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 40
( Theo cong van s6 7483/QLD-CL ngay 12/05/2016 cta Cuc Quan ly Dwoc)

TEN CO SO SAN ; GIAY CH. | NGAY " DN DE NGHI . S At
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |Laboratorios Bago |Building 1: St 4 No 1429 20132014 National Administration Laboratorios [Gidy chirng nhan dung cho xuat khau, chirng nhan cho nhiéu nha may khac nhau, khéng
S.A (Zip code B1904CIA), of 000 103 16 of Drugs, Food and Bago S.A. c6 théng tin vé thoi gian kiém tra. Yéu cau cung cap gidy chirng nhan GMP sao tir ban géc
the City of La Plata, Medical Decives, GMP st dung tai nwdc so tai.
Province of Buenos Aires, Argentina (ANMAT)
Argentine Republic
Building 5: St. Ciudad de
Necochea between St.
Ciudad de Mar del Plata 9
and Av. Matienzo, and 8
Storage in Av. Matienzo g
between St. Ciudad de R
Necochea and St. Ciudad
de Pergamino; Industrial
Park La Rioja, Province of
La Rioja (Zip code
F5302CTA),Argentine
Republic
2 | Cosé sadn xuat Grunenthal GmbH, DE_NW_04_| & |Coquan thdm quyén Cong ty c6 phan |Dang bao ché cla san pham la thudc bat pha dung dich tiém truyén khdng ndm trong
Grunenthal GmbH |Zieglerstrasse 6 52078 GMP_2014_ 8 Plrc XNK Y t& Thai An [pham vi chirng nhan cla Gidy chirng nhan GMP c3p cho Co s& san xuat Grunenthal GmbH
Aachen Germany 0031 3 (pham vi chirng nhan dwoc cong bd d&i véi pham vi Thudc vd trung san xuat cé tiét trung
§ cudi: Dung dich thé tich nhd). Tra ctru trén EUDRA, khéng cé thong tin vé viéc co s&
Cosd hopdong: [Lyomark Pharma GmbH  |DE_BY_04_G| <, GrunAenthAaI Ci) Sérl xuat th?.é’c\tiémmbét.. 7 o )
Lyomark Pharma |Keltenring 17 MP_2014 0 8 Do vay, yéu cau cong ty giai trinh vé noi san xuat, dia chi san xuat.
GmbH 82041 Oberhaching 060 S
Germany §
3 |Inventia F1-F1/1 Additional UK GMP Medicines and Inventia Céng ty ndp kém MA dé nghi cong b8 san pham vién nén bao phim Redlip (Fenofibrate
Healthcare Private [Ambernath MIDC, 40387 Insp o |Healthcare Products Healthcare 160mg). Tuy nhién, thudc khéng thudc dang bao ch& dwoc chirng nhan. Y&u ciu cung cap
Limited Ambernath (East) GMP § Regulatory Agency Private Limited |MA do MHRA c4p chitng minh thuéc duoc cip phép va lvu hanh tai United Kingdom.
District Thane 40387/4511 o |(MHRA), United Kingdom
Maharashtra 564-0004 <
In-421 506 ®
India
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4 |Alcon Cusi SA Camil Fabra, 58, 08320 El |NCF/1542/0 1y |Ministry of Health of VPPD Alcon Céng ty dé nghi diéu chinh pham vi thanh "bao gdm cd hormon va chéat cé hoat tinh
Masnou (Barcelona), Spain|01/CAT 8 Government of Catalonia|Pharmaceuticals |hormon" d8i véi dang bao ché thudc udng dang 1dng.
E -Spain Ltd. tai HA Noi  |D@ nghi Céng ty cung cdp CPP/MA duoc cap tai Viét Nam dé dugc diéu chinh.
a
5 |Co s& san xuét: Eli [Lilly Corporate Center., 2015/04793 Spanish Agency of Drugs |Eli Lilly Asia, Inc |H6 so da céng b6 dot 37, STT 6.
Lilly and Company [Indianapolis, Indiana and Health Products Coéng ty b6 sung Gidy phép luu hanh sdn pham tai Viét Nam, dé nghi diéu chinh tén céng
46285, USA © (AEMPS) bd "San pham thudc Humulin R, hdn dich tiém Human Insuline PRB hoa tan trung tinh 100
