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
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ST IXUAT blA CHI GIAY CN NCAYCAP1CAPGCN  |CONGBO  |GIAI TRINH
. n Dau hop phap hoa lanh sy mo, dé nghi
Beximco Pharmaceutical|Gazipur, Tongi 1711 1205|INS-482216- Aus'trla Federal| Cong  ty TNI;'H ndp ban chinh hgp phép hoa lanh su
1 - 10/09/2014  |Office for Safety|Duogc pham| ;" ... . .z
Limited Dhaka, Bangladesh 0003-010 . dé doi chiéu.
in Healthcare Doha
. _IMDI and VISION Unit, Austria Federal|Cong ty TNHH|D2u iop Phap hoa lanh sy mo, de nghi
Beximco Pharmaceutical . - INS-482216- . ;__|ndp ban chinh hop phap hoa lanh su
2 o Tongi 1711, Gazipur, 18/04/2012  |Office for Safety|Duoc pham| ;" ... . ..
Limited 0002-012 . de doi chicu.
Bangladesh in Healthcare Doha
Chiesi Farmaceutici S.P.A Italian Giai trinh pham vi chirmg nhan khéng
Via San Leonardo 96 -(IT/192-7/H/2014 |29/07/2014 Medicines con ¢ cho phép thur vo trung.
Chiesi Farmaceutici|43122 Parma (PR), Italia Agency AIFA g y
3 - - Hyphens Pharmal—— — - -
SP.A Reparto Distaccato Italian Pte Ltd Giai trinh pham vi chirng nhan khéng
Via Palermo, 26/A-43122-(1T/192-7/H/2014 |29/07/2014 Medicines cho phép thur hoa ly.
Parma (PR), Italia Agency AIFA
French National Pé nghi cung cip SMF theo mau cia
10 rue Bouche Thomas, HPE/FR/262/201 Agency for|Cong ty Pfizer|EU hoic b&o céo kiém tra GMP dé
4 |Farmea Zac  d'Orgemont, 49000|, 05/12/2011  |Medicines and|(Thailand) lam rd dang bao ché "dang bao ché rin
Angers, France Health Products|Limited khac" 1a cac dang bao ché cu thé nao?
Safety
797-48,  Manghyang-ro, Daejeon Pé nghi cung cap Bién ban kiém tra
Seonggeo-eup, Seobuk-gu, Regional Food| . . ctia co quan quan ly duoc Han Quéc
5 |Chong  Kun = Dangly o onan-si 2014-G1-1427  |02/07/2014  |and Drug| N9 Y Chongl < o cong ty thé hién noi dung

Pharmaceutical Corp.

Chungcheongnam-do,
Korea

Administration,
Korea

Kun Dang

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
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XUAT : GIAY CN NGAY CAP CAP GCN CONG BO GIAI TRINH
Dé nghi cung cap Bién ban kiém tra
. |495, Hanu-ro, Hoengseong- Seoul Regional|{Céng ty Dae|ciia co quan quan ly duge Han Quéc
6 gze ':t"(;’a Pharmaceuticall, " Hoengdeong-gun, |2014-B1-0395  |07/07/2014  |Food and Drug|Hwa cdp cho cong ty thé hién noi dung
N Gangwon-do, Korea Administration |Pharmaceutical |kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
Plant 1, 384 Moo 4, Soi, 6, B sung bién ban kiém tra chimg minh
I Bangpoo Industrial Estate, \ 2 n pham vi dugc kiém tra theo nguyén tic
7 'F\,’l'igl’l“c com ';r']fef_ci';?fee; Pattana 3 Road, Phraeksa, E EZ—Ole\’B%ll—?GM 100072014 |<° e tham Eﬁzgci;i’ceg"ega EU-GMP bao gdm ca cic dang bao
pany Mueang, 10280 — - quye ¢ ché dang trong giai doan xin gidy phép
Samutprakarn, Thailand luu hanh.
Plant 2, 515/1, Soi, 8, B sung bién ban kiém tra chimg minh
e Pattana 3 Road, Bangpoo \ 2 n pham vi dugc kiém tra theo nguyén tic
8 'F\,’l'igl’l“c com ';r']fef_ci';?fee; Industrial Estate, Phraeksa, E E26N1ZV6%1266M 140072004 |<° e tham Eﬁzgci;i’ceg"ega EU-GMP bao gdm ca cic dang bao
pany 10280 Samutprakarn,| — - quye ¢ ché dang trong giai doan xin gidy phép
Thailand luu hanh.
Cong ty cO giai trinh vé pham vi
ching nhan 13 "bao gdom ca chat doc té
Salutas Pharma GmbH :_|Cong ty[bao".
9 [Salutas Pharma GmbH |Otto-von-Guericke-Allee 1, D2%12T68336MP 22/03/2013 Co Aqtgr) tham Novartis Tuy nhién trong SMF khong kem
39179 Barleben, Germany |~ - quyen Buc Singapore Apendix 2 (theo mau ctia EU) hoic

