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 51
( Theo cong van s6 12956/QLD-CL ngay 25/08/2017 ctia Cuc Quan ly Dwoc)
TEN CO SO’ SAN ; GIAY CH. | NGAY " DN DE NGHI . S .
STT ~ DIA CHI A ~ CO’ QUAN CAP = ~ NOI DUNG CAN BO SUNG GIAI TRINH
XUAT : NHAN CAP Q CONG BO :

1 |Actavis Italy S.p.a |Via Passteur, 10-20014 IT/218- Italian Medicines Agency |VPDD Actavis Co s& d3 cong bd Dot 41 STT 8.

Nerviano (Ml) ltalia 10/H/2015 (AIFA) International Coéng ty dé nghj b6 sung "bao gdm ca" vdi pham vi thudc cé yéu cau dic biét: thuéc
" LTD tai TP HCM [ch(ra chat ddc té bao/chat kim té& bao trong ndi dung thudc san xuat vd trung.
§ Theo yéu cdu GMP, cac thubc doc té bao/kim té bao phai dwgc san xuat trén day
§ chuyén riéng.
> Pé nghi cung cip Bao cdo thanh tra GMP (phan hanh chinh va két luan) hodc CPP va
- MA (VN) dé chirng minh co s& c6 cd day chuyén san xuat thudc thong thuwong.

2 |B.Braun Medical, |Ronda de Los Olivares, ES/156HVI/1 Agency for Medicines Céngty TNHH |Co sé& d3 cong bd Dot 44 STT 20.

S.A. parcela 11, Poligono 4 S [and Health Products DP Viét Phap Cong ty dé nghi b8 sung tir "bao gdm ca" trong ndi dung (hormon va chat cé hoat
Industrial Los Olivares, 8 (AEMPS), Spain tinh hormon) cdia thudc vé trung.
Jaen 23009 (Jaen), Spain 5 P& nghi cung cap Bao cdo thanh tra GMP (phan hanh chinh va két luan) hodc CPP va
S MA (VN) dé& chirng minh cac san phdm ma cdng ty dé nghi b6 sung thudc pham vi
duoc chirng nhan.

3 |F.Hoffmann-La |124 Grenzacherstrasse, CH{14-240 S |Swiss Agency for VPBD Hoffmann [GCN co s& san xuat da hét han. Dé nghi bé sung GCN GMP d6i vdi co s& san xuat
Roche Ltd. (Co s& [4070 Basel, Switzerland 8 Therapeutic Products la Roche tai Ha |thudc tiém.
san xuit) g [(Swissmedic) Noi

)
o
F.Hoffmann-La [Wurmisweg, CH-4303 17-0015 ~
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8
ddéng géi) S
&
o

4 |GlaxoSmithKline |Via Alessandro Fleming, 2 Italian Medicines Agency [COng ty Gidy phép san xuat 13 ban dich tiéng anh cé cdng chirng do cong ty cam két copy tur
manufacturing 37135 Verona (VR), Italy AIFA GlaxoSmithKline |ban gdc, nhuwng khéng cé chit ky va khong kém ban géc. Mot s6 thong tin lién quan
S.P.A Ltd dén ngay thanh tra, s6 GCN khong tra ciru dwoc va khdc thong tin trén Eudra. Dé

nghi cung cdp GCN GMP duwoc chirng thuc.

5 |Inventia F1-F1/1 Additional UK GMP Medicines and VPDD Mega Pé nghi cung cip Bao cdo thanh tra GMP (phan hanh chinh va két luan) hodc CPP do
Healthcare Private [Ambernath MIDC, 40387 Insp o |Healthcare Products Lifesciences co quan quan ly cha Anh cap va MA (VN) dé chirng minh Vién nén bao phim thudc
Limited Ambernath (East) GMP § Regulatory Agency public company [pham vi dugc ching nhan.

