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 44
( Theo céng van s6 18661/QLD-CL ngay 23/09/2016 cia Cuc Quan ly Dwoc)
TEN CO’' SO’ SAN - GIAY CH. | NGAY ~ DN PE NGHI . S AN
STT XUAT DIA CHI NHAN CAP CO’' QUAN CAP CONG B6 NOI DUNG CAN BO SUNG GIAI TRINH
1 [Farma Sant Sebastia, s/n 08960 |2016/01428 Agency for Medicines Cong ty TNHH  |Can c& Théng bao khong tudn thd GMP ngay 02/02/2016 dang tai trén co s& dit liéu
Mediterranea, S.A.|Sant Just Desvern and Health Products dau tu phat EUDRA dua trén két qua kiém tra ngay 13/01/2016 cla Co quan quan ly dugc Tay
(Co s san xuat) [(Barcelona), Spain Y  |(AEMPS), Spain trién Hung Ban Nha déi vé&i cac thudc vo trung clia co s& Farma Mediterranea, S.A., Co quan
8 Thanh quan ly dugc Tay Ban Nha d3 dirng tat ca hoat déng sdn xuat clda co s& nay va thu hoi
- - - - 3 tat ca san pham cla co s& tir ndm 2014 dén 2016.
Biomendi, S.A. (Co |Poligono Industrial s/n By A m cae s w x “ N 2 s 1
. , 3 Yéu cau cong ty giai trinh vé giay CPP trong ho so cong bo do Co quan quan ly duoc
SO xuat xuong) 011'18 Bernedo (Alava), Tay Ban Nha cip ngay 09/06/2016.
Spain
2 |Biotest AG (Co s& |Biotest AG, DE_HE_01_ 1 |Co quan tham quyén Cong ty c¢6 phan |- Cung cap bang chirng chirng minh tat ca cac san pham duoc san xuét tai Biotest AG
san xuat) Landsteinerstrafe 5, GMP_2015_ 8 blc thuong mai do Biotest Pharma GmbH xuat xuwéng.
63303 Dreieich, Germany (0126 N duoc Hoang
g Long
Biotest Pharma Biotest Pharma GmbH, DE_HE_01_ n
GmbH (Co s& Landsteinerstrafe 5, GMP_2015_ 8
chirng nhan xuat [63303 Dreieich, Germany (0127 N
xuéng) §
3 |BSP Via Appia Km 65561 (loc. |IT/218- Italian Medicines Agency [VPDD Janssen  |D3 céng bé:
Pharmaceuticals [Latina Scalo)-04013 5/H/2013 M |(AIFA) Cilag Ltd - Dot 37, STT 31 d6i vdi co s& Janssen Pharmaceutica NV (thoi han hiéu luc dén ngay
Sr.l(Cosdsan  |LATINA (LT), Italy ] 13/03/2018);
xuat va déng goi 8 -Dot 21, STT 2 d6i vdi co s& BSP Pharmaceuticals S.r.| (th&i han hiéu luc dén ngay
SO cap) S 31/05/2016 ).
Cong ty ndp kém MA lru hanh tai Viét Nam san pham thuéc bot pha tiém tinh mach
Janssen Turnhoutseweg 30, BE/GMP/20 Federal Agency for Velcade. Tuy nhién gidy chirng nhan cla co s& sdn xuat va déng géi so cap BSP
Pharmaceutica NV |Beerse, 2340, Belgium 15/036 L2 |Medicines and Health Pharmaceuticals S.r.| & hét han hiéu luc.
(Co sé& déng gdi 8 Products (FAMHP), Yéu cau Coéng ty cung cdp gidy chirng nhan clia co s& san xuat va dong goi so cap BSP
thd cap va xuat 5 Belgium Pharmaceuticals S.r.| con thoi han hiéu luc.
xuéng) ]
4 |Laboratorio Ernesto de las Carreras 20132014 National Administration [CAng ty cd phan |Yéu cau b6 sung Gidy chirng nhan GMP gdc st dung tai nwdc s& tai cé di thong tin
Varifarma S.A. 2469/71 esquina Uruguay |002053 15 o |of Drugs, Food and XNK Y t& Thai An |lién quan dén ngay kiém tra, do co quan quan ly dwoc Argentina cip dé ddi chiéu.
3688, Beccar, San Isidro § Medical Devices,
(Zip Code B1643AVK), S |Argentina (ANMAT)
Province of Buenos Aires, %
Argentine Republic o
5 |Anfarm Hellas S.A. |Schimatari Viotias, 32009, [40189/12-5-| «© [National Organization for|Cong ty c6 phan |D& nghi cung cap bién ban kiém tra (phan hanh chinh va két luén) hodc gidy chirng
Greece 2016 8 Medicines (EOF), Greece [XNK Y t& Thai An [nhan CPP tai nudc s& tai va MA do Cuc Quan ly Duoc VN cap thé hién rd cac dang bao
S ché cu thé clia "thudc khdng vé trung: dang bao ché ran khdac (khdng sinh beta-
E lactam)" trong pham vi dwgc chirng nhan.
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6 |Pharmaceutical 62, Krucza Str., 50-984 GIF-IW- Main Pharmaceutical Pharmaceutical |Y&u cau b6 sung thdng tin phdp ly vé hoat déng xuat xwdng 16.

