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 49
( Theo cong van s6 5843 /QLD-CL ngay 27/04/2017 ctia Cuc Quan ly Dworc)
TEN CO’ SO’ SAN ; GIAY CH. | NGAY ~ DN PE NGHI - S L
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |PT.lkapharmindo |JI. Pulogadung Raya No.  |[PW.01.02.33| | |National Agency for Drug|Cong ty c6 phan [Gidy chirng nhan trong ho so la gidy xdc nhan cho xuat khau, khong phai GCN GMP.
Putramas 29 Kawasan Industri 1.01.17.013 § and Food Control thwong mai Yé&u ciu cung cap ban sao chirng thyc gidy GMP st dung tai Indonesia theo ding quy
Pulogadung, Jakarta 2 g (NADFC), Indonesia duoc Hoang dinh.
Timur, Indonesia § Long
2 |Catalent Germany [Catalent Germany DE_BW_01_| , |Coquanthdm quyén Pierre Fabre S.A. [Cuc Quan ly Dugc tam cdng bé tai danh sach co s& san xuat thudc dat tiéu chuin
Eberbach GmbH |[Eberbach GmbH, GMP_2015_ § blc PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay céng bé, yéu ciu céng ty cung
(Co sd san xuat) [Gammelsbacher Str.2, 0085 = cdp Gidy chirng nhdn GMP d3 duoc chirng thue vdi day dd pham vi cho thudc doc té
o ¢ 2 ’ ~ 2 » 3. .
69412 Eberbach, Germany > bao. Néu qua th&i han trén, Cuc Quan ly Dugc sé rut san pham khoi danh sach.
o
Pierre Fabre Aquitaine Pharm HPF/FR/238/ < [|National Agency for the
Medicament International 1, Avenue du(2014 § Safety of Medicine and
Production (Co s& [Béarn, 64320 IDRON, S |Health Products (ANSM),
¢ —i
déng gbi va xuat  |France S |France
xudng) «
3 |Denk Pharma Denk Pharma GmbH & Co. [DE_BY_04_G| © |Coquan thdm quyén Coéngty TNHH  |Gidy CN GMP |a ban photocopy. Yéu ciu cung cap ban dwoc chirng thuc hodc xuat
GmbH Co. KG KG MP_2016_0 8 Pl DP Dirc Anh trinh ban chinh hgp phap héa lanh sy dé d6i chiéu.
Gollstr. 1, 84529 121 S
Tittmoning, Germany E
4 [Reckitt Benckiser |Dansom Lane, Hull, East [UK MIA 63 Medicines and Reckitt Pé nghj cung cip bdo cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
Healthcare (UK) [Yorkshire, HU8 7DS, Insp GMP o |Healthcare Products Benckiser nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Limited United Kingdom. 63/17092- § Regulatory Agency Healthcare bao ché cu thé cta "dang bao ché ran khac" trong pham vi duoc chitng nhan.
Céch viét khac: 0035 § (MHRA), United Manufacturing
Dansom Lane, Hull, HU8 = |Kingdom (Thailand)
7DS, United Kingdom. c Limited
5 [Micro Labs 92 Sipcot Industrial UK GMP < |Medicines and Micro Labs Coéng ty dé nghi b6 sung dang bao ché vién nén bao phim trong pham vi chirng nhan
Limited (Facility |Complex, Hosur Tamil 22481 Insp § Healthcare Products Limited d3 cong bd.
MLO3) Nadu IN-635 126, India GMP S |Regulatory Agency Tuy nhién gidy phép san xuat/nhap khiu 1 ban photocopy. Yéu ciu cung cap ban
i
22481/1173 % [(MHRA), United duwoc chirng thyc theo quy dinh.
7-0003 ~  |Kingdom
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6 |Unique Plot No. 215-219, GIDC,  [MT/002HM/ [ ,  [The Medicines Authority |Unique Céng ty ndp GCN CPP cac sdn pham vién nén bao phim san xuat tai co s& san xuét
Pharmaceutical Industrial Area, Panoli - 2015 § of Malta pharmaceutical |dugc xuat khau qua nuéc dat tiéu chudn EU do co quan quan Iy duoc An Do cap.
