PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
KHONG PAT YEU CAU
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 . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Abbott Healthcare |Route de Belleville Lieu-dit |HPF/FR/277/| . |French Health Products [VPBD Abbott Cong ty dé nghi b sung dang bao ché "vién nang cirng giai phong kéo dai" trong
SAS Maillard 01400 Chatillon (2014 § Safety Agency (AFSSAPS) |Laboratories pham vi chirng nhan. Tuy nhién Cuc Quan ly Dugc chi cdng bd dang bao ché theo day
sur Chalaronne - France ~ (Singapore) chuy@n san xuat, khéng cd b6 kém theo co ché tic dung.
% Private Ltd. Tai Vién nang clirng giai phdng kéo dai thudc dang bao ché vién nang cirng da duoc cong
Tp. HN bé.
2 |Aeropharm GmbH |Aeropharm GmbH DE_TH_O1H Co quan thdm quyén Hyphens Cong ty dé nghi b sung dang bao ché& "Binh keo bot phun xit trén da dang nhii dich"
Francois-Mitterrand-Allee |_GMP_2015 w  |Plc Pharma Pte Ltd |trong phan vi chirng nhan. Tuy nhién Cuc Quan ly Duoc chi cdng bd dang bao ché
1, 07407 Rudolstadt, _ 0019 § theo day chuyén san xuat, khéng c6 bd kém theo co ché tac dung..
Germany g "Binh keo bot phun xit trén da dang nhii dich" thuéc pham vi "thuéc phun mu" d3
> duogc cong bé.
(@]

3 |Reckitt Benckiser |65 Lardkrabang-Bangplee |1-2-07-17-16{ , |Food and Drug Reckitt Thaoi gian kiém tra trwdc ngdy Thailand dugc cong nhan 1a thanh vién cla PICS.
Healthcare Road, Moo 12, Bangplee, (00017 § Administration (Thai Benckiser
Manufacturing Samutprakarn 10540, o |FDA), Thailand Healthcare
(Thailand) Ltd  |Thailand S Manufacturing

- (Thailand) Ltd

4 |Mepro Unit Il, Q Road, Phase IV |OGYEI/1393 © National Institute of Mepro Céng ty cung cap ban photo, tuy nhién tem hop phap héa I3nh su géc lai duwgc dan
Pharmaceuticals |GIDC, Wadhwan, 4-6/2016 8 Pharmacy and Nutrition |Pharmaceuticals [tai t& don dang ky cta Cong ty 1a khéng phu hop.

Private Limited Surendranagar, Gujarat, S |(OGYEI), Hungary Private Limited
363 035, India )

5 |Kaysersberg 23 avenue Georges HPF/FR/180/| « |French National Agency |Alcon Céng ty cung cap ban da céng chirng, tuy nhién céng chirng chi xac nhan chit ky cta
Pharmaceuticals - [Ferrenbach, Kaysersberg, (2016 8 for Medicine and Health |Pharmaceuticals [dai dién cdng ty cong bé, khdng xac nhan tinh hop phép vé ban in gidy chirng nhan
Kaysersberg 68240, France g Products Safety (ANSM) |Ltd tlr mang.