Manufacturing Wroclaw, Poland 400/0047_0 Inspectorate (MPI), Manufacturing
Cooperative 1.01/04/6/1 S |Poland Cooperative (Pham vi chirng nhan khdng cé giai doan xuat xudng 16, khdng thuc hién toan bod quy
GALENA (tén tiéng 4 8 GALENA trinh san xuat.
Ba Lan: 3 C6 trén EUDRA. Ngay kiém tra: 21 - 23/01/2014.)
Farmaceutyczna S
Spoldzielnia Pracy
GALENA)

7 |Eurolife Khasra No. 520, 100/2014/S & |State Administration of [Eurolife Pham vi chirng nhan cla gidy GMP khéng cé giai doan déng gdi, chirng nhan xuat
Healthcare Pvt. Bhagwanpur, Roorkee, AUMP/GMP 8 Ukraine on Medicinal Healthcare Pvt. |xuédng 16.

Ltd. Haridwar, India g Products (SAUMP) Ltd. Yéu ciu cung cap Gidy chirng nhan GMP cé day di Annex kém theo.
<

8 |Balkanpharma- |68 Aprilsko vastanie Blvd., |BG/GMP/20 wn |Bulgarian Drug Agency |VPDD Congty  |Yéu cau cong ty b6 sung SMF, bdo cdo thanh tra (phan hanh chinh va phan két luan)
Razgrad AD Razgrad 7200, Bulgaria 15/071 8 Actavis hodc MA, CPP tai Viét Nam dé chirng minh cac dang bao ché khéc (hén dich, nhii dich

g International Ltd [tiém)
X

9 |Sandoz llac Sanayi |Sandoz llac Sanayi ve DE_ST 01_G Co quan thdm quyén VPBD Novartis [P3 cong bd Dot 43, STT 10 d6i v&i * Thudc khdng vd trung: Vién nang cirng; thudc
Ve Ticaret A.S Ticaret A.S MP_2016_0 Dlrc (Singapore) uéng dang 1&dng; thuéc dan; vién nén; thudc cdm".

Gebze Plastikciler 013 Q Pte.Ltd. Tai Cong ty nop kém SMF dé lam r& d6i véi pham vi san xuat cac dang bao ché ran khac
Organize Sanayi Bolgesi 8 Tp.HCM (vién nén bao phim, thuéc cdm).

Atatiirk, Bulvari 9. Cadde g Yé&u cau cung cap Bao cdo thanh tra GMP (phan hanh chinh va két luan) hoic bang
No.1, TR-41400 Gebze- 3 chirng thudc vién bao phim dang dwoc cap s6 dang ky va dang lvu hanh tai Birc hoic
Kocaeli, Turkey EU.

