong ty c6 phan [P3 céng b6 Dot 47, STT 36 (d3 hét thoi han hiéu luc).

S.P.A. 5-03013 Ferentino (FR), |18 § (AIFA) dau tw quc té€ |Cong ty ndp GCN cap nhat thdi han hiéu lwc dén ngay 19/4/2021, d3 xac nhan théng
Italia Iy Hoang Gia tin trén Eudra, tuy nhién GCN chi |a ban sao dwoc cdng chirng tai Viét Nam, chua
% duoc hgp phap hda lanh sy theo quy dinh.

2 |Nipro Pharma 5-7, Maedano, Niida, 5029 Ministry of Health, Cong ty CPDP Gidy chirng nhan khéng cé théng tin vé hiéu lyc va thoi gian kiém tra. Cuc Quan ly
Corporation, Odate, Akita, Japan Labour and Welfare Thién Thao Dugc tam cong bd tai danh sich co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-
Odate Plant o |(MHLW), Japan GMP véi thoi han hiéu lyc 02 ndm ké tir ngay cap gidy chirng nhan GMP.Yéu cau

§ cong ty cung cap cac tai liéu 1dm cin cir dé xac dinh thoi han ¢é hiéu lwc ctia GCN nay

= (nhu bdo céo thanh tra (phan hanh chinh va két ludn) hodc GMP Notification cé thé

§ hién ngay kiém tra GMP tai co s& san xuat san pham dé nghi cong bd) dé dugc cong

o b6 thoi han hiéu lwc 05 ndm theo quy dinh cia Nhat. Néu qua thoi han trén, Cuc
Quan ly Dugc sé rat co s& san xuat khoi danh sach.

3 |Nipro Pharma 5-7, Maedano, Niida, 5028 Ministry of Health, Cong ty CPDP Gidy chirng nhan khéng cé théng tin vé hiéu lyc va thoi gian kiém tra. Cuc Quan ly
Corporation, Odate, Akita, Japan Labour and Welfare Thién Thao Dugc tam cong bé tai danh sich co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-
Odate Plant o |(MHLW), Japan GMP véi thoi han hiéu lyc 02 ndm ké tir ngay cap gidy chirng nhan GMP.Yéu ciu

§ cong ty cung cap cac tai liéu 1dm cin cir d€ xac dinh thai han cé hiéu lwc ciia GCN nay

= (nhu bdo cdo thanh tra (phan hanh chinh va két luan) hodc GMP Notification c6 thé

g hién ngay kiém tra GMP tai co s& san xuat san pham dé nghi céng bd) dé dugc cong

o~ b6 th&i han hiéu lwc 05 ndm theo quy dinh cla Nhat. Néu qua thoi han trén, Cuc
Quan ly Dugc sé rat co s& san xuat khoi danh sach.

4 [Cilag AG (Co s& Hochstrasse 201, 8200, 05/18/1173 European Medicines VPPD Janssen  |Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lyc. Cuc Quan ly Dugc tam cdng bd