3
6 |Korea United No. 2A, Tu Do Boulevard, Co quan thdm quyén Cong ty C6 phan [Tai liéu ndp kém clia Cong ty khong bao gdm bién ban kiém tra.
Pharm Int'l JSC. Vietnam-Singapore 9 |Han Quéc (Daejeon Korea United
Industrial Park, Thuan An 8 Regional Office of Food [Pharm Int'l
Town, Binh Duong § & Drug Safety)
Province, Vietham =]
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7 |Vianex S.A.-Plant [16th km, Marathonos Ave, [87270/6-10- National Organization Céngty TNHH  |Gidy chirng nhan CPP khéng dugc cong chirng va khdng cé phan ky cla ngudi ¢
C Pallini Attiki, 15351, 2014 for Medicines (EOF), dwgc TAm Pan  [thdm quyén, khéng cé tinh hop I&.
Greece Greece Gidy phép san xuét theo tra ctru trén mang Eudra khéng cé phan Annex cé ndi dung
vé chat doc té bao nhu ban céng ty cung cap.
< Theo quy dinh vé GMP va Gidy chirng nhan GMP, céc co s& san xuat thudc cé yéu cau
§ diéu kién dac biét (thubc chira khang sinh nhdm betalactam, sulphonamide, chat déc
S t& bao/chat kim té& bao, hormon va chat c6 hoat tinh hormon, thudc cé chira cac
g nguyén liéu nguy hiém) s& ghi rd 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 cdc thudc khong bao gdm thudc chira khang sinh nhédm betalactam,
sulphonamide, chat doc té bao/chat kim té€ bao, hormon va chat cé hoat tinh
hormon, thudc cé chira cac nguyén liéu nguy hiém.
8 |Savant Pharm S.A. |National Route 19, km 20132014 o [|National Administration |Congty TNHH  |Dgt 43, Cuc Quan ly Dugc yéu cau cung cép Gidy chirng nhan GMP theo mau gidy
204, El Tio, province of 001365 16 § of Drugs, Foods and DP Doha chirng nhan géc sr dung tai Argentina.
Cordoba, Argentina § Medical Devices Tuy nhién, cdng ty van nop lai gidy chirtng nhan khac theo mau xuat khau, khong phai
Republic § (ANMAT), Argentina la gidy chirng nhan GMP chinh thirc co quan quan Iy cdp cho co s& san xuat s&t dung
tai Argentina.
9 |Vetter Pharma- Vetter Pharma-Fertigung |DE_BW_01_ Co quan thdm quyén AstraZeneca Coéng ty dé nghj b6 sung dia chi phap ly.
Fertigung GmbH &[Schutzenstr. 87 und 99- |GMP_2015_ bulrc Singapore Pte, [Tuy nhién,
Co. KG 101, 88212 Ravensburg, 0092 Ltd 1. Cling theo Théng tw 06/2016/TT-BYT, diéu 25, diém d "Vi du: thudc san xuét tai chi
Germany nhanh cdng ty & dia chi A thudc cong ty B thi trén nhan cé quyén ghi “Céng ty B, Chi
ut] nhanh céng ty, san xuat tai dia chi A”, "nhwng van phai ghi dia chi noi san xuat ra
8 thuéc".
5 Cuc Quan ly Dugc chi cong bé theo dia chi co s& san xuat, khdng cdng bd theo dia chi
X van phong.
2. Theo danh sach s6 dang ky cla cdng ty, dia chi co sé& sdn xuat cla cdng ty khéng
théng nhat theo 1 cach viét, cé san phadm theo dia chi phap ly, c6 sdn pham theo dja
chi nha may.
Vi vay khéng tién hanh diéu chinh dia chi.
10 [Laboratorios Avda. Miralcampo, 7, Pol. |ES/091HVI/1|  |Agency for Medicines Laboratorios Cuc Quan ly Duoc chi cong b8 dang bao ché theo ddy chuyén san xuat, khéng cd bé
Liconsa, S.A Ind. Miralcampo, 6 § and Health Products Recalcine S.A. kém theo co ché tac dung.
Azuqueca de Henares S |(AEMPS), Spain "Vién nang cirng chira pellet bao tan trong rugt" thudc pham vi "vién nang cirng" da
19200 (Guadalajara), E thudc pham vi chirng nhan d3 céng bé.
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
11 |Pymepharco Joint |Pymepharco Joint Stock |DE_HE_01_ Co quan thdm quyén Céng ty c6 phan [Theo quy dinh tai Théng tw 11/2016/TT-BYT, cac thudc nhugng quyén khéng xé&p
Stock Company Company GMP_2015_ v [bdc Pymepharco thau nhém 1, nhém 2 nén Cuc Quan ly Duwoc khdng cong b8 san pham nay.
166-170, Nguyen Hue 0012 8
Street, Tuy Hoa City, Phu §
Yen Province, Vietnam, 3
Viet Nam
12 [Fresenius Kabi Via S.Leonardo 23-45010 (IT/187- in  |AIFA Italian Medicines  [Céng ty ¢c6 phan |Cuc Quan Iy Duwoc khéng chirng nhan cho day chuyén sdn xut ban thanh pham,
i
Anti-Infectives Villadose (RO), Italia 1/H/2015 8 Agency Fresenius kabi  |khéng |3 toan bd cong doan san xuat thanh pham.
S.R.L. S Bidiphar
5
i
13 |Chemical Works of|Gyomrdi ut 19-21., OGYEI/1698 o |National Institute of VPPD Gedeon |Gidy chirng nhan GMP ndp kém hd so 13 ban in mau tir EUDRA, khéng phai 13 ban sao
Gedeon Richter Budapest, 1103, Hungary |2-8/2016 § Pharmacy anh Nutrition, |Richter Ha Noi  |hop phdp hda lanh sy. Khdng dép &ng vé tinh phap ly.
Plc. (Gedeon o |Hungary
. o
Richter Plc.) =
o