10 |(Zaktad 33 Szkolna street, 95-054 |GIF-IW- Main Pharmaceutical Céng ty c6 phan |Cdng ty cung cap gidy xac nhan ndi dung 2 cach ghi tén la trung khép. Tuy nhién, tai

Farmaceutyczny |Ksawerdw, Poland 400/0258_0 »n  |Inspectorate (MPI), y duoc VP liéu 13 gidy xac nhan cla coéng ty, khéng phai 1a co quan quan ly cip va khéng cé tinh
Adamed Pharma 1.01/04/5/1 § Poland Pharma phap ly. D& nghj cung cap xac nhan do co quan thdm quyén cap.
S.A. 5 P
(Pharmaceutical E
Works Adamed o
Pharma S.A)

11 [MSD International |Pridco Industrial Park, - United States Food and |[Merck Dé nghi cong ty giai trinh:

GmbH (Puerto State Road 183, Las Drug Administration Sharp&Dohme |Cdng ty cung cap CPP - M cla san pham Zetia va MA sdn pham Ezetrol, tuy nhién

Rico Branch) LLC |Piedras, Puerto Rico 00771 (U.S. FDA) (Asia) LTd chua cé bang chirng Ezetrol | tén tai Viét Nam cla Zetia. Trén CPP cla Zetia thé hién

(Co sé san xuat) |- USA san pham duwoc san xuat tai 01 co s& san xuat, MA cta san pham Ezetrol 1a san pham
dugc san xuat tai nhiéu co so san xuat.

Shering-Plough Industriepark 30, Heist-op-|BE/GMP/20 9 |Federal Agency for Thong tin trén website ciia FDA My khdng du théng tin (pham vi chirng nhan) dé cong

Labo N.V (Cos& |den-Berg, 2220, Belgium |15/111 8 Medicines and Health b6 san pham dugc san xuat qua nhiéu co s& san xuat déu dat tiéu chudn PIC/S-GMP,

ddng gdi, xuat 9 |Products (FAMHP), EU-GMP.

xuwdng) g Belgium

12 (Senju 4228-1, Aza Kadota, 1641 ©  |Ministry of Health, Senju Gidy chirng nhan khéng c6 thong tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam céng
Pharmaceutical Ishishi, Karatsu-shi, Saga- 8 Labour and Welfare Pharmaceutical |bé véi thoi han hiéu lwc 02 ndm. Dé nghi Céng ty cung cap bién ban kiém tra (phan
Co., Ltd. Karatsu |ken, Japan § (MHLW), Japan Co., Ltd hanh chinh va két luan) dé duwoc cong bd hiéu lwc 5 ndm.

Plant &
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13 [Lupin Limited 198-202 New industrial ~ |027/2016/S o |State Administration of |Lupin Limited  |Yéu cau cung cap gidy CN GMP day dud theo dung b gidy CN do SAUMP cap.
Area No.2, Mandideep AUMP/GMP b= Ukraine on Medicinal
(Unit 1), 462046, District S |products (saUMP)
Raisen MP., India. g
o
14 |Anfarm Hellas S.A. |Schimatari Viotias, 32009, |40189/12-5- 9 National Organization for|Cong ty Anfarm |Dang bao ché ran khac dé nghi cong ty nép bao cdo thanh tra/CPP/MA tai Viét Nam
Greece 2016 8 Medicines (EOF), Greece [Hellas S.A. dé c6 thong tin cu thé vé dang bao ché cong bé.
§
i
15 |[Cipla Ltd. (UnitIl) [Plot No. L-139,S-103 & M-|DE_ST_01_G Co quan c6é thadm quyén |Cipla Ltd. Céng ty da dugc cong bé tai Dot 42, STT 28. Cong ty dé nghi diéu chinh dia chi (Plot
62, Verna Industrial MP_2015 0 Dlrc (Sachsen-Anhalt) No L139 to L-146, Plot No S103-to S-105, S-107 to S-112, L-147, L-147/1 to L-147/3, L-
Estate, IN-403 722 Verna, |020 147/A, L 138, Plot No M-61, M-62 &M-63 Verna Industrial Estate, 403722 Verna, Goa
Goa, India 403722, India).
et Céng ty gidi trinh vé dia chi xuwdng sdn xuat khdac véi trén gidy chirng nhan. Do Cong ty
8 c6 nhiéu xudng san xuat nén gidy chirng nhan ghi theo dia chi chung cla Site Master
g File. P& nghi cong ty cung cap béo cdo thanh tra GMP (Phan hanh chinh va két luan)
O thé hién rd céc Plant cho tirng Unit dugc kiém tra. Trudng hop trong bdo cdo thanh
tra khéng thé hién r&, yéu cau cung cap bdo cdo thanh tra kém céc tai liéu phap ly thé
hién cac thong tin yéu cau nhu trén.

