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

POT 29
( Theo cong vin s6 11676/QLD-CL ngay 01/07/2015 ciia Cuc Quén 1y Dwoc)
TEN CO SO , ] . . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT blA cHI GIAY CN NGAYCAP |cAPGCN  |[CONGBO  |GIAI TRINH
Cong ty da duoc cong bd tai dot 21.
Cong ty dinh chinh pham vi ching
nhan "bao gdom ca chit mién dich,
hormon. Prostaglandin, chat doc té
bao".
Lek farmacevtska N Slovenia, Cong ty cd cung cap Site Master Files
druzbad.d g Agency for| .. . |(SMF). Tuy nhién ndi dung tai SMF
1 (Lek I\_/.ergl‘.’Sko"gl ST 15281050 282012-2  |S Medicinal g.c’”g ty Novartis| ;. ra thé hién duoc céc san pham chita
Pharmaceuticals Jubljana, Slovenia E Products and ingapore chat mién dich, hormon, prostagladin
—

d.d)

Medical Devices

hay chat doc té bao. Pé nghi cong ty
cung cap bién ban kiém tra dé lam rg
co s O san xuat ca san pham thuong
va san pham 1a chit mién dich,
hormon, prostaglandin, chat doc té
bao.
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SAN XUAT IAC G CN NGAY C CAP GCN CONG BO GIAI TRINH
Theo muc ™any restrictions or
clarifying remarks related to the scope
of these manufacturing operations™:
nha may khéng thuc hién toan bo cac
GIaxoSmltr_]KIme Via A. Fleming, 2 -37135|IT/232- Italla_n_ Cong _ _ty cE)ng d?an saAn xugt (iua dang’ baE)_ chAe,
2 manufacturing Verona (VR), Ital 10/H/2014 22/09/2014 Medicines GlaxoSmithKlin [san pham. D& nghi bo sung cac tali li¢u
S.P.A ey Agency AIFA  |e Ltd chimg minh tat ca cac cong doan san
xudt san pham déu dat tidu chudn
PIC/S-GMP hoac EU-GMP.
Gyeongin Pé nghi cung cap Bién ban kiém tra
Berna Biotech (Songdo-dong) 23, Regional Food|Coéng ty Bernalcia co quan quan ly dugc Han Quéc
3 Korea Cor Harmony-ro 303 beon -gil,[2015-D1-0135  |16/01/2015 |and Drug|Biotech  Korea|cdp cho cong ty thé hién noi dung
P- Yeonsu-gu, Incheon, Korea Administration, [Coporation kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Pham vi ching nhan khong bao gom
State Road 933 Km 0.1, ol fﬁgggdoan dong goi va kiém tra chat
Janssen Cilag|Mamey Ward, Gurabo,|IT/GMP/E/8- - Cong ty Janssen {5 . . L exio1ia , .
4 Manufacturing LLC |Portorico, 00778-9, United|2014 23/06/2014 Medicines Cilag D? ng}P CP ng cap talq ligu C hu}lg m';nh
States Agency toan bo cong doan sdn xuat san pham
dat tiéu chuan PIC/S-GMP, EU-GMP.
French National Pé nghi cung cdp SMF theo mau cia
Zone Industrielle de Saint Agency for Cona tv Mega EU hodc bién ban kiém tra dé lam rd
5 Ethypharm Arnoult 28170 Chateauneuf{HPF/FR/63/2015 [09/04/2015  |Medicines and| o9 Y MEU& .\ ¢ "dang bao ché rén khac" duoc

en-thymerais, French

Health Products
Safety (ANSM)