Apendix 8a (Theo vién dan tai SMF)
thé hién cac dang bao ché cu thé.
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A.Menarini
Manufacturing Logistics
and Services S.R.L

Via Sette Santi, 3 - 50131
Firenze (FI), Italia

IT/226-3/H/2013

11/10/2013

Italian
Medicines
Agency AIFA

Cong A.
Merarini

Singapore

ty

Cong ty dé nghi bo sung trong pham vi
ching nhan "Thudc ding ngoai dang
long". Tuy nhién:

+ Tai Gidy chimg nhan GMP, "Thubc
dang ngoadi dang long: hormon
corticosteroid" chi tién hanh déi véi
cong doan kiém nghiém va xuat
xuong, khdng la toan bd quy trinh san
XUuat.

+ Tai MA clia san pham Fastum Gel:
day 1a san pham gel thuoc dang bao
ché ban ran, khong phai 1a thude ding
ngodi dang long. Hon nita, hoat chat
thudc nay 1a Ketoprofen khong thudc
nhom hormon. Vi vay khéng ching
minh dugc cho dang bao ché dé nghi
bd sung nay.

Dé nghi cung cip SMF theo mau cta
EU (bao gdm quy trinh san xut) va ho
so 16 san xuat gan nhét cua thudc nay
dé 1am rd viéc san xuat Fastum Gel
trén day chuyén thudc dung ngoai
dang léng khong chira hormon.

11

Troikaa Pharmaceuticals
Limited

C-1, Sara Industrial Estate,
Selaqui, Dehradun -
248197, Uttarakhand, India

557/13

20/12/2013

National
Pharmaceutical
Control Bureau,
Ministry of
Health,

Malaysia

Cong ty TNHH
duge pham Kim
Thong

Cung cap ban chinh hop phép héa
lanh sy dé ddi chiéu




TEN CO SO SAN . ] . . |[CO  QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
ST IXUAT DIA CHI GIAYCN NGAYCAP|APGCN  |CONGBO  |GIAI TRINH
Khoéng c6 dau hiéu két ndi phan
Chung thyc SYBC (mat trude - trang
1) v6i phan Chimg nhan HPHLS (mit
sau -trang 2 - trang tring) va phan
chinh caia GCN GMP (trang 1, bao
Ministry of gom chit ky, con dau co quan c6 tham
Nipro Pharma(5-7, Maedano, Niida, Health, - Labour Meiji Seika quyen cap GMP, chit ky ciia ong/ba
12 Corporation, Odate Plant |Odalte, Akita, Japan 1065 04/06/2014 and Welfare Pharma Co., Ltd A.Ogawa)_. A A
’ ’ ' government  of " = Trong khi do, phan 6ng/ba A.Ogawa
Japan ky (mat trude) lai khéng néu rd chic
danh 6ng/ba nay va khong c6 con dau
nhu PSQVN da dé cap ¢ tem ching
thuc (mat sau).
Pé nghi cung cdp ban chinh GCN
GMP dé d6i chiéu.
United Bén cong bd khong 1&
Kingdom's Pé nghi cung cap ban chinh hop phap
i ici hoa lanh su d€ doi chiéu
Medreich Limited - Unit ;it:d e Ols/irgl\gr?:ggzsr UK GMP 17742 ms:llfr:(?:fe o Cong ty TNHH .
13 Insp GMP|26/01/2014 DKSH Viét
1 Bangalore In  560-049 17742/9885-0008 Products Nam
INDIA Regulatory
Agency