16 |Patheon Inc. - 2100 Syntex Court, 63471 Health Products and A. Menarini D& nghi cdng ty gidi trinh vé viéc cé su sai khach thong tin gitra CPP va théng tin dang
Toronto Region Mississauga, Ontario, Food Branch Singapore Pte. |ky thuSc: theo MA san phdm dwoc sdn xuat tai Patheon - Canada va xuat xuwdng tai
Operations (Co s& [Canada L5N 7K9 Inspectorate (HPFBI), Ltd Actelion Pharmaceuticals Ltd, d/c: Gewerbestrasse 16, CH-4123 Allschwil,
san xuat) Canada Switzerland).

Haupt Pharma Bethelner Landstr. 18 ©
Wulfing GmbH (Co'|31028 Gronau, Germany §
s& san xuat) o
Allpack Group AG |Pfeffingerstrasse 45, 4153 g
(Co s& déng gbi)  |Reinach, Switzeland "
Allpack Group AG |Pfeffingerstrasse 17, 4153

(Co s& dong gbi)  |Reinach, Switzeland

17 |[Cadila Healthcare |Plot No. 417, 419, 420, 1051101408 Ministry of Health and  [Cadila Tai liéu cung cap 13 thu xac nhan cha co quan quan ly Dai Loan, khéng phai |a gidy

Limited Sarkhej - Bavla N.H.No. *A, © |Welfare, Republic of Healthcare Ltd |ching nhan GMP chinh thirc do co quan quan ly Dai Loan cap cho Céng ty chirng
Village -Moraiya, Tal- 8 China (Taiwan) nhan dat tiéu chuan PIC/S-GMP. D& nghi cung cap Gidy chirng nhan GMP chinh thirc
Sanand, Dist: Ahmedabad- g do co quan quan ly Dai Loan cap cho Cong ty.
382 210, India 5