Lifesciences

néu trong Gidy chimg nhan la dang
bao ché nao?
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STT ISAN XUAT bla cHI GIAY CN NGAYCAP |cApGCN  |CONGBO  |GIAI TRINH
Pham Vi chimg nhan |2 giai doan xuat
xuong, khong la toan bo quy trinh san
Lyomark Pharma GmbH N Xudt san pham.
6 Lyomark  Pharmal, o iieonring 17 82041|PE-BY-04CM |1510610014  |CO Quan thamCong ty TNHH|ps ' 1L cing cép tai lieu chimg minh
GmbH X P_2014 0060 quyén Dtrc Dugc TamPan |, . =, \ L . 2
Oberhaching, Germany toan by cong doan san xuat san pham
dat tiéu chuan PIC/S-GMP, EU-GMP.
Pé nghi cung cip SMF theo miu cta
Elpen Marathonos  Ave. 95, Greece National|Coéng ty TNHH|EU hoic bién ban kiém tra dé lam rG
7 Pharmaceutical Co.,|Pikermi  Attiki, 19009,|71727/20-9-13  [14/03/2017  |Organixation for|dugc phim|cu thé "dang bao ché ran khac" dugc
Inc Greece Medicines DoHa néu trong Gidy chimg nhan la dang
bao ché nao?
. Pé nghi cung cdp bién ban kiém tra
167/1, M.G.U. Nagar Ukraine —on hodc Site Master File theo mAu cua
Alkem Laboratories ' N 9801 068/2014/SAUM Medicinal Cong ty Alkem| PN N J
8 Dabhel, Daman - 396 210, 25/09/2014 : PIC/S, EU d¢ lam rd cac dang bao ché
Ltd India P/GMP Products Laboratories Ltd cu thé ctia "dane bao ché rin khac"
(SAUMP) - ang '
Trang ching thuc mo, khdong ré ndi
State N A . . 3 . X
Administration dung vi théng tin ghi bang tiéng
LG Life Sciences|{129, Seokam-ro, Iksan-si,{052/2013/SAUM . LG Life|Ucraina; phan dich sang tiéng Anh
9 23/07/2013 of Ukraine on|. . A o
Ltd Jeollabuk-do, Korea P/GMP .. Sciences Ltd khéng ro y.
Medicinal A S , . R 4k
D¢ nghi xuat trinh ban chinh dé doi
Products Iy
chiéu.
10 e gouné_Thomas e e e, T O 0 e
10 Farmea ZAC d'Orgemont 49000(HPF/FR/15/2015 [03/02/2015 |ANSM N ’

Angers, France

Thailand Ltd tai
Tp.HCM
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Ccong ty TNHH|BG sung tai lieu (SMF hay bao cao
: 1, Avenue Blaise Pascal,|HPF/FR/285/201 MTV thanh tra...) dé lam rd thudc dang ran
1 Biocodex 60000 Beauvais, France 4 16/01/2015  |ANSM Vimedimex khac
Binh Duong
' National Agency Bo6 sung tai h;cu\ (SI\~/|F hzzly béo CEjO
sanofi  Winthro 1 rue de la Vierge, Ambares of Medicine andlSanofi  Aventis thanh tra...) dé lam rd thuoc dang ran
12 . P et Lagrave, 33565 Carbon|HPF/FR/13/2015 |03/02/2015 o khac
Industrie Blanc Cedex. France Health Product|Viét Nam
’ Safety (ANSM)
Co quan c0 Bo sung tai liéu (SMF hay bao cao
thAm quyén cuta thanh tra...) dé lam rd thudc dang ran
Tay Ban Nha khéc
(Agencia
C/San Rafael, 3, Pol. Ind. E/Isggircl:zlr?]entosde
13 Italfarmaco SA Alcobendas,  Alcobendas|ES/027HVI/15  [05/03/2015 y Medexportitalia
. . Productos
28108 (Madrid), Spain .
Sanitorios -
Departamento
de Inspeccion y
Control de
Medicamentos)
Khéng dugc hop phéap hda lanh sy va
Delpharm 26 rue de la Chapella 68330 VPPD Novartis gléu’;lghfihjél Slj;]jih(zlngt?;}; ig(l)h‘ ban
14 P P HPF/FR/27/2015 |17/02/2015  [ANSM Pharma Services| . o "oP § thuc 520 ¥

