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 31

( Theo cong vin s6 17562 /QLD-CL ngay 16/09/2015 ctia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI z . R s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 [Medphano * Co s& sdn xudt (CSSX): | * CSSX: Co quan c6é thdm quyén |Céngty TNHH  [Cong ty dé nghi cdng b8 san pham theo CPP (dugc cip vao thoi
Arzneimittel Weimer Pharma GmbH: Im|DE_BW_01_ cla Dlrc duoc phdm diém cdc GCN GMP con hiéu lyc). Tuy nhién, tinh d&n nay cdc GCN
GmbH Steingerust 30 76437 GMP_2012_ Phuong Pai GMP déu d3 hét han; khéng c6 théng tin v& GCN GMP con hiéu lyc
Rastatt, Germany 0063; trén trang EudraGMP. Cdc GCN GMP khong dugc hop phdp héa lanh
* Co s& dong goi, chirtng  [* CSXX: sy va chirng thue sao y ban chinh.
nhan xuat xuéng (CSXX): |DE_BB_01_ Dé nghi cung cdp cdc GCN GMP clia CSSX va CSXX con hiéu lyc da
Medphano Arzneimittel  [GMP- N dugc hop phap héa 1anh sy (ban chinh dé ddi chiéu hodc ban chirng
GmbH: Malenbergstr. 10- |2014_0016. 8 8 thyc sao y ban chinh ddng quy dinh).
12 15562 Rudersdoft * CPP: 8 1S
Germany - 5 R
Medphatobr | 3 X
a40:11- S &
2014;
Medphatobr
a 80: 07-
2013;
2 |ACS DobfarS.P.A |V.le Addetta 4/12/-20067 (IT/274- Italian Medicines Agency |VPBD Cdng ty dé nghi diéu chinh théng tin ngay hét han d6i véi ndi dung
Tribiano (M), Italia 1/H/2013 AIFA AstraZeneca tai |da dugc cong bé tai dot 22 (cdng bd san pham thudc tiém bot
« Tp.HCM Meronem (500 mg, 1 g).
8 Tuy nhién, GCN GMP dinh kém chi chirng nhan d&i vdi CSSX bén
E thanh pham (bulk) chira khéng sinh cephalosporin va carbapenem.
Q Dé nghi bd sung cdc GCN co s& dong gbi cap 1 (ddng lo bdt thudc) va
doéng gdi cap 2 c6 day da tinh phap ly dé xem xét.
3 |Haupt Pharma Haupt Pharma Amareg DE_BY_05_G|  [Coquanthdm quyén Congty TNHH  [P&i v&i dang bao ché thudc udng dang ran: Dé nghi cung cap site
Amareg GmbH GmbH MP_2014_0 § blc DKSH Viét Nam |master file theo mau clia PIC/s hodc bién ban kiém tra (phan hanh
Donaustaufer Strasse 378, (050 Py chinh va két luan) thé hién rd cic dang bao ché cu thé trong pham vi
93055 Regensburg, % duwoc chirng nhan ( thuéc udng dang ran).

Germany
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4 [Medley Plot 18 and 19 Zari UK GMP United Kingdom's Medley Trang thdng tin vé chirng thuc (& nudce sé tai) & hop phép héa lanh
Pharmaceuticals |Causeway Road Kachigam |35673 Insp " medicines and Pharmaceuticals |sy (cGa Téng |anh sy quan Viét Nam tai Mumbai) m& khong rd,
Limited Daman IN-396210 India GMP § Healthcare Products Limited khéng thay hién thj tén Mr/Ms Thorat (nhu Co quan Ngoai giao VN

35673/2039 S |Regulatory Agency & Mumbai d3 hop phap héa lanh su) va trinh ty chirng thuc & nudc
030-0005 S [MHRA s tai.
o D& nghi cung cap ban chinh dwoc hgp phap héa lanh sy dé doi
chiéu.

5 |[Ferring - Leciva K Rybniku 475, 252 42 sukls200127 Czech State Institue for |VPDD Cong ty GCN 13 ban d3 duoc chirng thue & nudc sé tai, tuy nhién pham vi
a.s. Jesenice u Prahy, Czech /2015 L2 |Drug Control Ferring clia Hiép wédc twong tro tu phép gitta VN & Tiép Khdc khéng bao