District Thane 40387/4511 g (MHRA), United limited tai TP.
Maharashtra 564-0004 ﬁ Kingdom HCM
In-421 506
India
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6 |Haupt Pharma Donaustaufer Strae 378, [DE_BY_05_G| r~ |Coquan thdm quyén Coéngty TNHH  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Amareg GmbH 93055 Regensburg, MP_2017_0 8 bulc DKSH Viét nam |nhan CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duwgc VN cap thé
Germany 024 S hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
S~ B A
S chirng nhan.
7 |Alpex Pharma SA [Via Cantonale, 6805 17-0316 ~ |Swiss Agency for Congty TNHH P& nghi cung cip bao cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
Mezzovico-Vira, § Therapeutic Products TM DMP Nam  |nhan CPP cla co quan cdp chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Switzerland g (Swissmedic) Phuong hién rd cac dang bao ché cu thé cla "dang bao ché ran" trong pham vi duoc chirng
- nhan.
i
8 |Aesica Mittelstr. 15, 40789 DE_NW_03_ ~ |Coquan thdm quyén VPDD Abbott Pham vi trong gidy chirng nhan chi cé hoat d6ng déng goi.
Pharmaceuticals [Monheim am Rhein, GMP_2016_ 8 blc Laboratories Pé nghi b6 sung tai liéu chirng minh thudc dwoc SX tai co s& dap &ng EU-GMP.
GmbH Germany 0048 S (Singapore)
§ Private Limted
9 |Holopack BahnhofstraBe, gemip DE_BW _01_ Co quan thdm quyén Céngty TNHH |Co sé& d3 cong bd Dot 27, STT 28.
Verpackungstechn |[den vorliegenden GMP_2015_| 9 [P&c(Baden- TM DP Phuong |Cong ty dé nghi b sung trong dang bao ché "Thudc dugc lidu; thubc vi lwgng déng
ik GmbH Grundrisspldnen vom 0088 8 Wiirttemberg) Linh can" trong pham vi chirng nhan.
17.07.2013, 74429 5 Pé nghi b sung bao cado thanh tra GMP hodc CPP cho tirng dang thuéc dé chirng
Sulzbach-Laufen, Germany < minh cac thudc théng thudng thudc pham vi cia GCN GMP cong bd.
10 |SOPHARTEX 21 rue du Pressoir, HPF/FR/115/ National Agency for the |VPPD Abbott Cong ty ndp kém CPP cla san phdm Thudc bdt udng TIORFAN, dé nghi bd sung thém
VERNOUILLET, 28500, 2017 ™ [Safety of Medicine and |Laboratories dang bao ché thuéc bét.
France 8 Health Products (ANSM), |(Singapore) Tuy nhién, dang bao ché thuéc bét khéng dugc dé cap trong pham vi cla gidy chirng
§ France Private Limited [nhan.
N Pé nghi cung cap Bao cdo thanh tra GMP (phan hanh chinh va két luan) hodc CPP va
MA (VN) dé chirng minh Thu8c bot thudc pham vi dwoc chirng nhan.
11 [F.Hoffmann-LlLa [Wurmisweg, 4303 15-0899 wn  |Swiss Agency for VPBD thwong  [Co s& d3 cong b6 Dot 33 STT 57.
Roche Ltd. Kaiseraugst, Switzerland § Therapeutic Products trd Hoffmann - [Cong ty dé nghj diéu chinh Nguyén tdc GMP tir "PIC/S-GMP" thanh "PIC/S-GMP & EU-
g (Swissmedic) La Roche tai H3 |GMP" theo néi dung Gidy chirng nhan.
S Noi Tuy nhién, Thuy ST 13 thanh vién cta PIC/S, khéng phai 13 thanh vién EU. Dé nghi cung
~ cap tai liéu phap ly chirng minh tai liéu GMP st dung la EU-GMP.
12 |FAREVA AMBOISE |Zone Industrielle, 29 route (HPF/FR/94/2| ~ [National Agency for the |VPDD Pfizer Pé nghj cung cip bdo cdo thanh tra (phan hanh chinh va két luan) hoc gidy chirng
des Industries, POCE SUR |016 § Safety of Medicine and [(Thailand) Ltd. |nha&n CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Dwgc VN cdp thé
CISSE, 37530, France g Health Products (ANSM), hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi dugc
> |France chirng nhan.
i
13 [BARD UNIT 191, CAMBRIDGE UK MIA ~ [Medicines and Mundipharma |Phan APOSTILE khi photo cdng chirng bi che khuat ndi dung.
PHARMACEUTICA [SCIENCE PARK, MILTON (1811 Insp § Healthcare Products Pharmaceuticals [Dé nghj cung cip ban chinh hgp phap hda lanh sy dé d6i chiéu.
LS LIMITED ROAD, CAMBRIDGE, CB4 (GMP/IMP g Regulatory Agency Pte Ltd.
0GW, United Kingdom 1811/21989-| & |(MHRA), United
0031 ™ |Kingdom
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14 |Kocak Farma llac |Cerkezkoy Organize Sanayi|FI13/S1/MH National Authority of Céngty CP DP  |Dé nghi cung cap Béo cdo thanh tra GMP (phan hanh chinh va két luan) hodc CPP do
ve Kimya Sanayi. |Bolgesi, Karaagac Mah 11. |/01/2016 Y [Medicines and Health Duy Tan B6 Dao Nha cap va MA (VN) dé& chirng minhsan phadm Vién nén bao phim thudc pham
AS Sok. No: 5 Kapakli, 8 Products (INFARMED), vi dwgc chirng nhan.

