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

Pot 31

( Theo cong van s6 17562/QLD-CL ngay 16/09/2015 ctia Cuc Quan ly Dwoc)

8555, Japan

Products

Thuy Sy tai Ha

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - S 5
STT XUAT AL NHAN | CAP CO' QUAN CAP CONG BG LY DO KHONG DAT YEU CAU
1 |RPG LIFE SCIENCES|3102/A G.I.D.C ESTATE, RPG LIFE Tai liéu dinh kém van thu dé nghi khéng bé khéng phai 1a Gidy chirng
LIMITED ANKLESHWAR, GUJARAT, SCIENCES nhan GMP
393002, INDIA LIMITED
2  [Cosd san xuat CSSX: 770 Sumneytown  |CSDG: NL/H CSDG: Co quan cé thdm |VPDD Merck Khéng cong b8 véi pham vi 1a cac day chuyén nhu dé nghi cia Cong
(CSSX): Merck Pike, West Point, PA 13/0024 ™ quyén cta Ha Lan Sharp & Dohme |ty vi khéng d0 théng tin vé viéc chitng nhén toan b cac giai doan san
Sharp & Dohme  |19486, USA 8 (ASIA) Ltd HBng [xu&t cac loai sdn pham (theo d@ nghi clia Cong ty) déu dat PIC/S hay
Corp CSDG: Waarderweg 39 E Kongo tai Tp.Ha |[EU-GMP .
Co s@ dong goi 2031 BN HAARLEM The 2 Noi D&i v6i san phdm M-M-R Il (Measles, Mumps and Rubella Virus
(CSDG): Merck Netherlands 8 Vaccine Live, MSD), 0.5ml: H6 so khéng dat vi thiéu thong tin GMP
Sharp & Dohme 3 cla CSSX (Merck Sharp & Dohme Corp)
B.V
3 |Vetter Pharma- Schutzenstrasse 87 and 99-|DE_BW_01_ in  |Co quan thdm quyén AbbVie Inc. Giady chirng nhan GMP |a ban scan khéng dwoc cdng chirng va hop
Fertigung GmbH & (101, 88212 Ravensburg, [GMP_2015_ § Dirc phdap héa I3nh sy. San pham thuéc dang ky cdng b6 khéng cé théng
Co. KG Germany 0092 E tin vé ham lugng, dang bao ché dang ky.
S~
&
4 [R-Pharm Germany [R-Pharm Germany GmbH |DE_BY_04_G| & |Competent authority of [VPDD Pfizer Céng ty R-Pharm chi san xuét va c6 GCN GMP dén giai doan ch& déng
GmbH Heinrich-Mack-Str.35, MP_2014 0 8 Germany (Regierung Von |(Thailand) g6i. HO so thiéu chirng nhdn GMP ddi vdi co s& déng goi
89257 lllertissen, Germany |094 3 Oberbeyern) Limited
[e)]
(g\]
5 |Abbott Japan Co. [2-1, Inokuchi 37, 038/2013/S m  |State Administration of [VPDD ABBOTT Giady chirng nhan GMP do Ukraina cap, la ban in mau, chwa hop phap
Ltd Katsuyama, Fukui 911- AUMP/GMP 8 Ukraine on Medicinal Laboratories SA, |hda lanh sy
<
(g\]

NGi
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TEN CO' SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . A L
STT XUAT 12 AL NHAN | CAP CO' QUAN CAP CONG BG LY DO KHONG DAT YEU CAU
6 |Gland Pharma Survey No 143 -148, 150 & [UK GMP United Kingdom's Mega Ban in Gidy chirng nhdn GMP khéng cé chit ky va con ddu dam bao
Limited 151, Near 39716 Insp Medicines and Lifesciences cla MHRA, khéng phu hop vdi quy dinh ching thue tir ban chinh
Gandimaisamma Cross GMP L2 [Healthcare Products Public Company
Road, D.P Pally, 39716/3187 8 Regulatory Agency Limited
Quthubullapur Mandal,  [772-0002 § (MHRA)
Ranga Reddy District, S
Hyderabad, In-500 043,
India
7 |LekS.A 16 Podlipie Street, 95-010 |GIF-IW- 2 |Poland Main VPDD Novartis  |Gidy chirng nhan |a ban scan in mau. Chua dugc chirng thuc theo
Strykow, Poland 400/0095_0 8 Pharmaceutical (Singapore) quy dinh
4_01/04/50/ § Inspector
15 S
8 |Cadila Healthcare (SarkhejBavla N.H.No8A, [HPF/PT/5/20| = [National Agency of Cadila Cong ty d@ nghi b8 sung 2 dang bao ché: thudc phun mu va miéng
Ltd. Moraiya, Tal. Sanand, Dist. [15 § Medicine and Health Healthcare Ltd. |[déan.
Ahmedabad, India n [Safety (ANSM) --> Thuéc phu mu va miéng dan khéng thuéc pham vi dugce chirng
§ nhan. Trén gidy chirng nhan chilam rd "cac san pham nay cling dugc
- san xuat tai nha may"
9 |Merck Sharp & 2778 South East Side 1112271 United States Food and |Cong ty Merck |H® so khdng cé théng tin vé san xuat, dang bao ché dé xem xét cong

Dohme Corp

Highway, Elkton, Viginia
22827, USA

Drug Administration

Sharp & Dohme
(Asia) Ltd
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