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 50
( Theo cong van s6 8029/QLD-CL ngay 09/06/2017 cta Cuc Quan ly Dwgc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI A S 2 .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |Cipla Limited Plot No.A-33, A-42 MIDC (5122507009 ™ |Ministry of Health, Cipla Ltd. India |Cdng ty cung cdp Gidy chirng nhan Cdng ty nwdc ngoai cia BO Y t& Nhat Ban chir
Patalganga. 410 220 741 8 Labour and Welfare khéng phai Gidy chirng nhan GMP. Dé nghi cung cap ban sao chirng thwc GCN GMP
District Raigad, 5 [(MHLW), Japan theo dung quy dinh.
(Maharashtra) India g
2 [Mitsubishi Tanabe |7473-2, Ooaza Onoda, 4503, 4502 ~ [Ministry of Health, VPBD Cong ty Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam cong
Pharma Factory [Sanyo Onoda, Yamaguchi, § Labour and Welfare Abbott b6 véi thai han hiéu lyc 02 ndm. Dé nghj Cong ty cung cip bién ban kiém tra (phan
Ltd., Onoda Plant |Japan S [(MHLW), Japan Laboratories hanh chinh va két ludn) hodc GMP notification d& dugc cong bd hiéu lyc 5 nam theo
(Co s& sdn xuét) % (Singapore) quy dinh cda Nhat Ban.
© Private Limited
P.T. Tanabe JI. Rumah Sakit No. 104  [4337/CPOB/ w  [National Agency for Drug
Indonesia Ujungberung Bandung A/1/15 8 and Food Control
(Co s& ddéng gdi va|40612, Indonesia 3 [(NADFC), Indonesia
xudt xudng) E
3 |Fresenius Kabi Via S.Leonardo 23-45010 (IT/187- 1 |AIFA Italian Medicines  |Cong ty c6 phan [Pham vi trén Gidy CN GMP chi dén giai doan ch& dong gdi; khéng cé du thong tin vé
Anti-Infectives Villadose (RO), Italia 1/H/2015 8 Agency Fresenius kabi  [toan b6 quad trinh san xuat. Dé nghj cung cap céc bang chirng thong tin vé co s& san
S.R.L. g Bidiphar xuat thuc hién viéc déng géi cho cac san phdm do Cong ty sdn xuat.
3
4 |UCB Shannon Industrial Estate, |2015/9427/ Health Products VPDD Cdngty [Pham vichitng nhan trén Gidy GMP chi dén giai doan chd déng géi, hoac chi thuc
Manufacturing Shannon, Co. Clare, M687 Y [Regulatory Authority Abbott hién xuat xwdng ddi véi miéng dén trén da; khéng cé du théng tin vé toan bd qua
Ireland Limited Ireland 8 (HPRA), Ireland Laboratories trinh san xuat. Dé nghij cung cap cac bang chirng thong tin vé co s& san xuat thuc
g (Singapore) hién viéc déng goi cho cac san phdm do Céng ty san xu4t.
S Private Limited
5 |Aesica Mittelstr.15, 40789 DE_NW_03_ Co quan thdm quyén VPPD Cdngty |Co s& san xuat chi thue hién 1 giai doan déng goi. Dé nghi cung cdp GCN GMP cla
Pharmaceuticals [Monheim am Rhein, GMP_2015_ v [bkc Abbott céc co s@ tham gia san xuat.
GmbH (Co s& Germany 0031 8 Laboratories
ddéng gbi thir cap) S (Singapore)
8 Private Limited
6 |Rottendorf Ostenfelder StralRe 51-61, |DE_NW_05_ ~ |Coquan thdm quyén VPBD Norvatis |C4c dang bao ché khac chi thuc hién dén sdn pham chd déng gdi; khéng phai toan bo
Pharma GmbH 59320 Ennigerloh, GMP_2017_ 8 Plrc (Singapore) Pte |qud trinh sdn xuat. D& nghij cung cap cac bang chirng thong tin vé co s& san xuat thuc
Germany 0003 § Ltd. Tai TP HCM |hién viéc déng gbi cho cac sdn pham do Céng ty san xuét.
(o)
i
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ~ s " -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
7 |PT Novell JL.Wanaherang No. 35 NL/H Health Care Inspectorate |Cong ty TNHH  [CAng ty ndp bao cdo thanh tra GMP dé bd sung vién nén bao phim. Tuy nhién, tén co
Pharmaceutical  [Tlajung, Gunung Putri, 16/1008149 © |- Pharmaceutical Affairs |DKSH Viét Nam [s& san xuat tai phan mé dau va phan két luan khdng théng nhat (2 co s& khac nhau).