Cerkezkoy, Tekirdag, g Portugal
Turkey S

15 |ONE PHARMA 60th km N.N.R. Athinon- [39675/ 27-4- National Organization ~ |CAng ty LUPIN P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
INDUSTRIAL Lamias, Sximatari Voiotias, (2017 ~ [for Medicines (EOF), LIMITED nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
PHARMACEUTICA (32009, Greece 8 Greece hién rd cac dang bao ché cuy thé clia "dang bao ché ran khac" trong pham vi duwoc
L COMPANY 8 chérng nhan.

SOCIETE 3
ANONYME
16 |Vuab Pharmaa.s |Vltavska 53, 252 63 sukls158194 [  |State Institute for Drug |Congty TNHH  [D& nghi b6 sung GCN ban gbc dé ddi chiéu
Roztoky, Czech /2014 8 Control (SUKL), Czech Duoc TAm Pan
3 |Republic
)
i
17 |OM Pharma SA 22 rue du Bois-du-Lan, 15-2249 i |Swiss Agency for Ever Neuro P& nghi b6 sung tai liéu phap ly chirng minh tai liéu GMP &p dung tai Thiy Si 13 EU-
1217 Meyrin, Switzerland 8 Therapeutic Products Pharma GmbH |GMP guidelines.
g (Swissmedic)
8

18 [Kyongbo 174, Sirok-ro, Asan-si, 2017-G1- Daejeon Regional Food |Il Hwa Co. Ltd Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu lyc.
Pharmaceutical Chungcheongnam-do, 1340 ™  |& Drug Administration Cuc QLD tam céng b6 vdi thdi han 12 thang. Yéu ciu Céng ty cung cap Gidy chirng
Co., Ltd Korea 8 nhan theo mau thé hién day dd cac ndi dung va thoi han kiém tra, thoi han hiéu lyc

5 hodc Bdo cdo thanh tra (phan hanh chinh va két luin) dé cd thé céng bé theo thoi
3 han hiéu lyc theo quy dinh ctia Han Quéc.