S Ul/mI" thanh "San pham thuéc Humulin R, dung dich tiém Insulin ngudi (Insulin hoa tan)
S~
Co s& dong goi, Avda de la Industria, 30, § 190 UI/.mI". . . ’
din nhan va xuat |Alcobendas, 28108 Madrid = Pé nghi cong ty cung cap CPP dugc ndp kéem hoé so dang ky thuoc QLSP-897-15.
xudng: Lilly, S.A.  |Spain
6 |Co s& san xuét: Eli [Lilly Corporate Center., 2015/04791 Spanish Agency of Drugs |Eli Lilly Asia, Inc |H6 so d3 céng b8 dot 37, STT 7.
Lilly and Company [Indianapolis, Indiana and Health Products Coéng ty b6 sung Gidy phép luu hanh sdn pham tai Viét Nam, dé nghi diéu chinh tén céng
46285, USA © (AEMPS) bd "San pham thudc Humulin N, hdn dich tiém Isophane Human Insuline PRB 100 Ul/ml "
I thanh "San pham thudc Humulin N, hdn dich tiém Insulin ngudi (Insulin isophan) 100
~
Co s& dong goi, Avda de la Industria, 30, § U‘IA/mI".. A . o . . . .
din nhin va xuat |Alcobendas, 28108 Madrid = Pé nghi céng ty cung cap CPP dugc ndp kéem hoé so dang ky thuoc QLSP-898-15.
xudng: Lilly, S.A.  |Spain
7 |Co s& san xuét: Eli [Lilly Corporate Center., 2015/04792 Spanish Agency of Drugs |Eli Lilly Asia, Inc |H® so da céng b6 dot 37, STT 8.
Lilly and Company [Indianapolis, Indiana and Health Products Cong ty b6 sung Gidy phép luu hanh sdn pham tai Viét Nam, dé nghi diéu chinh tén céng
46285, USA © (AEMPS) bd "San pham thudc Humulin 70/30, hén dich tiém Human Insuline PRB hoa tan trung tinh
Q 30 Ul/ml va Isophane Human Insuline PRB 70 Ul/mI" thanh "San pham thuéc Humulin
Co s dong goi,  |Avda de la Industria, 30, g 70/30, hén dich tiém Insulin ngudi (30% Insulin hoa tan + 70% Insulin Isophane) 100
dan nh3n va xuat |Alcobendas, 28108 Madrid = U!/mll" . !
xuéng: Lilly, S.A.  |Spain D& nghi céng ty cung cdp CPP dugc ndp kém hd so dang ky thuc QLSP-896-15.
8 |Omega 10 850 Hamon Montreal 61748 .~ [|Health Products and VPDD Pfizer Gidy chirng nhan GMP c6 dang bao ché chua cu thé va chi thé hién thdng tin tiéu chuan
Laboratories Ltd [QC H3M 3A2 Canada § Food Branch (Thailand) Ltd., [GMP-WHO.
N |Inspectorate (HPFBI), Yéu cau cung cdp GCN GMP cho dang bao ché cu thé va thé hién théng tin dap (ng tidu
S Canada chuin Canada-GMP, hodc GCN CPP cho san pham cu thé cé xac nhan san pham duoc cap
~ phép va luu hanh tai Canada
9 |PT.Kalbe Farma |JI. M.H. Thamrin Blok A3-1 [PW.01.02.33 National Agency for Drug|PT. Kalbe Farma |Tai liéu d3 nép tai Cuc Quan ly Duoc khdng phai I3 Gidy chirng nhan GMP. Y&u ciu bd
Thk. Kawasan Industri Delta 1.02.16.0787 Y |and Food Control Tbk. sung Gidy chirng nhan GMP (c6 day dd tinh phap ly) dugc co quan quan ly dwoc Indonesia
Silikon Lippo Cikarang, PW.01.02.33 8 (NADFC), Indonesia cap tuan th nguyén tic HK.03.1.33.12.12.8195, thé hién ngay kiém tra va hiéu luc chirng
Bekasi - Indonesia 1.02.16.0788 § nhan GMP.
(o}
i
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10 [Piramal Critical 3950 Schelden Circle AG30400219( , [Ministry of Health, Piramal H6 so ndp la “Accreditation certificate of foreign drug manufacturer”, tuy nhién gidy
Care, Inc. Bethlehem, PA 18017, § Labour and Welfare Healthcare “Accreditation” chua chirng minh dwoc co sé dap ('rng GMP Nhat Ban.