Laboratories 394 116, District: Bharuch, = laboratories Yéu cau cung cip cac MA hodc CPP do co quan quan ly duwgc EU cap thé hién san
India % pham dugc lwvu hanh tai cac nwéc EU.
7 |LafedarS.A Valentin Torra 4880, 20132014 National Administration |Codngty TNHH [Tailiéu nép kém Ia gidy xdc nhan cho xuat khiu: yéu cau cung cap ban sao cé tinh
General Belgrano 002189 16 N |of Drugs, Foods and Dugc pham DO |phép ly clia Gidy chirng nhan GMP géc, dugc sir dung tai Argentina, thé hién cu thé
Industrial Park, (Zip Code 8 Medical Devices HA cac dang bao ché san xuat cla tirng nha may san xuét.
3100) of the City of S |(ANMAT), Argentina
Parana, Entre Rios 3
Province, Argentina
8 |BioprofarmaS.A |Terrada 1270 - 20132014 National Administration |Daiichi Sankyo [Tai liéu nép kém Ia gidy xdc nhan cho xuat khiu: yéu cau cung cap ban sao cé tinh
Bioprofarma S.A. - (Zip 001855 16 of Drugs, Foods and Ltd H6 Chi Minh |phap Iy clia Gidy chirng nhan GMP géc, dugc sir dung tai Argentina, thé hién cu thé
code C1416ARD) and Medical Devices cdc dang bao ché san xuit cla tirng nha may san xuat.
Palpa 2862 - Laboratorios ™~ |(ANMAT), Argentina
IMA S.A.1.C. - (Zip code ]
C1416 DPB), of the 5
Autonomous City of ]
Buenos Aires, Argentine
Republic
9 [Laboratorios IMA [Palpa 2862, (Zip Code 20132014 o |National Administration |Daiichi Sankyo [Tailiéu ndp kem la gidy xac nhan cho xu3t khiu: yéu cau cung cip ban sao cé tinh
S.A.l.C C1426DPB), of the City of |001906 16 § of Drugs, Foods and Ltd H6 Chi Minh |phéap ly cGa Gidy chirng nhan GMP géc, dugc sir dung tai Argentina, thé hién cu thé
Buenos Aires, Argentina S [Medical Devices cac dang bao ché san xuét cla tirng nha may san xuét.
5 (ANMAT), Argentina
10 |[Glenmark Village Kishanpura, Baddi- [{095/2016/S ~ |State Administration of |VPDD Glenmark [Theo quy dinh cla Ukraine, cac gidy chirng nhan GMP luén dinh kém danh sach san
Pharmaceuticals [Nalagarh Road, Tehsil AUMP/GMP § Ukraine on Medicinal Pharmaceuticals [phdm cu thé&, d& nghj cdng ty cung cip ban sao hop phap héa lanh sy day dd phan
Ltd. Baddi, Distt, Solan (H.P.) S |Products gidy chirng nhan GMP va danh sach san pham dinh kém.
173 205, India S
N
11 |Pymepharco Joint |Pymepharco Joint Stock |DE_HE_01_ Co quan thdm quyén Céng ty c6 phan [Cong ty d@ nghi cong bd thudc Cepoxitil 200 dat nhém 1.
Stock Company Company GMP_2015_ birc Pymepharco Tuy nhién, cong ty mdi cung cap CPP cla Dirc clia sdn pham Cepodoxime Stada, van
166-170, Nguyen Hue 0012 2} don xuat khiu va cam k&t vé nguyén liéu, quy trinh san xuat, tiéu chuan chat lvgng.
Street, Tuy Hoa City, Phu 8 P& nghi cong ty b6 sung thém:
Yen Province, Vietnam, § - CPP xuat kh3u clia sdn pham Cepoxitil 200 cla Viét Nam xuat sang Durc, thé hién tén
Viet Nam 3 san pham tai Viét Nam va tén tai Dirc.
- Tai liéu chirng minh ngudn gbc nguyén liéu va tiéu chuin nguyén liéu cta sdn pham
dang ky tai Viét Nam va sdn pham lvu hanh tai Bic 13 nhw nhau.
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12 [Remedina S.A. 23 Gounari & Areos Str., (3436 National Organization Cong ty Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
13451 Kamatero, Greece for Medicines (EOF), Codupha tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