Danh sach co s& phai Giai trinh

Trang3/5

bot 44



TEN CO’' SO’ SAN 2 GIAY CH. | NGAY ~ DN PE NGHI . . L
STT XUAT PIA CHI NHAN CAP CO' QUAN CAP CONG B6 NOI DUNG CAN BO SUNG GIAI TRINH
18 ([Sandoz GmbH - Biochemiestrasse 10 6250 [INS-481922- Austrian Federal Office |Novartis Cong ty dé nghi thay d6i tén co s& san xuat bd "Organisationseinheit BP Kundl". Tuy
Organisationseinh |Kundl, Austria 0057-001 for Safety in Health Care |(Singapore) Pte |nhién, tai dia chi Biochemiestrasse 10 6250 Kundl, Austria c6 nhiéu nha may "BP
eit BP Kundl A Ltd Kundl!", "AL Kundl", "TechOps". Trén dja ciia MIA theo tra ciru déu c6 cum tir "BP
8 Hundl", yéu cdu cong ty cung cap céc gidy t& phap ly chirng minh cdc nha méy khac
g khdng san xuat cac san pham nhu tai "BP Kundl".
3 Vi vy, Cuc Quan ly Duoc cdng bd theo tén nha mdy sdn xuat, khdng cong bd theo tén
chung cla cong ty.
19 (Biocon Limited Plot No. 2-4, Phase IV, System filing| , |Pharmaceuticals and Mega Cong ty cung cap ban chinh hop phap hda lanh sy ctia Dai sw quan Viét Nam tai An
Bommasandra-Jigani Link |No.: S |Medical Devices Agency |Lifesciences Do (dau photo mo, nhéo, khdng rd rang).
Road, Bangalore - 560 099,|5122708010 % (PMDA), Japan Public Company |D& nghi cdng ty cung cap ban chinh hop phap hda dé déi chiéu.
India 051 2 Limited
o
20 |Haupt Pharma 1 rue Comte de Sinard, HPF/FR/79/2 10 |French National Agency |Congty TNHH Dé nghi gidi trinh vé sy khéc biét gilta gidy chirng nhan cong ty d3 ndp va ban trén
Livron 26250 Livron-Sur-Drome, |015 8 for Medicine and Health |Dwoc phdm Huy |[EUDRA ddi v&i dang bao ché& 1.2.1.1: Theo EUDRA "Vién nang cing" - Theo Gidy GMP
France § Products Safety (ANSM) [Cuwong cla Cty ndp "Dung dich thé tich nhd".
S
21 |[Huons Co., Ltd. 100 Bio valley-ro, Jecheon-|2016-G1- o |Daejeon Regional Office |Huons Co., Ltd |Gitra c4c trang cla Gidy chirng nhan khdng cé dau giap lai hodc bang bao dam nén
si Chungcheongbuk-do, 1540 § of Food and Drus Safety, |Korea khdng dat tinh phap ly. Yéu cau cong ty cung cap ban chinh hop phap héa dé dai
Republic of Korea ©  |Ministry of Food and chiéu.
% Drug Safety Korea
22 |Torrent Torrent Pharmaceuticals |0365/2014/ State Administration of |Torrent Tai liéu trong ho so céng bd khdng phai 13 Gidy chirng nhan GMP.
Pharmaceuticals [Ltd. - Indrad Plant SAUMP/C- <« |Ukraine on Medicinal Pharmaceuticals |DPé nghi cung cap Gidy chirng nhdn GMP ¢ da tinh phép ly.
Ltd Near Indrad Village, Taluka|1109 § Products (SAUMP) Ltd
Kadi, District Mehsana >
Gujarat 382721, India 2
(gl
23 |Fareva Amboise |Zone Industrielle, 29 route |[HPF/FR/94/2 National Agency for the [Pfizer (Thailand) |Gidy chirng nhan nép trong ho so la ban in tlr EUDRA, chwa dugc chirng thuc. Dé nghi
des Industries, Poce Sur  |016 o |Safety of Medicine and |Ltd. cong ty b6 sung ban duoc chirng thue bdi co quan cé thdm quyén nudc sd tai.
Cisse, 37530, France § Health Products (ANSM), Dé nghi cung cap bién ban kiém tra (phan hanh chinh va két luan) hoic gidy chirng
n |France nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Duoc VN cip thé hién rd cac dang bao
3 ché cu thé clia "dang bao ché ran khac" trong pham vi dwgc chirng nhan.
i
24 |Sanochemia Landeggerstrafe 7, 2491 [INS-481025- © Federal Office for Safety |Cong ty c8 phan |Khéng tra cru dugc dit liéu trén Eudra, khéng nhin rd ngay cap gidy chirng nhan
Pharmazeutika AG |Neufeld an der Leitha, 0066-001 @ |in Health Care, Austria |y dugc VP GMP, dé nghj Cong ty cung cap ban chinh hop phap héa lanh sy dé déi chiéu.
Austria (7/16) <§ Pharma
N4
25 |Fresenius Kabi EstermannstraPe 17, 4020 [INS-480019- | ,  |Federal Office for Safety |Cng ty C6 phan |D& nghj cdng ty cung cdp ban chinh hop phép hoa dé déi chiéu.