san xuat) Schaffhausen, Switzerland |11 o |Agency Cilag Ltd tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
§ théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
Janssen Biological |Einesteinweg 101, Leiden, g dinh thoi han cé hiéu lyc cia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
B.V. (Cos& xudt [2333CB, Netherlands o tra (phan hanh chinh va két luan) cé thé hién ngay ki€ém tra GMP tai co s& san xuéat
xudng) - san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khéi danh sach.
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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 |Sanofi S.P.A Via Valcanello, 4, 03012 CPP/2019/6 Italian Medicines Agency |VPDD Sanofi Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Anagni (Fr), Italy 76 o [|(AIFA) Aventis tai Tp tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
(* Céch ghi cii: Localita § HCM théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Valcanello, 03012 Anagni F dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
(Fronsinone), Italy) g 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 khdi danh sach.
6 |R.X. 76 Salaya-Bangpasi Road, |1-2-07-17-19{ |Food and Drug Cong ty TNHH  [Pham vi chirng nhan tai gidy chirng nhan nay 13 "san pham sinh hoc" khac pham vi
Manufacturing Moo 10, Narapirom, 00016 § Administration (Thai TM DP Binh chirng nhan da cong bé "thubc chira khang sinh nhdm penicillin". Dé nghi cung cap
Co., Ltd Banglane, Nakornpathom 5 FDA), Thailand Nguyén béo cdo thanh tra lam rd pham vi kiém tra, cap gidy chirng nhan.
73130, Thailand ~
(@]
7 |Ay 235, Miyakami, Shimizu- [1652 Ministry of Health, EA Pharma Co. |Gidy chirng nhan khéng c6 théng tin hiéu luc va thai gian kiém tra. Cuc QLD tam cong
Pharmaceuticals |ku, Shizouka-shi, Shizuoka, 9 [Labour and Welfare, Ltd b& v&i thoi han hiéu lyc 02 ndm. D& nghi Cong ty cung cap bién ban kiém tra (phan
Co., Ltd. Shimizu |Japan 8 Government of Japan hanh chinh va két ludn) hodc Thong bao két luan kiém tra dé dwoc cdng b6 hidu lwc 5
Plant 5 nam theo quy dinh cGa Nhat Ban. Néu qua thoi gian trén cong ty chua cung cap tai
3 liéu chirng minh, Cuc Quan ly dugc sé rat cdng ty khoi danh sach cong bé.
8 [llko llac Sanayi Ve |3 Osb Buyuk Kayacik Mah [MT/009HM/ Medicines Authority of |Congty CP DP  [D& nghi cung cap Site Master File va cac tai liéu chirng minh san phadm xuat khau va
Ticaret AS Kuddusi Cad 23 Sok No 1 (2019 Malta (MAM) Vipharco Iwru hanh sang Viét Nam dugc sdn xuat trén cung day chuyén dugc co quan quan ly
Selcuklu Konya, Turkey o duwoc Malta kiém tra va cip gidy chirtng nhan.
(*Céch ghi khac: 3 §
Organize Sanayi Bolgesi, S
Kuddusi Cad 23 Sok No 1 S
Selcuklu Konya, Turkey ) ~
9 |C.B.Fleet Lynchburg, VA 24502, RH8R-8W6F United States Food and |Asian Enterprise,|Yéu cau cung cdp CPP do US-FDA c4p cho san pham Ivu hanh tai Viét nam
Company. INC United States of America Drug Administration INC
Cach viét khac: 4615 o
Murray Place, Lynchburg, 8
VA 24502, United States of §
America S

Danh sach co s&@ phai Giai trinh

Trang2/5

bot 67



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 [FAMAR L'AIGLE Usine de Saint-Rémy, Rue (2019/HPF/F French National Agency |VPDD Céngty [Congty ndp kém MA clha sdn pham Bét pha dung dich tiém truyén Klacid 500mg
de I'lsle, SAINT REMY SUR |R/071 o [for Medicine and Health |Abbott (Clarithromycin 500mg) va dé nghi cdng bd pham vi bot pha dung dich tiém truyén.
AVRE, 28380, France § Products Safety (ANSM) |Laboratories Tuy nhién MA d3 c3p tir ndm 2013, dén nay da qua 02 dot danh gid GMP. Dang bot

I~ (Singapore) pha dung dich tiém truyén chua cé dd cin c chirng minh ndm trong pham vi thuéc
% Private Limited |d6ng kho.
~ P& nghij cung cap CPP cip nhat d& xem xét.

11 [Baxter AG Industristrasse 67, A- 1221 (INS-480001- Federal Office for Safety |VPDD Shire Cong ty ndp Bdo cdo thanh tra dé gia han Gidy chirng nhan GMP, tuy nhién Béo céo
Wien (hodc 1221 Vienna |0232-005 in Health Care, Austria  [Singapore Pte. [thanh tra tiéng Ao chua dwoc dich cdng chirng, khong thé hién két qua thanh tra. bé
hodc A-1221 Vienna), Ltd nghi b& sung Gidy chirng nhan GMP gia han dé duwoc cdng bé.