N [Greece théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
8 dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
5 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
a san pham d& nghj cdng b&). Néu qua thdi han trén, Cuc Quan Iy Duoc sé rat co s&
san xuat khéi danh sach.
13 [Natco Pharma Plot No. A3, UPSIDC, NL/H Health Care Inspectorate |Natco Pharma P& nghi cung cap bao cdo Thanh tra GMP hodc CPP san phdm chirng minh dang bao
Limited Selaquil Industrial area, 15/1007023 © |- Pharmaceutical Affairs [Limited ch& muén bd sung: vién nén khdng bao, vién nén bao phim,... dwoc cap phép va luu
Dehradun, Uttarakhand, 8 and Medical Technology, hanh tai EU.
248197, India S |Netherlands
3
14 |Tolmar INC 701 Centre Avenue, Fort  [NL/H r  |Healthcare Inspectorate, |Cong ty TNHH  [Yéu cau Cong ty cung cdp gidy CN GMP cd pham vi thuéc bot pha tiém hodc bang
Collins, Colorado, 80526, |16/1009478 8 Netherlands DKSH Viét nam |[chirng céc thudc Eligard 1a thuSc bt pha tiém san xuit theo cong nghé déng khé.
United States a =y
&
(@]
15 |Windlas Plot No 183 & 192, State Administration of |Mega H6 so ndp céng bé khdng phai la Gidy chirng nhdn GMP. P& nghj cung cap gidy chirng
Healthcare Pvt. Mobabewala Industrial Ukraine on Medicinal Lifesciences nhan GMP clia co s& theo ding mau clia co quan quan ly Ukraine.
Ltd. Area, Dehradun, 248110, Products (SAUMP) Public Company
Uttarakhand, India Limited
16 [Dragenopharm Gollstrasse 1, 84529 DE_BY_04_G Co quan thdm quyén VPBD Woerwag |Cong ty ndp Gidy xac nhan cla nha may vé viéc bé sung pham vi vién nén bao phim
Apotheker Puschl |Tittmoning, Germany MP_2015_0 w  |Plc Pharmatai VN |va vién nén bao duwdng. Tai liéu nay khdng dd tinh phap ly dé diéu chinh pham vi
GmbH 008 § cong bé.
~ Peé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoic gidy chirng
o ¢ °
- nhan CPP tai nudc s& tai va MA do Cuc Quan ly Dugc VN cap thé hién ré dang bao
o N oan ; . . . . 2
ché vién nén bao phim /bao duong trong pham vi dugc chirng nhan.
17 [Rottendorf Ostenfelder Strale 51-61, |DE_NW_05_ ~ |Coquan thdm quyén VPDD Norvatis  |Gidy chirng nhan GMP chwa dugc cdng chirng tai nwdc sé tai va chua dugce hop
Pharma GmbH 59320 Ennigerloh, GMP_2017_ § Plc (Singapore) Pte [phdap héa l3nh su. Yéu ciu cung cdp ban chinh dé d6i chiéu.
Germany 0003 = Ltd. Tai TP HCM
o
&
i
18 |NOVARTIS Cherag Ali Market, 1711  |INS-481862- o |Austrian Medicines and |VPDD Norvatis |Gidy chirng nhdn GMP chua dwoc cong chirng tai nudce sé tai va chwa dugc hop
(BANGLADESH)  |Gazipur, Tongi, 0006-010 § Medical Devices Agency |(Singapore) Pte [phdp héa I3nh sw. Yéu cu cung cip ban chinh dé déi chiéu.
LIMITED, Tongi Bangladesh > Ltd. Tai TP HCM
o
Plant §
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19 [Janssen Korea Ltd. |45 Jeyakgongdan 2-gil, 2017-D1- ~ Gyeongin Regional Office[VPPD Janssen  |Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam cdng
Hyangnam-eup, 0100 S |of Food and Drug Safety [Cilag LTD. b6 vai thai han hiéu lwc 01 ndm.
Hwaseong-si Gyeonggi-do, : - Ministry of Food and Dé nghj Cong ty cung cap Gidy chirng nhan theo mau méi cé dd thong tin han hiéu
Republic of Korea g Drug Safety of Korea lwc hodc bién ban kiém tra (phan hanh chinh va két luan).

