BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
Sé: /7220 /QLD-CL Ha Néi, ngay ¢ thdng 9 ndm 2018

V/v cong bcf) co s& san xuit thubc
dat tiéu chuan PIC/S-GMP va EU-
GMP (Dot 59)

Kinh giri: S& Y té céc tinh, thanh phd truc thudc Trung wong.

Thuc hién Théng tu s6 11/2016/TT-BYT ngay 11/05/2016 ctia B Y té Quy
dinh viéc diu thiu thudc tai cdc co sé y té cong lap;

Cuc Quan ly Dugc thong bao:

1. Cong bd Danh sach co s& san xuét thudc dat tiéu chuan PIC/S-GMP va
EU-GMP (Dot 59).

2. Rat tén ra khoi Danh sich co s& san xudt dat tiéu chudn PIC/S-GMP va
EU-GMP d6i véi cac truong hop:

- Co s& san xuét c6 Gidy ching nhan GMP da hét hiéu luc qua 03 thang
(Gidy chimg nhan GMP hét hiéu luc ké tir ngdy 23/5/2018 trd vé trude) va cho téi
ngay 23/8/2018 co sé san xuét chua tién hanh ndp lai gidy chimg nhan méi.

- Co sé san xuét dugc tam cong bd trong thoi gian 03 thang va cho téi thoi
diém hién tai (23/8/2018) chua tién hanh ndp bd sung thong tin vé han hiéu luc
ctia Gidy chtig nhén.

3. Piéu chinh noi dung sau khi thdm dinh hd so bd sung ctia cong ty:

- Céng ty Boehringer Ingelheim Espana, SA (cong bé Pot 41, STT 20):
Piéu chinh pham vi chimg nhén "Thudc tiét tring cudi: dung dich thé tich nho"
thanh "Thudc tiét trung cubi: dung dich tiém".

- Cong ty Merck Sharp & Dohme Corp. (Co s& san xuét) (cong bd Dot 58
STT 54): Piéu chinh dia chi co sé dong géi thanh "Route de Marsat, Riom, 63963
Clermont Ferrand cedex 9, France; * Cach ghi khéac: Route de Marsat lieu-dit
Mirabel Riom, Cedax 9, Clermont-Ferrand 63963, France".

- Coéng ty Egis Pharmaceuticals Plc Site 3 (céng bd Dot 56 stt 53): Diéu
chinh s Gidy chimg nhan thanh "OGYEI/65570-6/2017", ngay céap thanh "23-04-
2018" va hiéu lyc thanh "31-07-18".

- Cong ty Macleods Pharmaceuticals Limited (cong bb Dot 53 STT 91): Bo
sung dang bao ché vién nén bao phim trong pham vi chimg nhén.

- Cong ty Macleods Pharmaceuticals Limited (céng bd Dot 54 STT 64): B6
sung dang bao ché vién nén bao phim trong pham vi chimg nhan.

- Cong ty Lek farmacevtska druzba d.d. (Lek Pharmaceuticals d.d.) (cong
bd Dot 52 STT 39): Bb sung cach ghi khac cua dia chi co sé.

- Cong ty Lek farmacevtska druzba d.d. (Lek Pharmaceuticals d.d.) (cong
bd Dot 55 STT 52): B6 sung cach ghi khac cia dia chi co so.



-

- Cong ty Lek Pharmaceuticals d.d (viét tit: Lek d.d) (cong bd Dot 55 STT
53): B sung cach ghi khéc ctia dja chi co sé.

- Cong ty Lek Pharmaceuticals d.d (cong bd Dot 55 STT 94): B) sung cach
ghi khac cuda dia chi co s6.

- Cong ty Curida AS (Co sé san xuét) (cong bd Dot 58 STT 35): Bo6 sung so
Gidy chimg nhéan va han hiéu luc clia cong bb.

- Cong ty PATHEON MANUFACTURING SERVICES, LLC. (Co s¢ san
xudt) (cong bd Dot 53 STT 80): Piéu chinh phan ghi hoat chét thanh "Montelukast
(dudi dang Montelukast natri) 4mg".

- Céng ty Merck KGaA (cong bd Pot 56 STT 72): Diéu chinh pham vi
chimg nhéan: Tir "Thudc mién dich (dung dich thé tich nho, chita protein/ DNA tai
t6 hop va vic xin chéng ung thu)" thanh "Thubc mién dich (dung dich thé tich
nhé)"; Tir "thubc cong nghé sinh hoc (dung dich thé tich nhé, chira protein/ DNA
tai t6 hop)" thanh "thudc cong nghé sinh hoc (dung dich thé tich nho)"; Tir "Thudc
san xuét vo trung: thubc bot dong kho; dung dich thé tich nhé (chira hormon hoic
chét c6 hoat tinh hormon)" thanh "Thudc san xut vé trung: thudc bot dong kho;
dung dich thé tich nh6 (bao gdm ca san pham chira hormon hozc chét c6 hoat tinh
hormon)".

- Cong ty Labesfal - Laboratorios Almiro, S.A (céng bb Dot 53 STT 12):
B sung dang bao ché Vién nén bao phim trong pham vi chimg nhan.

- Céng ty BioLab Co., Ltd (cong b Dot 58 STT 50): B6 sung dang bao ché
Vién nén bao phim trong pham vi chung nhan.

- Cong ty MSD International GmbH (Puerto Rico Branch) LLC (Co s¢ san
xuat ban thanh pham) (céng bd Dot 53 STT 82): Diéu chinh tén CSSX ban thanh
pham thanh "MSD International GmbH (Puerto Rico Branch) LLC".