Austria.
(céc diém SX: Lange Allee ®
8, Lange Allee 24, Lange 8
Allee 91, Industriestrasse E
20, Industriestrasse 72, Q
Industriestrasse 131,
Benatzkygasse 2-6,
Pasettistrasse 76)
12 [S.M. Farmaceutici [Zona Industriale - 85050 [IT/138/H/20 @ Italian Medicines Agency |Cong ty TNHH  [P& nghi b6 sung Gidy chirng nhan GMP dwoc HPHLS theo quy dinh
S.R.L. TITO (PZ), Italy 19 8 (AIFA) Binh Viét Dirc
(Co s& san xuét) 5
«
Deltamedica Ernst-Wagner-Weg 1-5, DE_BW_01_ @ |Coquan thdm quyén
GmbH 72766 Reutlingen, GMP_2019_ 8 Purc (Baden-
(Co s& xuat Germany 0006 o |Wirttemberg)
xuong) f
13 |Dr.Reddy's Plot No: P1to P9, Phase |26/7/3/3/1/ South African Health VPBD GCN GMP chua ghi rd vé phuwong phap san xuat thudc vo trung ( san xuat v trung
Laboratories I, VSEZ, Duvvada, G0024/2019 9 |products regulatory Dr.Reddy's hay tiét trung cudi). P& nghi b6 sung bao cdo thanh tra (phan hanh chinh va két luan)
Limited - Visakhapatnam, District 8 authority (SAHPRA) Laboratories LTD|lam rd pham vi ch&rng nhan.
Formulation Unit (530046, Andhra Pradesh, g tai TP. H6 Chi
(FTO)-VII INDIA = Minh
14 |Dr.Reddy's Plot No: Q1 to Q5, Phase |26/7/3/3/1/ South African Health VPBD GCN GMP chua ghi rd vé phuwong phap san xuat thudc vo trung ( san xuat vo trung
Laboratories I, VSEZ, Duvvada, G0025/2019 9 |products regulatory Dr.Reddy's hay tiét trung cudi). P& nghi b6 sung bao cdo thanh tra (phan hanh chinh va két luan)
Limited - Visakhapatnam, District 8 authority (SAHPRA) Laboratories LTD|lam rd pham vi ch&rng nhan.
Formulation Unit (530046, Andhra Pradesh, g tai TP. H6 Chi
(FTO)-IX INDIA = Minh
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TEN CO SO’ SAN . GIAY CH. | NGAY - DN PE NGHI . . -
STT XUA’T DIA CHI NHAN CA’P CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
15 |Co sé san xuat: SchulstraRe 9, 15913 DE_BE_01_G| ry |Coquan thdm quyén Céngty TNHH  |Gidy chirng nhan GMP cla co s& Medphano Arzneimittel GmbH cé pham vi déng géi
Spreewalder Markische Heide, MP_2017_1 8 bulc DP Phuwong Pai [cap 2 ma khdng c6 pham vi Xuat xwéng. Gidy chirng nhan CPP clia sdn pham cé noi
Arzneimittel Germany 011 p! dung co s&@ Medphano thyc hién xuat xwdng 16. Dé nghi giai trinh sy sai khac nay.
GmbH <
co s& xuat xudng: [MaienbergstraBe 10-12; |DE_BE_01_G| _ [Co quan tham quyén
Medphano 15562 Riidersdorf, MP_2017_1 § Dirc
Arzneimittel Germany 008 P
GmbH 3
i
16 |Gentle Pharma No.2, Fon Tan Rd., Jiasing [074405 Ministry of Health and  |VPDD Kwan Star |Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lyc. Cuc Quan ly Dugc tam cdng bé
Co., Ltd. Village, Da Bi Hsiang, Welfare, Republic of Co., Ltd tai Ha tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Yunlin, Taiwan, R.O.C. o |China (Taiwan) Noi théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
(* Céch ghi khéc: No.2, § dinh thdi han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Fon Tan Rd., Fon Tan Ind. = tra (phan hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai co s& san xuat
o > 2 N LA e ~ . . ~ > , ~ 5
Dist., Da Bi Hsiang, Yunlin S san pham dé nghi cong bd). Néu qua thoi han trén, Cuc Quan ly Dugc sé rat co s¢
Hsien, Taiwan, R.0.C.) - san xuat khoi danh sach.
17 |Procaps SA CALLE 80 No 78B-201 VPDD Abbott tai |Cong ty d3 dwoc yéu ciu giai trinh tir dot 66: "Y&u ciu b6 sung cac tai liéu chirng
BARRANQUILLA, CO-080 Tp HCM minh c6 tinh phap ly viéc co s& dang duy tri GMP EU hodc PIC/S theo yéu cau". bé
001 Colombia nghi b6 sung céc tai liéu theo dlng yéu ciu gidi trinh.
18 [Cilag AG (co s& Hochstrasse 201, 8200 05/18/1173 EMA European VPDD Janssen- |Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lyc. Cuc Quan ly Dugc tam cdng bd
san xuat) Schaffhausen, Switzerland |11 o |Medicines Agency Cilag Ltd. tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
§ théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Janssen Biologics |Einsteinweg 101, 2333 CB g dinh thoi han ¢é hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
B.V., (co s& xuat [Leiden, the Netherlands - tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
xuang) o san pham dé nghij cong bé). Néu qua thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khdi danh sach.
19 [Glaxosmithkline [1011 North Arendell ES/074HV/1 ~ |Spanish Agency of VPDD GCN GMP chua hop phdp hda lanh sy va cong chirng. Pé nghi Cong ty b6 sung GCN
LLC Avenue, Zebulon, North |7 8 Medicines and Medical |GlaxosmithKline [GMP hodc CPP d4p rng qui dinh dé dugc cong bé.
Carolina, 27597, United 8 |Devices, Spain Pte Ltd tai Tp
S~
States 8] HCM
20 |[ACS Dobfar S.P.A |Nucleo Industriale S. Atto [IT/6/H/2019 o |ltalian Medicines Agency [Fresenius Kabi P& nghj cung cap quy trinh san xuat chirng minh cac san phdm chra khang sinh
(Tén cii: Facta (loc. S. Nicolo' A Tordino) - § (AIFA) Viét Nam nhém cepha, penem dwoc san xuat theo cdng nghé déng khoé dé dugc bé sung pham
Farmaceutici 64100 Teramo (TE), Italia; s vi chirng nhan.
o
S.P.A) S
o
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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