Austria GmbH Linz, Austria 0043-001 S |in Health Care, Austria  |XNK y t& Thai An |D& nghi cung cap bién ban kiém tra (phan hanh chinh va két luan) hoic gidy ching
(1/2) % nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Dugc VN cip thé hién rd cac dang bao
3 ché cuy thé clia "dang bao ché ran khac" trong pham vi dwoc chirng nhan.
i
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26 |Yoo Young 33, Yongso 2-gil, 2015-G1- .~ |Daejeon Regional Food |Cbngty Co s& d3 duwgc cdng bé dot 34, STT 34.
Pharmaceutical Gwanghyewon-myeon, 2492 § of Drug Administration, [PharmaUnity Dé nghi cung cap CPP clia nwdc s& tai va MA cla Cuc Quan ly Duoc dé chirng minh co
Co., Ltd Jincheon-gun, > |Korea Co., Ltd s& san xuat cé cac san pham "Dung dich thudc tiém, thudc tiém bét, thudc déng kho"
Chungcheongbulk-do, S khéng thudc nhém khéng sinh nhém cephalosporin va chat doc té bao.
Korea -
27 |Patheon INC. 111 Consumers Drive, 61621 .~ |Health Product and Food |VPDD Merck Gidy chirng nhan GMP chi thé hién dap (rng tiéu chudn GMP-WHO.
Whitby, Ontario, Canada § Branch Inspectorate of [Sharp & Dohme |Yé&u cau cung cdp GCN GMP thé hién thong tin dap (rng tiéu chuan Canada-GMP, hodc
LIN 525 S |ottawa, Canada (Asia) Ltd. tai CPP cho san pham cu thé c6 xac nhan san pham duwoc cip phép va Iwu hanh tai
g Viét Nam Canada.
o
28 |PATHEON 5900 Martin Luther King  |05-0085- United States Food and [VPDD Merck Theo CPP do US FDA cép, san pham C6m uéng SINGULAIR dwoc san xuat tai PATHEON
MANUFACTURING [Jr. Highway, Greenville, 2015-02-VN Drug Administration Sharp & Dohme [MANUFACTURING SERVICES, LLC. (USA) va déng gdi tai Merck Sharp & Dohme Corp.
SERVICES, LLC. North Carolina 27834, USA O [(U.S. FDA) (Asia) Ltd. tai (USA). Tuy nhién theo MA do Cuc QLD cap cho san pham trén lai c6 thém co s& déng
(Co s& san xuat) 8 Viét Nam goi cap 2 va xuat xwdng la PT. Merck Sharp Dohme Pharrma Tbk (Indonesia). Do d6
§ khong dl co s& dé khang dinh san pham duwoc cdp MA luu hanh tai Viét Nam [a san
Merck Sharp & 4633 Merck Road, Wilson, 3 pham d3 dwoc cdp CPP cla US FDA.
Dohme Corp. North Carolina (NC) Dé nghi Dé nghi cong ty bé sung bang chirng phép Iy c6 gia tri.
(Co s dong gbi) 127893, USA
PT. Merck Sharp |JI. Raya Pandaan Km,48, |3926/CPOB/ « |National Agency for Drug
Dohme Pharrma |Pasuruan, Jawa Timur, A/I1/13 § and Food Control
Tbk (Co sé déng  |Indonesia o |Indonesia (NADFC)
gabi cap 2 + xuat %
xuwdng) -
29 |Piramal Critical 3950 Schelden Circle Ministry of Health, Piramal Dot 40: Cong ty d3 ndp hd so cong bd dot 40 vdi gidy “Accreditation certificate of
Care, Inc. Bethlehem, PA 18017, Labour and Welfare Healthcare foreign drug manufacturer” do Nhat Ban cap. Cuc QLD d3 dé nghi cung cip bién ban
United States (MHLW), Japan Limited kiém tra (phan hanh chinh va ké&t luan) va ban "Notification" do Co quan quan ly duoc
Nhat Ban cap.
Tuy nhién dot nay, Cong ty lai ndp bd sung ban sao cdng chirng HPHLS cla bién ban
kiém tra cha US FDA. Trong bién ban kiém tra ca US FDA khéng c6 két ludn co s&
dap ng US-cGMP.
Dé nghi cdng ty bd sung theo diing nhu Cuc QLD d3 cdng bd; hodc lam tha tuc lai
céng bb theo gidy chirng nhan do US FDA cép.
30 (Laboratoire 1rue Alexander Fleming, |HPF/FR/112/|  , [National Agency for the |Laboratoire Gidy chirng nhan duoc in tlir Eudra, khdng dwoc hop phép hoda lanh sy hodc cong
Aguettant Parc Scientifique Tony 2016 § Safety of Medicine and |Aguettant S.A.S |chirng tai Phap. Yéu ciu cung cip ban duwgc cdng chirng tai Phép.
Garnier, Lyon, 69007, S |Health Products (ANSM),
France g France
o
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