Laboratories Bogor, 16962, Indonesia 8 and Medical Technology,
§ Netherlands
i
8 |IDT Biologika Am Pharmapark, 06861 DE_ST 01 G © |Coquan thdm quyén VPDD Novartis  [Pé nghi cung cap ban gdéc cdng chirng cb hop phap hda Ianh su clia co quan ngoai
GmbH Dessau-Roflau, Germany |MP_2016_0 8 bulc (Singapore) Pte [giao Viét Nam hodc ban chinh céng chirng clia co quan thadm quyén tai Dirc dé déi
025 g Ltd tai TP. HCM |chiéu
N
9 [Takasaki Plant, 239, lwahanamachi, 3774 v |Ministry of Health, Cong ty CPDP Gidy chirng nhan khéng cé théng tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam cong
Nippon Kayaku Takasaki-shi, Gunma 370- 8 Labour and Welfare Hoang Mai b6 vai thoi han hiéu lwc 02 ndm. P& nghj Cong ty cung cap ban GMP Notification
Co., Ltd 1208, Japan = [(MHLW), Japan hodc bién ban kiém tra (phan hanh chinh va két luan) dé dwoc céng b6 hiéu luc 5
§ nam theo quy dinh cta Nhat Ban.
10 [Patheon Inc 2100 Syntex Court, 65278 ~ Health Product and Food |VPDD Janssen  |Gidy chirng nhdn GMP chi xac nhan dat WHO-GMP, khéng cé ngay kiém tra. Dé nghi
Mississauga, Ontario, 8 Branch Inspectorate of [Cilag Ltd cung cap b6 sung bao cdo thanh tra (phan hanh chinh va két luan) hodc Gidy phép
Canada L5N 7K9 § Ottawa, Canada san xuat con hiéu lyc cé thong tin vé thdi diém kiém tra GMP gin nhat.
S
11 |Amanta Plot No. 876, NH. No. 8, Republic of South Africa [Amanta Tai liéu trong hd so cdng bd khéng phai 1a Gidy chirng nhan GMP. Thdng tin vé dot
Healthcare Hariyala, Matar Kheda, Healthcare kiém tra lam c3n cir tir 2012 (qud 3 ndm). P& nghi cung cap gidy chirng nhan GMP
Limited Gujarat, India Limited con hiéu lyc.
(Tén cl: Marck
Biosciences Ltd)
12 |Square Unit 1 Dhaka Unit, Board |26/7/3/3/1/ ~ |Dept of Health, Republic |Cong ty TNHH  |D& nghi cung cdp bdo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Pharmaceuticals |Ghar Bazar Kaliakoir, G0020/2017 § of South Africa DP va TBYT nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Dwoc VN cap thé hién rd cac dang
Ltd Gazipur, 1750, Bangladesh o Phuong Lé bao ché cu thé cla "thudc udng dang ran " trong pham vi duoc chirng nhan hodc MA
% thudc lvu hanh tai nudc cap dé 1am rd "thudc uéng dang ran".
13 [Korea Otsuka 27, Jeyakgongdan 3-gil, 2017-D1- Gyeongin of Food and  |VPD D Otsuka Gidy chitng nhan GMP theo mau khdng c6 thong tin vé ngay kiém tra, han hiéu lyc.
Pharmaceutical Hyangnam-eup, 0882 ~ [Drug Safety, Korea Pharmaceutical |Cuc QLD tam cong b6 vdi thdi han 12 thang. Yéu cau Coéng ty cung cap Gidy chirng
Co., Ltd. Hwaseong-si, Gyeonggi- 8 Co, Ltd nhan theo mau thé hién day d cac noi dung va thoi han kiém tra, thoi han hiéu lyc
do, Republic of Korea g hodc Bo cdo thanh tra (phan hanh chinh va két luan) d& cé thé cong bd theo thoi
S han hiéu luc theo quy dinh clia Han Quéc.
14 |[PT. lkapharmindo [JI. Pulogadung Raya No. |PW.01.02.33 ~ |National Agency for Drug(Cong ty c6 phan [Tai liéu trong hd so khdng phai Gidy chirng nhdn GMP. Y&u ciu cung cap ban sao
Putramas 29 Kawasan Industri 1.01.17.013 § and Food Control thwong mai chirng thuwc gidy GMP sir dung tai Indonesia theo ding quy dinh.