(MHRA)




TEN CO SO SAN . . . . |CO QUAN|DN BE NGHI|NOI DUNG CAN BO SUNG
STT < PIA CHI GIAY CN NGAY CAP | A A P <
XUAT ’ CAP GCN CONG BO GIAI TRINH
Village Sikandarpur Uplted | Caf: trn‘:;lg ;CO thonq tm, (ndi dung)
i Kingdom's khong c6 dau hgp phap hoa
Bhainswal Roorkee- .. Y Lax
i UK GMP 43742 medicines and . Trong khi d6, cac trang cé dau hop
i . _|Dehradun Highway Jubilant 1A A
Jubilant Generics Insp GMP Healthcare . phap hoa lai khong co6 thong tin.
14 . Bhagwanpur Roorkee 15/08/2014 Generics A . I . .
Limited o . 43742/448580- Products o D¢ nghi cung cap ban chinh hop phap
District Haridwar| .., Regulato Limited héa lanh sy dé d6i chiéu
Uttarakhand In-247661, g Yy j
INDIA Agency

(MHRA)
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AEterna Zentaris GmbH

Weismullerstr. 50 60314
Frankfurt, Germany

DE-RPDA-111-
FA-414-1-0

06/06/2012

Co quan co
thdim quyén cia
buc
(Regierungspras
idium
Darmstadt)

VPDBD Cong ty
Merck KGaA tai
Tp. H6 Chi
Minh

Pham vi ching nhan cua GCN chi la
ching nhén xuét xuong 16; khdng bao
gdom toan bd céc cong doan cia qué
trinh san xudt.

Cong ty c6 dinh kem 2 GCN EU-GMP
ctia nha san xuét lo dung moi pha tiém
(dong kém) va NSX lo thudc bot
Cetrotide. Tuy nhién, khong c6 bang
chung (tir co quan cidp GCN cho cong
ty AEterna) cho thiy cong ty AEterna
(chi) chiing nhan xuét xudng CAC san
pham duoc san xuat tir 2 Cong ty néu
trén.

GCN GMP (cong ty AEterna Zentaris
GmbH) khéng dé cap dén viéc chimg
nhan xuit xuong (C4C) san phdm cu
thé dwgc san xudt tir (CAC) co s& san
xuat dat PIC/S-GMP hay EU-GMP
nao. Néu cd, pham vi dé& nghi cong bd
ciing chi 1a (nhitng) san pham duoc dé
cap chtr khdng phai toan bo (cac) day
chuyén).

Pé nghi cung cép bang ching Cong ty
chiu trach nhiém xuat xuéng 16 thude
Cetrotide




TEN CO SO SAN . ] . . |[CO  QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
ST IXUAT DlA CHI GIAY CN NCAYCAP1CAPGCN  |CONGBO  |GIAI TRINH
. Cong ty China|Gidy ching nhan khéng dugc hop
) Medical . s
Shenzhen Zhiiun Hi-tech zone Guanlan, 6.2.1-2013- Products National phap hoa lanh sy
16 . J Baoan area, Shenzhen,| .~ 17/03/2014 Pharmaceutical |Cung cép ban chinh hop phap hoa
Pharmaceutical Co. Ltd. . '1080489 Agency of . i
Guangdong, 518110, China Foreign  Trade|lanh sy
Sweden .
Corporation
Trang chinh cia GCN va trang sao y
ban chinh (tir nudc ngoai) & hgp phap
hoéa lanh sy khéng c6 dau giap lai cua
Co quan ngoai giao Viét Nam ¢ bai
Bic hay ddu Cong ching ¢ Dai Bic.
Food and Drug Dé nghi cung cap ban chinh hop phép
Administration, |~ [hoa lanh su dé dbi chiéu va,
China  Chemical &|182-1, Keng Tze Kou, Ministry of m%rt]gth?‘:nh vienl” Cé6 dau giép lai cua Cq quan ngqai
17 [Pharmaceutical Co., Ltd.|Hsingfong, Hsinchu,|1487 13/10/2014  [Health and Vimedimex giao Viét Nam ¢ Pai Bac gitta phan
Hsinfong Plant Taiwan, R.O.C Welfare, . chinh cia GCN va phan chung thuc
. Binh Duong A 1n R ,
Republic of trén ban sao cong chirng