14 |Biocon Limited Plot No. 2-4, Phase IV, 1249/2016 © National Pharmaceutical [Mega Pia chi co s& san xuat trén van ban dé nghi cong b6 va MA Viét Nam (Biocon - India)
Bommasandra-Jigani Link § Regulatory Agency Lifesciences khéng phu hop véi dia chi co s& san xuat ghi trén CPP do Malaysia cap (Biocon -
Road, Bangalore - 560 o [Ministry of Health Public Company |[Malaysia).
o
099, India E Malaysia Limited
15 |[Biocon Limited Plot No. 2-4, Phase IV, 1250/2016 © National Pharmaceutical [Mega Pia chi co s& san xuat trén van ban dé nghi cong b6 va MA Viét Nam (Biocon - India)
Bommasandra-Jigani Link § Regulatory Agency Lifesciences khéng phu hop véi dia chi co s& san xuat ghi trén CPP do Malaysia cap (Biocon -
Road, Bangalore - 560 o [Ministry of Health Public Company |Malaysia).
o
099, India § Malaysia Limited
16 [Biocon Limited Plot No. 2-4, Phase IV, 1251/2016 © National Pharmaceutical [Mega Pia chi co s& san xuat trén van ban dé nghi cong b6 va MA Viét Nam (Biocon - India)
Bommasandra-Jigani Link § Regulatory Agency Lifesciences khéng phu hop véi dia chi co s& san xuat ghi trén CPP do Malaysia cap (Biocon -
Road, Bangalore - 560 o |Ministry of Health Public Company |Malaysia).
o
099, India § Malaysia Limited
17 |Ferring GmbH (Co |Ferring GmbH DE_SH_01_ s |Coquan thdm quyén VPBD Ferring Co s& san xuat, dong goi va sdn pham d3 dugc cong bd Dot 45, STT 8. Khdng cdng bé
s& san xuét) Wittland 11, 24109 Kiel, |GMP_2014_ 8 blrc Pharmaceuticals |lai.
Germany 0017 S Ltd.
S
i
Ferring Chemin de la 14-2418 S |Swiss Agency for
International Vergognausaz 50, CH - 8 Therapeutic Products
Center S.A., (Co s&|1162 St-Prex, Switzerland N [(Swissmedic)
ddng goi) 5
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TEN CO’ SO’ SAN ; GIAY CH. | NGAY - DN DE NGHI : . N
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18 |[Salutas Pharma  [Salutas Pharma GmbH DE_ST_01_G| v [Coquan thdm quyén VPHD Novartis  [Cuc QLD chi céng bé cac ddy chuyén sdn xuat theo gidy chirng nhan GMP, khéng kém
GmbH Otto-von-Guericke-Allee 1,|MP_2015_0 8 bulc Singapre Pte Ltd [theo co ché tac dung.
39179 Barleben, Germany (002 S tai Tp. HCM "Vién nén bao tan trong rudt" va "Vién nén bao phim phdng thich kéo dai" thuéc
5 pham vi "vién bao phim" d3 duwoc cong bé.
19 |Aurobindo Survey no 313, 314 -Block |0475/2014/ State Administration of |Aurobindo Gidy chirng nhan GMP ndp trong hd so do Ukraine cip khong dua trén két qua kiém
Pharma Limited - I, Il, Ill, 1V, Bachupally 8AVMP/C- < Ukraine on Medicinal Pharma Limited |tra ma I3 thira nhan c6 m& rong két qua kiém tra clia Co quan quan ly B6 Dao Nha.
Unit Il Village, Quathubullapur  |1364 § Products
Mandal, Ranga Reddy o
i
District, Andhra Pradesh, Py
India -
20 [Catalent UK Frankland Road, Blagrove, |UK MIA o |Coquantham quyén VPDD Ferring Co s& va thudc d3 dwoc cdng bd dot 45, STT 16 va 38. Khéng cong bé lai.
Swindon Zydis Swindon, Wiltshire, SN5 114023 Insp § buc Pharmaceuticals
Limited (Co s& san [8RU, United Kingdom GMP/IMP Ny Ltd
xuat) 14023/4574- §
0015
Ferring Chemin de la 14-2418 < [Swiss Agency for
International Vergognausaz 50, 1162 St- § Therapeutic Products
Center SA (Co's& |Prex, Switzerland S |(Swissmedic)
. s ~. —i
ddng goi, xuat 5
xudng)
21 |S.C.Sindan- B-dul lon Mihalache nr. 012/2016/R © National Agency for VPDD Actavis Coéng ty dé nghj b6 sung dang bao ché "vién nén bao phim".
Pharma S.R.L 11, sector 1, Bucuresti, (0] 8 Medicines and Medical |International Tuy nhién, pham vi cdng b8 thudc khéng vé triing clia co s& tai Dot 43 STT 43 d3 ¢d
cod 011171, Romania S |Devices (NAMMD), Ltd. tai Viét Nam [Vién nén bao phim.
E Romania
22 |Biocon Limited Plot No. 2-4, Phase IV, 069/2014/S State Administration of [Biocon Limited | Theo quy dinh tai quy trinh kiém tra su tuan thi GMP cla céc co s& san xuat s6 1130
Bommasandra-Jigani Link |AUMP/GMP < [|Ukraine on Medicinal ngay 27/12/2012 ctia B Y t&€ Ukraine, diéu 5.3, c6 ndi dung co quan thdm quyén
Road, Bommasandra Post, § Products (SAUMP) Ukraine ban hanh Gidy chirng nhan GMP. Gidy chirng nhan kém theo danh sach san
Bangalore - 560 099, India = pham dang ky, va danh sich nay 1 mot phan khong thé thi€u clia Gidy chirng nhan.
% Vi vy giai trinh clia Céng ty khdng phu hop véi quy dinh véi van ban phap Iy trén claa

Ukraine.
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