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 57
( Theo cong van s6 11566/QLD-CL ngay 21/6/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI ~ s " 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

1 |Hetero Labs TSIIC Formulation SEZ, FI1006/001/2 National Authority of VPDD Hetero P3 cdng bd Dot 50, STT 93
Limited - UnitV  [S.Nos 439, 440, 441 & 016 Medicines and Health Labs Limited Cong ty dé nghi b sung dang bao ché vién nén bao phim trong pham vi chirng nhan
and Unit V-A 458, Polepally Village, Products, I.P, Portugal nodp gidy cap phép luu hanh cac san pham vién nén bao phim do Co quan quan ly

Jadcherla Mandal, © Bundesintitut fur Arzneimittel und Medizinprodukte cla Dirc cap, tuy nhién tai liéu
Telangana State, 509301, 8 kém theo khéng phai |a ban day d0, bao gdbm théng tin vé nhidu nha sdn xuat khac
India 5 nhau tham gia trong qua trinh san xuat.
2 P& nghi cung cap CPP thé hién dang bao ché& vién nén bao phim dwoc san xuat bai
Cong ty Hetero Labs Limited - Unit V and Unit V-A dwgc lwu hanh tai cac nuwdc EU.

2 |GlaxoSmithKline [Strada Provinciale Asolana [IT/207- Italian Medicines Agency |VPDD Co s& san xuat da duoc cdng bd Dot 56, STT 77 tai cung dia chi san xuat véi clng
Manufacturing N. 90 (loc. San Polo) - 1/H/2017 ™~  |(AIFA) GlaxoSmithKline [pham vi chirng nhan trén cling co s& dot kiém tra ngay 29/9/2017 cla co quan quan
S.P.A. 43056 Torrile (PR), Italia 8 Pte Ltd ly duoc Italia tai co s& véi s6 gidy chirng nhan IT/6-1/H/2018 cip ngay 08/01/2018.

E Céc gidy chirng nhan nay déu khdng cd trén trang Eudra. Yéu ciu cdng ty gidi trinh vé
5 viéc cap 2 gidy chirng nhan khac nhau trén.
3 |Celogen Generics |Plot No. 646/1&2, Agrawal [MT/010HM/ Medicines Authority of |Congty TNHH  [P3 cong b6 Dot 50, STT 75.
Private Ltd Industrial Estate, Somnath (2016 o [|Malta (MAM) TM DP Van H6 |Céng ty dé nghij b6 sung dang bao ché vién nén bao phim trong pham vi chirng nhan.
Road, Dabhel, Daman (UT) § Tuy nhién, tai liéu kém theo hd so la thu xac nhan da ndp hd so, khéng phai CPP,
396210, India F chwa dugc hop phap hda Idnh sy va céng chirng theo quy dinh. Dé nghi cung cap
§ gidy chirng nhan luu hanh dang bao ché vién nén bao phim do co quan quan ly duoc
e chau 4u cip da dugc hop phap hda lanh sy va cong chirng theo quy dinh.

4 |Co sO san xuat: Carr 188 Lote 17, San UK GMP Medicines and AstraZeneca Tai thoi diém cdng b6, co s& san xuat d3 hét hiéu lwc, Cuc Quan Iy Duoc cdng bé tam
IPR Isidro Industrial Park, PO [15822 Insp 2 [Healthcare Products Singapore Pte, |03 thang. D& nghi cdng ty cung cdp Gidy chirng nhdn GMP con hiéu lyc, qué thoi gian
Pharmaceuticals [Box 1624, Canovanas, PR [GMP 8 Regulatory Agency Ltd trén Cuc Quan ly Dugc s& rut tén khdi danh sach céng bé.

