BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuQcC DBdc l1ap - Tw do - Hanh phuc
sbuor /QLD-CL
V/v céac hd so dé nghi cong b6 co so
san xuéat thuéc dat tiéu chuan PIC/S-
GMP va EU-GMP khéng dat yéu cau
va can b6 sung giai trinh (Dot 70)

Can ctr quy dinh tai Khoan 1 Diéu 48, Thong tw 15/2019/TT-BYT cula B0
Y té quy dinh viéc dau thau thudc tai cac co soy té cong lap, Cuc Quan ly Duoc
ti€p tuc ti€p nhan, tham dinh ho so dé nghi cong b6 co s& san xudt thubc dat tiéu
chuan PIC/S-GMP, EU-GMP va cong bd dé phuc vu cho viéc xét thau doi voi
goi thau duoc thuc hién theo quy dinh theo 1 hong tw s6 11/20 16/TT-BYT.

Cuc Quan ly Duwoc thdng bao cho cac doanh nghiép c6 hé so dé nghi cong
b6 co so san xudt thudc dat tiéu chudn PIC/S - GMP va EU - GMP khong dat
yéu cau va can bo sung giai trinh trong Dot 70 theo cac danh sach nhu sau:

Phu luc 1\ Danh sach cac hd so dé nghi cong bd co s& san xuat thudc dat
tiéu chuan PIC/S - GMP va EU - GMP khong dat yéu cau (Pot 70): Trong danh
sach da néu rd ly do ho so khdng dat yéu cau.

Phu luc 2: Danh sach cac hé so dé nghi céng bo co so san xuéat thubc dat
tiéu chuan PIC/S - GMP va Euv - GMP can b6 sung giai trinh (Dot 70): Bé nghi
doanh nghiép can ¢t ndi dung can b6 sung va gidi trinh tai Phu luc 2 kém theo
cong van nay dé glri cong van bd sung va gidi trinh vé Cuc Quan ly Duoc truéc
ngay 24/01/2020. Néu qua th&i gian trén, doanh nghiép khong tién hanh b sung
gidi trinh, ho so dé nghi cong bo sé xép loai khong dat yéu cau.