Pulogadung, Jakarta 2 S |(NADFC), Indonesia duwgc Hoang
Timur, Indonesia % Long
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Private Limited

Industrial Area, Taloja,
Raigad 410208
Maharashtra State, India

TEN CO’ SO’ SAN B GIAY CH. | NGAY ~ DN PE NGHI A - P 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
15 |Biosidus S.A. + Av. De los Quilmes 137 (20132014 National Administration |Céng ty CP XNK [Gidy CN GMP dung cho muc dich xuat kh3u. D& nghi cung cap ban sao dwoc chirng
(Zip Code B1883FIB), 000384 17 of Drugs, Foods and Y t€ Thai An thyc cha gidy GMP g6c st dung tai nudc sd tai.
Bernal Oeste, Quilmes, Medical Devices
Province of Buenos Aires (ANMAT), Argentina
Argentina Republic 5
+ Constitucion 4234 (Zip 8
Code C1254ABX), of the §
Buenos Aires, Argentina S
Republic
16 |Wasserburger Wasserburger DE_BY_04_G Co quan thdm quyén Congty TNHH P& nghi gidi trinh sy sai khac dia chi cla co s& san xuat ban thanh pham trén gidy
Arzneimittelwerk |Arzneimittelwerk GmbH |MP_2016_0 L |blc dugc Tam Dan [GMP (Herderstrape 1,2 und Molkerei-Bauer-Strafe 18, 83512 Wasserburg, Germany)
GmbH (Co s& san |Herderstr. 2 107 8 va gidy CPP (Herderstr. 2, 83512 Wasserburg am Inn, Germany).
Xuat) 83512 Wasserburg am g
Inn, Germany P
Lyomark Pharma [Lyomark Pharma GmbH |DE_BY_04_G ©
GmbH (Co s& Keltenring 17 MP_2016 0 8
Xuat xudng) 82041 Oberhaching 078 S
Germany E
17 [Instituto Biologico |Chivilcoy 304 and Bogota |20132014 ~ |National Administration |Céngty TNHH |Tailiéu ndp kém ho so la gidy xac nhan cho xuét khau, khong phai la Gidy chirng
Contemporaneo |3921/25, Autonomous 000119 17 § of Drugs, Foods and Dugc pham DO |nhan GMP.
S.A City of Buenos Aires, o |Medical Devices HA P& nghi cung cap ban sao cd tinh phap Iy cla Gidy chirng nhan GMP géc, duoc st
Argentina Republic % (ANMAT), Argentina dung tai Argentina.
18 |Laboratorios C/. Industria, 29 Pol. Ind. [NCF/1641/0 o |Ministry of Health of Cong ty C6 phan [Pé nghi cung cap bao cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
Rubio, SA Comte de Sert 08755 01/CAT § Government of Catalonia[XNK Y t& Thai An |nhan CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duwgc VN cip thé
CASTELLBISBAL > |- Spain hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi dugc
(Barcelona), Spain % ching nhan.
19 |MJ Biopharm Plot No. L7, MIDC M.J. Biopharm [Cdng ty ndp bé sung cac gidy t& chirng nhan xuit kh3u va gidy phép lwu hanh san

Private Limited

pham cta Céng ty tai Nam Phi.
Pé nghi Cong ty cung cdp GCN GMP va CPP do co quan quan ly dwgc Nam Phi cap
theo quy dinh.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI 2 w . 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
20 |Demo S.A,, 21st km National Road 66130 National Organization Céng ty CPDP Ha|Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Dugc tam céng bd
Athens - Lamia, 14568 © for Medicines (EOF), Noi tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Krioneri, Greece § Greece théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
o dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
3 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 thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.
21 |[Sintetica SA Via Penate 5, 6850 16-2174 Swiss Agency for Céng ty c6 phan [Pé nghi cung cip bao cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
Mendrisio, Switzerland Therapeutic Products duwoc phdm Duy [nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
©  [(Swissmedic) Tan hién rd cac dang bao ché cu thé cla "Thudc dang 16ng (bao gdm ca thudc vé trung cé
8 tiét triing cudi)" trong pham vi duwoc chirng nhan.
E Gidy chirng nhan chi dé cap dén hoat dong kiém tra chat lvgng. D& nghj cung cap
Q GCN c6 thé hién day du cac hoat ddng san xuat, déng gdi va xuat xudng d6i véi dang
bao ché& dé nghi cdng bd.
