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 22
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
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
_ Canada  Health sach E:ac th}loc. Aduc_rc cap 50 da.ng ky
Helix 392 Wilson Ave. Toronto Products and|Cong ty C6 pha lru hanh tai Viet Nam. Be nghi cung
1 Pharmaceuticals : ; '(FC10T3375542 [21/08/2013 g ty L0 phan .45 MA caa Viét Nam tuong tmg voi
Ontario, Canada, M3H1S9 Branch VN Pharma \ 2 A . £
INC Inspectorate san pham dé nghi cong bo.
P Noi dung hop phap hoéa chua rd rang.
Pé nghi cung cip ban gbc hop phap
hoéa lanh su dé d6i chiéu.
Tai liéu nop & FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
. Canada  Health sach cac th}lOC. Aduqc oap 80 dapg ky
Helix 392 Wilson Ave. Toronto Products and|Céng ty C6 pha lu hanh tai Viét Nam. B¢ nghi cung
2 Pharmaceuticals . ' '|FC10T3376906 |21/08/2013 gty £Oophanl 4 MA cua Viet Nam tuong tmg véi
Ontario, Canada, M3H1S9 Branch VN Pharma \ 2 A o P
INC san pham dé nghi cong bo.
Inspectorate

No6i dung hop phéap héa chua ré rang.
Dé nghi cung cép ban gbc hop phép
héa lanh sy dé dbi chiéu.




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
1T , P PIA CHI IAY AY CAP < A PR .
S SAN XUAT IAC G CN NG C CAP GCN CONG BO GIAI TRINH
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
. Canada  Health sach E:ac th}lOC. Adu’qc cap 50 da'ng ky
Helix 392 Wilson Ave. Toronto Products and|Cong ty Cb pha lu hanh tai Viét Nam. B¢ nghi cung
3 Pharmaceuticals : ' '|FC10T3476906 [21/08/2013 9 ty ©0 phall 4 MA cua Viét Nam tuong tng voi
Ontario, Canada, M3H1S9 Branch VN Pharma \ X . £
INC Inspectorate san pham dé nghi cong bo.
P Noi dung hop phap hda chua rd rang.
Pé nghi cung cép ban gbc hop phép
hoa lanh sy dé ddi chiéu.
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
_ Canada  Mealth sach E:ac th}lOC. Aduc_rc cap 50 da.ng ky
Helix 392 Wilson Ave. Toronto Products and|Cong ty C6 pha lru hanh tai Viét Nam. B nghi cung
4 Pharmaceuticals : ; 'FC10T3476904 [21/08/2013 g ty L0 phanm .45 MA caa Viét Nam tuong tmg voi
Ontario, Canada, M3H1S9 Branch VN Pharma X 2 A . £
INC Inspectorate san pham dé nghi cong bo.
P Noi dung hop phap hoéa chua rd rang.
Pé nghi cung cip ban gbc hop phap
hoa lanh sy dé ddi chiéu.
Tai liéu nop & FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
_ Canada  Health sach \Cac th}lOC. Adu:(_yc cap S0 dapg ky
Helix 392 Wilson Ave. Toronto Products and|Céng ty C6 pha lru hanh tai Viet Nam. Be nghi cung
5 Pharmaceuticals . ' '|FC10T3476126  |21/08/2013 9 Y L0 Phanl £ MA cia Viét Nam tuong ang véi
Ontario, Canada, M3H1S9 Branch VN Pharma \ 2 A . P
INC san pham dé nghi cong bo.
Inspectorate

Noi dung hop phap hoéa chua rd rang.
Dé nghi cung cép ban gbc hop phép
héa lanh sy dé dbi chiéu.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT bla cHI GIAY CN NGAYCAP |cApGCN  |CONGBO  |GIAI TRINH
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC c¢d trong danh sach
cac thudc duoc cap sb ding ky luu
hanh tai Viét Nam, tuy nhién théng tin
Helix Canada Health nha san xuat san pham da duoc cap
: 392 Wilson Ave. Toronto, Products  and|Cong ty C6 phan|SDK ~ khdng  phai la  Helix
6 Pharmaceuticals Ontario, Canada, M3H1S9 FC10T3475663 |27/11/2013 Branch VN Pharma Pharmaceutical INC. Dé nghi cung cap
INC , i , e o
Inspectorate MA cua Viét Nam tuong ung vdi san
pham dé nghi cong bé.
Noi dung hop phap héa chua rd rang.
Pé nghi cung cép ban gdc hop phép
héa lanh sy dé ddi chiéu.
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
. Canada  Health sach cac th}lOC. Aduqc oap 80 dapg ky
Helix 392 Wilson Ave. Toronto Products and|Céng ty C6 pha lu hanh tai Viét Nam. B¢ nghi cung
7 Pharmaceuticals : ' '|FC10T3476905 [21/08/2013 9 ty ©O phanl 4 MA cua Viét Nam twong ang voi
Ontario, Canada, M3H1S9 Branch VN Pharma X 2 a2 o P
INC san pham dé nghi cong bo.
Inspectorate

No6i dung hop phéap héa chua ré rang.
Pé nghi cung cép ban gbc hop phép
héa lanh sy dé ddi chiéu.