(Céc Phu luc dwoc dang tai tran trang thong tin dién tw cua Cuc Quan ly
Duoc - Bia chi: http:// dav.gov.vn - Thong tin dau thau thudéc)
Cuc Quan ly Duoc théng bao dé cac doanh nghiép biét va thuc hién./.
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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
bot 70
( Theo cong van s6 21356/QLD-CL ngay 24/12/2019 cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . ~ PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 [Ferring Chemin de la 19-1017 o |Swiss Agency for VPDD Ferring Cuc Quan ly Dugc cdng bd pham vi san xuat theo day chuyén san xuat tai Gidy chirng
International Vergognausaz 50, 1162 St 8 Therapeutic Products Pharmaceuticals [nh4n GMP, khéng cong b8 theo san pham cu thé.
Center SA (hodc CH-1162 Saint)-Prex, 5 [(Swissmedic) Ltd
Switzerland 5
2 |lInstituto Grifols, |Poligon Industrial Llevant, [NCF/1726/0 ~ |Coquan thdm quyén Tay|VPDD Diethelm |Cuc Quan ly Dwgc d3 cdng b6 theo dung dia chi trén Gidy chirng nhan GMP, khéng
SA Can Guasch, 2 08150 01/CAT 8 Ban Nha viung Catalonia |&Co., Ltd déng y cong bd nhiéu cach ghi dia chi khac nhau néu khéng cé xac nhan cta Co quan
Parets Del Valles 3 quan ly Dugc cé thdm quyén.
(Barcelona), Spain g
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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 70
( Theo cong van s6 21356/QLD-CL ngay 24/12/2019 cta 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 |Aurobindo Special Economic Zone, FT002/MH/0 National Authority of Aurobindo Coéng ty dé nghj bé sung pham vi chirng nhan (ho so glti kém MA): ""Vién nang cing,
Pharma Ltd - Unit [TSIIC, Plot No. S1, Sy. Nos.,[01/2018 Medicines and Health Pharma Limited |vién nén (Main Block)" thanh "Vién nang cirng, vién nén (Main Block) (vién nén bao
Vil 411/P, 425/P, 434/P, Products (INFARMED), phim...)".
435/P and 458/P Green ®  [Portugal Yéu ciu Cdng ty cung cip bao cdo thanh tra (phan hanh chinh va két luan) va CPP lwu
Industrial Park, Polepally 8 hanh tai Chau Au d6i véi dang bao ché vién nén bao phim.
Village, Jedcherla Mandal, g
Mahaboobnagar District, S
Telangana State, 509302,
India
2 |Alkem Alkem Laboratories DE_BY_05_G Co quan thdm quyén VPDD Alkem Pé nghi cdng ty cung cap tai liéu (Site Master File clia cong ty va bdo cdo thanh tra
Laboratories Limited MP_2019 0 o |Puc Laboratories cla co quan tham quyén Dirc d3 kiém tra tai cong ty dé thé hién dia chi co s& d3
Limited 167(hodic 167/1, hodc 016 § Limited duoc danh gia, chirng nhan GMP.
167/2 ) Mahatma Gandhi, =
Udyog Nagar, Dabhel %
396210 Daman, India -
3 |IND-SWIFT OFF NH-21 Village UK GMP o |United Kingdom's Céngty TNHH  |Cdng ty ndp GCN GMP méi. Dé nghi thuyc hién thd tuc ndp phi dang quy dinh.
LIMITED Jawaharpur Tehsil Dera 31450 Insp § Medicines and MTV An Phat
Bassi District S.A.S Nagar [GMP S |Healthcare Products
(Mohali) Punjab, IN 31450/3603 § Regulatory Agency
140507, India 11-0010 ~  |(MHRA)
4 |Tenamyd Lot. Y.01-02A, Tan Thuan |BG/GMP/20 Bulgarian Drug Agency |Céng ty c6 phan [Cong ty d& nghi b8 sung danh sich cac san pham (thudc bdt pha tiém Tenamyd -
Pharmaceutical Street, Tan Thuan 17/098 dwoc phdm Cefuroxime 750mg, 1000mg, 1500mg) dugc xét thdu nhém 1.
Corporation Industrial Park/Export 5 Tenamyd + Cong ty da cung cip CPP san pham Iwu hanh tai Bulgaria, ban cam két va so sanh
Processing Zone, Tan 8 nguyén liéu, viéc sdn xuat, tiéu chuan, chat lwvgng thudc tai Viét Nam va Bulgaria 1a
Thuan Dong Ward, District 5 mot.
7, Ho Chi Minh City, N + Tuy nhién, cdng ty chua cung cap to khai hai quan, tai liéu chirng minh viéc céng ty
Vietnam d3 xuat san pham sang thi trud'ng Bulgaria (T khai hai quan ndp tai ho so 1a cho
nguyén liéu Cefuroxime nhap vé).
5 |Novo Nordisk 45 Avenue d'Orléans, 2019/HPF/F @ French National Agency |Novo Nordisk Céng ty ndp GCN GMP mdi. Dé nghi thuc hién thd tuc ndp phi ding quy dinh.
Production SAS 28000 (hoac F-28000) R/292 8 for Medicines and Health|A/S
Chartres, France g Products Safety (ANSM)
«
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI ~ s " -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
6 |Merck Sante s.a.s |2 rue du Pressoir Vert, HPF/FR/126/ o [|National Agency for the |VPDD Merck P8 nghj cdng ty:
(Co s sdn xuat) |45400 Semoy, France 2017 § Safety of Medicine and |Export GmbH - BS sung phi tham dinh hd so;
S |Health Products (ANSM), - B6 sung Gidy chirng nhan GMP ban dwoc cdng chirng, HPHLS (khdng chap nhan ban
% France in tir Eudra d&i v&i ho so cdng bd PICs/EU GMP)
PT. Merck Tbk JL. TB Simatupang No. 8  |4832/CPOB/ National Agency for Drug
(Co sd déng gbi) |Pasar Rebo Jakarta Timur |A/XII/16 o [|and Food Control
13760, Indonesia (hodc JL. § (NADFC), Indonesia
TB Simatupang No. 8 I~
Pasar Rebo Jakarta 13760, S
Indonesia) -
7 |Delpharm Tours |Rue Paul Langevin, 37170, (2019/HPF/F a French National Agency |Céngty TNHH [Céng ty ndp GCN GMP méi. D& nghi thuc hién thi tuc ndép phi dung quy dinh.
(co s san xuat) |Chambray Les Tours, R/276 8 for Medicine and Health [DKSH Viét Nam
France g Products Safety (ANSM)
3
Biocodex 1, avenue Blaise Pascal, HPF/FR/030/
(co s& xuat 60000 Beauvais, France  [2018 ®
xudng) 8
(cach ghi khac: 3
Biocodex - N
Beauvais)
8 |Pfizer DE_BW_01_ Co quan thdm quyén VP dai dién Céng ty ndp GCN GMP mdi. Dé nghi thuc hién thid tuc ndp phi ding quy dinh.
Manufacturing Betriebsstatte Freiburg, GMP_2019_ o |Plc Pfizer
Deutschland Mooswaldalee 1 79090 0084 §
GmbH Freiburg, Baden- Iy
Wurttemberg, Germany %
9 [Fareva Amboise [Zone Industrielle, 29 route [2019/HPF/F o |National Agency for the |VP daidién Gidy GMP chua hgp phap hda lanh sy theo quy dinh. D& nghi cung cadp GCN day du
des Industries, POCE SUR |R/115 § Safety of Medicine and |Pfizer tinh phap ly.
CISSE, 37530, France S |Health Products (ANSM),
§ France
10 [Pfizer Rijksweg 12, Puurs, 2870, [BE/GMP/20 © Belgian Federal Agency |VP dai dién Céng ty ndp GCN GMP mdi. Dé nghi thuc hién thid tuc ndp phi ding quy dinh.
Manufacturing Belgium 17/095 8 for Medicines and Pfizer
Belgium NV S |Heallth Products
& |(AFMPS)
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