INC. 00729, Puerto Rico, 15822/1298 5 (MHRA), United
United States 3-0004 N |Kingdom
Co s&d déng gbi:  |Silk Road Business Park, |UK MIA Medicines and
Astra Zeneca UK |Macclesfield, Cheshire, SK [17901 Insp ~ [Healthcare Products
Limited 10 2NA, United Kingdom |GMP/GDP/I 8 Regulatory Agency
MP 8 |(MHRA), United
17901/1011 | S |Kingdom
7-0033
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5 |LG Chem, Ltd. 129, Seokam-ro, lksan-si, (2017-F1- Gwangju Regional Office |VPDD Sanofi Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu lyc.
Jeollabuk-do, Republic of 0034 ™ |of Food and Drug Safety, |Pasteur Cuc QLD tam cdng b6 vdi thdi han 12 thang. Yéu cau Cong ty cung cap Gidy chirng
Korea 8 Korea nhan theo mau thé hién day dl cac ndi dung va thoi han kiém tra, thoi han hiéu luc
5 hodc Bao cdo thanh tra (phan hanh chinh va k&t luan) dé cé thé cong bd theo thoi
N han hiéu lyc theo quy dinh cGia Han Quéc.
6 |Hospira 1776 North Centennial UK GMP United Kingdom's VPDD Pfizer Co quan quan ly dwoc Anh van cap gidy chirng nhan GMP ban giay.
Incorporated Drive, Mcpherson 67460, (24655 Insp ~  [medicines and (Thailand) Gidy chirng nhan ndp trong hod so 1a ban in tir Eudra, tuy nhién tra ciru thdng tin trén
United States GMP 8 Healthcare Products Limited Thailan |dudng link do Cong ty cung cap la gidy chirng nhan cd s6 chirng nhan khac, khéng
22907/3712 § Regulatory Agency tai Tp. HCM phai gidy chirng nhan nay.
8-0007 3 |MHRA P& nghi cung cap ban sao tir gidy chirng nhan GMP ban gidy do Co quan quan ly
duoc Anh cap theo quy dinh.
7 [Swiss Caps AG Husenstrasse 35, 9533 18-0671 o |Swiss Agency for Sanofi Aventis  |Gidy chirng nhan GMP khéng cu thé pham vi chirng nhan.
Kirchberg, Switzerland § Therapeutic Products Singapore Pte., [P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
g Ltd nhan CPP cla co quan cap chL'rrjg nhan GMP va MA do Cuc Quén ly Dwoc VN cap thé
5 hién ré cac dang bao ché cu thé cla "dang bao ché 1dng va ran" trong pham vi dugc
chirng nhan.
8 [Ginsana SA Via Mulini, 6934 Bioggio, |[18-0521 o |Swiss Agency for Sanofi Aventis  |Gidy chirfng nhan cta Thuy S§ khong cu thé pham vi chieng nhan.
Switzerland § Therapeutic Products Singapore Pte., [D& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
§ (Swissmedic) Ltd nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
Py hién rd cac dang bao ché cy thé cla "dang bao ché 16ng va ran" trong pham vi dwoc
© ching nhan.
9 [Naprod Life G-17 1, M.I.D.C., Tarapur, [072/2017/G ~ |State Administration of [Naprod Life Gidy chirng nhan khéng day dd. Yéu cu ndp Gidy chirng nhan kém annex dinh kém
Sciences Pvt. Ltd  |Boisar, Dist-Thane MP § Ukraine on Medicinal Sciences Pvt. Ltd |gidy chirng nhan GMP theo dung quy dinh cla Ukraine
401506, Maharashtra N |Products
State, India §
—
10 |Laboratoire ZI de la Guérie, HPF/FR/048/ National Agency for the [VPDD Santen Gidy chirng nhan ndp kém ho so 1a ban in tir EUDRA dugc hop phap héa lanh su véi
Unither COUTANCES CEDEX, 2017 Safety of Medicine and |Pharmaceutical [T khai danh duy clia ba Nguy&n Ngoc Hong Nghi nhung khong cé théng tin lién quan
50211, France ™ |Health Products (ANSM), [Co., Ltd. tai Tp. [t&i co s& dugc cong bé.
8 France HCM L3nh su quan Phap tai thanh ph6 H6 Chi Minh khéng xac nhan trén chit ky, con dau
§ cla Van phong céng chirng nudce sé tai la khéng phu hop tinh phép ly.
Q Pé nghj cung cip ban sao céng chirng hop phap hoa Ianh sy xac nhan tinh hop phap
clia Gidy chirng nhan.
11 |[Eisai Co., Ltd. 1, Kawashimatakehaya- |6096 o [|Ministry of Health, Eisai (Thailand) [N&i dung chirng nhdn khéng théng nhéat:
Kawashima Plant |machi, Kakamigahara, Gifu; § Labour and Welfare Marketing Co + Gidy GMP: Toan bd qua trinh san xuat
ken, Japan g (MHLW), Japan Ltd. + Gidy Notification: chi d&n bulk d8i vdi san phdm Merislon. N&i dung chirng nhan