China (Taiwan)

- C6 xac nhan con dau FDA Dai Loan
va x4c nhan chir ky ctia nguoi ¢6 tham
quyén ky ban hanh GCN nay; hoic,




TEN CO SO SAN , ] X . |CO QUAN|DN PE NGHI|NQOI DUNG CAN BO SUNG
STT : A 5 5 |GIAITRi
XUAT DIA CHI GIAY CN NGAY CAP CAP GCN CONG BO GIAI TRINH
Pi duoc cap GCN (nim 2012, hét
hiéu lyc 01/2015) va duoc cong bd
5 t 2 Ac cap).
o e colveon cong ISR 00 Cetin el
15 |Merck KGaA & Co.|Hoessigasse 20, 9800|INS-480021- |0 [0 E’Fe o [Merck KGaA tai - 03 PO ?ao o C%np
Werk Spittal Spittal an der Drau, Austria [0028-001 (8/10) . Tp. H Chi| o W €9 duan ngoar giao nhay cong
Office for Safety Minh chimg ¢ nudc ngoai; trang Eudra
in Health Care) khong dang tai.
Dé nghi cung cap ban chinh hop phép
hoa lanh su dé di chiéu
French National Khoéng c6 thong tin vé co s¢ nay trén
Sanofi Winthdrop|1, rue de la Vierge 33440 Agency of|Cong ty Sanofi-jmang Budra.
19 . Pl g 14/10/0596 01/10/2013  |Medicine  and|Aventis  Viét|Dé nghi cung cidp Gidy ching nhan
Industrie Ambares, France .
Health Product|nam GMP hop 1€
Safety (ANSM)
Pé nghi Cong ty cung cap SMF va tai
NUCLEO INDUSTRIALE _ Cong _ ty|liéu chung rrjlnh ?0’ sokdap 1£ng CABMIi’
FACTA S. ATTO (loc. S. Nicolo' A Italian Rotexmedica trong hoat dong san xuat thudc bot vo
20 |FARMACEUTICI o o IT/276-1/H/2014 |20/10/2014  |Medicines GmbH tring san xuat khong qua tiét tring
Tordino) - 64100 Teramo - FOP , . . 1 .
S.P.A. Agency (AIFA) [Arzneimittelwer [cu6i (Gidy chirng nhan chi chirng nhan
(TE), ltaly NS . PO
k tir kh&u primary packing doi véi dang
bao ché nay)
Pé nghi Cong ty giai trinh pham vi
1899 Phaholyothin Road, Cong ty TNHH ching nhan: "Finished Product
Interthai Pharmaceutical[ Kwang  Ladyao  Khet|MI-2012-CE- . ...|Manufacure - Excluding Release for
21 Manufacturing Limited |Chatuchak Bangkok 10900,|10845-1 01/09/2014 ~ |TGA, Australia | DKSH Viet Supply" va lam ré duong ding (uéng

Thailand

Nam

hay ding ngoai) ciia dang bao ché long
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Yéu cau cung cip bao cao thanh tra
hay bién ban kiém tra 1an gn nhat dé
Gyeongin chimg minh tiéu chuan/can cr 4p dung
811, Deokpyeong-ro, Regional Food la GMP-PIC/S guidelines (phu hop véi
22 |8 aton " e o onazzo fowmaose o onglc) P hai 10 It vin i PICS i
: Administration, 01/7/2014). Cung cap thong tin vé
Korea Korea ngay kiém tra, ngay hét han trén Gidy
ching nhan GMP nay
Dé nghi cung cap bién ban/ béo cao
23 . gu, Seongnam-si, Gyeonggi{2014-D1-2203  |08/07/2014 Pharmaceutical RN L oA ~ Y
Pharmaceutical Co., Ltd . and Drug tai Han Quoc. Bo6 sung thong tin vé
do, Republic of Korea . - Co., Ltd Ny o Y , .
Administration thoi han hi€u lyc cua giay chirng nhan
GMP
French National B6 sung Site Master File hoic bao cao
Drug and Health thanh tra dé 1am rd "cac dang bao ché
24 |Aptalis Pharmasas  |Route de Bu, la Prevote, HPFIFRIL41/201 | o /000014 |products Safety|VPDD Tedis  |rén khac” gdm cAc dang bao ché cu thé
78550 Houdan, France 4 s
Agency nao.
(ANSM)
Gyeongin Pé nghi cung cap Bién ban kiém tra
lidong  pharmaceutical 2_5, Gongdan_l-ro, Anseon_g Regional Food|lldong c@a cO quan quan Iyqdugc Han Qudc
25 Co.. Lid si, Gyeonggi-do, Republic|2014-D1-2499 |25/07/2014 |and Drug|pharmaceutical cép cho cbng ty thé hién nc}iqdung
B of Korea Administration, |Co., Ltd kiém tra theo PIC/S-GMP va thé hién

