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 39
( Theo céng van s6 6361/QLD-CL ngay 22/04/2016 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY . DN PE NGHI ’ A -
STT XUAT DIA CHI NHAN cAp CO QUAN CAP CONG BG LY DO KHONG PAT YEU CAU
1 |Segetra Pharma |Via Milano, 85-20078 San IT/91- o |AIFA Italian Medicines  [Alfa Intes S.P.A Gidy chirng nhan GMP chi cap cho déng gbi cap 2 va
S.R.L Colombano Al Lambro 5/H/2013 8 Agency da hét han hiéu luc.
(M) g
=S
2 |Rottendorf Ostenfelder Strasse 51-61 |DE_NW _05_ == Co quan tham quyén VPDD Novartis [Cong ty dé nghi bé sung dang bao ché "vién nén
Pharma GmbH 59320 Ennigerloh, GMP_2014_ \‘g \t;oug Dlrc (Bezirksregierung  |(Singapore) Pte |phdng thich kéo dai": Tuy nhién, "vién nén phong
Germany 0013 (san £ § [Minster) Ltd thich kéo dai" la mét dang cha "vién nén" d3 duoc
Xuét) frl g cong bé.
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GMP_2914_ ® 3
0014 (dong | = ~
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3 |Dr. Reddy's Survey No 47, Bachupally [004/2015/S State Administration of |VPDD Dr Céng ty b6 sung Gidy phép luu hanh sinh pham y té
Laboratories Ltd. |Village, Qutbullapur AUMP/GMP »n |Ukraine on Medicinal Reddy's duwoc san xuat tai nha may. Tuy nhién Gidy chirng
Mandal, Ranga Reddy § Products (SAUMP) Laboratories Ltd [nhan GMP chi thé& hién pham vi kiém nghiém, khong
District, Andhra Pradesh, > bao gdm san xuat ddi vai sinh phdm. Yéu ciu bb
India % sung Bién ban kiém tra (phan hanh chinh va két
© luan) d€ cd co s& xem xét.
4 |Rottendorf Ostenfelder Strasse 51-61 |DE_NW_05_ Co quan tham quyén VPDD Novatis  [Céng ty d& nghi bé sung dang bao ché "vién nén
Pharma GmbH 59320 Ennigerloh, GMP_2014 Dlc (Bezirksregierung  |Singapore Pte  |phdng thich kéo dai": Tuy nhién, "vién nén phong
Germany 0013 (san S |Minster) Ltd thich kéo dai" la mét dang cha "vién nén" d3a duwoc
Xuat) 8 coéng ba.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DPE NGHI . R L
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BG LY DO KHONG DAT YEU CAU
5 |Sofarimex - Av. das Industrias - Alto F027/S1/H/ © National Authority of Pharmascience |[Gidy chirng nhan ndp kém ho so 13 ban scan, khéng
Industria Quimica |do Colaride, Cacem, 2735- |AF/AI/001/2 § Medicines and Health Inc Canada cé hop phap hda l3nh sy va photo cdng chirng. H6
e Farmaceutica, |213, Portugal 013 o |Products (INFARMED), so khéng dat vé tinh phép ly.
S.A. S Portugal
o
6 |KRKA, d.d., Novo |Smarjeska cesta 6, Novo [450-2/2014- Agency for Medicinal VPDD SIA 1. Coéng ty dé nghi cdng bd hiéu lwc 3 ndm tir ngay
mesto mesto, 8501, Slovenia 2 Products and Medical |[(Tenamyd cdp. Tuy nhién, tai ndi dung gidy chirng nhan cé noi
Devices of the Republic |Canada) Ltd dung: "Gidy chirng nhan nay phan anh tinh trang
of Slovenia (JAZMP) cla cac co s& san xuat tai thoi diém kiém tra néu
trén va khéng phan anh tinh trang tuan tha néu
qua ba ndm ké tir ngay kiém tra". Vi vay, hiéu luc 1a
3 ndm ké tir ngay kiém tra.
S 2. Céng ty c6 ndp kém thu gidi trinh vé pham vi
8 chirng nhan cla co quan quan ly Slovenia. Tuy
§ nhién, noi dung giai thich cé nhiéu diém 1an 16n
P (Gidy chirng nhan cé riéng vién nang clrng; thu giai
trinh cho "Other solid form" lai cling cé vién nang);
Néi dung gidi thich viéc san xuat thudc hormon sinh
duc/tranh thai cing cac thudc khac (du d3 tham
dinh quy trinh vé sinh) la khong phu hgp véi nguyén
tdc GMP.
7 |Sophartex 21 rue du Pressoir, 28500 [HPF/FR/199 o National Agency for the |VPDD Tedis tai |Cong ty dé nghi bd sung dang "vién nén dit am
Vernouillet, France /2013 § Safety of Medicine and |Tp. HCM dao": Tuy nhién, vién nén dat am dao la mot dang
S |Health Products (ANSM), cla vién nén (tran) d3 dwoc cong bé.
% France
8 |Bioindustria Via De Ambrosiis 2/6 - AIFA Italian Medicines |Cong ty c6 phan [Cong ty d& nghi cdng b& san pham Octreotide theo
Laboratorio 15067 Novi Ligure (AL), Agency XNK Y t& Thai An [CPP va MA (duoc cip vao thoi diém GCN GMP con
Italiano Medicinali|ltaly ] hiéu lyc). Tuy nhién pham vi chirng nhan trong GCN
S.P.A IT/155- 8 GMP d3 cong b6 d3 bao gdbm cad dang bao ché cla
1/H/2013 § san pham Octreotide. P&n nay, hiéu lyc GCN GMP
o
(@]

da hét han. CPP dé nghi d3 qua 2 nam ké tir ngay
cdp. Do vay, khéng céng bé.
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TEN CO’' SO’ SAN . GIAY CH. | NGAY - DN DE NGHI . R -
e ~ ~ o = " LY DO KHONG PAT YEU CAU
S XUAT RIACHE NHAN CAP LU (AT CONG BO :
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