21 [Celogen Generics [Plot No. 646/1&2, Agrawal [MT/034HM/ ~ |Medicines Authority of |Cbng ty TNHH Gidy chirng nhan GMP duoc photo va HPHLS gén vao t& 1, khéng cé dau hiéu lién két

Private Ltd Industrial Estate, Somnath |2017 § Malta (MAM) TM DP Van H6  |vdi to 2. D& nghij cung cip ban chinh dé déi chiéu.
Road, Dabhel, Daman (UT) P P& nghi cung cap Site Master File va cdc tai liéu chirng minh san pham xuat khau va
396 210, India § Iwvu hanh sang Viét Nam dugc sdn xuat trén cung day chuyén dugc co quan quan ly
e duwoc Malta kiém tra va cap gidy chirng nhan.
22 |Anfarm Hellas S.A. |61st km Nat. Rd. Athens- [62713/23-4- National Organization Coéngty TNHH  |Gidy GMP dugc cdng chirng nhung chi xdc nhan trén 1 trang, khdng ¢ lién két véi
Lamia, Schimatari Viotias, (2019 for Medicines (EOF), TM Duoc MP cac trang khac.
32009, Greece 9 |[Greece Nam Phuong P& nghi b6 sung gidy GMP duoc chirng thye dung theo quy dinh.
(* Cach viét khéc: 61st km 8
Nat. Rd. Athens-Lamia, 5
Sximatari Viotias, 32009, s
Greece)

23 |Astellas Pharma |30 Toidesakae-machi, 5968 Ministry of Health, Cong ty TNHH  [Gidy chirng nhan khéng cé thong tin vé hiéu luc va thoi gian kiém tra. Cuc Quan ly
tech Co., Ltd . Takaoka city, Toyama 939 - Labour and Welfare M6t Thanh vién |Duoc tam cdng b6 tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-
Takaoka Plant 1118, Japan o |(MHLW), Japan Vimedimex Binh [GMP vé&i thoi han hiéu luwc 02 ndm ké tir ngay cap gidy chirng nhan GMP.Yéu cau

§ Duong cong ty cung cap cac tai liéu lam cdn c& dé xac dinh thoi han cé hiéu lwc cia GCN nay

> (nhu bdo cédo thanh tra (phan hanh chinh va két ludn) hodc GMP Notification cé thé

E hién ngay kiém tra GMP tai co s& san xuat san pham dé nghi cong bd) dé dugc cong

e b6 thoi han hiéu lyc 05 ndm theo quy dinh cia Nhat. Néu qua thoi han trén, Cuc
Quan ly Dugc sé rat co s& san xuat khoi danh sach.

24 |Hikma Estrada do Rio da M¢, n.2 |2678 Ph-12- Co quan thdm quyén Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu luyc. Cuc Quan ly Dugc tam céng bd
Farmacéutica 8, 8-A e 8-B - Fervenga, 21-47 o burc Dugc phamva [tai danh sdch co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
(Portugal), S.A. Terrugem SNT, 2705-906, § Hoéa chdt Nam  [théng ké tir ngay cong b8, d@ nghi cdng ty cung cap cac tai liéu 1am cdn cl dé xac

Portugal > Linh dinh thai han cé hiéu lyc 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
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.

25 |Schering-Plough |Industriepark 30, Heist-op-|00000204- Belgian Federal Agency |8357/GMP ngay [Cong ty cung cap Gidy chirng nhan CPP, Cuc Quan ly Dwoc tam céng bé tai danh sach
Labo NV den-Berg, B-2220, Belgium|06-19 o |for Medicines and 30/7/2019 co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir

§ Heallth Products ngay cong bd, dé nghi cong ty cung cap cdc tai liéu [dm can clr dé xac dinh thoi han
S |(AFMPS) c6 hiéu lyc cia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém tra (phan hanh
3 chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat san pham dé nghi
c cong bd). Néu qud thai han trén, Cuc Quan ly Duoc s& rut co s& san xuat khdi danh
sach.
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