o . I

4 Pharmaceuticals [gdm GCN GMP.

3 Ltd. tai Tp.H® Chi|P& nghj b& sung ban d3 dwoc HPHLS ding quy dinh.
? M'

o inh

6 [Chinoin Lévai utca 5., OGYI1/23590- Hungarian National Céngty TNHH |Dé nghijlam rd ndi dung ma dai dién Bd Ngoai giao & thuong mai
Pharmaceutical Veresegyhaz, 2112, 2/2015 »n  [|Institute of Pharmacy Sanofi-Aventis  [Hungary (Dr. Monica) d3 chirng thue va gidi trinh rd vé viéc s6 GCN
and Chemical Hungary § and Nutrition Viét Nam GMP trén ban dinh kém (0GY1/23590-2/2015) sai khéc so véi s
Works Private Co. ey GCN GMP duwgrc cong b6 trén trang EudraGMP (OGYI/19938-4/2015)
Ltd. (Chinoin % ddi véi CSSX trén cung 1 dia va cac dang bao ché d3 dugc chirng
Private Co. Ltd.), o nhan
Site 2.

7 |BCWORLD 872-23, Yeojunam-ro, 2015-D1- . |Gyeongin Regional Céng ty D6i véi dang bao ché thudc ung dang ran: Dé nghi cung cap site
PHARMACEUTICAL|Ganam-eup, Yeoju-si, 1944 § Commissioner PharmaUnity master file theo mau ctia PIC/s hodc bién ban kiém tra (phan hanh
COo., LTD Gyeonggi-do, Han Quéc X |Food&Drug Co., Ltd chinh va két luan) thé hién rd cic dang bao ché cu thé trong pham vi

§ Administration, Korea duwoc chirng nhan (thudc udng dang ran).
i
8 |Hwail Pharm. Co., |156, Sandan-ro 67 Beon- (2015-D1- .~ |Gyeongin Regional Codng ty D6i vdi dang bao ché thudc udng dang ran: Dé nghi cung cap site
Ltd gil, Danwon-gu, Ansan-si, |1844 § Commissioner PharmaUnity master file theo miu ctia PIC/s hodc bién ban kiém tra (phan hanh
Gyeonggi-do, Han Quéc X |Food&Drug Co., Ltd chinh va ké&t luan) thé hién rd céc dang bao ché cu thé trong pham vi
% Administration, Korea duoc chirng nhan (thudc udng dang ran).
o
9 |TS CORPORATION |TS Corporation, TS 2015-G1- Gyeongin Regional Cong ty Yéu ciu bé sung SMF hodc Bién ban kiém tra dé 1am ré dang bao ché
Bioplant 729, Osonggarak- |0124 »n |Commissioner PharmaUnity
ro, Oksan-myeon, § Food&Drug Co., Ltd
Heungdeok-gu, Cheongju- S |Administration, Korea
. o
si, Chungcheongbul-do, E

Han Quéc
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10 [Facta Farmaceutici|Nucleo Industriale S. Atto |GCN GMP: j‘ «n |GMP: Italian Medicines [Rotexmedica Cé su khac nhau vé thdng tin trén dia chi nha sdn xut (Facta
S.p.a S. Nicolo a Tordino 64020, |IT/276- 8 § Agency (AIFA); GmbH Farmaceutici S.p.a) trén GCN CPP (64020 Teramo) va GCN GMP
Teramo, Italy 1/H/2014 S Q CPP: Co quan cé thdm Arzneimittelwer [(64100 Teramo); dia chi theo gidy phép lwu hanh 1a 64020 Teramo.
GCN CPP: § N [quyén cta Bic k Pé nghi gidi trinh suw khic nhau néu trén va cung cap tai liéu céng
356/15-Ma | & & nhan 2 dia chi néu trén 13 mot.
% O

11 |[PT.SOHO JI. Pulo Gadung No. 6, PW.01.02.33 Indonesian National Coéng ty c6 phan |Tai liéu ndp khdng phai 13 Gidy chirng nhan GMP, chi cé théng tin
INDUSTRI Kawasan Industri Pulo 1.04.15.163 Agency for Drug and Fresenius Kabi  |xac nhan viéc kiém tra tai cong ty, khdng cé théng tin chirng nhan
PHARMASI Gadung, Jakarta, Indonesia|9 L2 |Food Control (NADFC) Bidiphar cbng ty dat theo tiéu chudn PIC/S-GMP. Yéu ciu b8 sung Gidy chirng

8 nhan GMP gdc ho3c Bién ban kiém tra/Bao cdo kiém tra GMP thé
§ hién thoi diém kiém tra va nguyén tic PIC/S-GMP hodc twong
S duong duoc dp dung.
Pé nghi cung cap tai liéu s& HK.03.1.33.12.12.8195 hodc dwong link
dé d6i chiéu ndi dung.