United States S [(MHLW), Japan Limited D@ nghi cung cap bién ban kiém tra (phan hanh chinh va két luan) va ban "Notification" do
§ Co quan quan ly dwoc Nhat Ban cap.

11 ([Sanofi Winthrop |1 rue de la Vierge, 06/15/8761 National Agency for the |Céng ty Sanofi |Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lyc. Cuc Quan ly Duoc tam cong bé tai
Industrie Ambares et Lagrave, 9 «~ |Safety of Medicine and  |Aventis Viét danh séch co s& san xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3 thang

33565 Carbon Blanc § Health Products (ANSM), [Nam ké tlr ngay cong b6, dé nghi cong ty cung cap cdc tai liéu lam cin clr dé xac dinh thoi han

Cedex, France S |France 6 hiéu lyc ca GCN nay (nhw 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 xuit san pham dé nghi cong bé).
o Néu qud thoi han trén, Cuc Quan ly Dugc sé rut co s& san xuat khoi danh séach.

12 [Sanofi-Aventis Bruningstrasse 50, D- DE HM 104; Co quan thdm quyén Cong ty Sanofi  [Gidy chitng nhan CPP khong ghi thoi han cé hiéu luc. Cuc Quan ly Dugc tam cong bé tai
Deutschland 65926 Frankfurt am Main, |DE HM 105 < |Pdc Aventis Viét danh séch co s& san xuat thubc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3 thang
GmbH Germany § Nam ké tlr ngay cong b6, d& nghi cong ty cung cap cdc tai liéu lam cin cr dé xac dinh thoi han

> 6 hiéu lyc ca GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém tra (phan hanh chinh
% va két ludn) cé thé hién ngay kiém tra GMP tai co s& san xuit san pham dé nghi cong bé).
~ Néu qua thoi han trén, Cuc Quan ly Dugc s& rut co s& san xuat khoi danh séch.

13 |Sanofi-Aventis Industriepark Hochst, 02/15/8539 EMA European Sanofi-Aventis  [Gidy chirng nhdn CPP khéng ghi thdi han cé hiéu Iyc. Cuc Quan Iy Dugc tam cong bé tai
Deutschland Bruningstrasse 50, D- 6 »n |Medicines Agency Singapore Pte., [danh sdch co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3 thang
GmbH 65926 Frankfurt am Main, § Ltd ké tlr ngay cong b6, dé nghi cong ty cung cap cac tai liéu lam cin clr dé xac dinh thoi han

Germany ~ c6 hiéu lyc clia GCN nay (nhu Gidy chirtng nhan GMP/ Bién ban kiém tra (phan hanh chinh
% va k&t luan) cé thé hién ngay kiém tra GMP tai co s& san xuat san pham dé nghi cong bé).
~ Né&u qud thoi han trén, Cuc Quan ly Dugc s8 rut co s& san xuat khoi danh sach.

14 [SUN Baroda Highway, Halol, NL/H Health Care Inspectorate |SUN Céng ty da cung cap MA tai Viét Nam va CPP cua India cho san phdm Chemodox. Tuy
Pharmaceutical Gujarat, 389350, India 15/1004334 |- Pharmaceutical Affairs [Pharmaceutical |nhién, cac gidy t& nay khéng chirng minh dwgc san pham nay thudc pham vi chirng nhan
Industries Ltd. § and Medical Technology, |Industries Ltd.  |cGa Co quan quan Iy dwgc Ha Lan. Yéu cau cung cip Bdo cdo thanh tra (phan hanh chinh
India, Halol = [Netherlands India, Halol va két luan) hodc MA va CPP do Co quan quan ly dwgc Ha Lan cap thé hién co s& cé cac

§ san pham hdn dich/ho&c nhii dich thudc pham vi chirng nhan clia Co quan quan ly dwoc
e Ha Lan tai gidy chirng nhan sé NL/H15/1004334.

15 [Sanofi Winthrop |1 rue de la Vierge, HPF/FR/68/2 © French National Agency [Congty TNHH |Cdng ty cung cap thong tin tir 15/4/2016, co quan tham quyén Phap khdng cap ban cirng
Industrie - Carbon [Ambares et Lagrave, 016 § for Medicine and Health [Sanofi-Aventis |gidy chirtng nhan GMP c6 chit ky tay cla ngudi cé tham quyén. Tuy nhién, Gidy chirng
Blanc Carbon Blanc, 33565, o« |Products Safety (ANSM) |Viét Nam nhan dinh kém duoc ban hanh ngay 17/3/2016 truéc thoi diém 15/4/2016, dé nghi cdng

France % ty cung cap ban clrng gidy chirng nhan theo quy dinh.
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