< trén 02 gidy khéng théng nhat
o Yéu cAu gidi trinh va cung cip thong tin vé co s& déng goi.
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12 [Rafarm SA Thesi Pousi-Xatzi Agiou 49203/15-6- o |National Organization Rafarm SA Tai liéu cung cap khong ding thong tin yéu cau.
Louka, Paiania Attiki, TK  |2016 § for Medicines (EOF), Pé nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
19002, TO 37, Greece o |Greece nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
% bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chirng nhan.
13 [A. Menarini Via Campo Di Pile, L'Aquila|IT/183- ~ |AIFA Italian Medicines  |VPDD Menarini | Co s& kiém soat 16: Giai trinh vé hoat déng va vai tro clia co s& nay déi véi qua trinh
Manufacturing (AQ), 67100, Italy. 1/H/2017 § Agency Asia -Pacific san xuat san pham.
Logistics and §
Services S.r.| (Co NS
s@ san xuat) ~
A.Menarini Via Sette Santi, 3 -50131 |[IT/137-
Manufacturing Firenze (F1), Italy. 1/H/2017 ~
Logistics and §
Services S.R.L ~
(Co s& kiém tra g
chat lwvong va xuat -
xuong)
14 |LABORATORIO Gran Capita, 10, 08970 NCF/1808/0 % |Ministry of Health of CTCP DSL Global |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
REIG JOFRE, SA Sant Joan Despi 01/CAT 8 Government of Catalonia nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
(Barcelona), Spain § - Spain hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
Q ching nhan.
15 [Dr Reddy's Survey No. 47, Bachupally |12017-375/2 « |Turkish Medicines and  [Dr. Reddy's Th8 NhTK§ 13 thanh vién cha PIC/s tir 01/01/2018. P& nghi cdp GCN GMP hoic bao
Laboratories Village, Qutubullapur 2017/374/1 § Medical Devices Agency |Laboratories Ltd [cdo Thanh tra chirng minh céng ty dugc kiém tra va dép rng PIC/s- GMP
Limited Mandal, Ranga Reddy S [|(TMMDA)
District, Telangana, India %
16 |Kern Pharma, SL |Poligon Industrial Coldn Il. [NCF/1807/0 Ministry of Health of Céng ty c6 phan [Dé nghi cung cip bao cdo thanh tra (phan hanh chinh va k&t luan) hoic gidy chirng
Venus, 72, 08228 Terrassa |04/CAT Government of Catalonia|duwgc phadm Duy |nhan CPP cla co quan cdp chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
(Barcelona) - Spain ® |- Spain Tan hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
(Cach ghi khac: Venus, 72- 8 chirng nhan.
Poligono Industrial Colon §
I, 08228 Terrassa ]
(Barcelona) - Spain)
17 [Catalent Italy Via Nettunense Km.20, IT/172- ~ Italian Medicines Agency |Medexport Italia [D& nghj gidi trinh vé viéc c6 2 Gidy GMP cung ndi dung nhung ¢é sd khac nhau
S.P.A 100 - 04011 Aprilia (LT)  |1/H/2017 & |(AIFA) (IT/172-1/H/2017 va IT/172-2/H/2017).
Italia g
~
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18 |Biolab Co., Ltd 625 Soi 7A Bangpoo 1-2-07-17-18; Food and Drug Céngty CPY H6 so sap x&p 13n 16n gidy chirng nhan GMP va Gidy phép san xuat. Dé nghi cung cap
Industrial Estate, 00029 ®  [Administration (Thai duwoc LS ban chinh dugc hop phéap héa lanh sy dé d6i chiéu.
Sukhumvit road, Moo 4, 8 FDA), Thailand
Prakasa, Muang, §
Samutprakarn 10280, 3
Thailand
19 ([Phebra Pty Ltd MI-2018-LI- @ Therapeutic Goods Cong ty c6 phan [Gidy chirng nhan GMP khdng cé trang 2, khong cé ndi dung vé pham vi chirng nhan.
03655-1 8 Administration (TGA), Dugc pham P& nghi cung cap ban sao c6 dau hop phap hda lanh sy dwoc cdng chirng hodc cung
g Australia Vipharco cap ban chinh dé déi chiéu.
N
20 |"Ligvor" CJSC Yerevan 0089, Kochinyan [091/2016/S ~ |State Service of Ukraine Cong ty c6 phan [Gidy chirng nhan GMP khéng kém theo phu luc. D& nghj cung cap phu luc danh sach
Str., number 7/9, Republic |AUMP/GMP 8 on Medicines and Drugs [Dugc pham cac san pham cu thé& kém theo Gidy chirng nhan do Ukraine cap.
of Armenia § Control (SMDC) Vipharco
3
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