Huningue SAS

Huningue, France

AG tai Tp.HCM

chinh da duoc hop phédp hoda lanh su
hodc ban chinh dugc hop phap hoa
lanh su dé doi chiéu
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Gidy chimg nhan GMP khong duoc
ching thuc sao y ban chinh toan bo
van ban.
15 Laboratoires ZI Montdésir 74540 Alby- HPE/ER/13/2014 120/03/2014  |ANSM Galderma De, ngh1~n()p ban chung,thuc, sao~ y ban
Galderma sur-Cheran International chinh da dugc hop phap hoa lanh sy
hop 1& hodc cung cap ban chinh duoc
hop phap hoa lanh su dé dbi chiéu.
Ban dinh kem la ban in tr Eudra,
khéng phai ban photocopy tir ban
chinh.
Cong ty TNHH|_ x C a1 ,
Allergan . Castlebar Road, Westport, Irish Medicines|MTV De‘ngm n(')p,ban d‘uqc ?hunqg th.uc 530
16 Pharmaceuticals 7482 06/03/2014 . y tir ban chinh (tir nudc s tai), hop
Co. Mayo, Ireland Board Vimedimex o ax .
Ireland Binh D phap hoa l&nh sy, ching thuc sao y
thi uong ban chinh ¢ Viét Nam... theo dung
quy dinh hodc xuét trinh ban chinh dé
ddi chiéu
. VPDD Céng ty|Khong thiy sy két ndi gitta 2 trang
Ctra. De Terrassa, 121 Ministry of B.Brawn chirng thyc bdi 2 co quan céng ching
17 |B Braun Medically o101 puBH (Barcelona) |NoT +223/002/C |heinaim01 eI Ol e dical & nude s6 tai.
SA . AT Catalonia - . ) A . I . .
Spain Spain Industries tai Tp.|D¢& nghi cung cap ban chinh hop phap
P Ha Noi hoéa lanh su dé déi chiéu.
Trang hop phap hoa l&nh sy (trang
National Agency|VPPD Cong ty|dau) khéng duoc giap lai voi 02 trang
18 Les  Laboratories|905 route de Saran, 45520 HPF/ER/82/2015 130/04/2015 of Medicine and|Les Laboratories|(1&2) ndi dung cua GCN.

Servier Industrie

Gidy, France

Health
(ANSM)

Safety

Servier
Tp.Ha No6i

tai

Dé nghi ndp ban sao dugc hop phép
hoa lanh sy va ching thyc ding quy
dinh.
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Ctra. C35 la batlloria a Ministry of Cona tv TNHH Pé nghi bo sung tai liéu (SMF hay béo
. . Hostalric, km 63,09, 17404|NCF/1513/001/C Government  of gy . |c4o kiém tra) dé lam rd pham vi "dang
19 Sanofi Aventis, SA | . ) . 05/03/2015 . Sanoffi-Aventis |, . I \
Riells 1 Viabrea (Girona),|AT Catalonia -l bao ché ran khac"
. . Viét Nam
Spain Spain
FORMUALATION Einr:teddom's VPBD Cong t 2;1%2;‘33{3122 :glr}lrccl)l (I?I\fnl:vr:a'zlbao
. DIVISION PANELAV PO|UK GMP 40420 g _~ong yjeasfacin ) P e
Alembic medicines  and|Alembic bao ché ran khac"
20 Pharmaceuticals TAJPURA TALUKAInsp GMP 18/12/2014 Healthcare Pharmaceuticals
Limited HALOL PANCHMAHAL|40420/11480864- Products Limited ai
GUJARAT IN-389 350,0001 oA
INDIA Regulatory Tp.H6 Chi Minh
Agency MHRA
. GCN dinh kém la ban chinh duoc
United R . < s A
Kingdom's cong chung va xac nhan cia co gquan
. . N hirc na yc sO tai 0
Bio Products Dagger Lane,  Elstree, Il#: MIA 8801 medicines and|Céng ty TNHH guléz Illlang nﬁgc sgat@;;nr;hlzﬁgbléfilozg
21 FOQUCIS) ortfordshire, WD6 3BX,| P 27/10/2014  |Healthcare  |duoc phim Vigt|" oc "OP Phap noa + hol
Laboratory Limited United Kinadom GMP/GDP/IMP Products Ph4 quan ngoai giao Viét Nam & khoéng
g 8801/18235-0023 P duoc chimg thuc a0 y ban chinh béi
Regulatory hong Tu phap & Viét Nam
Agency MHRA prong " phap j