22 |Bioton S.A. Macierzysz, ul. Poznanska |GIF-IW- Main Pharmaceutical Chi nhanh cong |Dé nghij giai trinh va cung cap bang chirng vé ndi dung hiéu lyc cla pham vi san xuat
12, 05-850 Ozaréw 400/0026_0 o |Inspectorate (MPI), ty c6 phan duoc |tai day chuyén "The Vial Department" (hiéu lwc chirng nhan 2 ndm) va tai day
Mazowiecki, Poland 1_02/04/36 § Poland pham Nam Ha |chuyé&n " The Cartrigede and Vial Department" (hiéu luwc chirng nhan 3 ndm).
3/16 < Cuc Quan ly Duoc tam cdng bé tai danh sach co sé san xuat thudc dat tiéu chuin
% PIC/S-GMP, EU-GMP véi thoi han hiéu lyc 02 ndm ké tir ngay kiém tra cudi cung.
23 |Windlas Plot No 183 & 192, State Administration of |Mega H6 so ndp la van ban cda Ukraine chap nhan tinh trang dap ’ng GMP d6i vdi cac
Healthcare Pvt. Mobabewala Industrial Ukraine on Medicinal Lifesciences dang thudéc vién nang, vién nén dua trén bao cao kiém tra GMP cla US FDA d&i véi
Ltd. Area, Dehradun, 248110, Products (SAUMP) Public Company |01 sdn pham vién nang cirng Fingolimod HCI 0,5mg; kh6ng phai |a Gidy chirng nhan
Uttarakhand, India Limited GMP. P& nghi cung cap gidy chirng nhan GMP trén co sé kiém tra danh gia cla cac
nudc thanh vién EU hodc PIC/s
24 |Sandoz Private MIDC, Plot No. 8-A/2, 8-B, [INS-481703- Austrian Federal Office |VPPD Novartis [Gidy chirng nhan GMP gia han. Céng ty d3 cung cap ban HPHLS géc, tuy nhién khéng
Limited T.T.C. Ind. Area, Kalwe 0011-001 for Safety in Health Care [Singapore Pte  [thé hién rd ngay cdp GCN GMP. D& nghi Céng ty cung cap ban géc GCN GMP dé déi
Block, 400708 Navi (1/2) Ltd tai Tp. HCM |chiéu.
Mumbai, India
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ~ s " -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
25 [MR PharmaS.A. [Estados unidos N°5105 20132014 National Administration |Congty TNHH  [Tai liéu nép kém ho so |3 gidy xac nhan cho xuat kh3u, khéng phai 1a Gidy chirng
corner Luis Sullivan 002073 16 of Drugs, Foods and DP Lién Hop nhan GMP.
N°2961, Town Area of ~ |Medical Devices P& nghi cung cap ban sao cd tinh phap Iy cda Gidy chirng nhan GMP géc, duoc st
Malvinas Argentinas "The § (ANMAT), Argentina dung tai Argentina.
Triangle", Party promoting =
(Zip code 1667) of the §
Province of Buenos Aires, ”
Argentine Republic
26 |Aesica Galileistrake 6, 08056 DE_SN_01_ Co quan thdm quyén VPPD Congty |Co s& khdng cé hoat ddng dong goi. Pham vi chirng nhan trén Gidy GMP chi dén giai
Pharmaceuticals [Zwickau, Germany GMP_2015_ v [bc Abbott doan chd ddéng goéi, khdng phai toan bé qua trinh san xuat. Dé nghj cung cip ho so tai
GmbH 0047 8 Laboratories liu vé co s& san xuat thuc hién viéc déng gdi cac san pham do Codng ty thyc hién san
g (Singapore) xuét.
2 Private Limited
27 |Mepro Unit I, Q Road, Phase IV |OGYEI/1393 National Institute of VPBD Congty |Céngty ndp GMP report dé bé sung dang bao ché "Vién nén bao phim". Tuy nhién
Pharmaceuticals [GIDC, Wadhwan City, 4-6/2016 Y |Pharmacy and Nutrition [Lupin Limited trong GMP report chi cé 2 [an dé cap dén "coating"; trong dé "coating room" khéng
Private Limited Surendranagar, Gujarat, 8 (OGYEI), Hungary dap rng cap sach D. Gidy MA cla vién Rolavast dinh kém |a MA tai Viét Nam. Khéng
363 035, India S dap ng.