Korea

ngay kiém tra.
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ST IXUAT DIA CHI GIAYCN NGAYCAP|APGCN  |CONGBO  |GIAI TRINH
French National B6 sung Site Master File hoic bao cao
5 Avenue de Concyr, Drug and Health|Novartis thanh tra dé 1am rd "cac dang bao ché
26 |Famar Orleans 45071 Orleans Cedex 2,|HPF/FR/40/2013 [22/02/2013  |Products Safety|Consumer ran khac" gdm céc dang bao ché cu thé
France Agency Health SA nao.
(ANSM)
11A, Jalan P/1, Kawasan Mal.ay5|an . Ban sao Hop phép hda lanh sy qua
Pharmaniaga Perusahaan Bangi, 43650 National Cong ty TNHH| o khong 16 ring. D& nghi cung cf
27 g g °|151/14 25/04/2014  |Pharmaceutical |[Duoc phdm Kim| "> <"0Nd forang. e nghi tung cap
Manufacturing Berhad  |Bandar Baru Bangi, N ban hgp phép hoéa lanh sy goc dé doi
Selangor,Malaysia Control - Bureau|Thong chiéu
gor, Vialay (NPCB)
Plot No. 65, 66, 67, Phase -
. Ukrainian State \ R .
I, Atgaon Industrial Administration |3 Duncan Ban sao Hop phap hoa lanh sy qué
J. Duncan Healthcare[Complex, Atgaon, Tal -]090/2014/SAUM - ' mo, khdng rd rang. Bé nghi cung cip
28 . 17/10/2014 on Medicinal{Healthcare Pvt.,|,, ok A 2R gA:
Pvt., Ltd Shahapur, Dist - Thane[P/GMP ban hop phép hoa lanh sy goc dé doi
Products Ltd Iy
421601, Maharashtra, (SAUMP) chiéu
State. INDIA
Malaysian \ o x .
O oploe e D 08 e
29 |Hovid Berhad Rahman, 30010 Ipoh,|196/14 09/05/2014  |Pharmaceutical ,g y‘ L g, ,g'~ & "2 g p
- Khanh Hoa ban hgp phép hoéa lanh sy goc dé doi
Perak, Malaysia Control Bureau chidu
(NPCB) '
27, Jeyakgongdan  3-gil, Gye_ongm E{e nghi cung c?p I?len ban 1\<1€m t{a
Korea Otsuka|[Hyangnam-eup, Hwaseong- Regional - Food Cong ty c6 phan cua co quan quan Iy»dwc Han Quoc
30 ’ 2014-D1-2420 [23/07/2014  |and Drug cap cho cong ty thé hién ndi dung

Pharmaceutical Co., Ltd.

si, Gyeonggi-do, Republic
of Korea

Administration,
Korea

Otsuka OPV

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
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STT IXUAT DIA CHI GIAY CN NGAYCAP|0APGCN  |CONGBO  |GIAI TRINH
Australian B6 sung Site Master File hoic bao cao
. . 21 Reaghs Farm Road,|,, L Therapeutic Cong ty TNHH|thanh tra dé lam rd "cac dang bao ché
gy |HPa  Pharmaceuticals)\ oo Now 2566, |MI-2013- 14/08/2013  |Goods Duge  phdm|rén khac" gdm cic dang bao ché cu thé
Ltd . 07511-1 . . R
Australia Administration |BHC nao.

(TGA)