Pé nghi thuc hién ding quy dinh
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Cong ty dé cap toi cong bd cac san
pham Humulin 70/30, Humulin R,
Humulin N.
CAc san pham nay da duoc cdng bb tai
_ Lilly Pharma Fertigung und dc:)“c 28 véi théng tin: "Co s& san xugt.
Lilly Pharma Distribution 7 Lilly Corporate Center, Indianapolis,
Fertigung und DE_HE_01 _GM Co quan tham|Cong ty Eli Lilly|Indiana 46285, USA; Co s¢ dong goi:
22 O GmbH&Co.KG 24/07/2013 A : : : -
Distribution Teichweg 3 35396 P_2013 0076 quyen Dt Asia L|_IIy Deutschland: Te|chV\{eg 3,
GmbH&Co0.KG Giessen Germar11y Giessen D-35396 Germany/ Lilly SA:
’ Avda. De la Industria 30 28108
Alcobendas (Madrid) Spain)".
Pé nghi cong ty giai trinh vé nhimg sai
khac giita 2 1an cong bd nay.
Gidy chimg nhan 13 ban in tir Eudra,
cong ching khong ching nhan cho
GAT No.: 396, Village tinh chinh xac cua Gidy chimg nhan
Sterling Heatlthcare Urse, Near Telfagaon Toll DE BW 01 GM Co quan tham|Vimedimex (COAng Chl{r.lg Ia ban C‘ua C ong ,ty),
23 PVtLid Plaza, Mumbai - PuneP 5014 0126 16/9/2014 quyén Ditc Binh Duong khong phai bai ;ao tu" ban‘ chinh,
Expressway, Maval, Pune,| — - khong phu hgp vai quy dinh vé ching
Maharashtra, 410506, India thuc, sao gidy to phép ly coa Viét
Nam. Y&u cau cung cip ban ching
thuc, sao y theo quy dinh.
Swiss  Agency Yéu cau cung cdp SMF hodc bao cao
24 ACS Daobfar Info Cas_ai, 7748 Campascio, 14-1797 08/09/2014 for Therapeutic|Cong ty TNHH|thanh '[I‘(:’l dé Ia[r1 rd cac dang bao ché
SA Switzerland Products Lamda duogc chirng nhan.

(Swissmedic)
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National Agency Cung cap tai liéu SMF hodc bao cao
Bristol  -Myers| /o Avenue Des Pyrenees,, o o 190/201 |10/6/2012;  |of Medicine and|C0"9 & TNHHjthanh tra GMP dé lam 16 "cac dang
25 . 47520 LE PASSAGE, DKSH Viét|bao ché ran khac".
Squibb France 2 24/3/2015 Health  Safety Nam
(ANSM)
Route de Moncor 10, 1752 for TrerapeutEver  Neuroltanh ira GMP g am 1 ~dang b
26 |Vifor SA Villars-sur-Glane, 14-1948 13/10/2014 P 1 o D ce A TR Gang
. Products Pharma GmbH |ché long: va "dang bao ché ran"
Switzerland i :
(Swissmedic)
Gidy ching nhan la ban in tir Eudra,
cong chtng khong ching nhan cho
tinh chinh x4c cua Gidy ching nhéan
Allergan . . L (cong chung la ban cua cong ty),
27 Pharmaceuticals Castlebar Road, Westport, 7482 03/06/2014 Irish Medicines V‘|med|mex khong phai bai sao tir ban chinh,
Co. Mayo, Ireland Board Binh Duong n . o . A s
Ireland khong phu hop vai quy dinh vé ching
thuc, sao gidy to phap ly cua Viét
Nam. Y&u cau cung cip ban chimng
thuc, sao y theo quy dinh.
United Dau HPHLS mo, thoi gian kiém tra
Kingdom's viét khong rd rang. Dé nghi cung cép
. . . JUK GMP 22481 Medicines and ban c6 céc théng tin rb rang va duong
92 Sipcot Industrial) GMP Healthcare Micro Labs|link vé viéc cdp gidy chiung nhan trén
28 Micro Labs Limited [Complex  Hosur  Tamil P 28/10/2014 . . 7 cap 8 ﬁy , & ¢
. 22481/11737 - Products Limited website co quan quan 1y dugc Anh.
Nadu IN-635 126, India
0003 Regulatory
Agency