12 |Mega Lifesciences |Mega Lifesciences Public [DE_NW_01_ Co quan thdm quyén VPDD Cong ty H6 so vé GMP dinh kém 13 Gidy xdc nhan do Co quan quan ly nha
Public Company |[Company Limited, Plant 2, [GMP_2014_ Durc Mega nudc Ucraina vé dugc pham - SAUMP cép, xac nhan CSSX dat tiéu
Limited 515/1, Soi 8, Pattana 3 0020 Lifesciences chuan GMP theo Gidy chi*rng nhan s6 DE_NW_01_GMP_2014_ 0020

Road, Bangpoo Industrial < Public Company |(duwoc cap bdi Co quan cé thdm quyén cta Dirc).
Estate Praeksa 10280 § Limited Tuy nhién, ho so khéng dinh kém GCN GMP trén. Trén trang
Samutprakarn, Thailand ~ EudraGMP khdng c6 thong tin vé GCN nay.
% (Tén co quan cap va ngay cap GCN tré{n van thu dé nghi cdng b6
khong phu hgp véi ndi dung trong Gidy xac nhan).
P& nghi cung cdp GCN GMP dugc chirng thyc theo ding quy dinh.

13 |Mega Lifesciences |Mega Lifesciences Public |DE_NW_01_ Co quan thdm quyén VPPD Céngty |HO so vé GMP dinh kém I3 Gidy xac nhan do Co quan quan ly nha
Public Company |Company Limited, Plant1 |GMP_2014_ blc Mega nuwéc Ucraina vé duwoc pham - SAUMP cap, xac nhan CSSX dat tiéu
Limited 384, Moo 4, Soi 6, 0017 Lifesciences chuan GMP theo Gidy chirng nhan s6 DE_NW_01_GMP_2014_ 0020

Bangpoo Industrial Estate, < Public Company |(duwoc cap béi Co quan cé thadm quyén cla Dirc).

Pattana 3 Road, Phraeksa, § Limited Tuy nhién, ho so khéng dinh kém GCN GMP trén. Trén trang
Mueang 10280 ~ EudraGMP khéng cé thoéng tin vé GCN nay.

Samutprakarn, Thailand % (Tén co quan cap va ngay cap GCN trén vin thu dé nghj cong bd