19 |Actavis Italy S.P.A. |Via Pasteur, 10-20014 IT/218- Italian Medicines Agency |Cong ty CPDP Co s& da dugc cong bd Dot 41, STT 8; D3 dugc diéu chinh mot s6 trudng hop "bao

Nerviano (MI), Italia 10/H/2015 n |(AIFA) Hoang Mai gbébm cd" & Dot 50.
§ Coéng ty dé nghj diéu chinh "Thu6c bdt déng khé (chira chat déc té bao/chat kim té
S bao)" thanh "Thudc bot ddng kho (bao gdm ca thubc chira chit doc té bao/chat kim
3 t& bao)".
- Pé nghi cung cAp tai liéu vé viéc san xuat cdc thudc khac ngoai cac thubc chira chat
doc té bao/chat kim té bao (Bién ban kiém tra GMP, SMF...).

20 [(URSAPHARM Industriestrasse 35 66129 [DE_SL_01_G| © |Co quantham quyén Congty TNHH P& nghi cung cip bdo cdo thanh tra (phan hanh chinh va két luin) hodc gidy chirng
Arzneimittel Saarbrucken, Germany MP_2016_0 8 Purc duwoc pham Viét |nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
GmbH 002 Y Phap hién rd cac dang bao ché cy thé cla "dang bao ché ran khac" trong pham vi dwoc

E chirng nhan cla thudc sdn xuat vo trung.
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21 |Shinshin 324, Imaichi, Toyama-shi, |1775 ~ |Ministry of Health, Céng ty c6 phan [Gidy chirng nhan khoéng ghi thdi han cé hiéu luc. Cuc Quan ly Dugc tam cong bé tai
Pharmaceutical Toyama, Japan § Labour and Welfare duwoc phdm Ha  [danh séch co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Co., Ltd. Main 5 (MHLW), Japan Noi théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
Plant - dinh thoi han cé hiéu lyc cha GCN nay. Néu qua thoi han trén, Cuc Quan ly Duoc sé
~ rit co s@ san xuat khoi danh sach.
22 |Biosidus S.A. + Av. De los Quilmes 137 |20132014 National Administration |Cong ty CP XNK [Céc tai liéu gidy GMP cong ty ndp la ban photo, khéng dugce chirng thuc va hop phap
(Zip Code B1883FIB), 000384 17 of Drugs, Foods and Y t€ Thai An héa theo qui dinh. Gidy chirng nhan do co quan cé thdm quyén cla Argentia |3
Bernal Oeste, Quilmes, Medical Devices ANMAT cap hét han tir 07/5/2014.
Province of Buenos Aires (ANMAT), Argentina P& nghi cung cdp GCN GMP con hiéu lyc duwoc chirng thwe va hop phap hda theo qui
Argentina Republic 5 dinh.
+ Constitucion 4234 (Zip 8
Code C1254ABX), of the §
Buenos Aires, Argentina =]
Republic
23 [Rottendorf Ostenfelder StraBe 51-61, |DE_ZNW_05_[ r~ [Co quan thdm quyén VPDD Norvatis  [Dé nghi cung cip Bao cdo thanh tra GMP (phan hanh chinh va két ludn) hodc CPP va
Pharma GmbH 59320 Ennigerloh, GMP_2017_ 8 burc (Singapore) Pte [MA (VN) dé chirng minh hoat ddng ddng géi thudc pham vi dugc chirng nhan.
Germany 0003 § Ltd. Tai TP HCM
=
24 |Stada- VN Joint |Stada- VN Joint Venture |DE_HE_01_ Co quan thdm quyén Cong ty TNHH P& nghi bé sung CPP cac san pham Iwu hanh tai cdc nwéc ICH, t& khai hai quan chirng
Venture Co., Ltd. |Co. Ltd. GMP_2016_ blc lien doanh Stada |minh viéc nhap khau san pham sang cac nudc ICH
Binh Duong Branch, 40 Tu (0024 © Viét Nam
Do Avenue, Vietham - 8
Singapore Industrial Park, §
Thuan An, Binh Duong N
Province, Viet Nam
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