20 [Bioton S.A, ul. BIOTON S.A. GIF-IW- o |Main Pharmaceutical Chinhanh cong |Gidy chirng nhan GMP chua dwoc cdng chirng tai nudce sé tai va chwa dugc hop

Staroécinska 5, 02-|Macierzysz, ul. Poznanska (400/0026_0 § Inspectorate (MPI), ty CP Duoc phdp hoa I3nh si. Yéu cau cung cip ban chinh dé déi chiéu.

516 Warszawa, 12, 05-850 Ozaréw 1_02/04/36 S |Poland pham Nam Ha

Poland. Mazowiecki, Poland 3/16 §

21 [Eriochem S.A Route 12 km 452 (Zip 2013201400 National Administration |PT.Kalbe Farma |[Tailiéu nép kém Ia gidy xac nhan cho xuat khau: yéu cau cung cap ban sao cé tinh

Code 3107), of the City of |014910 ~ |of Drugs, Foods and Tbk. phdp ly clia Gidy chirng nhdn GMP gdc, duwoc st dung tai Argentina, thé hién cu thé
Colonia Avellaneda, 8 Medical Devices cac dang bao ché san xuat cla tirng nha may san xuat.
Parand Department, S |(ANMAT), Argentina
Province Entre Rios, 8
Argentina Republic.

22 |F. Hoffmann-La Grenzacherstrasse 124, 16-2110 N [Swiss Agency for VPDD Hoffmann-|Pham vi chitng nhan khéng rd cac dang bao ché cu thé, va cling khdng phu hop véi
Roche Ltd 4070 Basel, Switzerland 8 Therapeutic Products La Roche Ltd pham vi chirng nhan d3 cong bé tai dot 21. Dé nghj cung cip bao cdo thanh tra (phan

2 |(Swissmedic) hanh chinh va két luan) thé hién r& cac dang bao ché cu thé trong pham vi duoc
§ ching nhan.
23 [Sandoz Private MIDC, Plot No. 8-A/2, 8-B, |INS-481703- Austrian Federal Office  [VPPD Norvatis |D& nghj cdng ty cung cip ban HPHLS gbc dé thé hién ré ngay cap GCN GMP mdi dugc
Limited T.T.C. Ind. Area, Kalwe 0011-001 for Safety in Health Care [(Singapore) Pte |gia han.
Block, 400708 Navi Ltd. Tai TP HCM
Mumbai, India
24 |SanofiS.P.A Localita Valcanello-03012 |CPP/2017/3 Italian Medicines Agency |Cong ty TNHH  [Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd

Anagni (Frosinone), Italy |97 (AIFA) Sanofi Aventis |tai danh sach co s& san xuat thuéc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
N Viét Nam théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
8 dinh thoi han c¢é hiéu lyc ctia 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
N san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&

san xuat khéi danh sach.

25 |One pharma 60th km N.N.R Athinon - |97852 National Organization Lupin Limited Gidy chirng nhan CPP khéng ghi thdi han cd hiéu lwc. Cuc Quan ly Duoc tam cong bé
industrial Lamias, Sximatari Voiotias, ~ |for Medicines (EOF), tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
pharmaceutical 32009, Greece § Greece théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
company societe ~ dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
anonyme % tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat

~ san pham dé nghi cong bd). N&u qua thi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khéi danh sach.
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