khong phu hop véi ndi dung trong Gidy xac nhan).
Dé nghi cung cdp GCN GMP dugc chirng thyc theo ddng quy dinh.
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14 |Hospira Australia [1-57-23 and 25-39 Lexia |15/0932 L2 |Australian Therapeutic  |Céngty TNHH  [Cidc GCN CPP khdng cé théng tin vé ngay hét hiéu luc.
Pty Ltd Place Mulgrave Vic 3170, 8 Goods Administration duwoc phdmva  [Yéu ciu Cong ty cung cap tai liéu quy dinh vé thai han hiéu luc cla
Australia § (TGA) héa chat Nam  |cdc GCN CPP hodc GCN GMP clia co s& san xuét.
Q Linh
15 |Hospira Australia |1-57-23 and 25-39 Lexia |15/0929 2 [Australian Therapeutic |Cong ty TNHH Cac GCN CPP khdng c6 théng tin vé ngay hét hiéu luc.
Pty Ltd Place Mulgrave Vic 3170, 8 Goods Administration duwoc phdmva  |Yéu ciu Cong ty cung cap tai liéu quy dinh vé thoi han hiéu luc cla
Australia § (TGA) héa chdt Nam  |cdc GCN CPP hodc GCN GMP clia co s& san xuét.
Q Linh
16 |Hospira Australia |1-57-23 and 25-39 Lexia |15/0930 L2 [Australian Therapeutic |Cong ty TNHH Cac GCN CPP khéng cé thong tin vé ngay hét hiéu lyc.
Pty Ltd Place Mulgrave Vic 3170, 8 Goods Administration duwoc phdmva  [Yéu ciu Cong ty cung cap tai liéu quy dinh vé thai han hiéu luc cla
Australia 5 (TGA) héa chdt Nam  |cdc GCN CPP hodc GCN GMP cla co s& san xuat.
Q Linh
17 |Hospira Australia |1-57-23 and 25-39 Lexia |15/0931 L2 |Australian Therapeutic [Cong ty TNHH Cac GCN CPP khdng c6 théng tin vé ngay hét hiéu luc.
Pty Ltd Place Mulgrave Vic 3170, 8 Goods Administration duwoc phdmva  |Yéu ciu Cong ty cung cap tai liéu quy dinh vé thoi han hiéu luc cla
Australia 5 (TGA) héa chdt Nam  |cdc GCN CPP hodc GCN GMP cla co s& san xuét.
i Linh
19 |Hospira Australia [Lexia Place, Mulgrave, PP10130976 < The Medicines and Cong ty TNHH Gidy chirng nhan CPP chi x4dc nhan dat WHO-GMP, khdng d@ cap dat
Pty Ltd Victoria, AU-3170, CPP: S |Healthcare products Dugc phdmva  |PIC/S hodc EU-GMP va khodng cé thoi han hiéu lyc. Tra cru trén
Australia PP10130976 % Regulatory Agency, héa chdt Nam  |EudraGMP khdng cé théng tin vé co s& san xuat. Yéu ciu cung cap
g United Kingdon Linh gidy chirng nhdn GMP dat PIC/S GMP hoac EU-GMP.
i
20 |PT.Sanbe Farma |Jalan Mahar Martanegara |PW.01/02.3 Indonesia National Cong ty PT. Tai liéu ndp khdng phai 13 Gidy chirng nhan GMP, chi c¢6 théng tin
No. 162 (JI. Leuwigajah 31.02.15.08 Agency for Drug and Sanbe Farma xac nhan viéc kiém tra tai cong ty, khéng cé thdng tin chirng nhan
No.162) RT.01 RW.12 60 2 [Food Control cbng ty dat theo tiéu chuin PIC/S-GMP. Yéu cau bd sung Gidy chirng
Kelurahan Baros 8 nhan GMP g&c ho3c Bién ban kiém tra/Bao cdo kiém tra GMP thé
Kecamatan Cimahi Tengah § hién thoi diém kiém tra va nguyén tic PIC/S-GMP hodc twong
Kota Cimahi - Indonesia q duong duoc ap dung.
P& nghi cung cAp tai liéu s& HK.03.1.33.12.12.8195 hodc duwong link
dé d6i chiéu ndi dung.
21 |[PT.Sanbe Farma |JI. Industri Cimareme No. 8|PW.01.02.33 Indonesia National Cong ty PT. Tai liéu nép khdng phai la Gidy chirng nhdn GMP, chi cé thong tin
Desa Cimareme, 1.02.15.085 Agency for Drug and Sanbe Farma xac nhan viéc kiém tra tai cdng ty, khdng c6 théng tin chitng nhan
Kecamatan Ngamprah, 7 2 |Food Control cong ty dat theo tiéu chuan PIC/S-GMP. Yéu ciu bé sung Gidy chirng
Kabupaten Bandung Barat - 8 nhan GMP gdc hodc Bién ban kiém tra/Bao cdo kiém tra GMP thé
Indonesia (Unit 3) § hién thoi diém kiém tra va nguyén tic PIC/S-GMP hodc tuvong
Q duong duogc 4p dung.

Dé nghi cung cAp tai liéu s& HK.03.1.33.12.12.8195 hoadc duwdng link
dé d6i chiéu ndi dung.