TEN CO SO 3 " . . |CO  QUAN|DN PE NGHI|NQI DUNG CAN BO SUNG
1T » P PIA CHI IAY AY CAP < A PR .
S SAN XUAT IAC G CN NG C CAP GCN CONG BO GIAI TRINH
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
. Canada  Health sach E:ac th}lOC. Adu’qc cap 50 da'ng ky
Helix 392 Wilson Ave. Toronto Products and|Céng ty C pha luu hanh tai Viet Nam. B nghi cung
8 Pharmaceuticals : ' '|[FC10T3376907 [21/08/2013 9 ty ©0 phall 4 MA cua Viét Nam tuong tng voi
Ontario, Canada, M3H1S9 Branch VN Pharma \ X . £
INC Inspectorate san pham dé nghi cong bo.
P Noi dung hop phap hda chua rd rang.
Pé nghi cung cép ban gbc hop phép
hoa lanh sy dé ddi chiéu.
Tai liéu nop la FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
_ Canada  Mealth sach E:ac th}lOC. Aduc_rc cap 50 da.ng ky
Helix 392 Wilson Ave. Toronto Products and|Cong ty C6 pha lru hanh tai Viét Nam. B nghi cung
9 Pharmaceuticals : ; '|FC10T3375544 [21/08/2013 g ty L0 phanm .45 MA caa Viét Nam tuong tmg voi
Ontario, Canada, M3H1S9 Branch VN Pharma \ 2 A £
INC Inspectorate san pham dé nghi cong bo.
P Noi dung hop phap hoéa chua rd rang.
Pé nghi cung cip ban gbc hop phap
hoéa lanh sy dé doi chiéu.
Tai liéu nop & FSC cua Canada, tén
thudc trong FSC chua c6 trong danh
_ Canada  Health sach \Cac th}lOC. Adu:(_yc cap S0 dapg ky
Helix 392 Wilson Ave. Toronto Products and|Céng ty C6 pha lru hanh tai Viet Nam. Be nghi cung
10 |Pharmaceuticals . ' '|FC10T3375668 |27/11/2013 9 Y L0 Phanl £ MA cia Viét Nam tuong ang véi
Ontario, Canada, M3H1S9 Branch VN Pharma \ 2 A A P
INC san pham dé nghi cong bo.
Inspectorate

Noi dung hop phap hoéa chua rd rang.
Dé nghi cung cép ban gbc hop phép
héa lanh sy dé dbi chiéu.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT DIA CHI GIAY CN NGAYCAP 1 ipGCN  |CONGBO  |GIAI TRINH
Dé nghi cung cap Bién ban kiém tra
. . . |hodc Hb so tong thé (Site Master File)
. . Swiss  Agency|Cong ty Novartis| , = -, X a. s A .
1 SwissCo  Services B_ahnhofstra}sse 14, 4334 13-1990 98/10/2013 for Therapeitic|Pharma Services cua} CongAty '('ie giai t\rlnh VAe ;zh%m Vi
AG Sisseln, Switzerland chirng nhan "Dang bao ché ran" bao
Products AG A N . X PO
gom nhirng dang bao ché cu thé nao?
1. Pé nghi cung cap Bién ban kiém tra/
Ho so tong thé (Site Master File) cua
cong ty dé giai trinh vé pham vi chimg
. ) nhan "Dang bao ché rin khac" bao
Sanofi-Aventis A N \ J 2 s
gom nhiing dang bao ché cy thé nao?
Deutschland GmbH Cong ty Sanofi -|2. D& nghi giai trinh c4c muc 1.2.12
19 Sanofi-Aventis Bruningstrabe 50, H600,|DE_HE_01_GM 08/11/2013 Co quan tham Avegti;/ Vit 1'2 13 féng tai phin han ché m(m
Deutschland GmbH [H500, H590,  65926(P_2013 0117 quyén Dtc ek 2t Dl Phall e © one
. nam ung voi muc Nao tai pham vi chung
Frankfurt am Main, ~ £ A TN .
G nhan? Néu khéng cO giai trinh nao
ermany khéc, Cuc Quan ly dugc tam thoi
khéng céng bé cac muc 1.2.1.12,
1.2.1.13,1.2.1.17.
ingdoms [V BRong i e . st hop ph
Plot 2 Phase Il Pharma|UK GMP 17350 ga dign Cong ty| o nent CcUNgG cap ban go¢ hop phap
. . medicines and hoa lanh su dé doi chieu.
13 Glenmark Generics|Zone Sez Pithampur Dhar|lnsp GMP 18/07/2012 Healthcare Glenmark
Limited District Madhyar Pradesh|17350/5879877- Products Pharmaceuticals
In-454 774 India 0001 Limited tai Tp.
Regulatory

Agency MHRA

HoO Chi Minh