N Pé nghi cung cap CPP hodc MA do Hungary cap cho dang Vién nén bao phim lwu
hanh tai Hungary.
28 |Valpharma Via G. Morgagni, 2-47864 (IT/318- o |ltalian Medicines Agency [Cong ty TNHH  [Cong ty dé nghi diéu chinh pham vi Vién nén thanh "bao gém c3 thuéc chira
international S.P.A|Pennabilli (RN), Italy 1/H/2016 § (AIFA) Dugc pham Lién [hormon...". D& nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac
Py Hop gidy chirng nhan CPP cla co quan cdp chirng nhan GMP cdp va MA do Cuc Quéan ly
E Dugc VN cap thé hién rd cac thudc vién nén khéng chira hormon sinh duc dugc san
o Xxuat tai co so.
29 |UNITHER LIQUID |1-3 Allée de la Neste, ZI HPF/FR/262/ © French National Agency |Congty TNHH [Gidy chirng nhan GMP in tir mang Eudra; khdng dwoc cong chirng, khdng dwoc hop
MANUFACTURING |d'En Sigal, COLOMIERS, 2016 8 for Medicine and Health |Sanofi-Aventis |phap hda lanh sy. Dé nghi cung cdp bdn GMP duoc hop phap hda lanh sy hodc dwoc
31770, France E Products Safety (ANSM) [Viét Nam cong chirng nuwdc sé tai xac dinh tinh hop phép cla tai liéu
3
30 |Vetter Pharma- Eisenbahnstr. 2-4 88085 [DE_BW_01_ © |Coquan tham quyén VPDD Takeda Céng ty chua ndp kém CPP hodc MA san phdm Bonviva thé hién cac cdng doan san
Fertigung GmbH & [Langenargen, Germany GMP_2016_ 8 blc Pharmaceuticals |xuat tai cac co s& khac nhau.
Co.Kg (Co s& san 0077 5
Xuat) g
Roche Diagnostics [Sandhofer Strafe 116, DE_BW_01_ ©  |Swiss Agency for
GmbH (Co sé& san |68305 Mannheim, GMP_2016_ 8 Therapeutic Products
Xuat) Germany 0019 E (Swissmedic)
<
<)
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TEN CO’ SO’ SAN - GIAY CH. | NGAY - DN DE NGHI R S o
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
31 |Ay 235, Miyakami, Shimizu- (4136 ©  |Ministry of Health, Coéng ty TNHH  [Trén gidy chirng nhan GMP chi thé hién tén san pham, khéng rd dang bao ché thanh
Pharmaceuticals [ku, Shizouka-shi, Shizuoka, 8 Labour and Welfare MTV Vimedimex [phdm. Khéng d8i chiéu dugc tinh phiu hgp véi ban Notification kém theo. D& nghi
Co., Ltd Shimizu |Japan N |(MHLW), Japan Binh Duong cung cap MA hodc CPP san pham dé lam r& dang bao ché, hoat chat, ham lwong cla
Plant ) san pham.
32 |Haupt Pharma Haupt Pharma Amareg DE_BY_05_G| . |Coquanthdm quyén Congty TNHH P& nghi cung cip bao cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
Amareg GmbH GmbH MP_2017_0 § Purc DP va HCNam |nh&n CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan Iy Duwgc VN cip thé
Donaustaufer Strasse 378, (024 g Linh hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi duoc
93055 Regensburg, ¥ chirng nhan.
Germany -
33 |Celogen Generics |Plot No. 646/1&2, Agrawal|MT/010HM/ Medicines Authority of |Céngty TNHH  [Gidy chirhg nhdn GMP c6 néi dung chi chirng nhan cho cac day chuyén sdn xuat san
Private Ltd Industrial Estate, Somnath (2016 o [Malta (MAM) TM DP Van H6  |pham cho thij trvdng EU. Cuc Quan ly Dugc tam cdng bé tai danh sach co s& san xuét
Road, Dabhel, Daman (UT) § thu8c dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cong b6,
396210, India ) d@é nghj cdng ty cung cap Site Master File clia co s& dé 1am rd cac day chuyén san
o Ny 2 5 " . L2 2 ~ . N . ~
> xuat cla co s& hodc danh sach cac san pham dugc cap phép lwvu hanh tai Malta. Néu
e qué thoi han trén, Cuc Quan ly Dugc sé rit co sé& sdn xuat khéi danh séch.