- Cong ty MSD International GmbH (Puerto Rico Branch) LLC (Co s¢ san
xut ban thanh phdm) (céng bd Pot 53 STT 81): Piéu chinh tén CSSX ban thanh
phim thanh "MSD International GmbH (Puerto Rico Branch) LLC".

- Céng ty LABORATORIOS LICONSA, S.A. (cong bd Pot 51 STT 39):
Piéu chinh pham vi cong bd: bo dang bao ché "thube bot"; bd sung dang bao ché
"vién nén bao phim".

- Céng ty Laboratoire Unither (cong bé Pot 55 STT 16): B6 sung cach viét
dia chi khac: Espace Industriel Nord, 151 rue André Durouchez CS 28028 80084
AMIENS, CEDEX 2, France.

- Cong ty Medochemie (Far East) Ltd., (Aseptic Cephalosporin Facility)
(cong bd Pot 57 STT 15): Piéu chinh tén co s& thanh "Medochemie (Far East)
Ltd., (Aseptic Cephalosporin Facility)" va dia chi thanh "No 10, 12 and 16, VSIP
II-A, Street 27, Vietnam-Singapore Industrial Park II-A, Vinh Tan commune, Tan
Uyen town, Binh Duong province, Vietnam".

- Cong ty Korea United Pharm. Inc. (c6ng bd Pot 33 STT 51): Bb sung
dang bao ché vién nén bao phim vao pham vi chimg nhan.



- Cong ty PJSC SIC, "Borshchahivskiy Chemical-Pharmaceutical Plant"
(cong bd Dot 55 STT 105): Pidu chinh nguyén tic GMP ap dung tir PIC/s-GMP
thanh EU-GMP.

- Cong ty Lek farmacevtska druzba d.d. (Lek Pharmaceuticals d.d.) (cong
bd Pot 55 STT 52): Diéu chinh dang bao ché "thudc dung ngoai dang long" thanh
"thuéc ding ngodi dang léng (bao gdm ca hormon hodc chét c6 hoat tinh
hormon)".

- Cong ty Laboratorio Pablo Cassara S.R.L. (cong b Pot 56 STT 13): Dinh
chinh tén thudc Nuetrofil thanh Neutrofil.

- Cong ty Beaufour Ipsen Industrie (cong bd Dot 58 STT1): B sung dang
bao ché: "thubc bot pha dung dich udng va vién nén bao" trong pham vi chung
nhan. '

- Cong ty F. Hoffmann La Roche AG (cong bb Dot 57 STT 34): Diéu chinh
s6 Gidy chting nhan GMP thanh "No. 17-2009".

- Cong ty A. Menarini Manufacturing Logistics and Services S.R.L (Co s¢
san xuét va xudt xuéng) (cong bd Pot 55 STT 56): Piéu chinh hoat déng cta co
s& "A. Menarini Manufacturing Logistics and Services S.r.l: Via Campo Di Pile,
L'Aquila (AQ), 67100, Italy" tir “(Co s& san xuét)” thanh "(Co s& san xuét va xuat
xudng)"; Cua co s& "A.Menarini Manufacturing Logistics and Services S.R.L:
Via Sette Santi, 3 - 50131 Firenze (FI), Italy" tr “(Co s& kiém tra chét luong va
xudt xudng)” thanh "(Co s& kiém tra chét lugng)".

- Cong ty Stada - VN Joint Venture Co., Ltd. (cong bd Dot 41 STT 24): B
sung san pham Vién nén bao phim Ibuprofen STADA 600 mg céng b nhom 1.

- Céng ty Arena Group S.A. (cong bd Pot 56 STT 51): Diéu chinh pham vi
cong bd ciia "vién nang cting" thanh "bao gdm ca thudc chira khang sinh non-
betalactam, corticosteroid", va cua "vién nén" thanh "bao gém ca thudc chira
corticosteroid".

Danh sach cip nhat co s& san xuét thudc dat tiéu chudn PIC/S-GMP va EU-
GMP téng hop tur dot 1 dén Dot 59 duoc dang tai trén trang thong tin dién tir cua
Cuc Quan ly Dugc - Dia chi: http://www.dav.gov.vn - Muc Quan ly gia thube/TT
vé d4u thau thudc).

Cuc Quén 1y Dugc cong bd Danh sach co s& san xudt thude dat tiéu chuan
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cac co s¢ xét thau thuan
lgi trong tra ctru. Trong do, danh sach dudi dang PDF duogc coi 1a cén cir dé xem
xét cudi cling.

4. Trong trudng hop co s& san xudt c6 tén dong thoi trong “Danh séch co so
san xuét thube dat tiéu chuan PIC/S-GMP, EU-GMP”; va “Danh sach hd so dé
nghi cong bd co s& san xuét thudc dat tiéu chuan PIC/S-GMP, EU-GMP khéng dat
yéu cAu”, “Danh sach hd so d& nghi cong bd co s& san xudt thudc dat tiéu chuan
PIC/S-GMP, EU-GMP phai b6 sung giai trinh” thi co sé san xuit dap (mg cac yéu
cdu dat tiéu chudn PIC/S-GMP, EU-GMP véi pham vi ching nhan dugc cong bd



tai Danh sach c4p nhat co s& san xuit thudc dat tiéu chuin PIC/S-GMP va EU-
GMP.

S& Y té céc tinh thanh phé tryc thude Trung wong chiu trach nhiém thong
bao thong tin trén véi cac co s& y té trén dia ban dé cac co s¢ thuc hién cdng tac
dau thau thudc theo diing quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.
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