PHU LUC 1: DANH SACH HO SO PE NGHI CONG BO CO SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
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1. B6 sung truc ti€p pham vi "Thudc
sinh hoc: thudc cdng nghé sinh
hoc"trong danh sach cap nhat.
2. Déi v6i pham vi "Thube khéng vo
trung” chi tién hanh chirng nhan 16,
Bioton S.A. B|0t9n S.A. Main ) kh?ng litoal‘l bd qxuy trinh san xuat nén
. Macierzysz, 12, Poznanska|GIF-IW-N- , Coéng ty CPDP|khong tién hanh b6 sung.
1 5, Staroscinska., 02- 11/10/2012 [Pharmaceutical . 2o -  has 2 .
Str., 05-850 Ozarow|4022/236/12 Nam Ha 3. Boi véi pham vi "San pham cé
516 Warsaw, Poland L Inspector, Poland XA e e A e
Mazowiecki, Poland nguon goc sinh hoc khac" chi tién hanh
luu mau nén khong tién hanh bd sung.
4. Pbi v6i giai doan "Kiém tra chit
lugng" khéng la toan bo quy trinh san
xuat nén khong tién hanh bo sung.
National Noi dung Gidy ching nhan dé cap toi
Palpa ~ 2862-Laboratorios g?l:n Ismslt:?:c?nar?; Laboratoiros itaétc th?gr?p thZia F;aogh;ﬂgaszlaizg?
2 Bioprofarma S.A Ima Saic, of the City of{01517/13 07/06/2013 g5, . . L g,p o £ S
) . Medical Devives,|Recalcine S.A [Cuc Quan ly dugc cbng bo theo dia chi
Buenos Aires, Argentine . S A . z A , .
Argentina nha may san xuat. Khong dinh chinh
(ANMAT) theo yéu ciu ciia cong ty.
Déi véi cac dang bao ché dé nghi bo
cona tv TNHp[SI9 thém, tai phan han ché chi rd rang
A — Via Cacciamali, 34/38-|1T/314- 0701 |MRlian Medicines| - gty 2 lchi thye hign mot vai giai doan, khong
o 25125 Brescia (BS), Italy [16/H/2011 Agency AIFA Vl??tcPh’ PRAM 3 toan bo quy trinh san xuét. Vi vay,
et rhap khong tién hanh dinh chinh theo dé
nghi cia cong ty.
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2100 Syntex Court. Health  Products VPDD I’\I‘Ql dung GAlay i:hu’ng nhéan chi d¢ cap
Patheon Inc - Toronto| . . ) and Food Branch toi dat nguyén taic GMP-WHO, khéng
4 Redion Operations Mississauga, Ontario,|54729 10/07/2013 Inspectorate Hoffmann La- 13 GMP-PIC.S. EU
g P Canada, L5N 7K9 P ' Roche R
Canada
United Kingdom's Giay ,chu’ng nhan CPP da qua thoi gian
Medicines  and 24 thang.
Reckitt Benckiser|Dansom Lane, Hull, East Healthcare Cong ty TNHH
5 Healthcare (UK)|Yorkshire, HU8 7DS,|PP10109864 06/06/2011 DKSH Viét
. . . products
Limited United Kingdom Nam
Regulatory
Agency
JI. Raya Pandaan KM 48 1I‘\(I)ar1tlonlga)lru Agegr%/ VPD D Merck gzim VgiCh&%%lnhlgntgga Cl?cf)) Q:Jal fﬁsﬂ
PT. Merck Sharp|s: & '|PW.01.02.331.07 g Sharp &|0one 9ot Xhong fa foan bo quy rinn
6 Pandaan, Pasuruan, Java 02/07/2013 |Food Control, . |san xuat. Tai li¢u cong bo khong phai
Dohme Pharma Thk | : .11.3663 : Dohme (Asia)| .« . A Lo
Timur, Indonesia Republic of Ltd giay ching nhan GMP cé gié tri tai
Indonesia nudc so tai.
medphano  Arzneimittel Mot 1an nita, Cuc Quan |y dugc nhéc
medphano Gm_bH DE BB 01 GM Co quan tham Cong ty TNF;'H fai, Pha,m v ?.hungAnhan\ Chl\ choAcong
7 Arzneimittel GmbH Maienbergstrabe 10-12, P 2011 0008 29/08/2011 A0 D duoc pham|doan dong goi, khong la toan bo quy
15562 Rudersdorf,| — - quyen e Phuong Dai trinh san xut.

Brandenburg, Germany
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Trong noi dung Gidy ching nhan, phan
Han ché, cac dang bao ché "Thudc
dong khd", "vién nang mém", " vién
dat" chi thuc hién cac giai doan don 1¢,

Cong ty duoc|khong la toan by quy trinh san xuat nén

Viale Fulvio Testi, 330- Italian Medicines|pham Cuc Quan ly dugc khéng tién hanh
8 |lalfarmaco SPA o156 Milano (MI), Italy || /28 H/H/2013 107/0212013 ) ey AIFA [italfarmaco |cong bé.

S.P.A Ciing theo phan han ché, "cic dang
thude rin khac" duoc chi rd 1a "thude
bot; thude cdm". Cuc Quan ly duoc da
cong bd theo "thude bot", "thude cdm".

. 1. Thé Nhi Ky chua I thanh vién cua
» |Pavutpasa Caddesi » Cong ty TNHH|EU hodc PIC/S.
PharmaVision Sanayi|Cebealibey sok. N 20, Ministry of 2 N iy ,

o ve Ticaret A.S. 34020, Topkapi, Istanbul, 2563 1711212012 Health, Turkey D.u ¢ pham2. N guyﬂen\ tic GMP trong slay C\hu’ng
Turkey Lién Hop nhan chi 12 WHO-GMP, khéng la EU,

PIC/S-GMP.
1. Pham Vi chting nhan theo Gidy phép
san xuat, Gidy GMP khong c6 pham vi

i . R hirng nhan.
QI(?ZIOEI _IR_’ic:)ad pl:lc?\/ilni;g k:} Argentina Cong ty TNHH ; lé}iz%éy pEép san xuat c6 nha may 1 va

10 |Savant Pham S.A. ’ ’ 00009/13 28/12/2012  |National Institute| Dugc pham Do

Cordoba of the Argentine
Republic

of Drug (INAME)

Ha

nha may 2, nhung Gidy GMP khong d¢
cap noi dung nay. Khdong cé théng tin
két ndi gitra hai tai liéu cung cip.