34 [Savant Pharm S.A. [National Route 19, km 20132014 ~ |National Administration |Congty TNH DP |Tai liéu nop kém ho so la gidy xéc nhan cho xuat khau, khong phai la Gidy chirng
204, El Tio, province of 000718 17 § of Drugs, Foods and Doha nhan GMP.
Cordoba, Argentina S |Medical Devices Pé nghi cung cap ban sao c6 tinh phap Iy cda Gidy chirng nhan GMP géc, duoc st
o
Republic > [(ANMAT), Argentina dung tai Argentina.
o
35 |T.Man Pharma 69 Soi Bangkhunthian 14, (1-2-07-17-15| . [Food and Drug Coéngty TNHH  |Gidy chirng nhan dugc cap trude ngay Thailand dwoc cdng nhan Ia thanh vién cla
Company Limited |Samaedum, 00006 § Administration (Thai dwoc phdm Do  [PIC/S. P& nghij cung cap bién ban thanh tra hoic tai liéu chirng minh tiéu chudn GMP
Bangkhunthian, Bangkok ~  |FDA), Thailand Ha str dung trong dénh gia co s& san xuat |13 tiéu chuin PIC/S-GMP.
—i
10150, Thailand <
o
36 |Productos Roche, |Via Isidro Fabela Nte. No. |05/16/1008 o |European Medicines VPBD Hoffmann-|D& nghj cung cap b6 sung Gidy chirng nhan GMP con hiéu lyc cta Productos Roche,
S.A.de C.V. (Co s& |1536-B, CP50030 Col. 39 § Agency La Roche Ltd S.A. de C.V. (co s& san xuat)
san xuat) Parque Industrial Toluca, =
Edo de Mexico, Mexico %
o
F.Hoffmann-La [Wurmisweg, 4303 17-0015 ~  |Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) S [(Swissmedic)
&
o
37 ([Chugai Pharma 16-3, Kiyohara 5760; 5770 »  |Ministry of Health, VPBD Hoffmann-{Céc gidy CPP st dung cho cong b6 Dot 45 da hét han 2 nam. H6 so cdng bd khong
manufacturing Kogyodanchi, Utsunomiya 8 Labour and Welfare La Roche Ltd kém theo Gidy chirng nhan GMP hodc CPP cla co s& san xuat, dé nghi bd sung.
Co., Ltd (Co s& san |city, Tochigi, Japan 8 [(MHLW), Japan
xuat) 3
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI A S 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
F.Hoffmann-La [Wurmisweg, 4303 17-0015 ~  |Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) § (Swissmedic)
3
38 [Strides Shasun Krs Gardens, 36/7 UK GMP Medicines and Strides Shasun |- Ban sao Gidy chirng nhan GMP (c6 hgp phéap hda lanh su) 1a ban scan, khéng cé dau
Limited Suragajakkanahalli, 20003 Insp Healthcare Products Limited gidp lai, trang 2 khéng dugc cong chirng, dé nghi cung cap ban sao c6 diu hop phap
Indlawadi cross, Anekal  [GMP Regulatory Agency hda 13nh sy dugc cong chirng hodc cung cap ban chinh dé déi chiéu.
Taluk, Bangalore, In 20003/1292 «n  |(MHRA), United - Pham vi chirng nhan GMP khéng bao gdbm giai doan déng géi. Dé nghj b6 sung céc
562106, India 2-0009 § Kingdom tai liéu vé co s& dong goi dé chirng minh toan bd quy trinh sdn xuat déu dat tiéu
~ chudn GMP - PIC/S, GMP-EU.
S - P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoic gidy chirng
e nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Duwoc VN cip thé hién rd cac dang
bao ché cu thé clia "thudc goéi" trong pham vi dugc chirng nhan.

39 |Inventia F1-F1/1 Additional UK GMP Medicines and VPDD Mega Pé nghj cung cdp bdo cdo thanh tra (phan hanh chinh va két ludn) hodc gidy chirng
Healthcare Private [Ambernath MIDC, 40387 Insp © Healthcare Products Lifesciences nhan CPP cia MHRA hodc MA dé& chirng minh "vién nén bao phim" thudc pham vi
Limited Ambernath (East) GMP § Regulatory Agency public company |dugc chirng nhan.

District Thane 40387/4511 o [(MHRA), United limited tai TP.
Maharashtra 564-0004 < |Kingdom HCM
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