(MHRA)
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Holopack Vé&i dé nghi cdng bd pham vi cho
Verpackungstechnik, "thudc théng thudng": bd sung Site
Holopack Sgrr:?enr::]f;ternabe, gemap den o B 0L GM o o i Cong ty TNHH leinstermFilli(}el hoac béo cao thanh tra dé
290 |Verpackungstechni gt =WV 05/11/2014 Nyl DKSH  viet|" &
K GmbH Grundrissplanen vom|P_2014 0136 quyén Dtrc Nam
17.07.2013, 73435
Abtsgmund-
Untergroningen, Germany
Co so dé& nghi cong bd san pham
Waarderweg 39 2031 BN Health care Andriol testocaps 40mg nhung cung
30 '\D":r:fr‘fe B%‘arp & HAARLEM The|NL/H 13/0024  |15/04/2013  |inspectorate, gfa?D& D'c\)/:ﬁ:;k cdp MA do Cuc QLD VN cAp da hét
' Netherlands The Netherlands P han. Dé nghi cung cip CPP san phiam
con hiéu luec.
Swiss  Agency| P6i voi san pham Lamisil dé nghi
31 Novartis Consumer|Route dg I'Etraz, 1260 15-0737 07/04/2015 for Therapeutic Consumer cong l?o, }/eu c?u cung cap CPP hoac
Health SA Nyon, Switzerland Products MA cua san pham
: i Health SA
(Swissmedic)
45, Jeyakgondan  2-gil Gyepngln ]?e nghi cung c?p E,:Ien ban lflem tfa
Hvananam -eun. Hwaseon Regional Food cia co quan quan ly dugc Han Quoc
32 |Jassen Korea Ltd Siy Ggeon i_(';’c’) . ub“‘g 2015-D1-0313  [02/02/2015  |and Drug|Janssen Cilag  |cdp cho cong ty thé hién noi dung
, >yeonggr-do, Rep Administration, kiém tra theo PIC/S-GMP va thé hién
of Korea 1z
Korea ngay kiém tra.
JI. Industri Cimareme No. 8 . Tal licu nop kho?g I.{i glay\Chu’r.l% nhan
Desa Cimareme Indonesia GMP, khong thé hién ngay kiém tra
'|PW.01.02.331.02. National Agency|Cong ty PT.[GMP. Bé nghi cung cap Gidy ching
33 PT. Sanbe Farma  |Kecamatan Ngamprah, 15.0857 23/02/2015 for Drug and|Sanbe Farma  |nhan gdc hodc bién ban kiém tra thé

Kabupaten Bandung Barat -
Indonesia (Unit 3)

Food Control

hién ngay kiém tra va nguyén tic GMP
ap dung.
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Jalan Industri 1 No. 9, : Tal licu oD kho?g I.aA glay‘ChuT.l% nhan
RT 01 RW.08. Kelurahan Indonesia GMP, khéng thé hién ngay kiém tra
34 PT. Sanbe Farma  |Utama Kecamatan Cimahi PW.01.02.331.02. 93/02/2015 National Agency|Cong ty PT. GI\{lP. I?e ngvh1 C.uAng (iap (iwy chun%
. . |15.0863 for Drug and[Sanbe Farma nhan goc hodc bién ban kiém tra thé
Selatan, Kota Cimahi - n “ 1z 5 N
. . Food Control hién ngay kieém tra va nguyén tac GMP
Indonesia (Unit 1) .
ap dung.
Jalan Mahar Martanegara Tai lidu nop khdng Ia gidy chig nhan
No. 162 (JI. Leuwigajah Indonesia GMP, khong thé hién ngay kiém tra
No0.162) RT.01 RW.12 ; . GMP. Dé nghi cung cip Gidy chimg
35 PT. Sanbe Farma  |Kelurahan Baros PW.01/02.331.02 23/02/2015 National Agency|Cong  ty PT. nhan gbc hodc bién ban kiém tra thé
. . .15.0860 for Drug and|Sanbe Farma A N1k 5 A L2
Kecamatan Cimahi Tengah hién ngay kiém tra va nguyén taic GMP
N . Food Control ,
Kota Cimahi - Indonesia ap dung.

(Unit 2)