Page 4 of 6




TEN CO' SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI N . . .
STT XUAT DIA CHI NHAN CAP CO' QUAN CAP CONG BG NOI DUNG CAN BO SUNG GIAI TRINH
22 |Chemical Works of |Gyomroi ut 19-21, OGYI/46021- National Institute of VPDD Cong ty Khéng ti€n hanh dinh chinh cac théng tin theo dé nghi cla cdng ty
Gedeon Richter Budapest, 1103 Hungary [2/2014 Pharmacy - Hungary Gedeon Richter [do:
Plc. (Gedeon Hanoi + Vién nang: theo dlng néi dung gidy chirng nhan 13 vién nang
Richter Plc.) < cirng.
b +Vién nén: dé nghi cdng ty b6 sung Site Master File theo miu cla
§ EU hodc bién ban kiém tra (phan hanh chinh va két luan) thé hién
% cdng ty san xuat cac vién nén khac ngoai vién nén chira hormon.
- + Chirng nhan 16: dé nghi cdng ty cung cap céc tai liéu chirng minh
toan b6 cac cong doan sdn xuat sdn pham déu dat tiéu chudn GMP-
EU, GMP-PIC/S.
23 (Laboratories 6 avenue de |'Europe, HPF/FR/68/2| ., |French National Agency |VPDD Congty [D& nghicung cp site master file theo mau ctia PIC/s hodc bién ban
Mayoly Spindler |78400 Chatou, France 015 § for Medicines and Health |Tedis kiém tra (phan hanh chinh va két luan) thé hién r& cic dang bao ché
g Products Safety cu thé trong pham vi dwoc chirng nhan (dang bao ché ran khac).
&
24 [PT. Ferron Par Kawasan Industri Jababeka [PW.01/.02.3 Indonesia National Cong ty Dexa Tai liéu ndp khong phai 13 Gidy chirng nhan GMP, chi cé théng tin
Pharmaceuticals |l, JI. Jababeka VI Blok J3, |31.04.15.24 Agency for Drug and Medica xac nhan viéc kiém tra tai cong ty, khdng cé théng tin chirng nhan
Cikarang, Kabupaten 42 L2 |Food Control cbng ty dat theo tiéu chudn PIC/S-GMP. Yéu ciu b8 sung Gidy chirng
Bekasi, Indonesia 8 nhan GMP g&c ho3c Bién ban kiém tra/Bao cdo kiém tra GMP thé
§ hién thoi diém kiém tra va nguyén tic PIC/S-GMP hodc twong
a duwong duoc ap dung.
Pé nghi cung cAap tai liéu s& HK.03.1.33.12.12.8195 hodc dwong link
dé d6i chiéu ndi dung.
25 |[PT. Dexa Medica |JI. Jend . Bambang Utoyo |PW.01.02.33 Indonesia National Cong ty Dexa Tai liéu nép khéng phai la Gidy chirng nhdn GMP, chi cé thdng tin
No. 138 Palembang, 1.05.15.244 Agency for Drug and Medica xac nhan viéc kiém tra tai cdng ty, khdng c6 théng tin chitng nhan
Indonesia 1 2 |Food Control cong ty dat theo tiéu chuan PIC/S-GMP. Yéu ciu bé sung Gidy chirng
8 nhan GMP gdc ho3c Bién ban kiém tra/Bao cdo kiém tra GMP thé
§ hién thoi diém kiém tra va nguyén tic PIC/S-GMP hodc tuvong
Q dwong duoc ap dung.
P& nghi cung cap tai liéu s6 HK.03.1.33.12.12.8195 hodc duwdng link
dé d6i chiéu ndi dung.
26 [LABORATORIOS |Palpa 2862, of the 20132014 The National Céng ty C6 phan |- Gidy xac nhan cho nhidu doanh nghiép san xuat dung cho muc dich
I.M.A.S.A.I.C Autonomous City of 00046815 Administration of Drugs, | Global Pharma |xuat khiu. Khéng phai | gidy chitng nhdn GMP cla co s& san xuét.

Buenos Aires, Argentine
Republic

Foods and Medical
Devices (ANMAT)
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- Trong ndi dung cdng bd, d3 co co s& san xuat dugc cdng bd va con
hiéu luc (STT 45 dot 27, STT 3 dot 26). Yéu cau cung cép gidy chirng




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

LABORATORIO
VARIFARMA S.A.

Ernesto de las Carreras
2469/71, of the city of
Béccar, Buenos Aires
Province of the Argentine
Republic

LABORATORIO
ECZANE PHARMA
S.A

Laprida 43, of the city of
Avellaneda, Buenos Aires
Province of the Argentine
Republic

BLIPACK S.A

Av. Juan B. Justo 7669, of
the Autonomous City of
Buenos Aires, Argentine
Republic

Tres Arroyos 329,
Industrial Park La
Cantabrica, Buenos Aires
Province of the Argentine
Republic

28/04/2015

nhan GMP cla co s& san xuat theo ding quy dinh.

27

Zydus Hospira
Oncology Pvt Ltd

Pharmez Special Economic
Zone, Plot No 3, Sarkhej-
Bavla Highway, NH No 8A,
Matoda Taluk Sanand
District, Ahmedabad
Gujarat 382 213, India

15/0995

06/07/2015

Therapeutic Goods
Administration (TGA),
Australia

Cong ty TNHH
Dugc phdm va
Hoéa chat Nam
Linh

Gidy CPP do Australia cap cho san phdm san xuat tai An D; chi xac
nhan theo GMP-WHO.

Gidy CPP khéng c6 thai han hiéu lyc.

Yéu ciu cung cap gidy chirng nhan GMP theo tiéu chuan PIC/S GMP.

28

Zydus Hospira
Oncology Pvt Ltd

Pharmez Special Economic
Zone, Plot No 3, Sarkhej-
Bavla Highway, NH No 8A,
Matoda Taluk Sanand
District, Ahmedabad
Gujarat 382 213, India

15/0996

06/07/2015

Therapeutic Goods
Administration (TGA),
Australia

Cong ty TNHH
Dugc pham va
Héa chat Nam
Linh

Gidy CPP do Australia cdp cho san pham san xuat tai An D§; chi xac
nhan theo GMP-WHO.

Gidy CPP khéng cé thoi han hiéu luc.

Yéu cau cung cap gidy chirng nhan GMP theo tiéu chuin PIC/S GMP.
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